Jonarok 3

A0 Haka3y MiHicTrepcTBa 0X0pOHH
3p0poB’sa Ykpainu «IIpo aep:xxaBHy
peecTpauiio (mepepeecrpaniio) JikapcbKux
3ac00iB (MeIUYHUX IMYHOOi0JIOrTYHMX
npenapariB) Ta BHeCeHHs 3MiH /10
peecTpauiiHuX MaTepiaaiB»

Bix 06 yepBHs 2024 poky Ne 979

ITEPEJIIK

JIKAPCBKHUX 3ACOBIB (MEJAYHUX IMYHOBIOJIOITYHUX IIPEMAPATIB), IIOJ0 SIKAX BYJIM BHECEHI
3MIHU JO PEECTPAIIIMHUX MATEPIAJIIB, SIKI BHOCSTBCS 10 JEP)KABHOI'O PEECTPY JIKAPCBKUX
3ACOBIB YKPAIHHA

Ne Hasea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNikapcbKko2o | (nikapcbka ghopma, 3asieHUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) nocei04yeHHs1
ABI30nN PO34MH opanbHuin 1 HOBEN IJTAY TypeyunHa HOBEN IJTAY Type4yunHa BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/16417/02/01
mr/mn, no 150 mn CAHAI BE CAHAI BE TNy - 3MiHu Wwoao 6esnekn/edpekTMBHOCTI Ta peuernmom
PO34MHY Y ¢priaKoHi, TIOXAPET TIDXKAPET dapmakoHarnsaay. BeegeHHst abo 3miHn go
no ogHoMy hnakoHy A.LL. A.L. y3aranbHeHuX gaHux Npo cuctemy apmakoHarnagy
3 MipHUM (BBEOEHHS y3aranbHEHVX JaHUX NPO CUCTEMY
CTaKaH4MKoM Ta dapmakoHarnsay, 3MiHa YNnoBHOBaXXeHOi ocobu,
LINpULOM- BiANOBIganNbHOI 3a 34iNCHEHHS hapMakoHarnaay;
[03aTopoM Y KOHTaKTHOI 0cobu 3 hapmMakoHarnsay 3asiBHvKa Ansi
KapTOHHIl ynakoBuj 34iCHeHHs hapmakoHarnsgy B YKpaiHi, SKLWo BOHA
BiAMiHHa Big ynoBHOBaxeHOi 0cobu, BianosigansHoi
3a 3[iCHeHHs hapmakoHarnagy (Bkrovaym
KOHTaKTHi AaHi) Ta/abo 3miHM y po3MmilLleHHi macTep-
aina cuctemu cpapmakoHarnsgy) - 3miHa
yrnoBHOBaXeHOI ocobu 3asiBHUKa, BiAMOBIiganbHOI 3a
dapmakoHarnag,.
[itoya pepakuis: R. Ayse Cetin.
MponoHoBaHa pepakuis: Kevser Cure.
3MiHa KOHTaKTHMX AaHNX YNOBHOBaXeHOi ocobu,
BignosiganbHoi 3a hapMakoHarnsag.
3MiHa Micus 3iNCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsgy.
3MmiHa MicLue3HaxookeHHs MacTep-daiina cucremu
apmakoHarnsgy.
ABI30N Tabnetku no 5 mr; HOBEN IJTAY TypeyunHa HOBE IJTAY TypeyurHa BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3miHu | 3a UA/16417/01/01
no 14 TabneTok y CAHAI BE CAHAI BE !Ny - 3MiHK Woao 6esnekn/edeKTMBHOCTI Ta peuenmom
GnicTepi, no 2 TIO>KAPET TIOXKAPET apmakoHarnsigy. BeegeHHst abo 3miHu go
Gnictepuy A.LL. AL y3aranbHeHVX AaHUX Npo cuctemMy bapmakoHarnsgy
KapTOHHIN ynakoBLi (BBEOEHHS y3aranbHEHWX AaHUX NPO CUCTEMY
dapmakoHarnsigy, 3MiHa ynoBHOBaXeHoi ocobu,
BiANOBIgaNbHOI 3a 34iMCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHuKa ansi
34icHeHHs hapmakoHarnsgy B YKpaiHi, SKWo BoHa
BigMiHHa BiJ YNOBHOBa)eHOI 0cobw, BignosigansHoi




2

OJIOB)KEHHS 104aTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

3a 34ificHeHHs1 hbapmakoHarnsay (BKroyarym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
canina cuctemn chapmakoHarnsgy). 3miHa
YNOBHOBaXeHOI 0cobu 3asiBHMKA, BignoBigansHoi 3a
dapmakoHarnsag.

[itoya pepakuin: R. Ayse Cetin. NMponoHoBaHa
penakuis: Kevser Cure. 3MiHa KOHTAKTHUX JaHWUX
yNnoBHOBaXKeHOi 0cobu, BiANoBiAanbHoI 3a
hapmakoHarnag. 3miHa micus 34ilCHEHHs1 OCHOBHOT
nisnbHocTi 3 chapmakoHarnsgy. 3miHa
MiCcLle3HaxomKeHHA MacTep-channa cuctemm
dapmakoHarnsgy

ABI30N

Tabnetkv no 10 wr;
no 14 tabnetoky
Gnictepi, no 2
Gnictepn y
KapTOHHIN ynakoBLi

HOBE INAY
CAHAI BE
TII>KAPET

AL

TypeyunHa

HOBEN INAY
CAHAI BE
TIIKAPET
A.LL.

TypeuunHa

BHECEHHS 3MiH O peecTpaLinH1X maTepianis: 3MiHu |
Tmny - 3MiHN Wwopo 6esnekn/edekTMBHOCTI Ta
tapmakoHarnagy. BeegeHHsi abo 3amiHn oo
y3aranbHeHVX JaHux Npo cuctemMy dhapmakoHarnsgy
(BBEAEHHS y3aranbHEHMX OAHWX NPO CUCTEMY
dapmakoHarnsgy, 3miHa ynoBHoBa)keHoi ocobu,
BiANOBIgaNbHOI 3a 34iNCHEHHS hapMakoHarnaay;
KOHTaKTHOI 0cObu 3 chapMakoHarnsgy 3asiBHuUKa Ans
30iNCHeHHs hapmakoHarnsay B YKpaiHi, SKWwo BoHa
BigMiHHa Big ynoBHOBa)eHOi ocobu, BignosigansHoi
3a 3[iNCHeHHA dhapmakoHarnagy (BKnovaym
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
daiina cuctemn chapmakoHarnsgy). 3miHa
yrNoBHOBaXeHoi 0ocobu 3asiBHUKa, BiAMOBIAaNbLHOI 3a
dapmakoHarnag,.

Hitoua pepakuisi: R. Ayse Cetin. MponoHoBaHa
pepakuisa: Kevser Cure. 3MiHa KOHTAKTHUX JaHNX
yrnoBHOBaeHoi ocobu, BignoBigansHoi 3a
hapmakoHarnsig. 3miHa micusi 34iNCHEHHST OCHOBHOI
fisanbHocTi 3 dhapmakoHarnsagy. 3miHa
MicLle3HaxomKeHHs MacTep-anna cuctemm
dapmakoHarnsigy

3a
peuenmom

UA/16417/01/02

ABI30N

Tabnetkun no 15 wr;
no 14 Tabnetok y
GnicTepi, no 2
Gnictepny
KapTOHHIN ynakoBLj

HOBEJ INAY
CAHAI BE
TIIKAPET

AL

TypeydnHa

HOBEJ INAY
CAHAI BE
TIIKAPET
AL

TypeuurHa

BHECEHHS 3MiH O peecTpauiiHix maTtepianis: 3MiHu |
TMny - 3MiHK Wwopao 6e3nekn/edekTUBHOCTI Ta
apmakoHarnsiay. BeegeHHst abo 3miHu go
y3aranbHeHVX AaHuX Npo cuctemy cpapmakoHarnsgy
(BBEOEHHS y3aranbHEHVX JaHUX NPO CUCTEMY
dapmakoHarnsigy, 3MiHa ynoBHOBaXeHOi ocobu,
BiANOBIganNbHOI 3a 34iMCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmMakoHarnsay 3asiBHVKa Anst
34iicHeHHs bapmakoHarnsgy B YKpaiHi, SKWo BoHa
BiJMiHHa Bif yNOBHOBaXeHOI 0cobu, BignosigansHoi
3a 3[i1CHeHHs1 hapmakoHarnsay (Bkrovaudm
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLleHHiI MacTep-
chanina cuctemu dhapmakoHarnsgy). 3miHa
yrNoBHOBaXeHOI ocobu 3asiBHUKa, BiANOBIiganbHOI 3a
dapmakoHarnag.

[itoua pepakuisi: R. Ayse Cetin. MNponoHoBaHa
pepakuisi: Kevser Cure. 3MiHa KOHTAKTHUX JaHUX

3a
peuenmom

UA/16417/01/03




3

IIponmoskeHHs nomaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

YyNOBHOBa)eHOi 0cobu, BignoeigansHoi 3a
dapmakoHarnag. 3miHa mMicusi 3QiNCHEHHs1 OCHOBHOT
nisnbHocTi 3 chapmakoHarnsgy. 3miHa
MicLe3HaxoaxXeHHa macTep-daina cucrtemm
dapmakoHarnsgy

ABI30N

Tabnetku no 30 wmr;
no 14 Tabnetoky
GnicTepi, no 2
Gnictepn y
KapTOHHIN ynakoBLj

HOBE IN1AY
CAHAI BE
TIIKAPET

AL

TypeyunHa

HOBEN I1AY
CAHAI BE
TIIKAPET
A.LL.

TypeudunHa

BHECEHHS 3MiH O peecTpauinHuX maTepianis: 3MiHu |
Tuny - 3MiHn Wwopao 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsiay. BeegeHHst abo 3miHu go
y3aranbHeHVX JaHUX Npo cucTeMy bapmakoHarnsgy
(BBEOEHHS y3aranbHeHVX AaHUX Npo CUCTEMY
hapmMakoHarnsagy, amiHa ynoBHoBaxeHoi ocobu,
BiANOBIganNbHOI 3a 34iNCHEHHS hapMakoHarnaay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asiBHuKa onsi
3AiNCHEHHA hapmakoHarnsgy B YKpaiHi, SKLO BOHa
BigMiHHa Big ynoBHOBa)eHOi ocobu, BignosigansHoi
3a 34ificHeHHs1 hapmakoHarnsay (BKrovarym
KOHTaKTHi AaHi) Ta/abo 3mMiHM y po3MilLleHHi macTep-
daiina cuctemu chapmakoHarnsgy). 3miHa
YNOBHOBaXeHOI 0cobU 3asiBHMKA, BignoBigansHoi 3a
dapmakoHarnag,.

[itoya pepakuin: R. Ayse Cetin. NMponoHoBaHa
penakuis: Kevser Cure. 3MiHa KOHTAKTHUX AaHWUX
yMOBHOBaXeHoi ocobw, BiANOBiAanbHOI 3a
tbapmakoHarnag. 3miHa micus 34ilCHEHHs1 OCHOBHOT
nisinbHocTi 3 chapmakoHarnsay. 3miHa
MiCLIe3Hax0omKeHHA MacTep-channa cuctemm
dapmakoHarnsigy

3a
peuenmom

UA/16417/01/04

ABI30N
I3ITAB

TabneTku, Wo
AvcnepryoTeCs B
POTOBIN NOPOXKHWHI,
no15wmr,no 7
Tabnetok y 6nictepi,
no 4 6nictepu B
KapTOHHIN ynakoBLj

HOBEJ INAY
CAHAI BE
TIIKAPET

AL

TypeydnHa

HOBEIJ INAY
CAHAI BE
TIIKAPET
AL

TypeyurHa

BHECEHHS 3MiH O peecTpauiiHix maTtepianis: 3miHu |
Tmny - 3MiHM Wwopao 6e3nekw/edekTMBHOCTI Ta
apmakoHarnsiay. BeegeHHst abo 3miHu go
y3aranbHeHUX AaHuX Npo cuctemy papmakoHarnsay
(BBEAEHHS y3aranbHEHMX OAHWX NPO CUCTEMY
dapmakoHarnsiay, 3MiHa ynoBHOBaXeHoi ocobu,
BiAnoBiganeHoI 3a 34iMCHEHH: hapMakoHarnsaay;
KOHTaKTHOI 0CO0M 3 hapMakoHarnsay 3asiBHUKa Ansi
34icHeHHs hapmakoHarnsgy B YKpaiHi, SKWo BoHa
BiAMiHHa Big ynoBHOBaxeHOi 0cobu, BianosigansHoi
3a 3[iNCHeHHA dhapmakoHarnsgy (BKrovaym
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
darina cuctemu hapmakoHarnsigy). 3miHa
YNOBHOBaXEHOI 0cobU 3asiBHMKA, BignoBiganbHoOi 3a
dapmakoHarnsag,.

Hitoya pepakuis: R. Ayse Cetin. lNponoHoBaHa
pepakuisa: Kevser Cure. 3MiHa KOHTAKTHUX JaHUX
yrnoBHOBaxeHoi ocobu, BignoBiganbHoi 3a
hapmakoHarnsig. 3miHa micusi 34iNCHEHHST OCHOBHOI
nisnbHocTi 3 dhapmakoHarnsagy. 3miHa
MicLle3HaxomKeHHs MacTep-channa cuctemu
dapmakoHarnsigy

3a
peuenmom

UA/18410/01/02

ABI30N
IBITAB

TabneTku, Wo
OVCnepryoTbes B

HOBEJ INAY
CAHAI BE

TypeyunHa

HOBEJ INAY
CAHAI BE

TypeyurHa

BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3miHu |
TMny - 3MiHK Wwoao Gesnekn/edekTUBHOCTI Ta

3a
peuenmom

UA/18410/01/01




4 [IponoBxkenHs nonarka 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
POTOBI NOPOXHWHI, TIOIXKAPET TIOIXXKAPET dapmakoHarnagy. BeegeHHs abo 3miHn oo
no 10 mr, no 7 A.LL. AL y3aranbHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
Tabnetok y 6nictepi, (BBEOEHHS y3aranbHeHVX AaHUX Npo CUCTEMY
no 4 Gnictepu B capmakoHarnsgy, 3miHa ynoBHOBa)keHoi ocobu,
KapTOHHIN ynakoBLi BiAMNOBiAANbHOI 3a 3AiNCHEHHs (hbapmakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa onsi
3iicHeHHs chapmakoHarnsgy B YkpaiHi, SKLWwo BoHa
BiAMiHHA Bi# ynoBHOBaxeHOi ocobu, BianosiganbHoi
3a 34ifiCHeHHs1 hbapmakoHarnsay (BKoYarym
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
arna cuctemun apmakoHarnsgy). 3miHa
YNOBHOBa)eHOI 0cobu 3asiBHMKA, BignoBiganbHoi 3a
chapmakoHarnsag,.
[Hitoya pepakuis: R. Ayse Cetin. NponoHoBaHa
penakuis: Kevser Cure. 3MiHa KOHTAKTHUX AaHWUX
yNoOBHOBa)eHOi ocobu, BignoeigansHoi 3a
dapmakoHarnag. 3miHa micusi 3QiNCHEHHs1 OCHOBHOT
nisinbHocTi 3 chapmakoHarnsay. 3miHa
MicLe3HaxoaXXeHHa macTep-daina cucTtemm
dapmakoHarmnsgy
8.| AAEMMNAC® TabneTkn, BKPUTI Bariep Al HimeuunHa BCi cTagii HimevuunHa BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/14101/01/01
NniBKOBOKO BUpOGHMUTBA: Tmny - 3MiHm 3 sikocTi. CepTudikaT BignosiaHocCTI/IE- peuenmom
obornoHkot, no 2,5 Banep AT, cepTudikaT BignoBiAHOCTI €EBpONEnCchKin
mr; Ne 42: no 21 HimeyuuuHa; apmakonei/MmoHorpadii. 3miHK, nos'a3aHi 3
Tabnetui y 6nicrepi; BTOPUHHE HeoOXigHICTIO NpuBeaeHHs Yy BignoBigHICTb A0
no 2 6nictepu B nakyBaHHS: MoHorpadii JdY abo €sponericbkoi hapmakonei, abo
KapTOHHIN nayui; Ne LteremanH iHWOT HauioHanbHOI dhapmakonei Aepxasu €C (3MiHa
84: no 21 Tabnetui y JToHbepnakyHr y cneundikauii HecpbapmakonenHoro APl ans
Gnictepi; no 4 & NNoricTiwep NpVBELEHHS Y BiAMNOBIAHICTL A0 BuMor dY abo
Gnictepu B Cepsic e K., €Bponelcbkoi hapmakonei, abo iHWoi HaLioHanbHOI
KapTOHHIN nayui HimeuumHa apmakonei gepxasu €C) - A®I - 3miHn B
cneumdikauisx i npoueaypi BuNpobysaHb ANs
NPOMDKHOIO NPOAYKTY Ait04Oi pe4OBUHM piouuryaTy
(mikpoHizoBaHoro) Anst nosHoi BignosigHocTi Ph. Eur.
9.| ABEMNAC® TabneTkn, BKpUTI Banep Al HimeuunHa BCi cTagii Himeuunna BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3miHu | 3a UA/14101/01/02
NniBKOBOIO BMPOGHMLTBA: Tuny - 3MiHn 3 sikocTi. CepTudikaT BignosigHocTi/lE- peuenmom
obornoHkot, no 2,0 Baviep AT, cepTudikaT BignoBigHOCTI €EBponenchkii
mr; Ne 42: no 21 Himeyuunha; dapmakonei/moHorpadii. 3miHu, Nos'asaHi 3
Tabnetui y 6nictepi; BTOPUHHE HeobXigHICTI0 NpMBeAeHHs Y BiANOBIAHICTb A0
no 2 6nictepu B nakyBaHHS: MoHorpadgii 1PY abo €sponeiicbkoi hapmakonei, abo
KapTOHHiIN nayui; Ne LreremanH iHLWOI HaLjoHanbHOi dhapmakonei aepxasmn €C (3miHa
84: no 21 Tabnetui y JloHdbepnakyHr y cneundikauii HecpbapmakonenHoro A®I ans
GnicTepi; no 4 & NoricTiwep npuBeaeHHs y BianosigHicTb Ao Bumor OdY abo
Gnictepu B Cepsic e K., €Bponencbkoi hapmakonei, abo iHLWOoi HalioHanbHOI
KapTOHHIN nayui HimeuunHa dapmakonei aepxasu €C) - A®I - 3miHn B
cneumdikauisx i npoueaypi BUNpobysaHb Ans
NPOMDKHOTrO MPOAYKTY Ail040I pevOBUHU pioumryaTy
(mikpoHizoBaHoro) Ansi nosHoi BignosigHocTi Ph. Eur.
10.| ABEMMNAC® TabneTkn, BKpUTI Banep Al Himeuunna BCi cTagii Himeuunna BHECEHHS 3MiH [0 peecTpaLiiHuX MaTepianis: 3miHu | 3a UA/14101/01/03
NniBKOBOO BMPOGHMLTBA: Tnny - 3MiHn 3 skocTi. CepTudikaT BignosigHocTi/lE- peuernmom

obonoHkoto, no 1,0

Baviep AT,

cepTudikaT BignoBigHOCTI €EBponenchkii




5 [IpomoBxeHHS J0oaTKa 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
mr; Ne 42: no 21 HimeuumnHa; dapmakonei/moHorpadii. 3miHK, nos'asaHi 3
Tabnetui y 6nictepi; BTOPUHHE HeobXiaHICTI0 NpMBeAeHHs Y BiANOBIAHICTb 40
no 2 6nictepu B nakyBaHHS: MoHorpadgii [1dY abo €sponerickkoi hapmakonei, abo
KapTOHHI nayui; Ne LLiteremaHH iHLWOI HauioHanbHOi dhapmakonei aepxasmn €C (3miHa
84: no 21 tabnetui y JloHdepnakyHr y cneundikauii HedbapmakonenHoro APl ans
Gnictepi; no 4 & NNoricTiwep NpVBEAEHHN y BiANoBiAHICTb Ao Bumor dY abo
Gnictepn B Cepsic e.K,, €Bponencbkoi hapmakonei, abo iHLWOoi HauioHanbHoI
KapTOHHIN nayui HimeyunHa dapmakonei aepxasu €C) - A®I - 3miHn B
cneundikauisix i npoueaypi BUNpobysaHb Ans
NPOMKXHOrO MPOAYKTY Ait040i pevyoBUHU pioumryaTy
(mikpoHizoBaHoro) Ans nosHoi BignosigHocti Ph. Eur.
11.| AOEMNAC® TabneTkn, BKPUTI Bariep Al HimeuuunHa BCi cTagii HimevuunHa BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/14101/01/04
NniBKOBOKO BUpOGHMUTBA: Tmny - 3MiHm 3 sikocTi. CepTudikaT BignosiaHocTI/IE- peuenmom
obornoHkoto, no 1,5 Banep AT, cepTudikaT BigNoBiAHOCTI €EBpONEnCchKin
mr; Ne 42: no 21 HimeyuumHa; dapmakonei/MmoHorpadii. 3miHK, NoB'a3aHi 3
Tabnetui y 6nicrepi; BTOPUHHE HeoOXigHICTIO NpuBeaeHHs Yy BignoBigHIiCTb A0
no 2 6nictepu B nakyBaHHS: MoHorpadii JdY abo €sponericbkoi hapmakonei, abo
KapTOHHIN nayui; Ne LTeremaHH iHLWOI HauioHanbHOi dhapmakonei aepxasu €C (3miHa
84: no 21 TabneTuiy JloHdepnakyHr y cneumndikauii HedbapmakonenHoro APl ans
GnicTepi; no 4 & IoricTiwep npuBeaeHHs y BiANoBigHiCTL Ao Bumor AdY abo
Gnictepu B Cepsic e.K,, €Bponencbkoi hapmakonei, abo iHWOoi HauioHanbHoiI
KapTOHHIN navi HimeuyunHa dapmakonei gepxasu €C) - AD| - 3miHu B
cneumdikauisx i npoueaypi BuNnpobysaHb ANs
NPOMIXXHOIO NPOAYKTY Ait04Oi pe4OBMHU piouuryaty
(MikpoHi3oBaHoOro) ans nosHoi BignoeigHocTi Ph. Eur.
12.| ABEMMNAC® TabneTkn, BKpUTI Banep Al Himeuunna BCi cTagii Himeuunna BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3miHu | 3a UA/14101/01/05
NniBKOBOIO BMPOGHMUTBA: Tuny - 3MiHn 3 sikocTi. CepTudikaT BignosigHocTi/lE- peuenmom
obornoHkoto, no 0,5 Banep AT, cepTudikaT BignoBigHOCTI €EBponenchKii
mr; Ne 42: no 21 Himeyuunha; dapmakonei/moHorpadii. 3miHu, Nos'asaHi 3
Tabnetui y 6nictepi; BTOPUHHE HeobXigHICTI0 NpMBeAeHHs Y BiANOBIAHICTb A0
no 2 6nictepu B nakyBaHHS: MoHorpadii JdY abo €sponericbkoi hapmakonei, abo
KapTOHHiIN nayui; Ne LreremanH iHLWOI HauioHanbHOi dhapmakonei aepxasmn €C (3miHa
84: no 21 Tabnetui y JToHbepnakyHr y cneundikauii HecpbapmakonenHoro A®I ans
6nicTepi; no 4 & MoricTiwep npuBeaeHHs y BianosigHicTb Ao Bumor DY abo
Gnictepu B Cepsic e K, €Bponencbkoi hapmakonei, abo iHLWOoi HalioHanbHOI
KapTOHHIN nayui HimeuumHa apmakonei gepxasu €C) - A®I - 3miHn B
cneumdikaulisx i npoueaypi BuNpobysaHb Ans
NPOMKHOrO MPOAYKTY Ail040I pevoBUHU pioumryaTy
(mikpoHizoBaHoro) Anst nosHoi BignosigHocTi Ph. Eur.
13.| ASAKC® TabneTkn, BKpUTI HOBEN IJTAY TypeyunHa HOBEN ITAY TypeyurHa BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3mMiHu | 3a UA/5811/01/01
obornoHkot, no 500 CAHAI BE CAHAI BE TMny - 3MiHK Wwopao 6esnekn/edeKTUBHOCTI Ta peuyenmom
Mr no 3 Tabnetku y TIO>KAPET TIOKAPET apmakoHarnsigy. BeegeHHst abo 3miHu go
6nicTepi, no 1 A.LL. AL y3aranbHeHVX AaHUX Npo cuctemMy bapmakoHarnsgy

6nictepy B
KapTOHHIN ynakoBLj

(BBEOEHHS y3aranbHeHVX AaHUX Npo CUCTEMY
dapmakoHarnsigy, 3MiHa ynoBHOBaXeHoi ocobu,
BiANOBIganNbHOI 3a 34iMCHEHHS (hapMakoHarnaay;

KOHTaKTHOI 0cobu 3 hapmakoHarnsaay 3asiBHvKa Ans
34icHeHHs hapmakoHarnsgy B YKpaiHi, SKWo BoHa
BiJMiHHa Bi yNOBHOBa)eHOI 0cobu, BignosigansHoi
3a 3[iCHeHHsA dhapmakoHarnsgy (BKrnoYvaym
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
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IIponmoskeHHs nomaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

canina cuctemn chapmakoHarnsgy). 3miHa
YNOBHOBaXeHOi 0cobu 3asiBHUKA, BignoBiganbHoi 3a
capmakoHarnsag,.

[itoya pepakuin: R. Ayse Cetin. NMponoHoBaHa
pepakuisa: Kevser Cure. 3MiHa KOHTAKTHUX JaHUX
YNOBHOBa)eHOI 0cobu, BignoeigansHoi 3a
dapmakoHarnag. 3miHa micus 34ilCHEHHs1 OCHOBHOT
AisnbHoCTi 3 dhapmakoHarnsagy. 3miHa
MicLe3HaxomKeHHa macTep-dainna cuctemm
dapmakoHarnsgy

14.

AKCE®®

TabneTkn, BKpUTI
obGonoHkoto no 250
mr, no 10 TabneTtok
y bnictepi; no 1 abo
no 2 6nictepny
KapTOHHIN ynakoBLj

HOBEJ INAY
CAHAI BE
TID>KAPET
AL

TypeydnHa

HOBEIJ INAY
CAHAI BE
TIIKAPET
AL

TypeyvunHa

BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu |
Tmny - 3MiHuM wopo 6e3nekn/edpekTMBHOCTI Ta
tapmakoHarnagy. BeegeHHsi abo 3miHn oo
y3aranbHeHUX AaHux Npo cuctemy papmakoHarnsgy
(BBEOEHHS y3aranbHEHVX OaHUX NPO CUCTEMY
capmakoHarnsgy, 3miHa ynoBHOBa)keHoi ocobu,
BiANOBIganbHOI 3a 34iNCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa Ansi
30iNCHeHHs hapmakoHarnsaay B YKpaiHi, SKWwo BoHa
BigMiHHa Bi yNOBHOBaXeHOI 0cobw, BignosigansHoi
3a 3ificHeHHs1 hbapmakoHarnsay (BKrovarym
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
darna cuctemn hapmakoHarnsgy). 3miHa
YNOBHOBa)eHOI 0cobu 3asiBHMKA, BignoBiganbHoi 3a
dapmakoHarnag,.

Hitoya pepakuis: R. Ayse Cetin. NMponoHoBaHa
pepakuis: Kevser Cure. 3MiHa KOHTAKTHUX AaHWX
yrnoBHOBaeHoi ocobu, BignoBifanbHoi 3a
dapmakoHarnag. 3miHa micusi 3QiCHEHHs1 OCHOBHOT
nisnbHocTi 3 dhapmakoHarnsgy. 3miHa
MicLle3HaxomKeHHs MacTep-anna cuctemm
dapmakoHarnsay.

3a
peuenmom

UA/3767/01/01

15.

AKCE®®

TabneTkn, BKpUTI
obonoHkoto no 500
mr no 10 TabneTok y
6nicTepi; no 1 abo
no 2 6nictepuny
KapTOHHIN ynakoBLii

HOBE INAY
CAHAI BE
TIIKAPET
AL

TypeyunHa

HOBEN INAY
CAHAI BE
TIIKAPET
A.LL.

TypeuuunHa

BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3miHn |
TMny - 3MiHK Wwopo 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnagy. BeegeHHs abo 3miHn oo
y3aranbHeHVX gaHUX Npo cuctemMy dhapmakoHarnsgy
(BBEOEHHS y3aranbHEHVX JaHUX NPO CUCTEMY
capmakoHarnsgy, 3miHa ynoBHOBaXeHoi ocobu,
BiAnoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmMakoHarnsay 3asBHuKa st
3[AiNCHEHHS hapmakoHarnsgy B YKpaiHi, SKL0 BoHa
BiAMiHHa Big ynoBHOBaxeHOi 0cobu, BianosiganbHoi
3a 3[i1CHeHHs1 hapmakoHarnsay (Bkrovaudm
KOHTaKTHi AaHi) Ta/abo 3mMiHM y po3MilLleHHi MacTep-
darina cuctemu chapmakoHarnsigy). 3miHa
yrNoBHOBaXeHOI 0cobu 3asiBHUKa, BiANOBiganbHOI 3a
dapmakoHarnag,.

Hitoua penakuisi: R. Ayse Cetin. MponoHoBaHa
pepakuisi: Kevser Cure. 3MiHa KOHTAKTHUX JaHUX

3a
peuenmom

UA/3767/01/02
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IIponmoskeHHs momaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
YyNOBHOBa)eHOi 0cobu, BignoeigansHoi 3a
dapmakoHarnag. 3miHa mMicusi 3QiNCHEHHs1 OCHOBHOT
nisnbHocTi 3 chapmakoHarnsgy. 3miHa
MicLe3HaxoaxXeHHa macTep-daina cucrtemm
dapmakoHarnsagy.
16.| AKCE®® NOPOLLIOK A451s HOBEN IJTAY TypeyunHa HOBEN IJTAY TypeyunHa BHECEHHS 3MiH [0 peecTpaLiiHMX maTtepianis: 3miHu | 3a UA/3767/02/01
PO3YUHY ANt iH'EKLii CAHAI BE CAHAI BE Tvny - 3MiHK Wwopao Gesnekn/edekTBHOCTI Ta peuenmom
no 750 wmr, 1 dpnakoH TIIXAPET TIDXKAPET chapmakoHarnsgy. BeegeHHst abo 3amiHv o
3 MOPOLLKOM Y A.LL. A.L. y3aranbHeHuX AaHuxX Npo cuctemy apmakoHarnagy
KapTOHHIN ynakoBLi (BBEOEHHS y3aranbHeHVX AaHUX Npo CUCTEMY
bapmakoHarnsay, 3MiHa yrnoBHOBaXXeHOi ocobu,
BiANOBIganNbHOI 3a 34iNCHEHHS hapMakoHarnaay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa ansi
3AiNCHEHHA hapmakoHarnsgy B YKpaiHi, SKLO BOHa
BigMiHHa Big ynoBHOBa)eHOi ocobu, BignosigansHoi
3a 34ificHeHHs1 hapmakoHarnsay (BKrovarym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
daiina cuctemu chapmakoHarnsgy). 3miHa
YNOBHOBa)eHOi 0cobu 3asiBHMKA, BignoBiganbHoI 3a
dapmakoHarnag,.
[itoya pepakuin: R. Ayse Cetin. NMponoHoBaHa
penakuis: Kevser Cure. 3MiHa KOHTAKTHUX AaHWUX
yMOBHOBaXeHoi ocobw, BiaNoBiAanbHoi 3a
tbapmakoHarnag. 3miHa micus 34ilCHEHHs1 OCHOBHOT
nisinbHocTi 3 chapmakoHarnsay. 3miHa
MiCLIe3Hax0omKeHHA MacTep-channa cuctemm
dapmakoHarnsay.
17.| AKTUNI3E® niodinisat ans BepiHrep HimeuunHa BepiHrep Himeuunna BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3a UA/2944/01/01
po34nHy Ans IHrenbxanm IHrenbxanm TexHiyHa nomurnika (3rigHo Hakasy MO3 Big peuenmom
iHdpy3in no 50 mr, 1 IHTEpHeLHN ®apma M'mbX i 23.07.2015 Ne 460),
dnakoH 3 m6X Ko. KI BunpaBneHHsi TexHiYHOI nomunku B cneumndikauii MKA
niodinizatom y Ans nokasHuka "KaninspHe izoenekTpuyHe
KomnnekTi 3 1 dokycyBaHHS i3 Bidyanisaujieto"”, a came BiACyTHe
dnakoHoM NOCUNaHHs, Lo BUNPOByBaHHSA NPOBOAATL TiNbKW Npu
pO34MHHKKa (BoAa BWMYCKy cepii nioginizaty nicns po34nHeHHs,
ans in'ekyin) no 50 3a3HaveHe nocunaHHsa BkasaHe B po3aini 3.2.P.5.1
M1 Y KapTOHHIN cneuudikauisa M3, Oitoya pegakuis: KaninspHe
KopobLi izoenekTpuyHe oKycyBaHHs i3 Bidyanisauieto
perioH 1: 15-49%; perioH 2: 46-47%; perioH 3: < 36 %
BUNpobyBaHHs NPOBOASATL TiMbKU NPU BUMYCKY
MponoHoBaHa pepakuis:
KaninspHe isoenekTpuyHe hokyCyBaHHs i3
Bidyanisauieto perioH 1: 15-49%; perioH 2: 46-47%;
perioH 3: < 36 %!
1BrNpo6yBaHHs NPOBOAATH TiMlbKV NPU BUMYCKY
18.| ANIOPA® TabneTkn, BKpUTI HOBEN ITAY TypeyunHa HOBE INTAY TypeyurHa BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3miHu | bes UA/5140/02/01
o6ornoHkoto, no 100 CAHAI BE CAHAI BE TNy - 3MiHK Wwoao Gesnexkn/edeKTMBHOCTI Ta peuenma
Mmr no 10 TabneTtok y TIO>KAPET TIKAPET apmakoHarnsigy. BeegeHHsi abo 3miHu go
6nicTepi; no 2 abo 5 A.LL. AL y3aranbHeHVX AaHUX Npo cucTeMy dpapmMakoHarnsgy

GnictepiB y
KapTOHHIN ynakoBUj

(BBEOEHHS y3aranbHeHVX AaHUX NPO CUCTEMY
dapmakoHarnsigy, 3MiHa ynoBHOBaXeHoi ocobu,
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IIponmoskeHHs nomaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
BifNoOBIganbHoI 3a 34iMCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnagy 3asiBHuKa Ans
34iicHeHHs chapmakoHarnsgy B YkpaiHi, AKWwo BoHa
BigMiHHa Big yNOBHOBa)eHOi 0cobu, BignosigansHoi
3a 3[iMCHeHHA dhapmakoHarnagy (BKnovaym
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
canina cuctemn chapmakoHarnsgy). 3miHa
YNOBHOBaXeHOi 0cobu 3asiBHUKA, BignoBiganbHoi 3a
capmakoHarnsag,.
[itoya pepakuin: R. Ayse Cetin. NMponoHoBaHa
pepakuisa: Kevser Cure. 3MiHa KOHTAKTHUX JaHUX
yNoOBHOBa)eHOi ocobu, BignoeigansHoi 3a
thapmakoHarnag. 3miHa micus 34ilCHEHHs1 OCHOBHOT
AisgneHocTi 3 dhapmakoHarnsagy. 3miHa
MicLe3HaxoaXXeHHa macTep-daina cucTtemm
dapmakoHarmnsay.
19.| ANTEI cvpon, no 100 mn MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | bes UA/11860/01/01
KOPEHA abo no 200 mny dapmaneBTuy dapmaueBTMyHa TMNy - AGMIHICTPaTMBHI 3MiHW. BunyyeHHs BUpOGHNYOI peuenma
cupon drakoHax CKMsIHMX Ha cabpuka tabpuka AinbHUUi (BKMtoYatoun ginbHuui ans A®l, npomixHoro
abo nonimepHux; No "Biona" "Biona" npoaykTy abo rotoBoro fikapcbkoro 3acoby, AinbHuLi
1 pnakoHy pa3om 3 [Onsi NPOBEAEHHS NaKyBaHHS, BUPOBHMKa,
MipHOIO NOXKOH abo BiANOBIgANbHOIO 3a BUMYCK CEPil, MicLie NpoBeeHHS
MipHUM KOHTPOIO cepii) abo nocTayanbHmKa BUXIGQHOTO
CTaKaH4MKoM y maTepiany, peareHTy abo JOMNOMKHOI pe4OBUHM
nayui; no 100 mn (SIKLLO 3a3HAYeHO Y Aocbe). BunyyeHHsi BUpoGHMKa
abo no 200 mny A®I-TOB "Xapmc", Pocis.
dnakoHax CKMsiHUX
abo nonimepHmx
20.| AlNlbBYBEH PO34MH ANS iHPDY3in TOB YkpaiHa, TOB Ykpaina BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3miHu | 3a UA/15875/01/02
20 %; no 50 mn, 100 "BIOPAPMA "BIOPAPMA TMny - 3MiHK 3 sikoCTi. [0TOBMI Nikapcbkui 3acib. peuenmom
My donakoHi; o 1 MNA3MA" MNA3MA" KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
dnakoHy y nayui 3 (BMpOBHMLTBO, MeToAax BUNpobyBaHHSA rOTOBOrO MiKapCbKoro 3acoby
KapTOHY nepBUHHE Ta (He3HayHa 3MiHa y 3aTBEpOKEHMX MeToAax
BTOPUHHE BUNpobyBaHHs) CynyTHsi 3aMiHa - 3MiHK 3 sKkocTi. API.
nakyBaHHs, KoHTponb A®I. 3miHa y meTogax BunpobysaHHs ADI

KOHTPOJSIb SIKOCTI,
BUNYCK Cepilt)

abo BMXxigHoOro matepiany/npoMikHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS Y NPOLIECi
BMPOGHMLTBa AD| (HE3HaYHI 3MiHW Y 3aTBEpPAKEHNX
MeToAax BUNpobyBaHHs1) BHeCEHHS yTOYHEHHS A0
METOAMKM BUNPOOYBaHHS rOTOBOTO MikapCbKOro
3acoby Ta A®I| 3a nokasHMKOM SIKOCTi AKTMBaTop
npekanikpeiHy LWoao 4oAaTKOBOro po3BedeHHs y cepil
po3BefeHb y PO34MHi NOPIBHSAHHS 6€3 3MiHW camoi
MeToauKn. 3MiHu | Tuny - 3miHK 3 AkocTi. FoToBMIA
nikapcbkuii 3aci6. KoHTporb roToBOro nikapcbkoro
3acoby. 3miHa y MeToax BUNpobyBaHHS rOTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEPAKEHMX
mMeTofax BunpobyBaHHs1) CynyTHsA 3MiHa - 3MiHu 3
skocTi. A®I. KoHTponb A®l. 3miHa y meTogax
BuNpobyBaHHa APl abo BuxigHOro
matepiany/npoMixxHOro NpoAyKTy/peareHTy, Lo
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IIponmoskeHHs nomaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

BUKOPUCTOBYETLCSA Y Npoueci BUpobHuuTea AdPI
(He3HayHi 3MiHM y 3aTBEpKEHNX MeToAax
BUNpoOyBaHHS) BHeceHHs peaakuinHmMx NpaBokK 40
TEKCTY METOAMKN BU3HAYEHHS MOKa3HMKa SKOCTI
Hatpito kanpunat ansa M3 ta APl 6e3 amiHn meToay
BUNpoOyBaHHA. 3MiHuM | TUNy - 3MiHK 3 aAKkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotToBoro nikapcbkoro
3acoby. 3miHa y meTofax BUNPOBYBaHHsi rOTOBOrO
nikapcbKkoro 3acoby (HeaHayHa 3MiHa y 3aTBEepKEHNX
MeTodax BUnpobyBaHHS) HeaHayHi 3amiHM y MeToguui
npoBefeHHs1 BUNpobyBaHHs 3a NOKa3HUKOM SIKOCTI
AnIOMIHIN: peaakuinHi npaBkn Ta yTOYHEHHS bopmMynn
pO3paxyHKy BMICTY antoMiHito y npenaparti y pasi
BVKOPVCTaHHSI KOMEPLIMHOIO CTaHAAPTHOMO PO3YMHY
antoMmiHito, 6e3 3amMiHM MeTogukn. 3MmiHu | Tuny - 3MiHK 3
siKocTi. [oTOBMI Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTtogax BunpobyBaHHSA
roToBOro nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEpPOKEHUX MeToAax BunpobyBaHHs) HeaHayHa
3MiHa y 3aTBEpAXXEHUX MEeToAax KOHTPOIO AKOCTI Anst
nokasHuka Kanin, a came: - pegaryBaHHs onucy
NPUroTyBaHHSI PO34MHY XIIOPUCTOBOAHEBOT KUCIOTH,
KU JoAaTb 40 BUNPOBOBYBaHOIrO PO3UUHY, -
[o[aBaHHs ONucy NPUroTyBaHHS KOHTPOMbHOMO
PO34MHY Ta YTOUHEHHS1 DOPMYNU ANt pO3paxyHKy
BMICTY Kanito y npenapari y pasi BUKOPUCTaHHSA
KOMEPLINHOro CTaHA4apTHOro Po34nHy Kanito, 6e3
3MiHN MeToaMKK. 3MiHu | TUny - 3MiHKM 3 sKOCTI.
[oToBWI Nikapcbkui 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa y MeTogax BUNpoGyBaHHS
roToBOro nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEpAKEHNX MeToAax BUNpobyBaHHs) BHeceHHs
He3HaYHMX 3MiHW 40 METOAMKM BU3HAYEHHS NOKa3HUKa
sKocTi HaTpin, a came yTo4YHeHHs dhopmynu
po3paxyHKy BMICTy HaTpito y npenaparti y pasi
BVKOPVCTAHHSI KOMEPLIHOIO CTaHAAPTHOMO PO3YMHY
HaTpito, 6€3 3MiHN METOAMKN.

21.

AllbBYBEH

PO34uMH ANS iHDY3in
10 %, no 50 mn, 100
MA 'y conakoHi; no 1
dnakoHy y nayui 3
KapTOHY

TOB
"BIO®APMA
MIA3MA"

YkpaiHa,

TOB
"BIOPAPMA
MIA3SMA"
(BMpOOHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHsi,
KOHTPOMb SKOCTI,
BUNYCK Cepilt)

Ykpaina

BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3miHu |
TMny - 3MiHK 3 sikocTi. [oTOBMIA Nikapcbkui 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y

MeToAax BUNpobyBaHHS rOTOBOrO MiKapCbKoro 3acoby

(He3Ha4Ha 3MiHa y 3aTBEPKEHNX MeToAax

BUNpobyBaHHs) CynyTHsi 3MiHa - 3MiHK 3 skocTi. ADI.

KoHTponb A®I. 3miHa y meTogax BunpobysaHHs ADI

abo BMxigHoro matepiany/npoMixHOro

NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS Y NPOLIECI

BMPOGHMLTBa AD| (HEe3HaYHI 3MiHW Y 3aTBEpPAXKEHNX
MeToAax BunpobyBaHHs1) BHeCEeHHS yTOUYHeHHs Ao
METOAMKM BUNPOOYBaHHSA rOTOBOTO MikapCbKOro
3acoby Ta A®I| 3a nokasHWMKOM SIKOCTi AKTMBaTop
npekanikpeiHy LWoao 4o4aTKOBOro po3BedeHHs y cepil

3a
peuenmom

UA/15875/01/01
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IIponmoskeHHs nomaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

poO3BeAEHb Y PO34MHi NOPIBHSAHHA 6€3 3MiHM camoi
meToaukW. 3MiHu | Tuny - 3miHK 3 AKocTi. FoToBMIA
nikapcbkuii 3aci6. KoHTpornb rotToBoro nikapcbkoro
3acoby. 3miHa y MeTogax BMnpobyBaHHsi rOTOBOMO
nikapcbkoro 3acoby (HesHayHa 3miHa y 3aTBepaKEeHUX
MeTodax BunpobyBaHHs1) CynyTHS 3MiHa - 3MiHM 3
skocTi. A®Il. KoHTponb A®l. 3miHa y meTogax
BunpobysaHHs APl abo BuxigHOro
marepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
BUKOPUCTOBYETbLCSA Y Npoueci BupobHuutea AdI
(He3HayHi 3MiHM y 3aTBEpKEHNX MeToAax
BMNpoOyBaHHs) BHeceHHs peaakuiinHmMx NpaBokK 40
TEKCTY METOAMKN BU3HAYEHHS MOKA3HMKa SIKOCTI
Hartpito kanpunat ans M3 ta A®I 6e3 3miHn meToay
BUNpoOyBaHHSA. 3MiHuM | Tuny - 3MiHK 3 akocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb roToBoro fikapcbkoro
3acoby. 3miHa y MeTogax BMnNpobyBaHHsSi FOTOBOTO
nikapcbKkoro 3acoby (HeaHayHa 3MiHa y 3aTBEpKEHNX
MeTodax BUnpobyBaHHS) He3HayHi 3amiHM y MeToauui
npoBefeHHs BUNPoOyBaHHS 3a NOKa3HUKOM SIKOCTI
AnIOMIHIN: peaakuinHi npaBkn Ta yTOMHEHHA hopMynn
pO3paxyHKy BMICTY antoMiHito y npenaparti y pasi
BVKOPVCTaHHSI KOMEPLIMHOIO CTaHAAPTHOMO PO3YMHY
antoMmiHito, 6e3 3amMiHM MeTogukn. 3MmiHu | Tuny - 3MiHK 3
siKocTi. [oTOBMI Nikapcbknii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa y meTtogax BMnpobyBaHHS
roToBOro nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEpPKEHUX MeToAax BunpobyBaHHs) HeaHayHa
3MiHa y 3aTBEpOXeHNX MeToAax KOHTPOSIO AKOCTI ANs
nokasHuka Kaniin, a came: - pegaryBaHHs onucy
NPUroTyBaHHsI PO34MHY XIIOPUCTOBOAHEBOT KUCIOTH,
KU [oAalTb 40 BUNPOBOBYBaHOrO po3yunHy, -
[ofaBaHHs ONuCy NPUroTyBaHHS KOHTPOMbHOMO
PO34YUMHY Ta YTOUHEHHS1 (DOPMYINY ANt pO3paxyHKy
BMICTY Kanito y npenapari y pasi BUKOPUCTaHHSA
KOMEPLINHOro CTaHa4apTHOro Po34nHy Kanito, 6e3
3MiHN MeToaMKK. 3MiHu | TUny - 3MiHKM 3 sKOCTI.
[oToBwWI nikapcbkuit 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa y meTogax BunpobyBaHHA
roTOBOro nikapcbKkoro 3acoby (He3HayHa 3miHa y
3aTBEpAKEHNX MeToAax BUnNpobyBaHHs) BHeceHHs
He3HaYHMX 3MiHW 40 METOAMKN BU3HA4YEHHS NoKa3HuKa
sKocTi HaTpin, a came yTo4yHeHHs dopmynu
po3paxyHKy BMICTy HaTpilo y npenapari y pasi
BVKOPVCTaHHSI KOMEPLIIHOrO CTaHO4APTHOrO PO3YMHY
HaTpito, 6e3 3MiHNM METOAMKN.

22.

AMJIECCA

Tabnetkun no 4 mr
/10 wr; no 10
Tabnetok y 6nictepi;
no 3 abo no 6, abo
no 9 Gnictepis y

KPKA, o.4.,
HoBo mecto

CrnioBeHis

BMPOGHMLTBO "in
bulk", nepsuHHe
Ta BTOpPWHHE
nakyBaHHs,
KOHTpOIb Ta

CrnioBeHis

BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3miHu |
TMny - 3MiHK Wopao Gesnekn/edekTUBHOCTI Ta
dapmakoHarnsay. 3miHa y KopoTkili XxapakTepuctuui
nikapcbKkoro 3acoby, TEKCTi MapKyBaHHSI Ta iHCTPYKLii

Ana Megu4yHoro 3aCTtocyBaHHA Ha nigcrasi perynsapHo

3a
peuernmom

He
nidnsieae

UA/128416/01/01
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IIponmoskeHHs nomaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep

peecmpayitiHo20

noceio4yeHHs1

KapTOHHIl kopobui

BUNYCK cepii:
KPKA, a.4.,
Hoso mecTo,
CrnoBeHis;
KOHTpOnb cepii
(cbinyHi Ta
XiMiYHi meToaun
KOHTPOMI0):
KPKA, a.4.,
Hoso mecTo,
CnoBeHisi

OHOBMIOBAHOTO 3BiTYy 3 6e3nekn nikapcbkoro 3acoby,
abo gocnimkeHb 3 6e3neky 3acTocyBaHHS NiKapCbKoro
3acoby B nicnsipeecTpauiiiuii nepiog, abo sk
pesynbTaT OLiHKW 3BiTY 3 AOCAXEHb, NPOBEAEHNX
Bi4NOBIgHO 40 NnaHy negiatpuyHux gocnigkeHs (PIP)
(iHWi 3miHK). 3MiHM BHeceHO B IHCTpyKUito ons
MeAMYHOro 3acTOCyBaHHS Nikapcbkoro 3acody Ao
po3giny "MobiuHi peakuii" BignosiaHo Ao iHdopmadii 3
6e3nekn 3acTocyBaHHS Ail040i PeHOBUHUN —
nepuHgonpuny. BeegeHHs 3MiH NpoTsirom 6-Tu MicsiuiB
nicnsa 3aTBepAXeHHs. 3MiHn | Tuny - 3MiHK Woao
Ge3nekn/edekTUBHOCTI Ta hbapmakoHarnsgy. 3MiHa y
KOPOTKIil XapaKTepuCcTu1Li Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKUiT ANS MEANYHOro
3acTOCyBaHHS Ha MiAcTaBi perynsipHO OHOBIHOBAHOIO
3BiTY 3 Ge3neku nikapcbkoro 3acoby, abo gocnigpkeHb
3 6e3nekn 3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiiHuin nepiod, abo sik pesynbTaT OLiHKM
3BITY 3 4OCNIOKEHb, NPOBEAEHMX BiANOBIAHO A0 NNaHy
nepiaTpuyHux gocnimkerns (PIP) (iHwi 3MiHK). 3MiHN
BHECEHO B IHCTPYKLit0 ANt MEAWYHOIO 3aCTOCYBaHHS
nikapcbkoro 3acoby o posginy "lMNepeno3yBaHHs"
BiANoOBIgHO 0 iHpopmalii 3 6e3nekn 3acTocyBaHHA
[il040i peyoBMHU - amnoauniHy. BeegeHHs 3amiH
nNpoTArom 6-Tu MicsLiB nicns 3aTBepakeHHs. 3MiHu |
Tmny - 3MiHM Wwopao 6e3nekw/edeKkTMBHOCTI Ta
dapmakoHarnsay. 3miHu y KOpoTKili XxapakTepucTui
nikapcbKkoro 3acoby, TEKCTi MapKyBaHHsI Ta iHCTPYKLiT
0N MeQUYHOro 3aCTOCyBaHHS
reHepu4HuX/ribpnaHnx/GionodibHUx nikapcbkmx
3acobiB nicns BHECEHHS TiET caMoi 3MiHW Ha
pedepeHTHWI Npenapar (3mMiHa He noTpebye HagaHHA
XKOOHWX HOBUX A0OATKOBUX AaHMX).
3MiHM BHeceHO B |HCTpyKLj0 Ans MeAUYHOro
3aCTOCyBaHHS Nikapcbkoro 3acoby Ao po3ainis
"MpoTtunnokasaHHs", "B3aemogis 3 iHLWMMK nikapCbKuMu
3acobamu Ta iHwWi Buan B3aemogiin”, "OcobnmBocTi
3acTocyBaHHs", "3acTocyBaHHSA y nNepion BariTHOCTI
abo rogyBaHHs rpyaa” (yTouHeHHs iHdpopmallii),
"3paTHiCTb BINMBATU Ha LWIBMAKICTL peakuii npu
KepyBaHHi aBTOTpPaHCNOPTOM abo iHWnMK
MexaHiamamu", "lMepenosyBaHHs" BigNOBIAHO A0
iHcpopMalii pedpepeHTHUX nikapcbkux 3acobis: Istin 10
mg tablets, (B YkpaiHi He 3apeecTpoBaHuit), Prexanil 8
mg tablets, (B YkpaiHi 3apeecTpoBaHui sik
MpecTtapiym® 4 wr, MNpecTapiym® 8 mr, Tabnetku no 4
mr, 8 Mr). BBeaeHHs 3miH npoTarom 6-Tu MicauiB nicns
3aTBEPKEHHS!

23.

AMJIECCA

Tabnetku no 4 mr/5
mr; no 10 TabneTok
y 6nicTepi; no 3 abo

KPKA, 8.4,
HoBo mecTo

CnoBeHisi

BMPOGHMUTBO "in
bulk", nepBuHHe
Ta BTOPWHHE

CnoBeHisi

BHECEHHS 3MiH [0 peecTpauinHMxX maTtepianis: 3MiHn |
Tmny - 3MiHK Wwopao 6e3nekn/ecpekTMBHOCTI Ta
dapmakoHarnsigy. 3miHa y KopoTkili XxapakTepuctuui

3a
peuernmom

He
nionsieae

UA/12846/01/03
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IIponmoskeHHs nomaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

no 6, abo no 9
6nictepiB y
KapTOHHIl kopobui

nakyBaHHS,
KOHTpOMb Ta
BUNYCK cepii:
KPKA, a.4.,
HoBo mecTo,
CrnoBeHis;
KOHTPONb cepii
(dhisnyHi Ta
XiMiYHi meTogun
KOHTPOSO):
KPKA, a.4.,
Hoso mecTo,
CnogeeHisi

nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii
AN MeQu4YHOro 3aCToCyBaHHS Ha niacTaBi perynsipHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro 3acoby,
abo gocnigxeHb 3 6e3neky 3acTocyBaHHSA NiKapCbKoro
3acoby B nicnspeecTpauiiHui nepioa, abo sik
pesynbTaT OUiHKW 3BITY 3 AOCHIAXEHb, NPOBEAEHNX
Bi4NOBIgHO 40 NnaHy negiaTpuyHux gocnigkers (PIP)
(iHWi 3MiHK). 3MiHN BHECEHO B IHCTPYKLItO ANs
MeAMYHOro 3acTOCyBaHHS Nikapcbkoro 3acody Ao
po3giny "MoGiyHi peakuii” BignosigHoO Ao iHpopmalii 3
6e3neku 3aCTOCyBaHHs Aito40i PeHOBUHUN —
nepvHgonpuny. BeegeHHs 3miH NpoTarom 6-Tn micauis
nicns 3aTBepAXeHHs. 3MiHn | Tuny - 3MiHK Wwoao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. 3miHa y
KOPOTKi XapaKTepuCcTuLi Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKLii AN MeguyHoro
3aCTOCyBaHHS Ha NiACTaBi perynsipHO OHOBITHOBAHOIO
3BiTY 3 Ge3neku nikapcbkoro 3acoby, abo gocnigpkeHb
3 6e3nekn 3acTocyBaHHS NikapCcbKoro 3acoby B
nicnspeecTpauinHuii nepiof, abo sk pedynbTaT OLiHKN
3BITY 3 fOCNIOKEHb, NPOBEAEHUX BiANOBIAHO OO NnaHy
negiatpuyHnx gocnigxeHns (PIP) (iHWi 3miHK). 3miHn
BHECEHO B |HCTPYKLil0 AN MeOUYHOro 3acToCyBaHHSs
nikapcbkoro 3acoby o po3aginy "lMNepeno3yBaHHs"
BignoBigHo 4o iHbopmalii 3 6e3nekn 3acTocyBaHHs
L0401 pevyoBrHU - amnoauniHy. BeegeHHs 3MiH
npoTarom 6-Tu micsiB nicnsi 3aTBepaXXeHHs. 3MiHu |
TMny - 3MiHK Wwopao 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsaay. 3MiHW y KOPOTKil XapakTepucTui
nikapcbKkoro 3acoby, TEKCTi MapKyBaHHsI Ta iHCTPYKUii
Onsi MEOUYHOTO 3aCTOCYBaHHS
reHepuy4Hnx/ribpnaHnx/6ionoAdibHux nikapcekmx
3acobiB nicns BHECEHHS TiET caMoi 3MiHW Ha
pedbepeHTHUIN Npenapart (3mMiHa He NoTpebye HagaHHSA
YKOLAHUX HOBMX AOOATKOBUX AAHUX).
3MiHM BHECEHO B [HCTpYKLiO AN MeanyHoro
3aCTOCyBaHHs1 Nikapcbkoro 3acoby Ao po3ainis
"MpoTunokasaHHs", "B3aemogis 3 iHLWMMK nikapCbKumu
3acobamu Ta iHWi B1uam B3aemogin”, "OcobnueocTi
3acTocyBaHHs1", "3acTocyBaHHs y nepioa BariTHOCTI
abo rogyBaHHs rpyaaw” (yTouHeHHs iHdpopmallii),
"3paTHiCTb BNNMBATK Ha LWBMAKICTE peakuii npu
KepyBaHHi aBToTpaHcnopToM abo iHWMMK
MexaHiamamu", "lMepenosyBaHHs" BigNOBIAHO A0
iHcpopmaUii pedepeHTHNX nikapcbkux 3acobis: Istin 10
mg tablets, (B YkpaiHi He 3apeectpoBaHuit), Prexanil 8
mg tablets, (B YkpaiHi 3apeecTpoBaHuii ik
MpecTapiym® 4 wr, Mpectapiym® 8 mr, Tabnetku no 4
mr, 8 Mr). BBeeHHs1 3MiH npoTarom 6-Tu MicauiB nicns
3aTBEPKEHHS!

24.

AMJIECCA

Tabnetku no 8 mr/10

KPKA, ao.4.,

CnoBeHisi

BMPOGHMUTBO "in

CnoBeHisi

BHECEHHS 3MiH [0 peecTpauinHmMx maTtepianis: 3miHu |

3a

He

UA/12846/01/04




13 ITpogoBxeHHs HoJaTKa 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
mr; no 10 TabneTok HoBo mecTo bulk", nepeuHHe Tmny - 3MiHun wopo 6e3nekn/edpekTMBHOCTI Ta peuenmom | nidnsieae

y 6nictepi; no 3 abo
no 6, abo no 9
GnictepiB y
KapTOHHi kopobui

Ta BTOPWHHE
nakyBaHHS,
KOHTPOSb Ta
BUMNYCK cepil:
KPKA, a.4.,
Hoso mecTo,
CnoBeHis;
KOHTPOMb cepii
(cbinyHi Ta
XiMi4Hi meToamn
KOHTPOSO):
KPKA, a.4.,
HoBo mecTo,
CnogeeHisi

dapmakoHarnsay. 3miHa y KopoTkii Xxapaktepuctuui
nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii
ONst MEQUYHOro 3aCTOCYBaHHS Ha nigcTasi perynspHo
OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro 3acoby,
abo gocnigxeHb 3 6e3neky 3acTocyBaHHSA NiKapcbKoro
3acoby B nicnsipeecTpauiiiuii nepiog, abo sk
pe3ynbTar OLUiHKM 3BiTY 3 OCNIOKEHb, NPOBEAEHNX
Bi4NOBIgHO 40 NnaHy negiaTpuyHux gocnigkers (PIP)
(iHWi 3miHK). 3MiHM BHeCeHO B IHCTpyKUito ansi
MeAMYHOro 3aCTOCyBaHHS Nikapcbkoro 3acoby Ao
po3ainy "MoGiyHi peakuii” BignosigHoO Ao iHpopmalii 3
6e3nekn 3acTocyBaHHS Ailo40i peYOBUHUN —
nepuHgonpuny. BeegeHHs 3MiH NpoTsarom 6-Tu micauis
nicns 3aTBepAXeHHs. 3MiHu | Tuny - 3MiHK Wwoao
Ge3nekn/edekTUBHOCTI Ta hapmakoHarnsgy. 3MiHa y
KOPOTKi XapakTepucTuLi NikapCbKoro 3acoby, TEeKCTi
MapKyBaHHS Ta iHCTPYKLii AN MeguyHoro
3acTOCyBaHHS Ha MiAcTaBi perynsipHO OHOBIHOBAHOIO
3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo gocnimkeHb
3 Ge3nekn 3acTocyBaHHsI Nikapcbkoro 3acoby B
nicnsipeecTpauiiHuin nepiod, abo sik pesynbTaT OLiHKM
3BiTY 3 4OCHifKEHb, MPOBEAEHUX BiAMNOBIAHO A0 NnaHy
negiatpuyHnx gocnigxeHns (PIP) (iHWi 3miHK). 3miHn
BHECEHO B IHCTPYKLit0 ANt MEAWYHOIO 3aCTOCYBaHHS
nikapcbkoro 3acoby o po3sginy "lMNepenosyBaHHs"
BigNoBigHO Ao iHpopMmalii 3 6e3nekn 3acTocyBaHHs
LitoY40i pevoBUHU - amnoauniHy. BeegeHHs 3MiH
NpoTArom 6-Tv MicALiB nicns 3aTBepoKeHHS. 3MiHu |
TMny - 3MiHK Wwopao 6e3nekn/edekTUBHOCTI Ta
apmakoHarnsay. 3miHu y KOpoTKi XxapakTepuctui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
Onsi MEOUYHOTO 3aCTOCYBaHHS
reHepu4HuX/ribpnaHnx/6ionodibHUx nikapcbkmx
3acobiB nicns BHECEHHS Tiei camoi 3MiHU Ha
pedepeHTHWI Npenapar (3mMiHa He noTpebye HagaHHA
KOOHUX HOBUX A0AATKOBUX AAHUX).
3MiHM BHECEHO B [HCTPYKLi0 AN MeanyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby Ao po3ainis
"MpoTunokasaHHsa", "B3aemogais 3 iHLWMMKM nikapCbKUMun
3acobamu Ta iHwWi Buam B3aemogin", "OcobnmeocTi
3acTocyBaHHs", "3acTocyBaHHSA y Nepion BariTHOCTI
abo rogyBaHHs rpyaat” (yTouHeHHs iHpopmallii),
"3paTHiCTb BNNMBATK Ha LWBMAKICTE peakuii npu
KepyBaHHi aBTOTpPaHCNOPTOM abo iHWnMK
MexaHiamamu", "lMepeno3syBaHHs" BiANOBIAHO A0
iHcpopmaLii pedepeHTHNUX nikapcbkux 3acobis: Istin 10
mg tablets, (B YkpaiHi He 3apeecTpoBaHuit), Prexanil 8
mg tablets, (B YkpaiHi 3apeecTpoBaHuii sik
MpecTapiym® 4 wr, Mpectapiym® 8 mr, Tabnetku no 4
mr, 8 mr). BBegeHHs 3miH NpoTsarom 6-Tm MicauiB nicns




14 [IpomoBxeHHS J0oaTKa 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
3aTBEpAKEHHS
25.| AMIIECCA Tabnetku no 8 mr/5 KPKA, a.a., CrnoBeHis BMPOGHMUTBO "in CnoBeHis BHECEHHS 3MiH 0 peecTpauinHMX maTtepianis: 3miHn | 3a He UA/12846/01/02
mr; no 10 TabneTok HoBo mecTO bulk", nepeuHHe Tmny - 3MiHun wopo 6eanekn/edekTMBHOCTI Ta peuenmom | nidnsieae

y 6nictepi; no 3 abo
no 6, abo no 9
GnictepiB y
KapTOHHiI kopobui

Ta BTOPVHHE
nakyBaHHS,
KOHTPOSb Ta
BWMNYCK cepil:
KPKA, a.4.,
Hoso mecTo,
CnoBeHis;
KOHTpOnb cepii
(cbiznyHi Ta
XiMiYHi meTogun
KOHTPOMI0):
KPKA, a.4.,
Hoso mecTo,
CnoBeHisi

dapmakoHarnsay. 3miHa y KopoTKii Xxapakrepuctuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLUi
ONst MEAUYHOro 3aCTOCYBaHHS Ha niAcTaBsi perynsipHo
OHOBMOBAHOTO 3BiTY 3 6e3neku nikapcbkoro 3acoby,
abo gocnimkeHb 3 6e3neky 3acTocyBaHHS NiKapCbKoro
3acoby B nicnsipeecTpauiiiuii nepiog, abo sk
pesynbTaT OUiHKW 3BiTY 3 AOCHIAXEHb, NPOBEAEHNX
Bi4NOBIgHO 40 NnaHy negiatpuyHux gocnigxexs (PIP)
(iHWi 3miHK). 3MiHM BHeceHo B IHCTpyKUito ans
MeAMYHOro 3acTOCyBaHHS Nikapcbkoro 3acody Ao
po3ainy "MNo6iyHi peakuii” BignosigHo Ao iHpopmalii 3
6e3nekn 3acTocyBaHHS Aitlo40i peYOBUHUN —
nepvHgonpuny. BeegeHHs 3miH NpoTarom 6-Tn micauis
nicnsa 3aTBepAXeHHs. 3miHu | Tuny - 3MiHn Wwoao
6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy. 3MiHa y
KOPOTKil XapaKTepuCcTu1Li Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKUii ANS MEANYHOro
3acTOCyBaHHS Ha MiAcTaBi perynsipHo OHOBIHOBAHOIO
3BiTY 3 Ge3neku nikapcbkoro 3acoby, abo gocnimpkeHb
3 6e3nekn 3acTocyBaHHS NikapCcbKoro 3acoby B
nicnsipeecTpauiiHuin nepiod, abo sik pesynbTaT OLiHKM
3BITY 3 OCNiIOKEHb, NPOBEAEHMX BiANOBIAHO 40 NNaHy
nepiaTpuyHux gocnimpkers (PIP) (iHwi 3MiHK). 3MiHK
BHECEHO B IHCTPYKLIito ANt MEAUYHOIO 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao posginy "lMepenosysaHHs"
BiANoOBigHO [0 iHpopmaLii 3 6e3nekn 3acTocyBaHHA
LitoY40i pevoBUHU - amnoauniHy. BeeaeHHs 3MiH
npoTarom 6-Tu micsiB nicnsi 3aTBepaXXeHHs. 3MiHu |
Tmny - 3MiHM Wwopao 6e3nekn/eekTMBHOCTI Ta
apmakoHarnsay. 3miHu y KopoTKil XxapakTepuctui
nikapcbKkoro 3acoby, TEKCTi MapKyBaHHsI Ta iHCTPYKUii
0N MeQUYHOro 3aCTOCyBaHHS
reHepu4HuX/ribpnaHnx/GionodibHUx nikapcbkmx
3acobiB nicns BHECEHHS TiET caMoi 3MiHM Ha
pedepeHTHMI Npenapar (3miHa He noTpebye HagaHHA
XKOOHUX HOBUX A0AATKOBUX AAHUX).
3MiHWM BHeCceHO B [HCTpYKLito AN MegnyHoro
3aCcTOCyBaHHS NikapcbKoro 3acoby Ao po3ainis
"MpoTunokasaHHsa", "B3aemogais 3 iHLWMMK nikapCbKUMun
3acobamu Ta iHwWi Buau B3aemogiin”, "OcobnmeocTi
3acTocyBaHHs", "3acTocyBaHHSA y nNepion BariTHOCTI
abo rogyBaHHsa rpyaaw” (yTouHeHHs iHpopmalii),
"3paTHicTb BNNMBATU Ha LWBMAKICTb peakuii npu
KepyBaHHi aBTOTpaHCNOPTOM abo iHWnMK
MexaHiamamun", "lMepenosyBaHHs" BiANOBIAHO A0
iHcpopMalii pedpepeHTHUX nikapcbkux 3acobis: Istin 10
mg tablets, (B YkpaiHi He 3apeecTpoBaHuit), Prexanil 8
mg tablets, (B YkpaiHi 3apeecTpoBaHuii sik
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IIponmoskeHHs nomaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep

peecmpayitiHo20

noceio4yeHHs1

MpecTapiym® 4 wmr, Mpectapiym® 8 mr, Tabnetku no 4
mr, 8 mr). BBegeHHs 3MiH NpoTArom 6-Tv MicsiLiB nicnsi
3aTBEpAKEHHS

26.

AH3UBEN®

nactunku no 10
nacTurnok y énicrepi;
no 10 nactunok y
GnicTepi; no 1, no 2
abo no 3 6nictepu B
KapTOHHIN ynakoBLi

HOBEIJ INAY
CAHAI BE
TII>KAPET

AL

TypeuunHa

HOBEIJ INAY
CAHAI BE
TIIKAPET
AL

TypeyvunHa

BHECEHHS 3MiH 40 peecTpauinHux maTepianis: 3MiHu |
Tuny - 3MiHn Wwopao 6eanekn/edekTMBHOCTI Ta
dapmakoHarnagy. BeegeHHs abo 3MiHn oo
y3aranbHeHuX AaHux Npo cuctemy dpapmakoHarnsgy
(BBEAEHHS y3aranbHEHMX AaHMX NPO CUCTEMY
capmakoHarnsgy, 3miHa ynoBHOBa)keHoi ocobu,
BiANOBIganbHoI 3a 34iMCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnagy 3asiBHu1Ka Ans
30iNCHeHHs hapmakoHarnsaay B YKpaiHi, SKWwo BoHa
BigMiHHa Big ynoBHOBa)eHOi ocobu, BignosigansHoi
3a 3[iNCHeHHA dhapmakoHarnagy (BKovaym
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
daiina cuctemu papmakoHarnsay)- 3miHa
yrNoBHOBaXeHoi 0ocobun 3asiBHMKa, BiANOBIAANbHOI 3a
chapmakoHarnsag,.

Litoua pegakuis: R. Ayse Cetin.
MponoHoBaHa pepakuisi: Kevser Cure.
3MiHa KOHTaKTHMX JaHMX YNOBHOBaXeHOI ocobu,
BiAnoBiganbHOI 3a hapmakoHarnag.
3MmiHa Micus 34iNCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsigy.
3MiHa Micue3HaxomKeHHs MacTep-caina cuctemm
dapmakoHarnsay.

be3
peuenmy

UA/10263/01/01

27.

AH3UBEN®

nacTuku 3i CMakom
MeHTony, no 10
nacTunok y énicrepi;
no 10 nactunok y
Gnictepi; no 1, no 2
abo no 3 brictepu B
KapTOHHIN ynakoBLj

HOBE INAY
CAHAI BE
TIIKAPET

AL

TypeyunHa

HOBEN INAY
CAHAI BE
TIIKAPET
A.LL.

TypeudnHa

BHECEHHS 3MiH 0 peecTpaLiiHux MaTepianis: 3miHu |
Tmny - 3MiHM Wwopao 6e3nekn/edpeKkTMBHOCTI Ta
dapmakoHarnagy. BeegeHHs abo 3amiHm oo
y3aranbHeHVX AaHUX Npo cuctemMy dhapmakoHarnsgy
(BBEAEHHS y3aranbHEHMX OAHWX NPO CUCTEMY
capmakoHarnsgy, 3miHa ynoBHOBaXeHoi ocobu,
BiAnoBiganeHoI 3a 34iMCHEHH:A hapMakoHarnsaay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa Ansi
3AiNCHEHHA dhapmakoHarnsgy B YKpaiHi, SKLO0 BOHa
BiAMiHHa Big ynoBHOBaxeHOi 0cobu, BianosigansHoi
3a 3[iCHeHHs hapmakoHarnsgy (Bkroyvaum
KOHTaKTHi AaHi) Ta/abo 3mMiHM y po3MilLleHHi macTep-
aina cuctemu chapmakoHarnsgy)- 3miHa
yrNoBHOBaXeHOI 0cobu 3asiBHUKa, BiANOBIganbHOI 3a
dapmakoHarnag,.

[itoya pepakuis: R. Ayse Cetin.
MponoHoBaHa pepakuis: Kevser Cure.
3MiHa KOHTaKTHMX JAaHMX YNOBHOBaXXeHOI 0cobu,
BignosiganbHoI 3a hapMakoHarnsg.
3MiHa Micus 3AiNCHEHHSI OCHOBHOI [isANbHOCTI 3
cbapmakoHarnsgy.
3MiHa MicLue3HaxoOkeHHs MacTep-daiina cucremu
apmakoHarnsay.

be3
peuenmy

UA/10264/01/01

28.

AH3UBEN®

nacTUIKn 3i CMakom
Megy Ta IMMOHa, no

HOBEJ INAY
CAHAI BE

TypeyunHa

HOBEJ INAY
CAHAI BE

TypeyurHa

BHECEHHS 3MiH [0 peecTpaLiiHuX MaTepianis: 3miHu |
TMny - 3MiHK Woao Gesnekn/edekTUBHOCTI Ta

be3
peyenmy

UA/10265/01/01
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IIponmoskeHHs nomaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
10 nactunok y TIOXAPET TIOXAPET dapmakoHarnagy. BeegeHHs abo 3miHn oo
6nictepi; no 10 A.LL. AL y3aranbHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
nacTunok y énicrepi; (BBEOEHHS y3aranbHeHVX AaHUX Npo CUCTEMY
no1,no2a6ono3 capmakoHarnsgy, 3miHa ynoBHOBa)keHoi ocobu,
6nictepu B BiAMNOBiAANbHOI 3a 3AiNCHEHHs (hbapmakoHarnsay;
KapTOHHIN ynakoBLi KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asiBHvKa Ansi
3iicHeHHs chapmakoHarnsgy B YkpaiHi, SKLWwo BoHa
BiAMiHHA Bi# ynoBHOBaxeHOi ocobu, BianosiganbHoi
3a 34ifiCHeHHs1 hbapmakoHarnsay (BKoYarym
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
danna cuctemu dpapmakoHarnsgy)- 3miHa
YNOBHOBa)eHOi 0cobu 3asiBHMKA, BignoBiganbHoi 3a
chapmakoHarnsag,.
Litova pepakuisi: R. Ayse Cetin.
MponoHoBaHa peaakuis: Kevser Cure.
3MiHa KOHTaKTHMX JaHMX YNOBHOBaXeHOI ocobu,
BignoBiganbHoi 3a hapMakoHarnsag.
3MiHa Micus 30iNCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsigy.
3MiHa MicLue3HaxoakeHHA macTep-danna cucremm
dapmakoHarnsay.
29.| AHTAPEC® PO34MH NS iH eKuin, MNAT YkpaiHa MNAT YkpaiHa BHECEHHS 3MiH O peecTpaLinHuX maTepianis: 3MiHu | 3a UA/16819/01/01
50 mr/mn, no 2 mn B "Tannydapm” "Tannydapm” Tmny - 3MiHK 3 SKoCTi. [O0TOBMI Nikapcbkuin 3acib. peuenmom
amnyni; no 10 amnyn 3MiHM y BUpOBHMUTBI. 3MiHM y npoueci BUpobHULTBa
Y KOHTYpHin roTOBOrO JlikapCcbKoro 3acoby, BKMYaK4YM NPOMKHUN
YapyHKOBIN NPOAYKT, L0 3aCTOCOBYETLCHA NPV BUPOOHULITBI
ynakosui, no 1 roToBOro nikapcbKkoro 3acoby (He3HayHa 3miHa y
KOHTYPHIV npoteci BUpoGHMLTBA) BUIyYEHHS OAATKOBUX in-
YapyHKOBIN ynakoBLi process KOHTPOriB 3a NOKa3HWKOM «bakTepianbHi
B navui; no 4 mn B €HOOTOKCUHUY Ha CTafii «MPUroTyBaHHsS PO34MHY» Ta
amnyni; no 5 amnyn 3a NoKasHMKaMm «Npo3opiCTb», KKONbOPOBICTbY,
Y KOHTYPHiW «pH», «MexaHiYHi BKIMIOYEHHS» Ha CTaAii «dinbTpauis
YapyHKOBIN PO3YUHY».
ynakoBLji, MOKPUTIN
NniBKo; Mo 2
KOHTYPHMX
YapyHKOBUX
YMaKoBKM1, MOKPUTUX
nniBKo, B nayyj
30.| APrNAN® PO34MH Ans iHdy3in, TOB YkpaiHa MAT YkpaiHa BHECEeHHS1 3MiH 4O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/17348/01/01
42 mr/mn; no 100 mn "APTEPIYM "Mannydapm” TMny - 3MiHK Wwopao 6esnekn/edeKTUBHOCTI Ta peuernmom
y nnswui abo y nTor apmakoHarnsiay. BeegeHHst abo 3miHu go

cnakoHi, no 1
nnawui abo
dnakoHy B navui

y3aranbHeHuX faHnx npo cuctemy papmakoHarnsgy
(BBEOEHHS y3aranbHeHVX AaHUX Npo CUCTEMY
dapmakoHarnsigy, 3MiHa ynoBHOBaXeHOi ocobu,
BiAnoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsaay 3asiBHvKa Ans
34icHeHHs hbapmakoHarnsagy B YKpaiHi, AKWwo BoHa
BiAMiHHa Big ynoBHOBaxeHOi ocobu, BianosiganbHoi
3a 3[iCHeHHsA dhapmakoHarnsgy (BKrnoYvaym
KOHTaKTHi gaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
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IIponmoskeHHs nomaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

canina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOBaXeHOi 0cobu 3asiBHUKA, BignoBiganbHoi 3a
capmakoHarnsag,.

[itoya pepakuia: bartanosa Pumma lropisHa.
MponoHoBaHa pepakuis: MeTtposa KOnis AHaTtoniiBHa.
3MiHa KOHTaKTHMX JaHMX YNOBHOBaXXeHO! 0cobun
3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsg. 3miHa
MiCcLle3HaxomKeHHA MacTep-channa cuctemm
apmakoHarnagy. 3MiHa micus 3ginCHEHHS OCHOBHOT
OisnbHOCTI 3 hapmakoHarnsgy.

31.

APTINAU®

PO34MH OparnbHUiA,
200 mr/mn no 200
My pnakoHi; no 1
dnakoHy B nayui

TOB
"APTEPIYM
nTo”

Ykpaina

MAT
"Tanuucapm"

Ykpaina

BHECEHHS 3MiH 4O peecTpauinHux maTepianis: 3minn |
Tmny - 3MiHuM wopo 6e3nekn/edpekTMBHOCTI Ta
tapmakoHarnagy. BeegeHHsi abo 3miHn oo
y3aranbHeHUX AaHux Npo cuctemy dpapmakoHarnsgy
(BBEAEHHS y3aranbHEHMX gaHMX NPO CUCTEMY
capmakoHarnsgy, 3miHa ynoBHOBa)keHoi ocobu,
BiANOBIganNbHOI 3a 34iMCHEHHS dhapMakoHarnaay;
KOHTaKTHOT 0cO0M 3 chapMakoHarnsigy 3asiBHUKa ans
30iNCHeHHs hapmakoHarnsaay B YKpaiHi, SKWwo BoHa
BiJMiHHa Bi yNOBHOBaXeHOi 0cobw, BignosigansHoi
3a 3ificHeHHs1 hbapmakoHarnsay (BKrovarym
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
darna cuctemn chapmakoHarnsgy) 3miHa
YNOBHOBa)eHOI 0cobu 3asiBHMKA, BignoBiganbHoi 3a
chapmakoHarnsag,.

[itoya pepakuis: batranosa Pumma IropisHa.
MponoHoBaHa pepakuis: Metpoa tOnis AHaToniiBHa.
3MiHa KOHTaKTHMX JaHWX YNOBHOBaXeEHOI 0cobu
3asBHUKA, BiANOBIAANbLHOI 3a hapmakoHarnag. 3MiHa
MicLle3HaxomKeHHs MacTep-hanna cuctemu
hapmakoHarnsgy. 3miHa micus 34iNCHeHHs OCHOBHOIT
AiSnNbHOCTI 3 dpapmakoHarnsgy.

be3
peuenma

UA/19016/01/01

32.

APKOKCIA®

TabneTkn, BKpUTI
NniBKOBOO
06010HKO0, Mo 60
Mr no 7 Tabnetok y
6nicTepi; no 1 abo 4
Gnictepny
KapTOHHI kopobui

OpraHoH
CeHrtpan lct
mM6X

LLiseniapis

BUPOGHMK
Hepo3sdacoBaHo
i npoaykuii,
KOHTPOMb AKOCTI,
nakyBaHHs:
Posi ®apma
IHgacTpian
Cepsicec, C.A,,
Icnanis

nakyBaHHs,
BUWMYCK Cepil:
Mepk Wapn i
Ooym B.B.,
Hioepnanan

BUNYCK cepii:
OpraHoH Xenct
68, Benbris

Icnanis/
Higepnanan
/ benbrisa

BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3miHn |
TMNy - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS
Ta/abo agpecy MicLA NPOBaMKEHHS AiANbHOCTI
BMPOOHYKa/imnopTepa rotToBoro nikapcekoro 3acoby,
BKIOMAOUM AinbHULI BUNYCKY cepii abo Micue
npoBeAeHHS KOHTPOMIO SKOCTI. (AISNbHICTb, 3a AKy
BiAMNOBigae BUPOGHMK/iMNoOpTEp, BKIOYAKOUN BUMYCK
cepii). AomiHicTpaTuBHa 3MiHa Ha3BM BUPOOHWMKa
BignoBigansHOro 3a BMMNyck cepii. Takox BHOCUTLCS
He3HayHe koperyBaHHs Ao agpecu. BupobHuya
AinbHWUS Ta yci BUpobHUYi onepalii 3anuarTbes
He3MiHHUMW. TepMiH BBEAEHHS 3MiH - NPOTSrom 6
MicsILiB Micnsi 3aTBEPOXKEHHS.

3a
peuenmom

He
nidnsieae

UA/10704/01/02
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OJIOB)KEHHS 104aTKa 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
33.| APKOKCIA® TabneTku, BKPUTI OpraHoH LLisenuapis BMPOBHMK Icnanis/ BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3MiHu | 3a He UA/10704/01/03
NniBKOBOK CeHTpan Ict Hepo3sdacosaHo | HigepnaHawn TMNy - AOMIHICTPaTMBHI 3MiHW. 3MiHa HallMeHyBaHHS peuenmom nidnsieae
obonoHkoto, no 90 mM6X T npoaykuii, / Benbris Ta/abo agpecu MicLsi NPOBaKEHHS AisNbHOCTI
Mr no 7 TabneTok y KOHTPOMb SKOCTI, BMpOBHWKa/imnopTepa rotToBoro nikapcbkoro 3acoby,
6nictepi; no 1 abo 4 nakyBaHHS: BKITHOYAK04M AinbHULI BUNYCKY cepii abo micue
6nictepu y Posi ®apma NpoBeAeHHS KOHTPOMIO SKOCTI. (AISNbHICTb, 3a AKy
KapTOHHi kopobui IHgacTpian BianoBigae BUPoBOHMK/iMNopTep, BKIOYa4M BUMYCK
Cepsicec, C.A., cepint). AoMiHicTpaTMBHa 3MiHa Ha3BM BUPOOHUKa
IcnaHisa BignoBigansHoOro 3a BMNyck cepii. Takox BHOCUTLCS
He3HayHe KoperyBaHHs Ao agpecu. BupobHuya
nakyBaHHs, AinbHUUS Ta yci BUpOOHKYI onepalii 3anuwatoTbes
BUNYCK Cepii: HEe3MiHHMMUW. TepMiH BBEAEHHS 3MiH - NPOTArom 6
Mepk Wapn i MiCSILIiB MiCNsi 3aTBEPAXKEHHS.
Ooym B.B.,
Higepnanam
BUNYCK Cepii:
OpraHoH Xenct
68, Benbrisa
34.| APKOKCIA® TabneTkn, BKpUTI OpraHoH LLiBenuapis BUPOBHMK Icnanis/ BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | 3a He UA/10704/01/04
NniBKOBOIO CeHtpan lct Hepo3dpacosaHo | HigepnaHnau TMny - AGMiHICTpaTUBHI 3MiHW. 3MiHa HaMeHyBaHHS peuyennmom | nidnszae
obonoHkoto, no 120 m6X i npoaykuii, / Benbris Ta/abo agpecu micusa NpoBapKEHHs OisNbHOCTI
Mr no 7 Tabnetok y KOHTPOMb SIKOCTI, BUPOOHMKa/iMnopTepa rotoBoro fikapcbkoro 3acoby,
GnicTepi; no 1 nakyBaHHS: BKIIONAK04M AinbHULI BUNYCKy cepii abo micue
Gnictepy B Posi ®apma NpoBEAEHHS! KOHTPOIIO SIKOCTI. (QiSNbHICTb, 3a sy
KapTOHHIN kopobLyi IHpacTpian BiAMNOBiAae BUPOOHWMK/IMMOpTep, BKIOYaO4MN BUMYCK
Cepsicec, C.A,, cepin). AOmiHICTpaTUBHa 3MiHa Ha3BM BUPOOHWMKa
IcnaHis BignoBiganbHOro 3a BMNyck cepii. Takox BHOCUTbCSA
He3HayvHe KoperyBaHHs [0 agpecu. BupobHuya
nakyBaHHs, AiNbHWUS Ta yci BUpobHWMyi onepauii 3anuwarTbes
BUNYCK cepii: He3MiHHUMW. TepMiH BBEAEHHS 3MiH - TPOTAroMm 6
Mepk Wapn i MiCsILiB MiCNsi 3aTBEPOXKEHHS.
Ooywm B.B.,
HigepnaHnaun
BUWMYCK Cepil:
OpraHoH XelcT
68, benbris
35.| APKOKCIA® TabneTkn, BKPUTI OpraHoH LLisenuapis BMPOBHMK Icnanis/ BHECEHHS 3MiH [0 peecTpauiiH1X maTtepianis: 3MiHu | 3a He UA/10704/01/01
NniBKOBOO CeHtpan lct Hepo3dacoBaHo | HigepnaHau TMny - AGMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuenmom | nidnseae
o6ornoHkot, no 30 m6X T npogykKuii, / Benbris Ta/abo agpecy MicLd NPOBaMKEHHS AiNbHOCTI
Mr no 7 TabneTok y KOHTPOMb SKOCTI, BMpPOOHYKa/imnopTepa rotToBoro nikapcbkoro 3acoby,
6nicTepi; mo 1 abo 4 nakyBaHHS: BKITOMAKOuM AinbHULI BUNYCKy cepii abo micLe
Gnictepuny Posi ®apma npoBeaeHHS KOHTPOIO SIKOCTI. (AISNbHICTb, 3a AKy
KapTOHHiI kopobui IHgacTpian BiANoBigae BUpOGHMK/iMNopTep, BKIOYAKUMN BUMYCK
Cepsicec, C.A,, cepin). AOMiHICTpaTUBHa 3MiHa Ha3BM BUPOOHWMKa
Icnanis BiANoBIAanbHOro 3a BUNycK cepii. Takox BHOCUTBLCSA

HesHauyHe KoperyBaHHsi 4o agpecu. BupobHuua
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OJIOB)KEHHS 104aTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

nakyBaHHs,
BWMNYCK cepil:
Mepk LWapn i
Ooym B.B.,

Higepnanamn

BUNYCK cepii:
OpraHoH Xenct
68, Benbris

AinbHUUS Ta yci BUpOOHWYI onepalii 3anuwatoTbes
He3MiHHUMW. TepMiH BBEAEHHS 3MiH - NPOTSArom 6
MicAaUiB Micnsa 3aTBepAXeHHS.

36.

APO®EH _
ANs QITEN

cynosuTopii
pekTanbHi, no 60 mr;
no 5 cynosuTopiie y
anioMiHieBomy
CTpwni; No 2 cTpunu
Y KapTOHHIM nayui

TOB "Epcenb
dapma
YkpaiHa"

Ykpaina

dapmea

®paHuia

BHECEHHS 3MiH 4O peecTpauinHux maTepianis: 3miHu |
Tmny - 3MiHuM wopo 6e3nekn/edpekTMBHOCTI Ta
dapmakoHarnsgy. 3MiHa y KOpOTKili xapakTepucTuLi
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLi
ANA MEAUYHOrO 3aCTOCYBaHHS Ha NiAcTaBi perynsapHo
OHOBJIIOBAHOrO 3BiTYy 3 6e3neku Nnikapcbkoro 3acoby,
abo pgocnigxeHb 3 6e3nekn 3acToCcyBaHHA NiKapCbKoro
3acoby B nicnisipeecTpauiiHuii nepiog, abo sk
pe3ynbTaT OUiHKM 3BITy 3 AOCMIAXEHb, MPOBEAEHUX
Bi4NOBIgHO 40 NnaHy negiatpuyHux gocnigkers (PIP)
(3MiHY y3rogxeHo 3 KOMNETEHTHUM YMOBHOBaXEHNM
opraHom)
3MiHU BHECEHI A0 iHCTPYKLii Ans MeanyHoro
3aCTOCyBaHHS fnikapcbKkoro 3acoby y posgain
"3acTocyBaHHs y nepiod BariTHOCTi abo rogyBaHHS
rpyaao” BignoBigHO [0 OHOBNEHOT iHbopmaLlii 3
6e3neku fitoyoi pevoBUHU.

CynyTHs 3MiHa
- 3MiHu wopno 6esnekn/edpeKkTUBHOCTI Ta
dapmakoHarnsgy. BHeceHHs abo amiHa(u) oo
3000B's3aHb Ta YMOB BuAavi peecTtpauiiHoro
noceiAgYeHHs, BKknoyaroum MNnaH ynpaeniHHA pusukamm
(3acTocyBaHHS TEKCTY, SKWIN NOTOAXEHWUN 3
KOMMNETEHTHUM OpraHom)
3asABHMKOM HadaHO oHoBNeHwn MNnaH ynpasniHHS
pusmkamu Bepcis 3.4
3MiHV BHECEHO [0 YaCTuH:
| «3aranbHa iHdopmauis»

V «3axogu 3 MiHimMi3aUii pu3ukiB»,

VI «Pe3tome nnaHy ynpasniHHS pusnkammn»

VIl «dopatkm» (gogaTtok 2)

y 3B’s13Ky 3 OHOBINEHHAM iHdopMmalLlii 3 6e3neku Aitouoil
peYvoBUHM iBynpodeH, WO € pyTUHHUMK 3aX0AamMu 3
MiHimi3aLii pu3ukiB

be3
peuenma

He
nidnsieae

UA/15622/01/01

37.

APYTUMON®

Kpanni O4Hi, pO34mH,
5 mr/mn; no 5 mny
nnacTnKoBOMy
dnakoHi-
KpanenbHuLj
Bottelpack, sikui
3aKpUBAETLCS

TOB "bayw
Xenc"

YkpaiHa

Op. epxapn
MaHH Xem.-
dhapm. Pabpuk
vbX,
HimeuvunHa
(BMPOBHMLTBO
Garnky,

HimeuuunHa/
®paHuia

BHECEHHS 3MiH IO peecTpaLiiHux maTepianis: 3minu |
TMny - 3MiHK 3 sikocTi. [oTOBMI Nikapcbkui 3acib.
KoHTpOnb roToBOro nikapcbkoro 3acoby. 3miHa
napamMeTpiB cneuudikaui Ta/abo JoNyCTUMUX MeX
roTOBOrO fikapCbKoro 3acoby (AONOBHEHHS
cneuudikauii HOBMM NOKa3HWKOM 3 BiAMOBIAHUM
MEeTO0M BUNPOBYBaHHS) - AONOBHEHHS crnieumdikauii

3a
peuenmom

UA/4073/01/02
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IIponmoskeHHs nomaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
KPULLKOHO, LLO nepBUHHE HOBVM MOKa3HUKOM 3 BigMOBiAHMM METOAOM
HarBMHYYyeTbCS, 3 nakyBaHHs, BUMNpoOyBaHHs, a came cneuudikallisi BUNycky
npobiliH1Kom; no 1 BTOPUHHE roTOBOro NPOAYKTY AOMNOBHIOETHCS NOKa3HUKOM
bnakoHy- nakyBaHHs, «HeBungumi YacTuUHKN» 3 BiANOBIAHMM METOAOM
KpanenbHuLi B aHaniTnYHi KOHTPOMIO, BiAMOBIAHO A0 BMMOT AitoYoi hapmakonei
KapTOHHil KOpoOLyi; BUNPOOYBaHHS, [0 KOHTPOSO OYHMX Kpanenb. BBeaeHHs 3miH
no 5 mn y cpnakoHi, 3 BUMYyCK cepii); NpoTArom 6-Tu MicsaLiB nicns 3aTBepmKeHHs. 3MiHu |
KpanenbHuLero Ta TNabopatopis Tuny - 3MiHK 3 sKocTi. FOTOBWI Nikapcbkuii 3acib.
rBUHTOBOIO LLloBeH, ®paHuis Onuc Ta cknag (iHwi 3mMiHW) - BHECEHHS 3MiH 0O
KPWLLKOHO; No 1 (BUPOBHMLTBO po3ainy cknag, a came kopekuis dhopmynu cepii Wwoao
dnakoHy B 6arnky, BMICTY TUMOMONY ManeaTy — BUyYEHHS MPUMITKN *
KapTOHHil kopobui nepBuUHHE 3a3HayeHa KinbKicTb BiAHOCUTLCSA A0 CyXOl PEHOBUHU.
nakyBaHHs, Mpw 3BaxkyBaHHi HEOOXiAHO BpaxyBaTu BMICT BoAN Ta
aHaniTn4Hi CyXOi peqyoBUHWU. [INs KOperyBaHHsi BUKOPUCTOBYIOTb
BUNPOOYBaHHs) BOAY ANS iH'eKUin. BBegeHHs 3MiH NpoTsirom 6-1u
MicsiuiB nicns 3aTBepmpkeHHs. 3MiHu Il Tuny - 3MiHu 3
sKocTi. [oToBMI Nikapcbkuii 3aci6. KoHTpornb rotosBoro
nikapcbkoro 3acoby. 3MiHa napameTpiB cneumdikauin
Ta/abo [onyCTUMUX MeX roTOBOrO flikapcbKoro 3acoby
(3MiHa 3HaxoaMTbCS NO3a 3aTBEPAKEHMN
OOonNyCTUMUMK Mexamin cneumdikauiin) - BHECEHHSsI
3MiH 40 cneumdikauii 3a nokasHukoM «[poaykTn
po3nagy», a camMme OnMc HOPMyBaHHSs BiAKOPEroBaHo
Ons GinbLU YiTKOro onucy BUMOr 4O BMICTY LOMILLOK.
Cami BUMOrv 4o BMICTY JOMILLIOK HE 3MiHIOKOTbCS,
3MIHIOETBCA NULLE OMUC MEeX IX BMICTy. BBeaeHHs 3MiH
NpoTArom 6-T1 MicsLIB NicNs 3aTBEPKEHHS.
38.| ACTEP Tabnetku no 500 AT "®apmak” YkpaiHa CaHeka CnoBaubka BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 6e3 UA/16604/01/01
mr/65 mr no 10 dapmachbtoTikan Pecnybnika | yTo4yHeHHA ymMOB Bignycky B Hakazax MO3 YkpaiHu peuenma
Tabnetok y 6nictepi; 3 AT Ne 857 Big 17.05.2024, Ne 2182 Big 22.12.2023, Ne
no 1, abo no 2, abo 76 Big 15.01.2024 B npoueci BHeCeHHs 3MiH. Pegakuis
no 3 Gnictepu B B Hakasax - 3a peuentom. BipHa peaakuis - 6e3
nauyky; no 12 peuenTa.
Tabnetok y 6nictepi;
no 1, abo no 2
Gnictepu B nayui
39.| ALETUNKA 3 | TabneTku wumnydi no TOBAPUCTB YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHa bes UA/17358/01/01
BITAMIHOM 2 TabneTkM y cTpuni; 03 obmexeHo 3asBHuka J13 (MIBIT) (BnacHuka peecTtpaLiiHoro peuenma
(o3 no 5 ctpunis y OBMEXEHO BignoBsiganeHicT noceigyeHHs) (3rigHo Hakasy MOS Big 23.07.2015 Ne
KOpOoOGLi 3 KapTOHY o 10 460) BBeaeHHsi 3MiH NpOTArom 6-Tu MicsuiB nicns
BIAMNOBIOAIN "®apmaueBTUYH 3aTBepAKeHHs; 3MiHu | Tuny - 3miHn wopao
bHICTIO a KomMaHis 6e3nekn/edekTMBHOCTI Ta hbapmMakoHarnsgy.
«KOPIOPALII "3popos's" BeeneHHs abo 3MiHM [0 y3aranbHeHWUX gaHUX Npo
A cuctemy papmakoHarnsaay (BBeAeHHs y3ararbHeHnx
«300POB’A» [AaHuX npo cuctemy chapmMakoHarnsgy, 3aMiHa

yrNoBHOBaXeHOI 0cobu, BignoBiaansHoi 3a 3aiNCHEHHS
apmakoHarnsaay; KOHTaKkTHoOi ocobu 3
hbapmakoHarnsgy 3asiBHUKa Ans 30iNCHEHHS
dapmakoHarnagy B YkpaiHi, Ko BOHa BigMiHHa Big
YNOBHOBaXeEHOi 0cobu, BignoBigansHoi 3a 30iNCHEHHS
hapmakoHarnsiay (BKNoYarym KOHTaKTHI AaHi) Ta/abo
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IIponmoskeHHs nomaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

3MiHW y pO3MilLleHHiI MacTep-charnna cuctemm
apmakoHarnsagy) - 3miHa ynoBHoBaxeHoi 0cobu
3asiBHMKa, BignosiganbHoi 3a hapmakoHarnsag [itoya
pegpakuis: LLleBuyeHko OneHa lropiBHa NponoHoBaHa
pepakuis: MNaHoBa OneHa MukonaiBHa 3MiHa
KOHTaKTHMX AaHWNX YNOBHOBaXEHOI 0COOU 3asiBHUKA,
BignosiganeHoi 3a chapmakoHarnsg 3miHa Homepa
macTtep-danna cuctemu papmakoHarnsgy

40.

AUETUNCANI
LMNOBA
KUCNOTA

KpUcTaniyHum
NOpOLLIOK
(cybeTaHuis) y
MiLLKax
nonieTMneHoBmnx
ansi
dapmaLleBTUHHOIO
3acTocyBaHHSA

HOBALI/TT

PpaHuis

HOBALIUN
(TATNAHA)
NIMITEL,
TainaHg

HOBALIAI,
PdpaHuis

Tainana/
®paHuia

BHECEHHS 3MiH O peecTpauinHuX maTepianis: 3MiHu |
Tmny - 3MiHm 3 sikocTi. CepTndpikaT BignosigHoOcCTI/IE-
cepTudikar BiaNoBiAHOCTI EBpONENChKIN
tapmakonei/MoHorpadii. MogaHHsa HoBoro abo
OHOBJIEHOTrO cepTudikaTa BignosigHoCTi abo
BUITyYEHHS cepTudikaTa BignoBigHOCTI EBpoNenchKiln
dapmakonei: gna Adl; ons BuxigHoro
MaTepiany/peareHTy/NpOMiXXHOrO NPOAYKTY, L0
BUKOPUCTOBYHOTbCS Yy BUPOOHULTBI ADI; ans
[OMOMDKHOI pe4OBUHM (CepTudikaT BiANoBIAHOCTI
€Bponecbkin dapmakonei) - OHoBNeHu cepTudikaT
BiJ y>Ke 3aTBepKeHOro BUpobHuka. NogaHHs
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI €Bponenchkil
capmakonei Ne R2-CEP 1993-007-Rev 06
(3aTBepmkeHo: R2-CEP 1993-007-Rev 05) ana AdI
KMCINOTWN aueTuncaniunnoBol Big BXXe 3aTBEPIKEHNX
BUPOGHMKIB
Hoeauun (TainaHg) Jliviteq, Tainang;, HOBALAI,
®paHuisi. B pamkax oHosneHoro CEP Bigbynuce 3miHu
B agpeci BUpobHMUnx AinbHuub. CEP gonoBHeHMI
OL}iIHKOIO PU3UKIB LLIOA0 €NTEMEHTHMX LOMILLIOK
BignoeigHo go Bumor ICH Q3D Guideline for elemental
impurity, wo npeacrasneHo B gopatky 2 no CEP.
3MmiHu | TUNY - AgMiHICTpaTuBHI 3MiHW. 3MiHa
HallMeHyBaHHS Ta/abo agpecu 3asiBHWKa (BNacHuka
peeCTpaLinHOro NOCBIAYEHHS) NPUBEOEHHS
HaVMEHyBaHHS Ta apecy 3asiBHUKA Y BiAMNOBIAHICTb
[0 OHOBREHoro cepTudikarta BiANOBIAHOCTI
€poneicbkint papmakonei Ne R2-CEP 1993-007-Rev
06

UA/10101/01/01

41.

AUETUINCANI
LIMNOBA
KUCNOTA

Tabnetku no 500 wmr;
no 10 Tabnetok y
6nictepax; no 10
Tabnetok y 6nictepi;
no 2 6nictepu B
nayui

TOB
"APTEPIYM
nra"

YkpaiHa

NAT
"Tanuudapm”,
Ykpaina; MAT

"KuiBmegnpenap
aT", Ykpaina

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3MiHu |
TMny - 3MiHK Wopao Gesnekn/edekTUBHOCTI Ta
dapmakoHarnagy. BeegeHHs abo 3miHn oo
y3aranbHeHuX faHunx npo cuctemy papmakoHarnsgy
(BBEAEHHSA Y3aranbHEHUX AaHMX NPO cCucTeEMy
capmakoHarnsgy, 3miHa ynoBHOBaXkeHoi ocobu,
BiAnoBiganbHoI 3a 34iMCHeHHs hapMakoHarnaay;
KOHTaKTHOI 0cobu 3 hapmakoHarnagy 3asiBHuKa Ans
3[iNCHEeHHS hapmakoHarnsgy B YKpaiHi, SKL0 BOHa
BiAMiHHa Big ynoBHOBaxeHOi ocobu, BianosiganbHoi
3a 3[i1CHeHHs hapmakoHarnaay (Bkrovaum
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
darina cuctemun chapmakoHarnsigy). 3miHa

be3
peuenma

UA/18859/01/01




22 [IpomoBxeHHS J0oaTKa 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
YNOBHOBaXeHOI 0cobu 3asiBHMKA, BignoBiganbHoI 3a
dapmakoHarnsag,.
[itoya pepakuia: bartanosa Pumma IropisHa.
MponoHoBaHa pepakuis: MeTtposa KOnis AHaTtoniiBHa.
3MiHa KOHTaKTHMX AaHUX YNOBHOBaXeEHOT 0cobu
3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsag. 3miHa
MicLEe3HaxoaxXeHHa macTep-daina cuctemm
dapmakoHarnagy. 3miHa micus 3ginCHEHHS OCHOBHOT
OisnbHOCTI 3 hapmakoHarnsgy.
42.| BEPOOYAJI® | aeposonb BepiHrep HimeyunHa BepiHrep HimeyunHa BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3miHu Il 3a He UA/5322/01/01
H nosoBaHuin; no 10 IHrenbxamm IHrenbxamm TMny - 3MiHK Woao Gesnekn/edekTUBHOCTI Ta peuenmom nidnsieae
Mn (200 iHransuin) y IHTepHeLuHn dapma 'm6X i dapmakoHarnsgy. 3MiHu y KOPOTKii XxapakTepucTuui
MeTanesomy m6X Ko. KI nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii
6anoHuuKy 3 ANst MEQUYHOrO 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMM
[,03YH4NM [aHUMWN 3 AKOCTI, AOKMIHIYHUMM, KNiHIYHUMX AaHUMK Ta
KnanaHom; no 1 AaHuMu 3 hbapmakoHarnsgy - 3MiHM BHECEHO A0
6anoHunKy B IHCTPYKUiT ANA MEeANYHOro 3aCTOCyBaHHS NiKapCbKoro
KapTOHHIl kopobui 3acoby fo po3ainis "Cknag" (BHeceHHs iHdopmauii
npo BMIicT eTaHona), "®apmakonoriyHi BnactmeocTi",
"MokasaHHA" (PeAakLiviHi yTOYHEHHS),
"MpoTunokasaHHs", "B3aemogisa 3 iHWUMKN NikapCbKUMKN
3acobamu Ta iHwWi Buau B3aemogiin”, "OcobnmBocTi
3acTocyBaHHs", "3acTocyBaHHSA y nepiog BariTHOCTI
abo rogyBaHHs rpyaate”, "3aaTHicTe BNNMBaTK Ha
LBMAKICTb peakLii Npy kepyBaHHI aBTOTPAHCNOPTOM
abo iHWKuMK mexaHismamu®, "Cnocib 3acTocyBaHHS Ta
po3n", "Mepeno3yBaHHs", "MobiuHi peakuii” BignoBigHO
[0 mMaTepianis peecTpauinHOro AoCbe, a TakoX A0
po3giny "MobivHi peakuii” iHCTPYKLii BHECEHO
iHbopmalLiito Npo HeobXigHICTb NOBIAOMNSATY NPO YCi
BMUNaAKM Migo3proBaHUX NoGIYHUX peakLin Ta
BiJCYTHOCTi eheKTUBHOCTi NikapcbKoro 3acoby.
BBegeHHs 3MiH npoTArom 6-Tu Micauis nicns
3aTBEPKEHHS.
43.| BIHOKPUT® PO34MH Anis iH'EKLN, Canpo3 'm6X ABCTpis BignoBiganbHUn Himeyvuunna/ BHECEHHS 3MiH O peecTpaLinHMX maTtepianis: 3miHn | 3a UA/12383/01/01
84 mkr/mn no 0,8 mn 3a ABCTpis TMNy - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuenmom
(8000 MO) abo 1 mn BMPOGHMLTBO, Ta/abo agpecy MicLs NPOBaMKEHHS AiSNbHOCTI
(10000 MO) nakyBaHHS, BUPOOHMKa (BKMOYa4uM, 3a HeObXigHOCTI, MicLe
PO34MHY Ans iH eKuin KOHTPOSb cepii: NpoBeAEHHS KOHTPOTH SIKOCTi), abo BnacHWKa macTep-
B nonepeaHbo An i Ti darina Ha AdI, abo noctayanbHuka AdI/BuxigHoro
3arnoBHEHOMY, Bionorika M'm6X, MaTepiany/peareHTy/NMpOMiXXHOrO NPOAYKTY, LLO
rpagynoBaHoOMy HimeuumnHa; 3acTocoByoTbCs Y BUPobHUUTBI ADI (sIKLLO 3a3HayveHo
wnpuui, BignoBsiganbHUN y [OCbE Ha nikapcbkuii 3aci6) 3a BiACYTHOCTI
OCHaLLleHoMY 3a BUMNYCK cepii: cepTudpikaTa BiaNoOBIAHOCTI €BpONENnchbKin
nopLUHemMm, CaHpo3s 'm6X - dapmakonei y 3aTBepakeHoMy Aockbe, abo BUpoBHMKa

iH’EKLINHOI ronkoto,
KOBMa4koMm Ta
3aXMCHUM
NPUCTPOEM AnNs
3anobiraHHs
NOLIKOMKEHHIO

Bl WadTenay,
ABCTpis

HOBOI JOMOMiXXHOT PEYOBMHMU (SIKLLIO 3a3Ha4YeHO Y
pocke). 3MiHa Ha3BW BUPOBHMYOT AiNbHULL BHACNiOOK
BigokpemneHHs koMmnaHii CaHgo3 Mm6X Big komnaHii

Hosaprtic Al'. itoua pepakuisi: 1. Rentschler

Biopharma SE, Germany 2. LEK d.d., Slovenia.

[MponoHoBaHa peaakuisi:
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

ronKkoto nicns
3acTocyBaHHsi, abo
6e3 Hboro; no 1
LUNPULY Y KOHTYPHIN
GnicTepHi ynakosLyj;
no 1 KOHTYpPHin
GnicTepHin ynakosLi
Y KapTOHHIl kopobLyi;
no 0,4 mn (4000
MO), a6o 0,6 mn
(6000 MO), abo no
0,8 mn (8000 MO),
a6o 1 mn (10000
MO) posuunHy ans
iH’ekuin B
nonepeaHL0
3arnoBHEHOMY,
rpagynoBaHomy
wnpwui,
OCHaLLleHOMY
NopLUHEM,
iH’EKLiINHOIO FOMnKoto,
KOBMaykom Ta
3aXUCHUM
NPUCTPOEM Ans
3anobiraHHs
MOLUKOAPKEHHIO
ronkoto nicns
3acTocyBaHHs, abo
6e3 Hboro; no 3
LnpuLa y KOHTYPHIn
BricTepHin ynakosLi;
Nno 2 KOHTYpHi
GnicTepHi ynakoBku
B KAPTOHHI kopobui

1. Rentschler Biopharma SE, Germany 2. Novartis
Pharmaceutical Manufacturing LLC, Slovenia

44,

BIHOKPUT®

PO34nH ANS iH'EKLN,
16,8 mkr/mn no 0,5
mn (1000 MO) a6o
no 1 mn (2000 MO)
PO34MHY AN iH exuin
B MONepeaHbo
3aMnoBHEHOMY,
rpagyroBaHoOMy
wnpui,
OCHalleHoMy
NopLUHEM,
iH’EKLINHOO ronKoto,
KOBMaykom Ta
3aXMCHUM
NPUCTPOEM AN
3anobiraHHs

CaHpos M'mM6X

ABCTpIs

BignoBsiganbHUN
3a
BUPOBHMLTBO,
nakyBaHHs,
KOHTPOSb cepii:
An Li Ti
Bionorika MMG6X,
HimeuuuHa;
BignoBiganbHUN
3a BMNyCK cepil:
CaHpos 'mM6X -
Bl WadTeHay,
ABcTpis

HimevuunHa/
ABCTpis

BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3miHn |
TMny - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS
Ta/abo agpecy MicLA NPOBaMKEHHS AiANbHOCTI
BMPOGHMKa (BKIOYaK4n, 3a HeoOXigHOCTI, Micue
npoBeAeHHs KOHTPOSO SKOCTi), abo BnacHuWka mactep-
canina Ha A®I, abo nocTayanbHuka APl/BuxigHoro
maTepiany/peareHTy/npoOMiXKHOro NPOAYKTY, LLO
3acTocoByoTbCs Y BUpobHUUTBI ADI (sIKLLO 3a3HayveHo
y AOCbE Ha NikapcbkuiA 3aci6) 3a BiACYTHOCTI
cepTudpikaTa BignoBigHOCTi EBponenchkin
apmakonei y 3aTBepkeHOMY AOCbE, abo BUPOOHUKa
HOBOT AOMOMIDKHOI PEYOBMHU (SIKLLIO 3a3HAYEHO Y
pocbe). 3MiHa Ha3BW BUPOBHUYOI AinNbHULI BHACHiAoK
BigokpemneHHs koMmnaHii CaHgo3 Mm6X Big komnaHii
Hosaprtic Al'. [litoua pepakuis: 1. Rentschler
Biopharma SE, Germany 2. LEK d.d., Slovenia.

3a
peuenmom

UA/12383/01/02
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IIponmoskeHHs nomaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
MOLLKOAPKEHHIO MponoHoBaHa pepakuis:
ronKoto nicns 1. Rentschler Biopharma SE, Germany 2. Novartis
3acTocyBaHHsl, abo Pharmaceutical Manufacturing LLC, Slovenia
6e3 Hboro; no 3
Lnpu1ua y KOHTYPHIn
GricTepHin ynakoBLi;
no 2 KOHTYpPHi
6nicTepHi ynakoBku
Y KapTOHHI Kopobui
45.| BIHOKPUT® PO34MH AN iH'EKLN, Canpo3 M'm6X ABCTpis BianosiganbHUn Himeyuunna/ BHECEHHS 3MiH [0 peecTpaLiHMX maTtepianis: 3MiHu | 3a UA/12383/01/03
336 mkr/mn no 0,5 3a AscTpis TMny - AGMiHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuenmom
mn (20000 MO) BUPOBHMUTBO, Ta/abo agpecu micusa NpoBapKEHHs OisNbHOCTI
abo no 0,75 mn ( nakyBaHHS, BUPOGHMKA (BKMOYaouun, 3a HeOOXigHOCTI, MicLe
30000 MO), abo no KOHTPOrb cepii: NPOBEAEHHST KOHTPOIIO SIKOCTI), abo BnacHuka macTep-
1 mn (40000 An i Ti daiina Ha A®I, abo noctavansHuka Adl/BuxigHoro
MO) po3uunHy ans Bionorika MM6X, MaTepiany/peareHTy/npoMiXKHOro NPOAYKTY, LLO
iH'eKuin B HimeuumnHa; 3acToCoBYHOTbCA Y BUPOOHMUTBI ADI (sIKLLO 3a3HaYeHo
nonepegHbo BignoBsiganbHUN y OOCbE Ha nikapcbKuii 3acib) 3a BigCyTHOCTI
3anoBHEHOMY, 3a BUMYCK cepil: cepTuddikaTta BignoBigHOCTI €Bponenchkii
rpagynosaHomy CaHpos 'mbX - dapmakonei y 3aTBepaXeHOMy Aocke, abo BUPOOHWMKa
wnpwui, BN WadTeHay, HOBOI 4OMOMIPKHOI PEHOBMHM (SIKLLIO 3a3HAYEHO Y
OCHaLleHoMy ABCTpis nocbke). 3MiHa Ha3BW BUPOBHMYOT AiNbHULI BHACNigoK
nopLUHeM, BigoOKpemneHHs komnawii CaHgo3 MM6X Big kKomnaHii
iH’EKLiNHOIO FOMnKoto, Hoeapric Al'. itova pegakuis: 1. Rentschler
KOBMaykom Ta Biopharma SE, Germany 2. LEK d.d., Slovenia.
3aXUCHUM MponoHoBaHa pepakuis:
NPUCTPOEM Ans 1. Rentschler Biopharma SE, Germany 2. Novartis
3anobiraHHs Pharmaceutical Manufacturing LLC, Slovenia
MOLLKO/PKEHHIO
ronKkoto nicns
3acTocyBaHHsi, abo
6e3 Hboro; no 1 abo
no 3 nonepegHLo
3aMoBHEHMX LUNpULa
Y KOHTYPHiW
GnicTepHi ynakosLyj;
no 1 (1 wnpuy y
KOXHin) abo no 2 (3
LINpULA Y KOXHIN)
KOHTYpHi 6ricTepHi
yMaKoBKM B
KapTOHHIl kopobui
46.| BO®EH 200 TabneTku, BKPUTI My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEeHHS1 3MiH 4O peecTpauiiHux maTtepianis: 3MiHu | bes nionsizae UA/10184/02/02

NniBKOBOKO akuioHepHe akuioHepHe TMny - 3MiHM Wwopao 6e3nekn/edpekTMBHOCTI Ta peuenma
o6onoHkoto, no 200 TOBapuCTBO TOBapuUCTBO dapmakoHarnsay. 3miHa y KopoTkili XxapakTepuctuui
mr; no 10 TabneTok "HaykoBo- "HaykoBo- nikapcbKkoro 3acoby, TEKCTi MapKyBaHHsI Ta iHCTPYKUiT
y bnicTepi; no 2 BVMPOGHWYMIA BUPOGHWYMIA ONst MEAUYHOrO 3aCTOCYBaHHA Ha NiAcTaBi perynsipHo
Gnictepu B nayui LEHTP LEHTP OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro 3acoby,

"BopLuariBcbk "BopLuariscbkui abo gocnimxeHb 3 6e3neky 3acTocyBaHHS NiKapCbKoro

WA XimiKo- XiMiKo- 3acoby B nicnsipeecTpauiinuii nepiog, abo sk
dapmaueBTuy dapMaueBTUYHU pe3ynbTar OuiHKW 3BITY 3 OCNISKEHb, NPOBEAEHNX




25 ITpogoBxeHHs HoJaTKa 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
HuK 3aBog" 1 3aBog" Bi4NOBIgHO 40 NnaHy negiaTpuyHux gocnigkes (PIP)
(3MiHy y3rogXeHo 3 KOMNETEHTHUM YNOBHOBaXEHUM
opraHom) -
3MiHV BHECEHO [0 iHCTPYKLUii Anst MeanyHoro
3aCTOCyBaHHS nikapcbkoro 3acoby Ao po3ainis
"OcobnumeocTi 3acTocyBaHHs", "MobiyvHi peakuii”
BiZNOBIgHO O OHOBMEHOI iHpopMmaLii 3 6e3neku
AitoYoi peyoBmHM iBynpodpeHy 3rigHo 3
pekomeHaauismm PRAC. TepMiH BBEAEHHS 3MiH -
npoTsArom 6 MicsiLiB nicnsi 3aTBEPAXKEHHS.
47.| BO®EH 400 TabneTku, BKPUTI My6niyHe Ykpaina My6niyHe Ykpaina BHECEHHS 3MiH 4O peecTpauinHux maTepianis: 3miHu | bes nidnszae UA/10184/02/03
NNiBKOBOK akuioHepHe aKuioHepHe Tmny - 3MiHuM wopo 6e3nekn/edpekTMBHOCTI Ta peuenma
o6onoHkoto, no 400 TOBapUCTBO TOBapUCTBO dapmakoHarnsgy. 3MiHa y KOpOTKili xapakTepucTuLi
mr; no 10 Tabnetok "HaykoBo- "HaykoBo- nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii
y 6nicTepi, no 2 BUPOGHMYMI BUPOGHMYNIA Ons MegMYHOro 3acCToCyBaHHA Ha NigcTaBi perynsapHo
6nictepu B nayui LEHTP LEHTP OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro 3acoby,
"Bopuiariscbk "BopLuariscbkuii abo gocnigxeHb 3 6e3neku 3acToCyBaHHS NiKapCbKOro
MR XimiKko- XiMiKo- 3acoby B nicnisipeecTpauiiHuii nepiog, abo sk
cthapmaueBTmy thapmaLeBTUYHN pe3ynbTar OUiHKK 3BiTY 3 OCNIQKEHb, NPOBEAEHNX
HWI 3aBoa" 1 3aBoa" Bi4NOBIgHO 40 NnaHy negiatpuyHux gocnigkers (PIP)
(3MiHY y3rofixeHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM
opraHom) -
3MiHN BHECEHO A0 IHCTPYKUIii AN MeANYHOro
3acTocyBaHHs Nikapcbkoro 3acoby Ao po3ainis
"OcobnumeocTi 3acTocyBaHHs", "Mob6iyHi peakuii”
BiZNOBIgHO O OHOBMEHOI iHhopMmaLlii 3 6e3neku
Jitoyoi pevoBuHM iBynpodeHy 3rigHo 3
pekomeHaauismm PRAC. TepmiH BBEAEHHS 3MiH -
NpoTArom 6 MicsILB Micnsi 3aTBEPAXKEHHS.
48.| BPUIMAY Kpanni o4Hi, po3uunH, | PapmaueBTuny Monbwa Padapm C.A. peuis BHECEHHS 3MiH 0 peecTpaLiiHux MaTepianis: 3miHu | 3a He UA/18347/01/01
EKO 2 mr/Mnno5mny HWI 3aBOA, Tmny - 3MiHK 3 SKocTi. [oTOBMI Nikapcbkui 3acib. peuyenmom | nidnszae
dnakoHi- “NOJIb®APM 3MiHn y BUpobHMUTBI. 3amiHa abo BBeAEeHHS
KpanenbHuLi 3 A" CA. [04aTKOBOI AiNbHULI BUpOOHULTBA ANs YacTuHK abo

KPULLIKOKO 3
rapaHTiiHUM
Kinbuewm; no 1 abo
no 3 dpnakoHn y
KapTOHHiI kopobLi

BCbOIO BUPOGHMYOro NpoLECy rOTOBOrO NiKapCbKoro
3acoby (ainbHMUA, Ha SKi NPoBOAATLCA Oyab-AKi
BUPOGHMYI cTagii, 338 BUHATKOM BUMYCKY cepii,
KOHTPOIO SIKOCTi Ta BTOPMHHOTO MakyBaHHS Ans
CTepuInbHUX Nikapcbkunx 3acobiB (BkoYaoum
BMPOGNEHi acenTU4HUM MEeTOA0M), KpPiM NiKapCbKMX
3acobiB 6ionoriYHoro/iMyHONoriYHOro NOXOMXEHHS)
3amiHa BMPOOHUYOT AiNbHULI Ha SKi NPOBOANTLCS
BMPOGHMLTBO Ta NepBuHHe nakyBaHHs [J13. BBegeHHs
3MiH NPOTArom 6-Tu MicsILiB NiCNsi 3aTBEPOXKEHHS.
3miHu | TMny - 3miHK 3 AkocTi. FoToBUIA NiKapCbKUi
3aci6. 3MiHM y BUpobHUMUTBI. 3amiHa abo BBeAeHHS
[04aTKOBOI AinbHULI BUPOOHULTBA ANns YacTuHK abo
BCbOr0 BUPOBHMYOro NpoLecy roToBOro fikapCbKoro
3acoby (AinbHULSA Ans BTOPMHHOIO NakyBaHHs) 3amiHa
AinbHWUi BupobHuuTBa 13, BignosigansHoi 3a
BTOPUHHE MaKyBaHHA. BBegeHHs 3MiH npoTarom 6-tu
MicauiB nicnsa 3aTBepaAXeHHs. 3miHu | Tuny - 3miHK 3
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sIKocTi. [oToBUMI Nikapcbkui 3aci6. 3miHn y
BMPOOHMUTBI. 3MiHa iMnopTepa/amiHu, Lo CTOCYHOTbCS
BMMNYCKY Cepii Ta KOHTPOIO AKOCTi FOTOBOrO
nikapcbkoro 3acoby (3amiHa abo gogaBaHHs
BMPOOHKKa, Lo BiANOBiAae 3a BBe3eHHs Ta/abo
BUNYyCK cepii) - Bkntovaroun KOHTPONb/BUNPobyBaHHS
cepii - 3amiHa ginbHULi BUpobHuUuTBa 13,
BiAMOBIAANbHOI 3a BUMNYCK Cepii, BKNIOYA4YN KOHTPOmb
cepii. 3MiHM BHeceHi y po3ainu "BupobHuk" Ta
"MicuesHaxomkeHHs BUpOOHMKa Ta agpeca Micus
NPOBaMKEHHS NOro AiNbHOCTI" B iIHCTPYKLitO Anst
MeWYHOro 3aCTOCYBaHHS y 3B'sI3Ky 3 3aMiHOH
BMpOGHMKa, LLIO BigNOBigae 3a BUMYCK cepii, Ta sk
HacnigoK - BiANOBIAHI 3MiHW y TEKCTi MapKyBaHHS
ynakoBKW nikapcbkoro 3acoby. BeeaeHHs 3amiH
nNpoTArom 6-Tu MicsLiB nicns 3aTBepoKeHHs. 3MiHu |
Tmny - 3MiHK 3 gKoCTi. [O0TOBMI Nikapcbkuin 3acib.
Onuc Ta cknag. 3miHa y cknagi (BonoMibkKHMX
peyoBMHaX) FOTOBOIO Nikapcbkoro 3acoby (iHLui
OOMOMDKHI pe4OBUHM) - 3aMiHa ogHIET AONOMIKHOT
PEYOBUHM Ha iHLWY 3 TUMU CaMUMK (PYHKLIOHANBbHUMUN
XapaKTepucTMKamMu Ta Ha TOMy caMoMy PiBHI - 3MiHK B
cknagi 13, a came 3amiHa BONOMIXKHOT pe4OBMHU BOAM
o4uLLEeHOI Ha Bogy Ans iH'ekuin. 3MiHM BHeCeHi y
po3ain "Cknag" (4onomipkHi pe4oBMHN) B iHCTPYKLLitO
0N MeQUYHOro 3aCTOCyBaHHS Ta SK Hacnigok - y
TEKCT MapKyBaHHS yNaKoBKW NikapCbKoro 3acoby.
BBegeHHs 3MiH npoTArom 6-Tu MicsuiB nicns
3aTBEPOKEHHS
3miHu | TMny - 3miHK 3 skocTi. FoTOBUIA NiKapCbKUIA
3aci6. 3MiHn y BUpOGHMLTBI. 3MiHK Y NpoLeci
BUPOOHMLITBA rOTOBOTO JiKapCbKOro 3acoby,
BKIT04AK4M NMPOMIXKHUIA NPOAYKT, WO 3aCTOCOBYETHCS
npu BUpOBHULTBI rOTOBOTO fikapcbkoro 3acoby
(He3Ha4Ha 3miHa y npoueci BUpobHMLTBa) HesHauHi
3MiHM B onuci BUPOBHNYOro npoLiecy, siki CTOCyTbCA
HanawTyBaHHs 06nagHaHHs, Yacy NpUroTyBaHHs
PO34UHY, TemnepaTypHUX AianasoHiB i Yacy BUTPUMKHM
npoaykTy. 3MiHV NoB’a3aHi 3 aganTauielo BUPOOGHMYOoro
npotiecy 4o NponoHOBaHOi BUPOGHMYOT AinbHuLi Ta
afanTauiero TEXHOMNOrYHOro obrnagHaHHs 0o
36inbLueHoro obemy cepii MM3. BBegeHHs 3MiH
npoTarom 6-Tu MicsiyiB nicnsi 3aTBepaXKeHHs. 3MiHu |
TMny - 3MiHK 3 SKoCTi. [0TOBMIN Nikapcbkui 3acib.
3MiHun y BUpO6HMLTBI. 3MiHM BUNpobyBaHb abo
OONyCTUMMX MeX, BCTAHOBMNEHUX Y cneundikauisx, nig
Yyac BUPOOHMLTBA rOTOBOTO fiKapCbKoro 3acoby
(BopmaBaHHst HOBOro MeToay BunpobyBaHHA Ta
aonyctummnx mex) BBegeHHs noaaTkoBoro napameTpy
KOHTPOIMIO Mif Yac BUpOGHMYOro npoLiecy, a came
nokasHuka «Tuck inbTpauii» Ha eTani «MonepegHs
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dinbTpauis», Lo NoB’a3aHO 3 MOCUIIEHHSIM KOHTPOIO
Ha HOBIV AiNbHULi BUPOGHLMTBA.

BBegeHHs 3miH npoTsArom 6-Tu MicsuiB nicnsi
3aTBepAKeHHs. 3MiHK | Tuny - 3MiHK 3 akocTi. FoToBMIN
nikapcbkuin 3aci6. 3MiHM y BUPOBHWULTBI. 3MiHK
BunNpobyBaHb abo AONYCTUMMX MEX, BCTAHOBIEHUX Y
cneundikauisix, nig Yac BUpOOHULTBA rOTOBOrO
nikapcbkoro 3acoby (noaaBaHHSA HOBOrO MeToay
BMNpobyBaHHs Ta 4ONyCTUMMX MeX) BBeaeHHs
[0[aTKOBOro napameTpy KOHTPOTHo Mifg vYac
BMPOBHMYOro npouecy, a came nokasHuka «3aranbHumn
yac ginbTpadii» Ha eTani «[NonepegHsa inbTpauisy,
NMOB’AA3aHO 3 NMOCUITEHHSAIM KOHTPOJIIO Ha HOBIN OiNbHUL
BUPOOHUMTBA. BBEAEHHSI 3MiH NpPOTArom 6-Tn micsiuiB
nicnsa 3aTBepaKeHHsi. 3MiHu | TNy - 3MiHK 3 AKOCTI.
[oToBMI nikapcbkuii 3aci6. 3MiHWM Yy BUPOBHULTBI.
3MiHn BUNpobysaHb abo AONyCTUMUX MEX,
BCTaHOBIEHMX Yy cneumdikauisx, nig 4ac BupobHmuTBa
roToBOro nikapcbkoro 3acoby (4ogaBaHHs HOBOrO
mMeToAy BUNpobyBaHHS Ta AONYCTUMUX MEX)
BBegeHHs foaaTkoBOro napameTpy KOHTPOIto Mig Yac
BMPOGHMYOro npoLecy, a caMme nokasHuka «BisyanbHe
iHCNeKTyBaHHA» Ha eTani «HanoBHEHHs1 hnakoHiIB».
[onaTkoBo, pefakuinHi npaeku B po3aini
3.2.P.3.4.KOHTPOnb KPUTUYHUX CTagin i NPOMDKHOT
npoaykuii. BBeaeHHs 3MiH npoTaroM 6-Tu micsauis
nicnsi 3aTBepaXeHHs. 3MiHu | Tuny - 3MiHn Wwopao
6e3nekn/ecekTMBHOCTI Ta hapmakoHarnsagy (iHwi
3MiHM) 3MiHN BHECEHI Y TEKCT MapKyBaHHS yNaKkoBK/
nikapcbkoro 3acoby LWoA0 3a3HaYeHHs NoroTuny
3asBHWKa. BBeaeHHs 3MiH NpoTarom 6-Tn micsauis
nicns 3aTBepaKeHHs. 3MiHu | Tuny - 3MiHM 3 AKOCTI.
[oToBWI Nikapcbkuin 3aci6. 3MiHM Yy BUPOOHULTBI.
3miHa po3Mipy cepii (BkYatoum gianasoH po3mipy
cepii) roToBOro nikapcbKkoro 3acoby (36inbLieHHs o
10 pasiB NOPIBHSAHO i3 3aTBEPHKEHNM PO3MIPOM)
36inbLieHHs po3mipy cepii [113. Oitoya pegakuisi: 150
1 (30 000 koHTewHepiB) NponoHoBaHa peaakuis: 250 n
(50 000 koHTeNHepIB)

BBegeHHs 3MiH NnpoTArom 6-Tu Micsuis nicns
3aTBEPAKEHHS

49.

BPIMIKA®
D)XXEHYEWUP®

MOpOLLOK A
iHranauin 340 mkr/12
MKr; o 60 fo3
MOPOLLKY B
iHransiTopi, no 1 abo
no 3 iHranaTtopu B
antomiHieBomy
namiHoBaHoMy
nakeTi KOXXeH pasom
i3 nakeTMkoMm 3

BEPIH-XEMI
Al

HimeuunHa

IHpacTpiac
dapmaceyTikac
Anwmipan C.A.

IcnaHisa

BHECEeHHS1 3MiH 4O peecTpauiiHux maTtepianis: 3MiHu |
Tuny - 3MiHK 3 sikocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BiaNoBIAHOCTI €BpONENChKin
hapmakonei/moHorpadii. MogaHHs HoBoro abo
OHOBMEHoro cepTudikaTta BignosigHocTi abo
BUIYYEHHS cepTudikaTta BignoBigHOCTI €BpoNenchkin
dapmakonei: gna A®l; ons BUXigHoro
MaTepiany/peareHTy/NpOMiIXXHOrO NPOAYKTY, L0
BUKOPUCTOBYHOTBCS Y BUPOOHMLTBI ADI; ans
[OMNOMiXHOT peqoBUHU (cepTudikaT BignoBiaHOCTI

3a
peuenmom

UA/17683/01/01
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ocyluyBayeMm B
KopobLj 3 KapTOHY

€Bponencbkin dapmakonei) - OHoBNeHU cepTudikaT
Bifl y)ke 3aTBEpKEHOro BMPOOHUKa - MNoaaHHs
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI €Bponenchkiln
capmakonei R1-CEP 2008-042-Rev 03
(3atBepmxerunin: R1-CEP 2008-042-Rev 01) ans AdI
copmoTepony hymapaty aurigpar Bif, 3aTBEPOXKEHOMO
BupobHmka SICOR S.r.l., Italy. 3MiHu | Tuny - 3miHu 3
akocTi. A®Il. Kontponb A®I. 3miHa y napameTpax
cneundikaui Ta/abo 4oNyCTUMMX MEX, BUSHAYEHWUX Y
cneumdikauisx Ha A®l, abo BUXigHUA/NPOMIXKHWIA
NpoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NMPOLIECI
Bupo6bHuuTBa AP (iHWi 3miHW) - 3MiHa napameTpy
cneumdikauii “OntTuyHe obepTaHHs” 3" -46° 0o -42° “Ha
" -47° 0o -42° * ansa BxigHoro matepiany 3- (R)-
XiHyKnigiHOMy, O BUKOPUCTOBYETHLCS Y BUPOOHULITBI
aknigoHito 6pomigy) BupobHukom RANKE QUIMICA
S.A. (ALMIRALL S.A.).(restricted part of the ASMF).
3MiHn | TMny - 3miHn 3 skocTi. A®Il. KoHTponb ADI.
3miHa y MmeToaax BunpobysaHHs A®I abo BuxigHoro
marepiany/npoMixXHOro NpoayKTy/peareHTy, LWo
BUKOPUCTOBYETbLCS Y npoueci BUpobHuuytea API (iHLwi
3MiHN Y MeTodax BUNPOobyBaHHS (BKIOYAKUM 3aMiHy
abo ponoBHeHHS) ADI abo BUXigHOro/NpoOMiXKHOTO
npoaykty) - 3mMiHa B MeToai BUNpobyBaHHs Tonyony —
PO3YMHHUIK, LLIO BUKOPUCTOBYETBCS Nif Yac
BMPOBHMLTBA MIKPOHI30BAHOIo akniaumHito 6pomigy
BnpobHkom RANKE QUIMICA S.A. (restricted part of
the ASMF). 3MiHn | TUny - AgMiHICTpaTUBHI 3MiHW.
3miHa HaiMeHyBaHHSs Ta/abo agpecu micua
NpoBaXXeHHs OiSnNbHOCTI BUPOGHMKa (BKMOYaoum, 3a
HeobXxiaHOCTI, MicLie NpoBEAEHHS KOHTPOSIO SIKOCTI),
abo BnacHvka mactep-channa Ha AdI, abo
noctadanbHuka A®l/BuxigHoro
MaTepiany/peareHTy/NpOMiXXHOrO NPOAYKTY, L0
3aCTOCOBYHOTLCS Y BUPOOHMUTBI API (SIKLLO 3a3HAYEHO
y AOCbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudcpikaTa BignosigHocCTi €Bponenchkin
capmakonei y 3aTBepAXeHOMy 10Cbe, abo BUPOGHMKa
HOBOi AOMOMIDKHOI PEYOBMHU (SIKLLIO 3a3HAYEHO Y
[oCbe) - 3MiHa HallMeHyBaHHs nocTavarnbHUKa
BuXigHoro matepiany 2-bpomTtiodeH, wo
BVKOPVCTOBYETLCS Y BUPOOHULTBI MiKPOHiI30BaHOro
aknigumHito 6pomigy 3 Jiangxi Renming Pharmaceutical
Co.Ltd Ha Jiangxi Yangfan New Materials Co.Ltd. (
restricted part of the ASMF). 3minu | Tuny - 3miHu 3
sikocTi. CepTudikaT BignosigHocTi/l'E-cepTudikat
BiAMoBigHOCTI €Bponencekini hapmakonei/moHorpadii.
MopaHHA HoBOro abo oHoBMEHOro cepTudikara
BignoBigHOCTi abo BUny4eHHsi cepTudikata
BignoBigHoCTI €Bponewickkin hapmakonei: ana Adl;
Ons BUXigHoOro marepiany/peareHTy/npoMixkHoro
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NPOAYKTY, O BUKOPUCTOBYHOTLCS Y BUPOOHMLTBI ADI;

Ons 4ONOMIKHOI pevoBuHM (cepTudikat BignoBigHOCTI

€Bponecbkin dapmakonei) - OHoBNeHu cepTudikaT
BiJ yXe 3aTBepKeHOro BUpobHuka - MNoaaHHsA

OHOBMEHOro cepTudikaTta BigNoBIAHOCTI €BponencobKii
capmakonei R1-CEP 2008-042-Rev 04 gns AdI

copmoTepony ymapaty aurigpar Bif, 3aTBEPOXKEHOMO

BMpobHuka SICOR S.r.l., Italy y 3B’s13Ky 3 OHOBNEHHSIM

appecu BnacHuka CEP.

[itoua pegakuis: R1-CEP 2008-042-Rev 03. 3.2.S.
2.1. Manufacturer(s). CEP holder. Teva
Pharmaceutical Industries LTD. API Division 5 Basel
Street Israel 4951033 Petach Tikva. [NponoHoBaHa
pepakuia: R1-CEP 2008-042-Rev 04. 3.2.S. 2.1.
Manufacturer(s). CEP holder. Teva Pharmaceutical
Industries LTD. 124 Dvora HaNevi'a Street Tel Aviv-
Jaffa 6944020 Israel. 3minum | Tuny - 3MiHn WwWoao
6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy (iHwi
3MiHuM) - BBeaeHHsi [O4aTKOBOI BTOPMHHOI YNaKoBKM
(antomMiHieBOro namiHOBaHOro MakeTy) Ta OHOBIEHHS
iHdopmauii y n. 17 IHLWE BTOPMHHOI ynakosku Ta n. 6
IHLWE nepBMHHOI ynakoBKM Nikapcbkoro 3acofy.

50.

BPOHXO-
BAKCOM A™

Kancynu no 3,5 mr
no 10 kancyny
6nictepi; no 1 abo
no 3 6nictepn B
KapTOHHiI kopobui

OM dapma
CA

LLiserinapis

OM ®apma CA

LLiserinapisa

BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu |
Tmny - 3MiHuM wopo 6eanekn/edpekTMBHOCTI Ta
tapmakoHarnagy. BeegeHHsi abo 3miHn oo
y3aranbHeHUX AaHuX Npo cuctemy papmakoHarnsay
(BBEOEHHS y3aranbHEHVX JaHUX NPO CUCTEMY
dapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi ocobu,
BiANOBIganNbHOI 3a 34iIMCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asBHuKa onsi
34icHeHHs hapmakoHarnsagy B YKpaiHi, SKWo BoHa
BigMiHHa Bi yNOBHOBaXeHOi 0cobu, BignosigansHoi
3a 3[iCHeHHs hapmakoHarnagy (Bkrovaudm
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
darina cuctemn chapmakoHarnsgy). 3miHa
yrNoBHOBaXeHOI 0cobu 3asiBHMKa, BiANOBiganbHOI 3a
dapmakoHarnag,.

[itoua pepakuis: Yves Miclo. NMponoHoBaHa pepakuis:
Mr Francesco Ventura. 3miHa KOHTaKTHUX JaHUX
yrNoBHOBaXeHOI 0cobu 3asiBHUKa, BiANOBiganbHOI 3a
dapmakoHarnsag,. 3miHa micue3HaxomKeHHs macTep-
danina cuctemu papmakoHarnsgy. 3miHa micus
34iCHEHHS OCHOBHOI AiANbHOCTI 3 dapmMakoHarnsay.

3a
peuenmom

UA/18520/01/01

51.

BPOHXO-

BAKCOM
AoPocrl

Karcynv no 7 mr; no
10 kancyny
GnicTepi; no 1 abo
no 3 Gnictepu B
KapTOHHI kopobui

OM dapma
CA

LLiBenuapis

OM dapma CA

LLiBenuapis

BHECEHHS 3MiH 1O peecTpauiiHnx maTtepianis: 3miHu |
TMny - 3MiHK Wopao Gesnekn/edekTUBHOCTI Ta
apmakoHarnsigy. BeegeHHst abo 3miHu go
y3aranbHeHVX AaHUX Npo cucTeMy bapmakoHarnsgy
(BBEOEHHS y3aranbHEHWX AaHUX NPO CUCTEMY
dapmakoHarnsigy, 3MiHa ynoBHOBaXeHoi ocobu,
BiA4NOBIganbHOI 3a 34iMCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 papmMakoHarnsay 3asiBHVKa Ansi

3a
peuernmom

UA/18521/01/01
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3iicHeHHs chapmakoHarnsgy B YkpaiHi, SKLWwo BoHa
BiAMiHHA Bia ynoBHOBaxeHOi ocobu, BianosiganbHoi
3a 34ificCHeHHs1 hbapmakoHarnsay (BKrovarym
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
danna cuctemn apmakoHarnsgy). 3miHa
YNOBHOBaXeHOI 0cobu 3asiBHMKA, BignoBiganbHoI 3a
capmakoHarnsag,.

[itoua pepakuis: Yves Miclo. NponoHoBaHa peaakuis:
Francesco Ventura. 3miHa KOHTaKTHUX OaHUX
YNOBHOBaXeHOI 0cobu 3asiBHMKA, BignoBiganbHOI 3a
apmakoHarnsg. 3miHa micLe3HaxomKeHHsi macTep-
davina cuctemn chapmakoHarnsgy. 3miHa micus
34INCHEHHA OCHOBHOI OiANbHOCTI 3 hapmakoHarnsaay.

52.

BPYCTAH

TabneTkn, BKpUTI
NniBKOBOIO
o6ornoHkoto, no 10
Tabnetok y bnictepi;
no 1 Gnictepy B
KapTOHHIl kopobui

CaH
dapmacbkloThK
an lHpacTpis
Jlimiten

IHAisA

CaH
dapmackioTrkan
IHaacTpi3
JlimiTen

IHaisa

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu |
TMny - 3MiHKM 3 sikocTi. FoToBUIA NikapcbkMi 3aci6.
KoHTpOsb roTOBOro nikapcbkoro 3acoby. 3miHa y

MeToAax BUNpobyBaHHSA rOTOBOrO MiKapCbKoro 3acoby
(iHWi 3miHM y MeToaax BuNpobyBaHb (BKIoYaum

3aMiHy abo LOMNOBHEHHS)) He3HayHa 3MiHa B MeTogai
BunpobyBaHHs 113 3a nokasHukom «laeHTudikauis
6apBHuKa - bapBHUK xoBTUIA 3axig FCF» (Y&
CMNeKTpodoTOMETPIS), @ caMme Npu NPUroTyBaHHI

BMNPOOOBYBAHOIO 3paska BUKOPUCTOBYHOTb ODOMOHKY

TabneTok 3amiCTb HaBaXKW NOPOLLKY TabneTok, Wwob

YHUKHYTU NepeHaBaHTaXeHHs1 cnekTpy. 3minum | Tuny -

3MmiHu 3 gKkocTi. FoToBUIA nikapcbkuii 3aci6. KoHTpornb

roToBOro fikapcbkoro 3acoby (iHwWi 3MiHW) nepeknaz
TekcTy MKA Ha ykpaiHcbky MoBy. 3MiHu | Tuny - 3MiHu
3 gKocTi. [oToBUI nikapcbkuii 3aci6. KoHTponb
roToBOro fikapcbKkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo 4ONYCTUMUX MEX FOTOBOrO
nikapcbKkoro 3acoby (iHLWi 3MiHW) - TPYBEAEHHS BUMOT
cneumdikauii M3 3a nokasHunkomM «MikpobionoriyHa
yuctoTar y BignosigHocTi Bumor Ph.Eur.2.6.12, 2.6.13,
USP <61>, USP <62>.

bes3
peuenma

UA/4617/01/01

53.

BYOEHO®AT
bK

TBEpAi kancynu 3
KMLUKOBOPO3YMHHIM
1 rpaHynamm no 3
mr; no 10 kancyn y
GnicTepi; no 5 abo
10 GnicTepiB y
KopoOLi 3 KapTOHY

Op. ®anbk
dapma MM6X

HimeuynHa

BignosiganbHui
3a BMNyCK cepin
KiHLIeBOro
NpoaykKTy:
Op. ®anbk
Papma 'M6X,
Himeyumna

BupobHukn
[1030BaHoi
dopmu,
nepBuUHHE,
BTOPWHHE
nakyBaHHsi Ta
KOHTPOIb SKOCTI:
JlosaH ®apma

HimevuunHa

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minHu |l
TMny - 3MiHK Wwopao 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsaay. 3miHW y TepaneBTUYHUX
nokasaHHsX (4of4aBaHHsi HOBOro TepaneBTUYHOro
nokasaHHsi abo 3MiHa y 3aTBepAKEHOMY MOKa3aHHi)
3MiHVM BHECEHO [0 iHCTPYKLUii ANst MEANYHOrO
3aCTOCyBaHHs1 Nikapcbkoro 3acoby Ao po3ainy
"MokasaHHsA", a caMme 00 3aTBEPAKEHNX MOKa3aHb.
Ak HacnigoK 3MiHM BHECEHO 0 po3ainiB
"®apmakonoriyHi BnactmsocTi", "OcobnueocTi
3actocyBaHHs1", "Cnoci6 3acTocyBaHHs Ta Jo3un".
BBeneHHs 3MiH NpoTArom 6-Tm MicsuiB nicnsi
3aTBEPKEHHS.

3a
peuenmom

He
nidnsieae

UA/6964/01/01
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
mbX,
HimeuunHa
Bupo6HuK,
BignosiganbHWn
3a nepBuHHE,
BTOPUHHE
nakyBaHHsi Ta
KOHTPOIb SIKOCTi:
JlozaH dapma
'MBX,
HimeuunHa
Bupo6Huku,
BigNoOBiganbHi 3a
KOHTPOIb SIKOCTI:
'BA ®apma
mb6X,
HimeuunHa
HaykoBo-
gocnigHun
iHCTUTYT
Xennenep
mb6X,
HimeuunHa
54.] BYNIBAKATH- | posumH ans i'exuii, TOBAPUCTB YkpaiHa ToBapwucTtBo 3 YkpaiHa BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3aMiHa 3a UA/7162/01/01
M 5 mr/mn 03 obmexeHo 3asBHuka J13 (MIBIT) (BnacHuka peecTtpaLiiHoro peuenmom
no 5 mn B amnyni; OBMEXEHO BignoBsiganbHicT noceigyeHHs) (3rigHo Haka3y MOS Big 23.07.2015 Ne
no 10 amnyn B o 10 "XapkiBcbke 460) BBegeHHst 3MiH NpoTArom 6-Tu MicsuiB nicns
KOpOO6Li 3 KapTOHY; BIAMNOBIAOAIN dapmaleBTUYHe 3aTBepAKeHHS; 3MiHu | Tuny - 3miHn woao
no 5 mn B amnyni; bHICTIO niagNpUEMCTBO 6e3nekn/edekTMBHOCTI Ta hapmMakoHarnsgy.
no 5 amnyny «KOPTOPALII "3popoB's BeeneHHs abo 3MiHM [0 y3aranbHeHWUX gaHUX Npo
GnicTepi; no 2 A Hapoay" cucteMy hapmakoHarnagy (BBeAeHHs y3ararbHeHuX
Gnictepn y kopobui 3 | «300POB’A» [AaHuX npo cuctemy chapmakoHarnsgy, amiHa
KapTOHY yrnoBHOBaXxeHoI 0cobu, BignoBiaanbHoi 3a 3A4iNCHEHHS
apmakoHarnsay; KOHTaKkTHOi ocobu 3
hbapmakoHarnsgy 3asiBHUKa ANs 30iNCHEHHS
dapmakoHarnagy B YkpaiHi, SKLo BOHa BigMiHHa Big
YNOBHOBaXeHOi 0cobu, BignoBigansHoi 3a 34iNCHEHHS
hapmakoHarnsiay (Bknoyarum KOHTaKTHI aaHi) Ta/abo
3MiHM Yy pO3MiLLeHHi MacTep-ganna cucTtemm
capmakoHarnsgy) - 3miHa ynoBHoBaXeHoi 0cobum
3asiBHMKa, BignosiganebHoi 3a hapmakoHarnsag Hditoya
pepakuisi: LleBuyeHko OneHa IropieHa MponoHoBaHa
pegpakuis: MaHoBa OneHa MukonaiBHa 3MiHa
KOHTaKTHMX JaHWNX YNOBHOBaXEHOI 0cobu 3asiBHUKA,
BignNoBiganbHoi 3a hapmakoHarnag 3miHa Homepa
MacTep-danna cucteMmu papmakoHarnsgy
55.| BAJIIMICAP TabneTku, BKPUTI Makneoac IHAis Makneoac IHOisa BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3miHu | 3a He UA/16186/01/03




32 ITpogoBxeHHs HoJaTKa 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
160 NniBKOBOK dapmacbloThK dapmacktoTrkan TMny - 3MiHKM 3 sikocTi. FoTOBUIA NikapcbkMi 3aci6. peuenmom nidnsieae
o6ornoHkoto, no 160 anc lNimiteq c Jliviten CrabinbHicTb. 3miHa y TepMiHax npuaaTHocTi abo
mr; no 10 TabneTok ymoBax 36epiraHHsi roTOBOro fikapCbkoro 3acoby
y bnicTepi, no 1 abo (36inbLUeHHA TepMiHY NPUAATHOCTI TOTOBOrO
3 6nictepn y nikapcbkoro 3acoby) - [1ns TOproeoi ynakoBku
KapTOHHIl kopobui (NiaTBEPMKYETLCS AHMMU pearnbHOro yacy)
306iNbLUEHHS TepMiHY NPUAATHOCTI FOTOBOrO
nikapcbkoro 3acoby 3 2 pokiB A0 3 pokis, WO
niagTBEpP4KYETLCA AaHMMKN peanbHoro Yacy. 3MiHu
BHECEHO B iHCTPYKLIiO ANs MeQNYHOro 3acTocyBaHHS
nikapcbkoro 3acoby y po3aain "TepmiH npuaaTHoCTI".
BBegeHHst 3MiH NpoTsrom 6-tn micauis nicna
3aTBEpPOKEHHS
56.| BAIIMICAP TabneTkn, BKpUTI Makneoac IHAisa Makneoac IHAisA BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | 3a He UA/16186/01/04
320 NniBKOBOK dapmacbkloThK dapmackioTrkan TMny - 3MiHKM 3 sikocTi. FoToBUIA Nikapcbkuii 3aci6. peuenmom nidnsieae
obonoHkoto, no 320 anc Jlimiteq c Nimiten CTabinbHicTb. 3miHa y TepMiHax npugaTHocTi abo
mr, no 10 TabneTok ymoBax 36epiraHHs roTOBOrO fikapcbKoro 3acoby
y bnicTepi, no 1 abo (36inbLUeHHs TepMiHY NPUAATHOCTI TOTOBOrO
3 Gnictepu y nikapcbKkoro 3acoby) - [1ns Toproeoi ynakoBKku
KapTOHHIN kopobLi (niaTBEPAXKYETLCS AAHNMMN pearnbHOro Yyacy)
306iNbLUEHHS TepMiHY NPUAaTHOCTI FOTOBOMO
nikapcbkoro 3acoby 3 2 pokiB 40 3 poKiB, L0
niaTBEPAKYETLCA AaHUMWN peanbHOro Yacy. 3MiHn
BHECEHO B iHCTPYKLIiO ANs MeQnYHOro 3acTocyBaHHS
nikapcbkoro 3acoby y po3ain "TepmiH npugaTHoCTi".
BBeneHHs 3miH NpoTArom 6-Tv MicsiLiB nmicnsi
3aTBEPOKEHHS
57.| BAIIMICAP TabneTkn, BKpUTI Makneoac IHAis Makneoac IHAisA BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | 3a He UA/16186/01/01
40 NniBKOBOKO dapmacbrThK dapmacbioTurkan TMny - 3MiHM 3 siKOCTi. FoTOBUIA NikapCcbkMi 3acib. peuenmom nidnsieae
obonoHkoto, no 40 anc Jlimiteq c Nimiten CrabinbHicTb. 3miHa y TepMiHax npuaaTHocTi abo
mr; no 10 TabneTok ymoBax 36epiraHHsl roTOBOrO fikapcbKoro 3acoby
y bricTepi, no 1 abo (36inbLUeHHsA TepMiHY NpuaaTHOCTI rOTOBOrO
3 Bnictepu y nikapcbkoro 3acoby) - [inst ToproBoi ynakoBku
KapTOHHI kopobui (niaTBEPAXKYETLCS AAHNMUN pearnbHOro Yacy)
36iNbLUEHHS TEPMiIHY NPUAATHOCTi FOTOBOrO
nikapcbkoro 3acoby 3 2 pokis 4o 3 pokiB, LU0
nigTBEPOXKYETLCA AaHUMMN peanbHOro Yacy. 3MiHun
BHECEHO B iHCTPYKLIiO ANs MEAWUYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "TepmiH npugaTHocTi".
BBegeHHs 3MiH NnpoTArom 6-Tu Micsuis nicns
3aTBEPKEHHS
58.| BAJIIMICAP TabneTku, BKPUTI Makneoac IHAis Makneoac IHaisa BHECEHHS 3MiH [0 peecTpauinHuxX maTtepianis: 3miHn | 3a He UA/16186/01/02
80 NniBKOBOKO dapmacbrTHK dapmackioTrkan TMny - 3MiHM 3 siKoCTi. FoTOBUIA NikapCbkMi 3acib. peuenmom nidnsieae
obonoHkoto, no 80 anc JNimiteq, c Jliviten CTabinbHicTb. 3miHa y TepMiHax npugaTtHocTi abo

mr; no 10 TabneTok
y bricTepi, no 1 abo
3 bnictepu y
KapTOHHiI kopobui

yMoBax 36epiraHHsi FOTOBOrO NikapCbkoro 3acoby
(36inbLUeHHsA TepMiHY NpuaaTHOCTI rOTOBOroO
nikapcbKkoro 3acoby) - [inst ToproBoi ynakoBku
(nigTBEPAXKYETHCSH AaHMMM peanbHOro 4acy)
36iNbLUEHHSI TEPMiHY NPUAATHOCTi FOTOBOrO
nikapcbkoro 3acoby 3 2 pokiB 40 3 pokKiB, L0
niaTBEPAXKYETbCA 4aHUMMN pearnbHOro Yacy. 3MiHu




33 ITpoioBkeHHs JoaTKa 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
BHECEHO B iHCTPYKLtO A1 MEANYHOIO 3aCTOCyBaHHSA
nikapcbkoro 3acoby y po3aain "TepmiH npuaaTHoCTI".
BBegeHHs 3miH npoTsArom 6-Tu MicsuiB nicnsi
3aTBEPAKEHHS
59.| BONbTAPEH | tabnetku, BkpuTi Hosaprtic LLisenuapis Hosaprtic TypeyvunHa BHECEHHS 3MiH 4O peecTpauinHuxX maTepianis: 3MiHu | 3a UA/0310/04/01
® PANIO LLYKPOBOIO dapma Al Carnik, lNpa Be TMny - 3MiHKM 3 sikocTi. FoToBUIA NikapcbkMin 3acib. peuenmom
obonoHkoto, no 25 Tapim YpyHnepi Cuctema KoHTelHep/3akynoptoBanbHui 3aci6. 3miHa
mr; no 10 TabneTok CaH. Be Tik. 6yab-5IKOi YaCTUHK MaTepiany NepBUHHOI yNakoBKM,
y 6nicTepi; no 3 A.C. LLIO HE KOHTAKTY€E 3 FOTOBUM JlikapCbkuM 3acobom
6nictepu y kopobui 3 (Hanpwknag Konip KpPMLLEYOK 3 KOHTPONEM MepPLLOro
KapTOHY BiOKPUTTS, KONip KOAOBUX Kineup Ha amnynax,
KOHTeWHepa A5 ronok (pisHi Buan nnactmacu) (3miHa,
sIka He BNNMBa€E Ha KOPOTKY XapaKTepuUCTUKy
nikapcbkoro 3acoby) 3miHa BHOCUTLCSH Y 3B’A3KY 3i
3MiHI0 YaCTUHW NEePBMHHOTO MaKyBanbHOro Martepiany,
LLIO He KOHTaKTYe 3 nikapcbkum 3acoboMm, a came
3aMmiHa HiTPOLLENON030BMICHOIrO ApYyKapCbKOro
npanmepa Ha Ge3HITPOLIENONO3HNIA APYKapChKuii
npavmep ansa antoMiHieBoi donbrn, ska €
KOMMOHEHTOM GnicTepa.
60.| BOJIbTAPEH | Tabnetku, BKpUTI HosapTic LLisenuapis HoBaprTic TypeuunHa BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/0310/04/02
® PANIA LLlyKpOBOIO dapma Al Carnik, lNpa Be Tmny - 3MiHK 3 SKoCTi. [OTOBMI NikapcbKkuin 3acib. peuenmom
obonoHkoto, no 50 Tapim YpyHnepi Cuctema KoHTenHep/3akynoptoBanbHuin 3acib. 3miHa
mr; no 10 TabneTtok CaH. Be Tik. Oyab-AKOi YaCTMHWU MaTepiany NEPBUHHOI YNaKOBKM,
y bnicTepi; no 1 abo A.C. LLIO HE KOHTaKTY€E 3 rOTOBUM JlikapCbKum 3acobom
2 6nictepn y (Hanpuknag Konip KpULLEYOK 3 KOHTPOMIEM NEPLLOro
KOpOoO6Li 3 KapTOHY BiOKPUTTSA, KONIp KOAOBUX KifeLb Ha amnynax,
KOHTeWHepa Ans ronok (pisHi BUAn nnactmacm) (3minHa,
sika He BMIMBAE Ha KOPOTKY XapaKTepucTUKy
nikapcbkoro 3acoby) 3MiHa BHOCUTLCS Y 3B’A3KY 3i
3MiHI0 YaCTVHM NEPBMHHOIO NakyBarnbHOro mMartepiany,
LLIO He KOHTaKTye 3 fikapcbkum 3acobom, a came
3aMiHa HiTPOLLEertoN030BMICHOMO ApYyKapCbKOro
npavimepa Ha 6e3HiTpoLEentoNo3HUIA ApyKapChKuii
npavimep Ans anoMiHieBoi donbrm, ska €
KOMMNOHeHTOM bricTepa.
61.| BOPUKOHA3 | tabnetku, BKpuTI Mictpan AHrnis BUWMNYCK cepil: Icnanis/ BHECEHHS 3MiH O peecTpauiiHnx martepianis: 3miHu | 3a He UA/16138/02/02
ONn-BICTA NniBKOBOKO Kenitan CiHToH XicnaHis, Monbwa/ Tmny - 3MiHM Wwopao 6e3nekn/eekTMBHOCTI Ta peuenmom nidnsieae
obornoHkoto, no 200 MeHemKMeHT C.J1., IcnaHis; Bonrapis dapmakoHarnsgy. BHeceHHs abo 3amiHa(u) oo
mr, no 10 TabneTok Timiten BUPOBHMK, 3000B'A3aHb Ta YMOB BUAaYi peecTpauinHoro
y bricTepi, no 1 nepBuHHe Ta nocBigYeHHs, BKntoyatoum MNnaH ynpaeniHHA pusukamum
6nictepy y BTOPWHHE (3acTocyBaHHS TEKCTY, SKWI NMOTOMAXEHNNA 3
KapTOHHIN nayui nakyBaHHS: KOMMETEHTHUM opraHoMm). 3asBHUKOM HafaHO
dapmMaLeBTUYHN OHoBMeHu MNnaH ynpaeniHHA pusnkamu Bepcis 2.4.
1 3aBOA 3MiHu BHeceHo A0 YacTuH: | «3aranbHa iHopmaLlisi»
"Monbgapma" Il «Cneundpikauisi 3 6e3nekn» V «3axogu 3 MiHimizawii
C.A,, MNornblua; pusukiB» VI «Pe3tome nnaHy ynpaeniHHA pusnkamm»
nepBUHHE Ta VIl «JopaTkn» (nogatok 2)
BTOPUHHE y 3B’3KYy 3 OHOBIEHHSIM crieumdikauii 3 6esnekn
nakyBaHHsi: nnaHy ynpasniHHA pu3vKkammn pedepeHTHOro
Oxu | nikapcbkoro 3acoby VFEND, film-coated tablets,




34 ITpogoBxeHHs HoJaTKa 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
dapmac'ioTikanc Pfizer. 3miHu | Tuny - 3miHn wogno
Ita., Bonrapis 6e3nekv/edekTMBHOCTI Ta hbapmakoHarnsgy. 3miHu y
KOPOTKIil XapaKTepuCTu1Li Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHs Ta iHCTPYKUiil ANS MeaU4Horo
3aCTOCYBaHHsI reHepUYHUX/TiIGpMaHMX/6ionoaiGHMX
nikapcbkunx 3acobiB nicns BHECEHHS TiET camoi 3MiHN
Ha pedhepeHTHMIN Npenapar (3MiHa He NoTpebdye
HaAaHHS! )XOOHWUX HOBUX AOAATKOBUX AaHWX). 3MiHM
BHECEHO A0 iHCTPYKLUii AN MEAUYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ginu "Baaemogis 3 iHwumm
nikapcbkummn 3acobamu Ta iHWi BUAW B3aemogin",
"OcobnueocTi 3acTocyBaHHsA" 3rigHo 3 iHopMaLieto
LL0A0 MeAMYHOro 3aCTOCYBaHHS pedepeHTHOro
nikapcbkoro 3acoby (Vfend® film-coated tablets 200
mg). BBeaeHHsi 3mMiH npoTarom 6-T1 micsuiB nicns
3aTBEPAKEHHS
62.| BOPUKOHA3 | tabnetku, BKpuTI Mictpan AHrnis BUMYCK Cepil: Icnanis/ BHECEHHS 3MiH 0 peecTpauiiHnx martepianis: 3miHu | 3a He UA/16138/02/01
OJNl-BICTA NniBKOBOO Kenitan CiHTOH Xicnanis, Monbwa/ Tmny - 3MiHuM wopo 6eanekn/edpekTMBHOCTI Ta peuenmom nionsieae
o6onoHkoto, no 50 MeHegXMeHT C.J1., IcnaHis; Bonrapis dapmakoHarnsgy. BHeceHHs abo amiHa(un) oo
mr, no 10 TabneTok Jlimiten BUPOBHMK, 3000B'A3aHb Ta YMOB BMAaYi peecTpauinHoro
y 6nictepi, no 1 nepBuHHE Ta noceigyeHHs, Bknovaroum MNnaH ynpasniHHA pusmkamm
Gnictepy y BTOPUHHE (3acTocyBaHHS TEKCTY, SIKUI NOTOMKEHUI 3
KapTOHHIN nayui nakyBaHHS: KOMMETEHTHUM OopraHoMm). 3asBHUKOM HafaHO
dapmaueBTUYHU OHoBNeHWN NnaH ynpaeniHHA pu3nkamu Bepcis 2.4.
1 3aBOA 3MiHM BHeceHo [0 YacTuH: | «3aranbHa iHdopmaLis»
"Monbgapma" Il «Cneundpikaisi 3 6e3nekn» V «3axoau 3 MiHimizawii
C.A., MNonblua; pusukis» VI «Pestome nnaHy ynpasniHHS pysnkamu»
nepBuHHE Ta VIl «JopaTku» (nogatok 2)
BTOPUHHE y 3B’3Ky 3 OHOBIEHHSIM crieumdikauii 3 6esnekn
nakyBaHHs: nnaHy ynpasniHHA pu3vKammn pedepeHTHOro
Dxm | nikapcbkoro 3acoby VFEND, film-coated tablets,
dapmac'ioTikanc Pfizer. 3miHu | Tuny - 3miHn wopo
ItA., bBonrapis 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy. 3miHu y
KOPOTKil XapakTepucTuLi NikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKUiT ANS MEeANYHOro
3aCTOCYBaHHsI reHepUYHUX/TiIbpMaHMX/6ionoaiGHMX
nikapcbkux 3acobiB nicns BHECEHHSs Tiei camoi 3MiHK
Ha pedepeHTHMI Npenapar (3MiHa He NoTpebdye
HaZjaHHs! )KOAHWUX HOBMX J04ATKOBUX AaHWX). 3MiHM
BHECEHO [0 iHCTPYKUii ANsi MEANYHOro 3aCTOCYBaHHSA
nikapcbKkoro 3acoby y po3ginu "B3aemogis 3 iHwummn
nikapcbkuMun 3acobamu Ta iHWi BUaAW B3aemogin",
"OcobnuBocTi 3acTocyBaHHS" 3rigHo 3 iHopMaLliero
LLI0AO0 MEAMNYHOrO 3aCTOCYBaHHSA pedepeHTHOro
nikapcbkoro 3acoby (Vfend® film-coated tablets 200
mg). BBeaeHHsi amiH npoTtsarom 6-T1 MicauiB nicns
3aTBEpPAKEHHSA
63.| TEHOTPOIMIH | nopouiok Mdpansep IHk. CLUA MOBHWIN LMKN Benebris / BHECEHHS 3MiH 0 peecTpaLiiHux MaTepianis: 3miHu | 3a UA/11798/01/01
® niodinisoBaHun Ta BMPOOHMLTBA, HimeuunHa TMny - 3MiHK Wopao Gesnekn/edhekTUBHOCTI Ta peuenmom
PO3YUNHHUK AN BUWMYCK Cepil: dapmakoHarnsaay (iHwi 3miHW) 3MiHW BHECEHi B TEKCT
PO34MHY AN iH'eKuin Mdpawzep MapKyBaHHsI NEPBUHHOI YNaKOBKW Nikapcbkoro 3acoby
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IIponmoskeHHs nomaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
no 16 MO (5,3 mr); 1 MeHtodekdypuH B n. 4. «JATA 3AKIHHEHHA TEPMIHY
nonepenHLo r benbrist HB, MPUOATHOCTI», n. 6. «IHWE» Ta y Tekct
HanoBHeHa pyuka, Benbria MapKyBaHHS1 BTOPUHHOI ynakoBku B n. 8. «JATA
Lo MiCTUTb 1 3AKIHYEHHA TEPMIHY NPUOATHOCTI», n. 17.
ABOKaMepHUi BMPOBHMLTBO in «IHWE». BunyyeHHs TEKCTY MapKyBaHHS CTUKepa
KapTpumx (nepegHsi bulk, KoHTponb YKpaiHCbKOIO MOBOIO, LLIO HAHOCUTBCS Ha OpUriHanbHy
Kamepa 3 NMOpPOLLKOM SIKOCTI, BTOPUWHHY YMaKoBKy Nnikapcbkoro 3acoby. BeegeHHs
Ta 3a[HA Kamepa 3 nepBuHHe 3MiH MpoTAaroM 9-Tu micsAUiB NicnsA 3aTBEPAPKEHHS
PO34YMHHWUKOM MO nakyBaHHsi
1,14 mn (M-kpe3on, Betep ®apma-
maHiT (E 421), BOAA ®epTuryHr rmeX
ans iH'ekuin)), y i Ko. KT,
KapTOHHiIl KOpooLyi; Himeyunna
1 nonepegHbO
HanoBHeHa pyuka,
wo Mictntb 1
OBOKaMepHUn
KapTpumx (nepegHsi
Kamepa 3 NopOLLKOM
Ta 3agHsa kamepa 3
PO34YMHHUKOM MO
1,14 mn (M-kpe3on,
MmaHiT (E 421), BOAa
ans iv'ekuin)), y
KapTOHHI kopobui
64.| TEHOTPOIIH | nopoliok Mdpansep IHk. CLUA Mdpanszep Benebriga BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3miHu | 3a UA/11798/01/02
® niodpinizoBaHuin Ta MeHiodekyypuH TMny - 3MiHK Wwopao 6e3nekn/edekTUBHOCTI Ta peuenmom
PO3YMHHUK AN r benbris HB dapmakoHarnsgy (iHwi 3miHM) 3MiHM BHECEHI B TEKCT

PO34MHy Anis iH'eKLin
no 36 MO (12 wr); 1
abo 5 nonepeaHbo
HanoBHEHMX PYYOK,
WO MicTaTthb 1
OBOKaMepHUn
KapTpumx (nepepHs
Kamepa 3 NOopOLLKOM
Ta 3afHs kamepa 3
PO3YMHHUKOM MO
1,13 mn (M-kpeson,
MaHiT (E 421), BOga
ONs iH’EKLiN)) KOXHa,
Y KapTOHHIl kopobLi;
1 abo 5 nonepegHLO
HamnoBHEHMX PYYOK,
o MicTaTb 1
OBOKaMepHUn
KapTpUmK (nepepHsi
Kamepa 3 NopOLLKOM
Ta 3afHs kamepa 3
PO3YMHHUKOM MO
1,13 mn (M-kpeson,

MapKyBaHHS MEPBMHHOI YNaKOBKW FikapCbKoro 3acoby
B n. 4. «JATA 3AKIHYEHHA TEPMIHY
MPUOATHOCTI», n. 6. «IHWE» Ta 'y Tekct
MapKyBaHHS BTOPUHHOI yrnakoBku B M. 8. « JATA
3AKIHYEHHA TEPMIHY NPUOATHOCTI», n. 17.
«IHWE». BunyyeHHs1 TEKCTY MapKyBaHHS CTUKepa
YKPaiHCbKOK MOBOIO, LLIO HAHOCUTBLCS Ha OpUriHanbHy
BTOPVHHY YNakoBKy Nikapcbkoro 3acoby. BeeaeHHs
3MiH NpoTArom 9-Tn MicsLiB Nicns 3aTBepAKEHHS
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IIponmoskeHHs nomaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
MaHiT (E 421), BOAa
ans iH’eKuin)) KoxHa,
Y KapTOHHI Kopobui
65.| TEMAMETIOH | tabnetku TOB Ykpaina MAT Ykpaina BHECEHHS 3MiH 40 peecTpauinHux maTepianis: 3MiHu | 3a UA/19198/01/01
® KWLLIKOBOPO34MHHI, "APTEPIYM "KviBmegnpenap Tuny - 3MiHn Wwoao 6eanekw/edekTMBHOCTI Ta peuenmom
no 500 mr; no 10 nTa" ar" dapmakoHarnagy. BeegeHHs abo 3MiHn oo
TabneTok y 6bnictepi, y3aranbHeHVX AaHux Npo cuctemy hapmakoHarnsgy
no 2 6nictepn y (BBEAEHHS y3aranbHEHVX AaHUX NPO CUCTEMY
navui dapmakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
BiANOBIganbHoI 3a 34iMCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnagy 3asiBHuKa Ans
30iNCHeHHs hapmakoHarnsay B YKpaiHi, SKWwo BoHa
BigMiHHa Big ynoBHOBa)eHOi ocobu, BignosigansHoi
3a 3[iNCHeHHA dhapmakoHarnagy (BKovaym
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
daiina cuctemu papmakoHarnsgy) - 3miHa
yrNoBHOBaXeHOoi 0cobun 3asiBHUKa, BiAMOBIAANLHOI 3a
chapmakoHarnsag,.
[itoya pepakuin: bartanosa Pumma lropisHa.
MponoHoBaHa pepakuis: MeTtposa KOnis AHaTtoniiBHa.
3MiHa KOHTaKTHMX JaHMX YNOBHOBaXXeHOI 0cobu
3asBHMKa, BiANOBIAanNbHOI 3a hapmakoHarnag.
3MiHa MicLue3HaxoOXkeHHA macTep-danna cucremun
dapmakoHarnsigy.
3MiHa Micus 30iNCHEHHSI OCHOBHOT AisiNbHOCTI 3
dapmakoHarnsay.
66.| MAPOKOPTU | ma3b 1%, no10r mn Ykpaina TOB “Apnimes” Pecnybnika BHECEHHS 3MiH 0 peecTpauiiH1X maTtepianis: 3MiHu | 3a UA/19438/01/01
30H abo no 15 ry Ty6i; "rMEJEKC" BipmeHis Tmny - 3MiHK 3 SKoCTi. [OTOBMI NiKapcbkuin 3acib. peuenmom
no 1 1y6i B 3MiHn y BUpoBHMUTBI. 3MiHa po3mipy cepii
KapTOHHIN navui (Bkntovaroum gianasoH po3Mipy cepii) rotToBoro
nikapcbkoro 3acoby (36inbweHHA go 10 pasis
MOPIBHSHO i3 3aTBEPAXEHUM PO3MipOM) 36inbLLEHO
po3mip cepii M3 go 300, 0 kr 3aTBepaxeHo: Po3mip
cepii 90, 0 kr (6000 Ty6 no 15 r masi, 9000 Ty6 no 10 r
Ma3si). 3anponoHoBaHo: Poamip cepii 300, 0 kr (20000
Ty6 no 15 r masi, 30000 Ty6 no 10 r masi). BeegeHHs
3MiH NPOTArom 6-Tn MicsiLiB Nicnsi 3aTBEPOAXKEHHS.
67.| TINHOPAHYM | piguHa ans AT "®apmak” YkpaiHa LLlaHxan XeHrpyi Kutan BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3miHu | - UA/20036/01/01
® iHransuin 100%, in

bulk: no 250 mny
cdnakoHi, no 6
dnakoHiB y kopobui

dapmachbtoTikan
Ko., NTa.

Tuny - 3MiHn 3 sikocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BiaNoBIAHOCTI €BpONENChKin
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBMEHOoro cepTudikaTta BignosigHocTi abo
BUIYyYEHHS cepTudikaTta BignoBigHOCTI €BpoNenchkin
dapmakonei: gna A®l; onsa BuxigHoro
MaTepiany/peareHTy/NpOMiIXXHOrO NPOAYKTY, L0
BUKOPUCTOBYHOTBCS Y BUPOOHULTBI ADI; ans
[OOMOMIXXHOT peqoBUHU (cepTudikaT BiANoBIAHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHW cepTudikat
BiJl YK€ 3aTBepAXeHOro BUpobHUKa - MoJaHHs
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI €Bponenchkin
dapmakonei Ne R1- CEP 2016-297 - Rev 00
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IIponmoskeHHs nomaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

(3aTBepakeHo: RO- CEP 2016-297 - Rev 02) gns AdI
CeBocnypaH Bif 3aTBepAxeHoro BupobHuka Jiangsu
Hengrui Pharmaceuticals Co., Ltd., China. 3miHu |
TMny - 3MiHKM 3 sikocTi. FoTOBUIA NikapcbkMin 3acib.
Cuctema KoHTelHep/3akynoptoBanbHui 3aci6. 3miHa
napameTpiB cneuudikauin Ta/abo 4onyCcTUMNX MeX
NepBUHHOI YNaKoBKM rOTOBOrO NikapCcbKoro 3acoby
(3BY>KEHHS AONYCTUMMX MEX, BU3HAYEHMNX Y
cneundikauii) 3miHa y napameTtpax crneundikaii
nepBuHHOI ynakoBku 113, a came He3HayHa 3MiHa
pO3MmipiB KOMIpiB praKkoHIB — KpUTEPIT MPUNHATHOCTI B
crneundikauii komipa 4ns NASLWKA No BUCOTI Bynn
3ByxeHi 3 10,7 £ 0,3 MM Ha 10,7 £ 0,1 MM. 3MiHn |
Tmny - 3MiHK 3 SKoCTi. [O0TOBMI Nikapcbkuin 3acib.
Cuctema KoHTelHep/3akynoptoBarnbHuiA 3aci6. 3miHa
nocTavanbHuKa nakyBanbHUX MaTepianis abo
KOMMMAEKTYIOUMX (SIKLLO 3a3HAaYeHO B AOCHE)
(BUNy4eHHs nocTavarnbHMKa) 3aMiHK y nigpo3aginax
3.2.P.1 ta 3.2.P.7, a came BuUny4eHHs iHdpopmauii
LLI0AO Ha3BM Ta agpecu noctayanbHYKIB/BUPOOHMKIB
nakyBarbHUX MaTepianiB — CKNSAHUX MSLLOK,
3aKyrnoproBarnbHux 3acobiB Ans MNSLWOK Ta
3aneyartyBanbHuX NiBoK. 3MiHu | Tuny - 3MiHn 3
sikocTi. CepTudpikaT BignosigHocTi/l E-cepTudikar
BignoBigHoCTI €Bponeiickkin hapmakonei/MmoHorpadii.
MogaHHA HOBOro abo oHoBMeHoro cepTudikara
BignoBigHoCTi abo BUny4eHHs cepTudikata
BignosigHocTi €Bponeicbkint hapmakonei: ans AdI;
Ons BUxigHoro marepiany/peareHTy/npoMixkHOro
NpoAyKTy, L0 BUKOPUCTOBYIOTLCS Y BUPOGHMLTBI AdI;
Onst JONOMiXXHOT peqoBUHK (cepTudikaT BignoBigHOCTI
€sponelicbkin hbapmakonei) - OHoBneHun ceptudikar
Bif yxe 3aTBEepMKEHOro BUpobHuKa -
noJaHHsi OHOBMNEHOro cepTudikaTa BignoBigHOCTI
€sponencokin dpapmakonei Ne CEP 2016-297 - Rev 01
ans A®| CesodnypaH Bif 3aTBEpAKEHOro BUPOGHMKa
Jiangsu Hengrui Pharmaceuticals Co., Ltd., China

68.

FMHOPAHYM
®

piavHa onsa
iHransuin 100%, no
250 mn y donakoHi,
no 1 cnakoHy B
navui

AT "®apmak”

YkpaiHa

AT "dapmak”,
YkpaiHa
(BTOPUHHE
nakyBaHHsi,
MapKyBaHHs,
KOHTPOMb SKOCTi,
BUWMYCK Cepii 3
npoaykuii in bulk

Ykpaina/
KuTan

BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3miHu |
Tuny - 3MiHn 3 sikocTi. CepTudikaT BignosigHocTi/lE-
cepTudikat BiaNoBIAHOCTI EBPONENChKIN
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBMEHOoro cepTudikaTta BignosigHocTi abo
BUMNYyYeHHs cepTudikaTta BignoBiaHOCTI €BpONeNnchKin
dapmakonei: gna A®l; onsa BuxigHoro
maTepiany/peareHTy/npoMiXXHOro NPOAYKTY, LLO

dipmu- BUKOPUCTOBYOTBCS Y BUPOOHMUTBI ADIl; ans
BMpOGHMKa [OOMOMIXXHOT peqoBUHU (cepTudikaT BiANoBIAHOCTI
LaHxan XeHrpyi €Bponelicbkint hapmakonei) - OHoBNeHW cepTudikat
dapmachbtoTikan Bifl y>Ke 3aTBepKeHOro BUPoOHYKa - NoAaHHSA
Ko., lta., Kutan OHOBJIEHOTO cepTudikaTa BignoBigHOCTI €Bponenchkin
(BpOBHMLTBO, dapmakonei Ne R1- CEP 2016-297 - Rev 00

3a
peuenmom

UA/20037/01/01
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IIponmoskeHHs nomaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

nakyBaHHs,
BWMNYCK cepii Ta
KOHTpOb
SIKOCTi))

(3aTBepmkeHo: RO- CEP 2016-297 - Rev 02 ans Adl
CeBocnypaH Bif 3aTBepAxeHoro BupobHuka Jiangsu
Hengrui Pharmaceuticals Co., Ltd., China. 3miHu |
TMny - 3MiHKM 3 sikocTi. FoTOBUIA NikapcbkMin 3acib.
Cuctema KoHTelHep/3akynoptoBanbHui 3aci6. 3miHa
napameTpiB cneuudikaui Ta/abo JonycTUMmUX Mex
NepBUHHOI YNaKoBKM rOTOBOrO NikapCcbKoro 3acoby
(3BY>KEHHS AONYCTUMMX MEX, BU3HAYEHMNX Y
cneundikauii) 3miHa y napameTtpax cneuudikauii
nepBuHHOI ynakoBku 113, a came He3HayHa 3MiHa
pO3MmipiB KOMIpiB priakoHIB — KpUTEPIT MPUNHATHOCTI B
crneundikauii komipa 4ns NASLWKA No BUCOTI Bynn
3ByxeHi 3 10,7 £ 0,3 MM Ha 10,7 £ 0,1 MM. 3MiHn |
Tmny - 3MiHK 3 gKocTi. [0TOBMI Nikapcbkuin 3acib.
Cuctema KoHTelHep/3akynoptoBarnbHuiA 3aci6. 3miHa
nocTavanbHuKa nakyBanbHUX MaTepianis abo
KOMMMAEKTYIOUMX (SIKLLO 3a3HAaYeHO B AOCHE)
(BUNy4eHHs nocTavarnbHMKa) 3aMiHK y nigpo3aginax
3.2.P.1 ta 3.2.P.7, a came BuUny4eHHs iHdpopmauii
LLI0AO Ha3BM Ta agpecy NocTayanbHUKIB/BUPOOHWMKIB
nakyBarbHUX MaTepianiB — CKNSAHUX MSLLOK,
3aKyrnoproBarnbHux 3acobiB Ans MNSLWOK Ta
3aneyartyBanbHUX NiBoK. 3MiHu | Tuny - 3MiHn 3
sikocTi. CepTudpikaT BignosigHocTi/l E-cepTudikar
BignoBigHoCTI €Bponeiickkin hapmakonei/MmoHorpadii.
MogaHHA HOBOro abo oHoBMEeHoro cepTudikara
BignoBigHoCTi abo BUny4eHHs cepTudikata
BignosigHocTi €Bponeicbkint hapmakonei: ans Adl;
Ons BUxigHoro marepiany/peareHTy/npoMixkHOro
NpoAyKTy, L0 BUKOPUCTOBYIOTLCS Y BUPOGHMLTBI AdI;
Onst JONOMiXXHOT peqoBuHU (cepTudikaT BignoBigHoCTI
€sponelicbkin hbapmakonei) - OHoBneHun ceptudikar
Bif yxe 3aTBEepMKEHOro BUpobHuKa -
noJaHHsi OHOBMNEHOro cepTudikaTa BiANOBIAHOCTI
€sponencokin dpapmakonei Ne CEP 2016-297 - Rev 01
ans A®| CesodnypaH Bif 3aTBEpAKEHOro BUPOGHMKa
Jiangsu Hengrui Pharmaceuticals Co., Ltd., China

69.

MAHOYM

crpen Ans poTosoi
NOPOXHWHK, 1,5
mr/mn no 30 mny
dnakoHi 3i cnpew
HacocoMm Ta
HacagKoto
NOBOPOTHOHD; Mo 1
dnakoHy y nayui

My6niyHe
akuioHepHe
TOBapUCTBO

"Ximdapmsas
of "YepBoHa
3ipka"

YkpaiHa

My6niyHe
akuioHepHe
TOBapWCTBO

"Ximcapm3aasopg
"YepBoHa 3ipka"

Ykpaina

BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3miHu |
TMny - 3MiHK Wwopao 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsgy. 3miHa y KopoTkili XxapakTepuctuui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHSI Ta iHCTPYKLiT
Onst MEAMYHOrO 3aCTOCYBaHHS Ha NiAcTaBi perynsipHo
OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro 3acoby,
abo pgocnigkeHb 3 6e3nekn 3acToCyBaHHSA NikapCbKoro
3acoby B nicnspeecTpaLiiHuii nepioa, abo sik
pesynbTaT OLiHKW 3BiTY 3 4OCNIAXEHb, NPOBEAEHUX
BiZNOBIgHO 40 NnaHy negiaTpuyHux gocnigxkers (PIP)
(3MiHY Y3ro/xeHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM
opraHom)
3MiHM BHECEHI [0 iIHCTPYKLi Ans MeguyHoro
3aCTOCYBaHHsI NiKapcbkoro 3acoby y po3ain

be3
peuenma

nidnsieae

UA/17869/01/01
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OJIOB)KEHHS 104aTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

"MepenosyBaHHs" Bi4NOBIAHO 4O OHOBEHOT
iHpopmalii 3 6e3neku aitovoi peyoBuHW. BBeaeHHst
3MiH NpoTsirom 3-x MicsaUiB nicns 3aTBepAXeHHS

70.

MEHLUET
EOBAHC

TabneTku, BKPUTI
NNiBKOBOIO
obornoHkot, no 14
abo no 28 tabneTok
Y KOHTenHepi; no 1
KOHTENHEepyY B
KapTOHHil kopobui

"nmenmapk
dapmMacbioTUK
ans JlTa.

IHAis

menmapk
dapmacbioTumkan
3 Jlta.

IHaisa

BHECEHHS 3MiH 40 peecTpauinHux maTepianis: 3MiHu |
Tuny - 3MiHK 3 sKocTi. FOTOBWI Nikapcbkuii 3acib.
CucrtemMa KoHTelHep/3akynoptoBanbHui 3acib. 3miHa
PO3Mipy yNnakoBKM rOTOBOrO MikapCbKoro 3acoby
(BUNYYEHHS YNakoBKN NEBHOrO PO3MIpY) - BUMTYYEHHS
yNaKoBKW PO3MIpOM-10 7 TabneTok y KOHTEWHepi Ta no
50 TabneTtok y koHTelHepi. 3aTBepaxeHo: Mo 7, 14,
28 abo 50 TabneTok B NnacTUkoBOMY KOHTelWHepi. Mo
1 KOHTENHEepPY pa3oMm 3 IHCTPYKUIE Ana MeguyHoro
3aCcTOCyBaHHS NaKykTb Y KAPTOHHY KOPOOKY. Y KOXHUI
KOHTeWHep pa3oM 3 TabneTkamu BKnageHo
NoNiMEPHUA LUMNIHAP 3 BONOronorfiMHa4yem
(cunikarenb). 3anponoHosaHo: Mo 14 abo 28
TabneTok B NNacTKoBOMy KOHTelnHepi. o 1
KOHTENHEePY pasoM 3 iHCTPYKLIED ANna MeanyHoro
3acTOCyBaHHS NaKyTb Y KAPTOHHY KOPOOKY. Y KOXHUI
KOHTeWHep pa3oM 3 TabneTkamu BKnageHo
NoNiMEPHUIA LUMNIHAP 3 BONOronorfiMHa4yem
(cvnikarenb). 3MiHM BHeCeHi B po3ain "YnakoBka" B
iHCTPYKLUilO AN Me4MYHOro 3aCTOCYBaHHS Y 3B'A3KY 3
BUITy4YEHHSM NEeBHOIo po3Mipy ynakoBOK Ta siK
HacnigoK - BUNyYeHHS TEKCTY MapKyBaHHS!
BiZNOBIOHMX YNAKOBOK NMikapcbkoro 3acoby. BBeaeHHs
3MiH NPOTArom 6-Tn MicsiLiB Nicnsi 3aTBEPOAXKEHHS.

3a
peuenmom

He
nidnsieae

UA/13538/01/01

71.

MIATOH®

PO34MH OparnbHUiA,
600 mr/7 mn no 7 mn
y cbnakoHi; no 5
dnakoHiB y bnictepi;
no 2 6nictepu B
nayui; no 70 My
cnakoHi; no 1
cdnakoHy B naui; no
7 Mn y nakeTtu-
cawe; no 10 a6o 30
nakertiB-cawle y
nayui

AT "®apmak”

YkpaiHa

AT "®apmak”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis: 3miHu |
Tmny - 3MiHK 3 SKocCTi. [OTOBMI Nikapcbkuin 3acib.
Cuctema KoHTelHep/3akynoptoBarnbHuii 3aci6. 3miHa y
NepPBUHHIN yNakoBLii rOTOBOTO flikapcbkoro 3acoby (Tun
KOHTelrHepa abo foaaBaHHSA HOBOrO KOHTEMHepa) -
TBepai, M’'aki Ta HecTepunbHi piaki nikapcbki popmun -
AoAaBaHHA HOBOI YNaKoBKW, @ came nakeTiB-calle 3
06’€MOM HanoBHEHHS No 7 MmN (415 pa3oBoro
BUKOPWCTaHHs1) 3 nonieTuneHTepedTanar + gonbra
antomiHiea + nonietuneH (PET 12um/ADH/Alu 9
pm/ADH/PE film 50 ym), 3 BignoBigHMMK 3MiHaMun [0
p. «YnakoBka». 3MiHW BHECEHO [0 IHCTPYKUii Ans
MeAMYHOro 3acTOCYBaHHS Nikapcbkoro 3acoby y
po3ain "YnakoBka" y 3B"A3Ky 3 foAaBaHHAM HOBOTO
BMAY YNakoBku (nakeTun-calle), Ak Hacnigok - y po3ain
"Cnoci6 3acTocyBaHHs Ta [o3U" Ta 3aTBEpPOKEHHS
TEKCTYy MapKyBaHHS AN HOBOTO BUAY YNaKOBKM.
BBegeHHs 3MiH NnpoTArom 6-Tu Micsuis nicns
3aTBepAKEHHS. 3MiHuM | Tuny - 3miHK 3 sikocTi. MoToBMNI
nikapcbkuii 3aci6. KoHTpornb rotoBoro nikapcbkoro
3acoby. 3miHa y MeToax BUNpobyBaHHS rOTOBOro
nikapcbkoro 3acoby (HesHayHa 3MiHa Yy 3aTBepAXKEeHUX
MeToAax BUNPoOYyBaHHSA) BHECEHHSI HE3HAYHUX 3MiH Y
cneuudikauiio Ta MeToam BunpobysaHHs 113 a came

3a
peuenmom

He
nidnsieae

UA/19540/01/01
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IIponmoskeHHs nomaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

3a n. «OQHOPIOHICTb A030BaHNX OAMHULBY Y 3B'A3KY 3
BBEAEHHSAM HOBOI YNakoBku (maketu-caiwe). BeegeHHs
3MiH NPOTArom 6-T MicsILiB Micnsi 3aTBEPOXKEHHS.
3MiHn | TMNYy - 3MiHK 3 aKocTi. FOTOBMI Nikapcbkuii
3aci6. KoHTpornb roToBoro nikapcekoro 3acoby. 3miHa
y MeTogax BuUNpobyBaHHS roTOBOro MikapCbKoro
3acoby (He3HayHa 3MiHa y 3aTBepAXKEHNX MeToaax
BUNPOBYBaHHS) BHECEHHS! HE3HAYHMX 3MiH Y METOAM
BunpobyBaHHs 113 a came 3a n. «O6'em BMiCTY
YyMaKoBKW» Yy 3B’A3KY 3 BBEAEHHSIM HOBOI YMaKOBKMU
(nakeTn-cawe). BBegeHHs 3MiH NpoTsirom 6-Tu MicsiLiB
nicnsa 3aTBepaKeHHsi. 3MiHu | TNy - 3MiHK 3 AKOCTiI.
[oToBuMI nikapcbkuii 3acib. Cuctema
KOHTeWHep/3aKynoptoBanbHui 3aci6. 3miHa
napameTpiB cneuudikaui Ta/abo 4onycTUMMUX MeX
NepBUHHOI YNaKoBKW rOTOBOrO NikapCbKoro 3acoby
(iHWi 3MiHW) BHeceHHs 3MmiH go p. 3.2.P.7. Cuctema
KOHTelHep/ 3akyrnoptoBanbHuUi 3acib, a came 3aMiHM y
cneumaikauii Ha MipHY NTOXKY 3@ NOKa3HUKOM
«30BHiLWHIV BUrNsaa». BBegeHHs 3miH npoTarom 6-tu
MicsuiB nicns 3atBepoKeHHs. 3MiHu | Tuny - 3MiHu 3
sKocTi. FoToBMI Nnikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKynoptoBanbHui 3aci6. 3miHa
napameTpiB cneuudikauin Ta/abo 4onycTUMMUX Mex
NepBUHHOI YNaKoBKW rOTOBOrO NiKapCbKoro 3acoby
(iHWi 3MiHW) BHeceHHs 3MmiH go p. 3.2.P.7. Cuctema
KOHTeWHep/ 3aKynoptoBanbHui 3acib, a came 3miHu y
cneundikauii Ha dnakoHW CKNsHI 3a NOKa3HMKaMun
«30BHiLWHIN BUrNsaa» ta «lMoBepxHeBa rigponiTnyHa
CTiKiCTb». BBEOEHHS 3MiH npoTaroM 6-Tu micauis
nicns 3aTBepaKeHHs. 3MiHu | Tuny - 3MiHKM 3 sKOCTi.
[oToBWI Nikapcbkui 3aci6. Cuctema
KOHTelHep/3aKkynoptoBanbHuiA 3aci6. 3miHa
napameTpiB cneuudikauin Ta/abo gonycTUMmX Mex
NepBUHHOI YNaKoBKW rOTOBOTO NiKapCbKoro 3acoby
(iHWi 3MiHK) BHeceHHs 3MmiH go p. 3.2.P.7. Cuctema
KOHTeWHep/ 3aKynoptoBanbHui 3acib, a came 3miHu y
cneundikaii ans Kpuvwwkn nnacTvkoBoi 3a
NoKasHUKOM «30BHiLWHiN BUrnsay». BeegeHHs 3miH
npoTarom 6-Tu micsiyiB nicnsi 3aTBepaXkeHHs. 3MiHu |
TMny - 3MiHK Wwopao 6e3nekn/edpekTMBHOCTI Ta
dapmakoHarnsagy (iHwi 3miHm)
OHOBMEHHS TEKCTY MapKyBaHHS YNakoBKU MikapCbKoro
3acoly, a came JOAAHO Ha3BY AiH0Y0I PEYOBUHN
YKpaiHCbKOI MOBOH, KOHKPETU30BaHO iHhopMaLlito
woao norotuny. BBegeHHs 3MiH NpoTsrom 6-tu
MicsLiB nicnsi 3aTBepAKEHHS

72.

FMIOKO3A

PO34nH Ans iHdy3in,
50 mr/mn no 200 mn
y nnsilKax

NAT
"Tannudapm”

YkpaiHa

TOB dipma

"HoBodapm-

BiocnHTes",
YKpaiHa;

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3miHn |
TMny - 3MiHK 3 sikocTi. [oTOBMIA Nikapcbkui 3acib.
3MiHn y BUpOGHMLTBI. 3MiHM Y npoLieci BUpOOHMLTBa
roTOBOIO fiKapCbKoro 3acoby, BKNYao4umn NpoMiKHUIA

3a
peuernmom

UA/12539/01/01
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OJIOB)KEHHS 104aTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

MAT
"Manuydapm”,
YkpaiHa

NPOAYKT, L0 3aCTOCOBYETLCS NP BUPOOHULITBI
roTOBOrO fikapCbKoro 3acoby (HesHayHa 3MiHa y
npoteci BUPOGHMLTBA) BUNYYEHHSA MPOMIXKHUX
KOHTPOIiB SKOCTi 32 Noka3HnkoM "KinbkicHe
BMU3Ha4YeHHs" Ha cTagii "Po34ynH npurotoBaHunin" Ta

nokasHukamu "Mpo3sopicte", "Konboposictb", "pH" Ha
cragii "Po34mH dinbTpoBaHmin”.

73.

FIOKO3A

PO34UnH ANS iHDY3iN,
50 mr/mn no 200 mn
y NNsLwKax

MAT
"anuycgapm”

Ykpaina

TOB dipma
"Hosodapwm-
BiocuHTes",
Ykpaina; MAT
"Tannucapm”,
YkpaiHa

Ykpaina

BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3MiHu |
TMny - 3MiHKM 3 sikocTi. FoToBUIA NikapcbkMin 3aci6.
CucrtemMa KoHTelHep/3akynoptoBanbHui 3aci6. 3miHa
napameTpiB cneuudikauin Ta/abo 4oNyCTUMUX MEX
NepBUHHOI YNaKoBKW rOTOBOrO NikKapCbKoro 3acoby
(iHWi 3miHK). CynyTHs 3MiHa- 3MiHM 3 siKocTi. [oTOBMNI
nikapcbkui 3aci6. Cuctema
KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa y meTogax
BUNPOOYBaHHS NEPBMHHOI YNaKOBKW FOTOBOIO
nikapcbKoro 3acoby (He3HayHi 3MiHW y 3aTBEpAXKEHNX
MeTodax BunpobyBaHb) - akTyanisauis cneuundikauii
Ta MeToAiB KOHTposto Mpo6ok rymoBux BignoBigHO Ao
Bumor [AdY 2.6, moHorpadis 3.2.9 "Mymosi
3aKynoptoBarbHi 3acobu Ans KOHTEMHEPIB ANs BOAHWX
napeHTepanbHuX npenaparTis, 418 NOPOLLKIB i
nioginizoBaHnx nopoLukis”. MNpnBeaeHHs Ha3Bn
NoKasHuka KoHTponto «Konip po3unHy» y BignoBigHICTb
no [dY 2.6, moHorpadisi 3.2.9 - «KonbopoBicTb
PO34MHY».* NpUBEAEHHSA NoKa3HukiB «[Tpo3sopicTb
po34mnHy», «OnTU4Ha ryctuHax», «CamorepmeTusadisi»
y BignosigHicTb o AdY 2.6, moHorpadis 3.2.9.¢
npuBeaAeHHS Ha3BM MokasHyKa KoHTponto «Cyxui
3anuok» y BianoBigHicTb o AdY 2.6, moHorpadis
3.2.9 - «3anuLwok nicnsi BUNapoByBaHHS».* BUNyYEHHSI
OMnMCy NPUrOTYBaHHSA PO3YMHY S, 3aMiHMBLLM OrO Ha
nocunaHHs Ha A®Y 2.6, MoHorpagia 3.2.9; « ansa
nokasHuka «MikpoGionoriyHa ynctota» npubpaHo
HOpMyBaHHs 3 po3giny «Metoan KoHTpormo» * Ans
HIDKYE BKa3aHMX MOKa3HUKIB BUy4aeTbCs ONUC
METOAMK KOHTPOSIO AKOCTI, 3aMiHMUBLLIM iX Ha
nocunanHs Ha O®Y: «KnucnoTHicTe abo NyXHiCTb;
«OnTu4yHa ryctmHay; «BigHoBnoBanbHi
PEYOBUHMY ; «AMOHItO COri»;

«LmHK, Wwo ekcTparyetbes»;«Baxki meTanu, wo
eKCTparyrTbCsa»; «3anuLLIoK nicnsi BUNapoByBaHHS»;
«JleTki cynbpign»;
«PparmeHTauis»; «CamorepmeTusauisy.

3a
peuenmom

UA/12539/01/01

74.

OANIrPA

TabneTku, BKPUTI
NniBKOBOO
obornoHkot, no 30
Mr, no 3 TabneTtku y
GnicTepi, no 1 abo 2
6nictepu B
KapTOHHIN ynakoBUj

HOBE INAY
CAHAI BE
TIIKAPET

AL

TypeyunHa

HOBEN INAY
CAHAI BE
TIIKAPET
A.LL.

TypeuuunHa

BHECEHHS 3MiH [0 peecTpauinHMX maTtepianis: 3miHn |
TMny - 3MiHK Woao Geanekn/edekTUBHOCTI Ta
dapmakoHarnagy. BeegeHHs abo 3miHu oo
y3aranbHeHVX gaHUxX Npo cuctemMy dhapmMakoHarnsay
(BBEOEHHS y3aranbHEHWX AaHUX NPO CUCTEMY
capmakoHarnsgy, 3miHa ynoBHOBaXeHoi ocobu,
BignoBiganbHoi 3a 34iMCHEHHS dhapMakoHarmsay;

3a
peuernmom

UA/17210/01/01
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IIponmoskeHHs nomaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
KOHTaKTHOI ocobu 3 hapmakoHarnsgy 3asiBHvKa Ansi
3AiNCHEHHSA hapmakoHarnsgy B YKpaiHi, SKLO BOHA
BigMiHHa Big yNOBHOBa)eHOi ocobw, BignosigansHoi
3a 34ificCHeHHs1 hbapmakoHarnsay (BKroYarym
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MilLieHHi MacTep-
cavnina cuctemn chapmakoHarnsgy). 3miHa
YNOBHOBaXeHOI 0cobu 3asiBHMKA, BignoBiganbHoI 3a
dapmakoHarnsag.
[itoya pepakuin: R. Ayse Cetin. NMponoHoBaHa
penakuis: Kevser Cure. 3MiHa KOHTAKTHUX JaHUX
yNOBHOBaXKeHOi 0cobu, BiANoBiAanbHoI 3a
tbapmakoHarnag. 3miHa micus 34ilCHEHHs1 OCHOBHOT
nisinbHocTi 3 chapmakoHarnsgy. 3miHa
MiCLIe3HaxomKeHHA MacTep-channa cuctemm
dapmakoHarnsay.
75.| OANIFPA TabneTkn, BKPUTI HOBEN IJTAY TypeyunHa HOBEN IJTAY Type4yunHa BHECEHHS1 3MiH O peecTpauiHMX maTtepianis: 3miHu | 3a UA/17210/01/02
NNiBKOBOKO CAHAI BE CAHAI BE ™My - 3MiHK Woao 6esnekn/edpeKTMBHOCTI Ta peuernmom
obonoHkoto, no 60 TIODXKAPET TIOIXXKAPET tapmakoHarnagy. BeegeHHsi abo 3miHn oo
Mr, no 3 TabneTtkn y A.LL. A.L. y3arasnibHeHuX AaHux Npo cuctemy papmakoHarnagy
Gnictepi, mo 1 abo 2 (BBEOEHHS y3aranbHEHVX AaHUX Npo CUCTeMy
Gnictepu B dapmakoHarnsgy, 3miHa ynoBHOBa)keHoi ocobu,
KapTOHHIN ynakoBLj BiANOBIgaNbHOI 3a 34iNCHEHHS hapMakoHarnaay;
KOHTaKTHOI 0cObu 3 chapMakoHarnsigy 3asiBHUKa Ansi
30iNCHeHHs hapmakoHarnsay B YKpaiHi, SKWwo BoHa
BigMiHHa Big ynoBHOBa)eHOi ocobu, BignosigansHoi
3a 3[iNCHeHHA dhapmakoHarnagy (BKnoYvaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLLleHHi MacTep-
darina cuctemu chapmakoHarnsigy). 3miHa
yrNoBHOBaXeHoi 0ocobu 3asBHUKa, BiAMOBIAANbLHOI 3a
dapmakoHarnag,.
Hitoua pepakuisi: R. Ayse Cetin. MponoHoBaHa
pepakuisa: Kevser Cure. 3MiHa KOHTAKTHUX JaHNX
yrnoBHOBaeHoi ocobu, BignoBifanbHoi 3a
hapmakoHarnsig. 3miHa micusi 34iNCHEHHST OCHOBHOI
fisanbHocTi 3 dhapmakoHarnsaay. 3miHa
MicLle3HaxomKeHHs MacTep-anna cuctemu
dapmakoHarnsgy.
76.| OEKPICTON® | tabnetku no 1000 TOBAPUCTB YkpaiHa Mmibe MmbX HimeyunHa BHECEHHS 3MiH O peecTpauiiHux maTtepianis: 3MiHu | be3 UA/20129/01/01
1000 MO MO; no 10 TabneTtok 03 ApuHanmittens TMny - 3MiHK Wwopao 6e3nekn/edekTUBHOCTI Ta peuenma
y 6nicTepi; no 2 OBMEXXEHO hapmakoHarnsigy (iHwi amiHn) 3miHu BHeceHo y n.17.
6nictepn y nayuj; no o IHLWE TekcTy MapKyBaHHS BTOPUHHOT yMaKOBKM
25 TabneTtok y BIOMNOBIOAN nikapcbkoro 3acoby, a came: goAaHo iHdopMaLlito npo
GnicTepi; no 2, abo bHICTIO HasiBHICTb MOroTuny BUPOGHYKa.
no 4, abo no 8 "MIBE
GnicTepis y navui YKPAIHA"
77.| DEKPICTON® | kancynu m ski 20000 TOB «MIBE YkpaiHa nepBuHHE Ta Himeuunna/ BHECEHHS 3MiH [0 peecTpaLiiHuX MaTepianis: 3miHu | 3a UA/17901/01/01
20000 MO MO; no 10 kancyny YKPATHA» BTOPUHHE LLiBenuapis TMny - 3MiHK Wwopao 6esnekn/edekTUBHOCTI Ta peuyenmom
GnicTepi; no 1 abo nakyBaHHs, hapmakoHarnsgy (iHwi amiHn) 3miHu BHeceHo y n.17.

no 2, abo no 5
GnicTepis y nayui,
no 20 kancyny

KOHTpOrb cepii
Ta BUMYCK cepii:
mibe TmM6X

IHLWE TekcTy MapKyBaHHS BTOPUHHOT yMaKOBKM
nikapcbKkoro 3acoby, a came: AoAaHo iHdopMaLiio npo
HasiBHICTb 1OroTUNy BUPOBHKMKA.




43 ITpogoBxeHHs HoJaTKa 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
Gnictepi; no 1 ApuHaimiTTenNb,
6nictepy y nayui, no HimeyunHa
25 kancyny BUPOBHMUTBO Ta
Gnictepi; no 2 Bunyck "in bulk":
Gnictepa y navui KeTteneHt
[bxepmaHi
E6epbax MmbX,
HimeuunHa
BUPOBHMUTBO Ta
Bunyck "in bulk:
Csicc Kanc AT,
LLisenyapis
78.| OEKPICTON® | tabnetkn no 500 TOB "MIBE YkpaiHa mibe M'm6X HimevuunHa BHECEeHHs1 3MiH O peecTpauinHux maTtepianis: 3MiHu | 6e3 UA/18957/01/01
500 MO MO; no 10 TabneTok YKPAIHA" ApuHanmittens Tmny - 3MiHN Wwopo 6esnekn/edekTMBHOCTI Ta peuenma
y bnicTepi, no 5 abo tapmakoHarnagy (iHwi amiHm) 3miHn BHeceHo y n.17.
no 10 GnicTepiB y IHLLUE TekcTy MmapKyBaHHS BTOPMHHOI YNaKoBKK
nauui nikapcbKoro 3acoby, a came: gofaHo iHdopmaLiio npo
HasIBHICTb 1OroTMNy BUPOBHKMKA.
79.| DEKPICTON® | kpanni oparnbHi, TOB "MIBE Ykpaina mibe Mm6X Himeuunna BHECEHHS 3MiH 4O peecTpauiiHix maTepianis: 3miHn | 3a UA/20117/01/01
KPAMMI po3unH 20000 YKPAIHA" ApuHanmiTTenb Tmny - 3MiHun Wwopao 6e3nekw/edpekTMBHOCTI Ta peuenmom
MO/mn; no 10 mn hapmakoHarnagy (iHwi 3amiHn) 3MiHM BHECEHO Y TEKCTY
PO34MHY Yy chriakoHi- mapkyBaHHs 1.17. IHLWE sTopuHHoi Ta n.6.IHLE
KpanenbHuui 3 NepBMHHOI YNaKoBKM fikapCcbKoro 3acoby, a came:
KPULLIKOHO, O [00aHo iHhopMaLito NPo HasiBHICTb noroTuny
3arBMHYyeTHCH; NO 1 BMPOBHMKa.
dnakoHy y nayui
80.| AEKCAMETA | po34vH Ans iH'ekuin, MpusaTHe YkpaiHa MpusaTHe YkpaiHa BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3miHn | 3a He UA/10236/01/01
30H 4 mr/mMmnno 1 mnB akuioHepHe akuioHepHe Tmny - 3MiHM Wwopao 6e3nekw/edekTMBHOCTI Ta peuenmom nidnsieae
amnyni; no 5 amnyn TOBapucTBo TOBapuUCTBO dapmakoHarnsaay. 3miHW y KOpOTKil XapakTepuctuui
y bnicTepi; no 1 abo "Nekxim - "Nekxim - nikapcbKkoro 3acoby, TEKCTi MapKyBaHHsI Ta iHCTPYKUiT
no 2 6nictepu B Xapki" Xapkis" AN MeJUYHOro 3acTocyBaHHS

nayui; no 1 mn B
amnyni; no 100
amnyn B navui 3
KapTOHY

reHepuy4Hnx/ribpnaHnx/6ionoAdibHux nikapcekmx
3acobiB nicns BHECEHHN TiET camoi 3MiHU Ha
pedepeHTHUI Npenapar (3mMiHa He noTpebye HagaHHA
YKOLHUX HOBMX 0OOATKOBUX AaHWX). 3MiHM BHECEHO B
IHCTpyKLito ANS MEANYHOro 3acTOCYBaHHS MikapCbKoro
3acoby no posainis "®apmakonoriyHi BnactusocTi”
(yTouHeHHs iHdopmalii), "MokasaHHs" (qogaHo
TepaneBTUYHe NOoKasaHHS: NikyBaHHSA KOPOHaBipyCHOT
xBopobu 2019 (COVID - 19) y gopocnux Ta nignitkis
(Bikom Bif, 12 pokiB 3 Macoto Tina He meHLue 40 Kkr), ki
noTpebyoTb A0AATKOBOI KMCHEBOI Tepanii),
"B3aemogis 3 iHWVMK nikapcbkuMm 3acobamm Ta iHLi
Buau B3aemogin”, "OcobnmBocTi 3acTocyBaHHSA",
"3acTocyBaHHs y nepiog BariTHOCTi abo roflyBaHHs
rpyaar” (yTouHeHHs iHdopmalii), "Cnocio
3acTOCyBaHHs Ta 4o3N" (YTOUYHEHHs iHdopmaLii B
3B’A3KYy 3 JOAABaAHHSIM TepaneBTUYHOrO NoKa3aHHs),
"Mo6iuHi peakuii” BignoBigHO A0 iHpopmaLii
pedepeHTHOro fnikapcbkoro 3acoby [lekcameTasoH,
po34mnH Ans iH’exuini, 4 mr/mn, KRKA CnoBeHisi.
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IIponmoskeHHs nomaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep

peecmpayitiHo20

noceio4yeHHs1

BBegeHHs 3miH npoTsArom 6-Tu MicsuiB nicnsi
3aTBepAKEHHS. 3MiHu | Tuny - 3miHn Wwoao
6e3nekn/ecbeKTMBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) oo 3060B's13aHb Ta yMOB
Buaaui peecTpauiiHoro NocBig4YeHHs, BKMoYa4im
MnaH ynpaeniHHA puaukamm (3aCTOCYBaHHS TEKCTY,
SIKUI NOTOKEHUIA 3 KOMNETEHTHUM OpraHoMm).
3asBHMKOM HagaHo oHoBneHwn NnaH ynpasniHHS
pusmkamm Bepcis 2.2. 3MiHN BHECEHO [0 YacTuH: |
«3aranbHa iHdopmauis» || «Cneumndikauis 3 6eanekn»
(mogyni Cl «Enigemionorisi nokasaHb 40 3aCTOCYBaHHS
Ta uinboea(i) nonynsauis(i)», CVII «lgeHTudikosaHi Ta
noTeHuinHi pusmkny», CVIIlI «Pestome npobnem
6esnekn» Il «MnaH 3 dapmakoHarnsaay», IV»lnanm
oo nicnapeecTpauinHnx AocnigxeHb
edeKkTMBHOCTI», V «3axoam 3 MiHimisauii puaukiey, VI
«Pestome nnany ynpasniHHsa pusukammy VI
«[JopaTkn» y 3B’A3Ky 3 JoAaBaHHAM NMoKa3aHHs,
OHOBIEHHAM PYTUHHUX 3aX0AiB 3 MiHiMi3aLii pu3ukis
Ta KoperyBaHHAM Ha3Bu pusunky B [MYP Ha nigctasi
OHOBIEHHS iHdopMauii 3 6eanekn B IM3 BignosigHO
pedepeHTHOMY J13.

81.

OEKCOBEN

TabneTkn, BKpUTI
NniBKOBOIO
obornoHkot, no 25
mr no 10 TabneTok y
GnicTepi, no 2
Gnictepu B
KapTOHHIN ynakoBLi

HOBEJ INAY
CAHAI BE
TID>KAPET

AL

TypeydnHa

HOBEIJ INAY
CAHAI BE
TIIKAPET
AL

TypeyvunHa

BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu |
Tmny - 3MiHuM wopo 6eanekn/edekTMBHOCTI Ta
dapmakoHarnsgy (iHwi 3amiHu). 3MiHM BHECEHO B TEKCT
MapKyBaHHS BTOPUHHOI YMaKOBKM MikapCbKoro 3acoby
y n. 17. «IHWE». TepMmiH BBEAEHHS 3MiH - TPOTAroMm 6
MiCsILiB MicNsi 3aTBEPOXKEHHS.

3a
peuenmom

UA/16411/01/01

82.

AOMPUO®

cycneHsis opanbHa,
1 mr/mn, no 60 mn
abo 100 mny
cnakoHi, no 1
rakoHy 3 MipHOIO
TIOXKOIO Y KapTOHHIl
ynakoBLji

TOB
"TMEOPAPM
nTa”

YkpaiHa

TOB "KYCYM
DAPM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3miHn |
Tmny - 3MiHn 3 skocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikar BiaNoBIAHOCTI €EBpONENChKIN
dapmakonei/MoHorpadii. 3miHK, NoB'aA3aHi 3
HeobXigHICTI0 NpMBeAeHHs Y BiANOBIAHICTb A0
MoHorpadii JdY abo €sponericbkoi hapmakonei, abo
iHLWOI HaLioHanbHOi dhapmakonei aepxasu €C (3miHa
y cneuudikauisix, nos's3aHa 3i amiHamu B J®Y, abo
€Bponencokin dbapmakonei, abo iHLWiM HauioOHanNbHIN
apmakonei aepxasu €C). 3miHa y cneumdikauisx,
noB’si3aHa 3 OHOBMNEHHSIM MOHorpadii EP
«Domperidone» Ta HeobXigHICTb MpMBEAEHHS Y
BigMNOBIAHICTb cneuudikalito Ta MeToaN KOHTPOSO
sikocTi A®l 1o nokyMeHTIB BUpoGHMKa cybcTaHuii
(oHoBNEeHHs meToay KoHTponto APl 3a n. «Onucy;
OHOBIIEHHS crneundikauii Ta metoay koHTponto AdI 3a
NnokasHUKOM «laeHTudikauisi»; OHOBNEHHS MeToay
KOHTpormto AD| 3a NOka3HUMKOM «30BHILLHINA BUIMSA,
PO34MHY»; OHOBMEHHS cneundikalii Ta metody
koHTpornto A®I 3a nokasHukom «CynpoBigHi AOMILLKWY;
BUOANEHHs NnokasHuka «Baxki MmeTanny»; oHOBNEHHS
MeToay koHTponto ADI 3a nokasHukom «CynbdartHa

3a
peuenmom

UA/8976/02/01
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IIponmoskeHHs nomaTka 3

n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

83.

3ona»; OHoBNeHHsA MeToay KoHTponto APl 3a
nokasHnkoM «KinbkicHe BU3Ha4YEHHN»; A0OaBaHHS
nokasHuka «MikpobionoriyHa uictoTar). 3MiHm | Tuny -
3MmiHun 3 akocTi. CepTudikat BignosigHocTi/lE-
cepTudikat BiANOBIAHOCTI €BPONENChKIN
capmakonei/moHorpadii. 3MiHK, NoB'A3aHi 3
HeoOXigHICTIO NpMBeaeHHs Yy BignoBigHICTL A0
MoHorpadii APY abo Esponeiicbkoi thapmakonei, abo
iHLWOT HaLioHanbHOI hapmakonei aepxaeun €C (3MiHa
y cneundikauisix, nos'sasaHa 3i amiHamu B 1Y, abo
€Bponelckkint hapmakonei, abo iHWIl HauioHanbHil
dapmakonei aepxasu €C). 3miHn y cneumdikauii Ta
MeToax KOHTPOIO 3a NMOKa3HUKOM «3aLLKOBI
KifTIbKOCTi OpPraHiYHNX PO34YMHHUKIB» Y 3B’A3KY 3
HeobXxigHicTio NnpuBegeHHs go sumor EP (5.4 residual
solvent) Ta oHoBneHHsiM DMF, 3aTBepaeHo:
Methanol nmt 3000 ppm, Methyl isobutylketone nmt
5000 ppm, Toluene nmt 890 ppm, 3anponoHoBaHoO:
Methanol nmt 3000 ppm, Methyl isobutyl ketone nmt
4500 ppm, Toluene nmt 890 ppm. 3miHu | TUNy - 3MiHn
3 akocTi. ADI. KoHTponb AdI. 3miHa y napameTpax
crneundikaui Ta/abo AoNyCTUMMUX MEX, BUSHAYEHUX Y
cneuudikauisx Ha A®l, abo BUXiAHNI/MPOMIXKHMIA
NpoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NPOLIECI
BUpobHMLTBa ADI (BONOBHEHHS cneuudikadii HoBUM
NOKa3HUKOM SIKOCTi Ta BignoBigHUM MeToa0M
BUNPOOYBaHHs).
[onoBHeHHs cneumdikaLii HOBUM MNOKa3HWUKOM SIKOCTi
Ta BiANOBIAHMM MeToaOM BunpobyBaHHs -— «Content
of 1-(3-chloropropyl)-1,3-dihydro-2H-benzimidazol-2-
one (DOM-Il)» - NMT 25 ppm gnsi cy6ctaHuii
HomnepvaoHy maneat

aponi3on

Kpanni opanbHi,
po34unH 10 mr/mn; no
10 mn kpanenb
oparbHUX, PO34UHY
y donakoHi; no 1 abo
no 3 nakoHu y
KapTOHHiI kopobui

dapmaHoBia
AIC

LaHia

Ilomadhapm
mB6X

HimevuunHa

BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3miHn |
TMNy - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS
Ta/abo agpecu 3asiBHUKA (BNacHUKa peecTpauiniHoro
noceigyeHHs1). 3miHa Ha3BM 3asiBHUKa (BracHWKa
peecTpaLinHoro noceigveHHs). 3MiHN BHeCeHi y n. 6.
IHLWE TekcTy MapKyBaHHS NEPBUHHOI yNakoBKu Ta n.
17. IHLWE BTOpPWHHOI ynakoBKu Nnikapcbkoro 3acoby
LLIOA0 NOroTUNY 3asiBHUKA Y 3B'A3KY 3i 3MiHOIO Ha3BK
3asBHUKa (BnacHWKa PeecTpaLiiHoro NocBiAYeHHS).
BBeaeHHs 3MiH npoTsArom 3-x micauiB nicnsa
3aTBepAKEHHS. 3MiHuM | Tuny - 3miHK 3 sikocTi. MoToBMIA
nikapcbkuii 3aci6. CtabinbHicTb. 3MiHa y TepMiHax
npuaaTHocTi abo ymoBax 36epiraHHsi roToBOro
nikapcbkoro 3acoby (3miHa B ymoBax 36epiraHHsi
roTOBOro nikapcbkoro 3acoby abo nicrns
PO3YMHEHHSI/BIAHOBNEHHS).
3miHa ymoB 36epiraHHs J13 Ha nigcTasi oHOBREHOT
iHcpopmaLii Bif BMpoOHMKa. 3MiHM BHECeHi y po3ain

3a
peuenmom

"YMoBWU 36epiraHHa" B iHCTPYKLiO AN Meau4YHOro

He
nidnsieae

UA/19860/01/01




46

OJIOB)KEHHS 104aTKa 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
3acTOCyBaHHsI Nikapcbkoro 3acoby, sik HacnigokK -
BiAMOBIAHI 3MiHW Y TEKCTi MapKyBaHHS YNakoBKu
nikapcbkoro 3acoby.
84.| AYKPECCA® Kpanni O4Hi, pO34mH; CaHTteH AT DiHnaHAain BMPOGHMUK, diHnaHgis/ BHECEHHS 3MiH 0 peecTpauinHMX maTtepianis: 3MiHu | 3a UA/19175/01/01
no 5 mn y cnakoHi 3 BiANoBiganbHUIA ITanisa Tuny - 3MiHn Wwoao 6eanekw/edekTMBHOCTI Ta peuenmom
HaKOHEYHUKOM- 3a BUNYCK cepii: dapmakoHarnsay. BeegeHHst abo 3miHn go
KpanenbHuLero Ta CaHteH AT, y3aranbHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
KpuLukoto; no 1 ®iHnaHais (BBEAEHHS y3aranbHEHVX AaHUX NPO CUCTEMY
dnakoHy B dapmakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
KapTOHHIN ynakoBLj BUPOBHMLTBO, BiANOBIganNbHOI 3a 34iCHEHHs dhapMakoHarnaay;
nepBuHHe Ta KOHTaKTHOI 0cobu 3 hapmakoHarnagy 3asiBHuKa Ans
BTOPUHHE 30iNCHeHHs hapmakoHarnsaay B YKpaiHi, SKWwo BoHa
nakyBaHHs, BigMiHHa Big ynoBHOBa)eHOi ocobu, BignosigansHoi
KOHTPOIb SIKOCTi: 3a 34ificHeHHs1 hbapmakoHarnsgy (Bknovar4um
TyGintokc KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
dapma C.IN.A., davina cuctemu chapmakoHarnsgy). 3miHa
ITanisa yrNoBHOBaXeHOoi 0cobun 3asiBHUKa, BiAMOBIAANLHOI 3a
chapmakoHarnsag,.
[itoya pepakuisn: OenbdiHa beptpam. NponoHoBaHa
pepakuisa: Tanio Kepttyna. 3miHa KOHTAKTHUX AAaHUX
yNoOBHOBa)eHOi ocobu, BignoeigansHoi 3a
chapmakoHarnsag.
85.| AYOOAPT Kancynuv Teepai no nakcoCmiTKn Benwuka KaTtaneHt HimeyunHa BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/13330/01/01
0,5 mr/0,4 wr; no 30 anH Ekcnopt BpuTtaHia [bxepmeHi Tmny - 3MiHuM wopo 6eanekn/edpekTMBHOCTI Ta peuenmom
abo no 90 kancyn y Timiteq LLlopHaopd dapmakoHarnsagy (iHwi 3miHn) 3miHM BHECEHO B TEKCT
dnakoHi; no 1 mM6X MapKyBaHHS MEPBUHHOI Ta BTOPVMHHOI YNaKkoBKu
nakoHy B nikapcbkoro 3acoby y po3ainu «OATA SAKIHYEHHA
KapTOHHIN kopobLyi TEPMIHY MPUOATHOCTI» Ta «IHWE». BBeaeHHs
3MiH NPOTArom 6-TM MicsILLB MicNsi 3aTBEPAXKEHHS.
86.| OYCTAPIH® kancynu m'siki no 0,5 AT YkpaiHa AN CA Mpeuis BHECEHHS 3MiH IO peecTpaLiiHMX maTepianis: 3miHu | - UA/18477/01/01
wmr; in bulk: no 10 "KNIBCbKUIN Tvny - 3MiHK 3 sikocTi. CepTudikaT BignosigHOCTIME-
Kancyn y 6nicrepi, BITAMIHHIAN cepTudikaT BignoBigHOCTI €EBpONenchKi
no 320 a6o no 1040, 3ABOO" apmakonei/moHorpadii. MogaHHsA HoBoro abo

abo no 1120
GnicTepis y kopobui

OHOBMEHOro cepTudikaTa BignoBiagHOCTI abo
BUITyYeHHA cepTudikaTa BianoBiaHOCTi EBpONENChKin
dapmakonei: gna A®l; ons BUXigHoro
MaTepiany/peareHTy/MpOMiXXHOro NPOAYKTY, LLO
BUKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ans
[OOMOMIXHOT peqoBUHU (cepTudikaT BignoBiaHOCTI
€Bponelicbkint hbapmakonei) - HoBui ceptudikar Big
HOBOrO BMpPOGHMKa (3amiHa abo AONOBHEHHST)
NnoAaHHs HOBOro cepTudikata BiaNoBiAHOCTI
€poneicbkint papmakonei Ne RO-CEP 2016-126 -
Rev 01 ans gitoyoi peyosnHu Dutasteride Big HoBoro
Bupo6Hvka HETERO LABS LIMITED, IHgis
(nonoBHeHHs1). 3MiHuW | TuMy - 3MiHM 3 AKOCTI.
CeprtudikaT BignosigHocTi/l E-cepTudikat
BignoBigHoCTi €Bponeichkiii hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHoBrEHOro cepTudikara
BignoBigHOCTI abo BUNyyYeHHs cepTudikata
BignosigHocTi €Bponeinckkini hapmakonei: ans Adl;
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep

peecmpayitiHo20

noceio4yeHHs1

Ons BUXigHoro marepiany/peareHTy/npoMixkHOro
NPOAYKTY, O BUKOPUCTOBYHOTECS Yy BUPOOHMULTBI AdI;
ONs 4ONOMIKHOI pevoBuHM (cepTuddikat BianoBigHOCTI
€Bponencbkin dapmakonei) - OHoBNeHU cepTudikaT

BiJl y)X€ 3aTBEPAKEHOrO BUPOBOHUKA - MOAaHHS
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI €Bponenchkiln
dapmakonei Ne RO-CEP 2016-126 - Rev 02 ans
Aitovoi peyoBmHu Dutasteride Bupo6Huka HETERO
LABS LIMITED, Ingis
3MiHn | TMny - 3miHn 3 skocTi. CepTudikaT
BignosigHocTi/lE-cepTudikaTt BignoBsigHoCTI
€BponeWcbkin dapmakonei/MoHorpadii. NMogaHHs
HoBOro abo OHOBMNEHOro cepTudikaTa BignoBigHOCTI
abo Buny4eHHst cepTudikaTta BignoBigHOCTI
€Bponeicbkin dhapmakonei: gns Adl; ons BuxigHoro

MaTepiany/peareHTy/NpOMiXXHOrO NPOAYKTY, L0

BUKOPUCTOBYHOTbCS Yy BUPOOHULTBI ADI; ans
[OMOMDKHOI pe4oBUHM (CepTudikaT BiANoBIAHOCTI
€Bponecbkin dapmakonei) - OHoBNeHu cepTudikaT
Bif] y>Kke 3aTBEpPHKEHOro BUPOOHMKA - NOAAHHS
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI €Bponenchkil
capmakonei Ne R1-CEP 2016-126 - Rev 00 gns
fitoyoi pevosuHmn Dutasteride Big Bxe 3aTBepaxeHoro
BnpobHmka HETERO LABS LIMITED, IHgis.

87.

E3O0JIOHI®-
20

TabneTkn, BKPUTI
NniBKOBOO
o6onoHkot, no 20
Mr; no 7 TabneTok y
6nictepi; no 1 abo 2
Gnictepu y
KapTOHHI kopobui

OPTFAHOCVH
NAVIGCAEHC
U3 (E® 3ET )

OAE

EBepTomkeH
Jland CaeHcus
Nimiten

IHgia

BHECEHHS 3MiH O peecTpaLinH1X maTepianis: 3MiHu |
Tmny - 3MiHK 3 SKocTi. [O0TOBMI Nikapcbkuin 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y

MeToAax BUNpobyBaHHSi FOTOBOTO MikapCbKoro 3acoby

(He3HayHa 3MmiHa y 3aTBepOKeHVX MeTofax
BMNPOOYBaHHSA) HE3HAYHi 3MiHM Y MeToAax
BMNpobyBaHHS 3a nokasHukoMm «OpHOpIAHICTE
[030BaHUX OOVHULbY ANSt YAOCKOHANEHHS
3aTBeppKeHol aHaniTUYHOT MeToaukn. Kputepil
NPUAHSITHOCTI ANs nokasHuka «OgHopigHICTb
[030BaHNX OAVHMLbY» 3aNULLAIOTECA HE3MIHHUMU

3a
peuenmom

UA/11328/01/01

88.

E30JIOHI®-
20

TabneTkn, BKpUTI
NniBKOBOKO
obonoHkoto, no 20
mr; in bulk: no 2500
y NoABiVHUX NakeTax

OPTAHOCWH
NAVIOGCAEHC
U3 (E® 3ET 1)

OAE

EBepTomkeH
Naiid CaeHcus
JimiTen

IHaia

BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3miHn |
TMny - 3MiHK 3 sikocTi. [oTOBMIA Nikapcbkui 3acib.
KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y

MeToAax BUNpobyBaHHSi rOTOBOTO NikapCbKoro 3acoby

(He3Ha4Ha 3MiHa y 3aTBEPKEHNX MeToAax
BUNPOBYyBaHHS) HE3HaYHI 3MiHW Yy MeTofax
BMNPobyBaHHS 3a nokasHukoMm «OpHopIAHICTE
[030BaHNX OAMHULbY» ANS YAOCKOHANEHHS
3aTBepAKeHOi aHaniTnyHoi metoamku. Kputepii
NPUAHSTHOCTI ANs nokasHuka « OgHOpPIaHICTL
[030BaHNX OAVHULbY 3aNWLLATLCA HE3MIHHUMM

3a
peuenmom

UA/11329/01/01

89.

E3O0JIOHI®-
40

TabneTkn, BKpUTI
NniBKOBOKO
obonoHkoto, no 40
Mr; N0 7 TabneTok y
GnicTepi; no 1 abo 2

OPIAHOCWH
NAN®GCAEHC
U3 (E® 3ET 1)

OAE

EBepTomkeH
Naiid CaeHcus
JimiTen

IHaia

BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3miHu |
TMny - 3MiHK 3 sikocTi. [oTOBMI Nikapcbkui 3acib.
KoHTpOnb roToBOro nikapcbkoro 3acoby. 3miHa y

MeToAax BUNpobyBaHHSA rOTOBOrO MiKapCbKoro 3acoby

(He3HaYHa 3MiHa y 3aTBEPIKEHNX MeTodax

3a
peuernmom

UA/11328/01/02




48 ITpogoBxeHHs HoJaTKa 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
Gnictepn y BUNPoOyBaHHS) HE3HAYHI 3MiHM Y MeTodax
KapTOHHiI kopobui BMNPOOyBaHHS 3a nokasHukoMm «OpHopiaHICTE
[030BaHNX OAMHULLY AN YAOCKOHANEHHS
3aTBepAKEHOI aHaniTMYHOT MeToaukn. Kputepii
NPUNHATHOCTI Ans nokasHuka «OgHOopIgHICTb
[030BaHUX OOMHMLbY» 3aNWLLAITECA HE3MIHHUMU
90.| E3OJIOHI®- TabneTku, BKPUTI OPrAHOCVH OAE EBepTomkeH IHgis BHECEHHS 3MiH 0 peecTpauinHMx maTtepianis: 3miHn | 3a UA/11329/01/02
40 NNiBKOBOIO NANDCAEHC Jland CaeHcums TMny - 3MiHK 3 sikoCTi. [0TOBMIA Nikapcbkui 3aci6. peuenmom
o6onoHkoto, no 40 N3 (E® 3ET ) NimiTeq KoHTpOsb roToBOro nikapcbkoro 3acoby. 3miHa y
mr; in bulk: no 2500 MeToAax BUnpobyBaHHSA roTOBOrO fikapCbKoro 3acoby
y NOABIVHUX NakeTax (He3Ha4Ha 3MiHa y 3aTBEpAKEHNX MeToAax
BUNpPoByBaHHs1) HE3HaYHI 3MiHW Y MeTofax
BMNpobyBaHHs 3a NokasHukom «OgHOpIAHICTb
[030BaHUX OOMHULbY OJ1s1 YAOCKOHANEHHS
3aTBepPAKEHOI aHaniTU4HoOT meToamku. Kputepii
NPUNHATHOCTI 4N nokasHuka «OgHopigHICTb
[030BaHUX OAVMHULbY 3aNULLAIOTECS HE3MIHHUMM
91.| EKCTPAKT NOPOLLIOK AT "dapmak” YkpaiHa Biocbopy IcnaHis BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3miHu Il - UA/17587/01/01
NMACUDIIOPU | (cybeTaHuis) y C.A1O. Tmny - 3MiHn 3 akocTi. ADI. (iHWi 3MiHWM) NnogaHHs
CYXUH MilLIKax NoABINHMX oHoBrneHoi Bepcii DMF eCDT seq 0000 (March 2023)
nonieTuneHoBmx (nonepegHs Bepcis DMF (CTD v7 April 2020)
ans BupobHuKa AD| «EkcTpakT Macudnopu cyxmmny,
dapmaLeBTU4HOro komnaHii «Biosearch S.A., Icnanisi». Po3ginu JM®
3acTocyBaHHs apanToBaHi 0 MOTOYHMX nocunaHb EP. 3MiHeHo
Ha3By BMpoOHuka Biosearch S.A., IcnaHisi Ha
Biosearch S.A.U., IcnaHis.
92.| EKCTPAKT NOPOLLIOK AT "dapmak” YkpaiHa Biocbopy C.A. Icnanis BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3miHn | - UA/17587/01/01
NMACU®DIIOPU | (cybcTaHuis)y Tmny - 3MiHn 3 skocTi. CepTudikaT BignosigHocTi/l'E-
CYXUH MiLLKax NOABIAHNX cepTudikaT BignoBiAHOCTI €EBponenchKin

nonieTMNeHoBKX
ons
dapmaLeBTU4HOro
3aCTOCYyBaHHsI

dapmakonei/MoHorpadii. 3miHK, NoB'a3aHi 3
HeOoOXiaHICTIO NpuBeaEeHHS Yy BigNoOBIgHICTb A0
MoHorpadii JdY abo €sponericbkoi hapmakonei, abo
iHLWOI HaLioHanbHOi dapmakonei aepxasun €C (iHLi
3MiHW) — BHECEHHS 3MiH 4O MaTepianis
peecTpaLiiHoro Aocke, a came oo
cneumdikauii/MeToAiB KOHTponto skocTi M. «Onuey (
Onuc A®I npvBeaeHo 40 BUMOT €BpONENCHKOT
capmakonei Ta BUpoOHMKa: BUNy4YEHO CMak Ta 3anax
cybcTaHuii, 4oaaHo, WO NOPOLLIOK aMOPHUIA).
3artBepmkeHo: Onuc. Mopoluok 3eneHyBaro-
KOPVYHEBOTO KOMbOPY 3 XapakTepHUM 3anaxom Ta
cmakomM. 3anponoHoBaHo: Onuc. AMOpHUIA MOPOLLIOK
3€e1eHyBaTo-KOPUYHEBOIO KOMbOpy. 3MiHu | Tuny -
3miHu 3 akocTi. CepTudikat BignosigHocTi/lE-
cepTudikat BiaNoBIAHOCTI EBpONENChKIN
capmakonei/moHorpadii. 3MiHK, NoB'A3aHi 3
HeOoOXiAHICTIO NpMBEAEHHS Y BigNOBIAHICTb A0
MoHorpadii 1PY abo €sponeiicbkoi hapmakonei, abo
iHLWO HaLioHanbHOi dapmakonei aepxasun €C (iHLwi
3MiHW) — BHECEHHS 3MiH 4O MaTepianis
peecTpauinHoro Aocbe, a came oo
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IIponmoskeHHs nomaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1

crneunikaLii/MeToiB KOHTPOSO AKOCTI M.
«lgeHTudikauis ®nasoHoigu». (Metoguka
BM3HAYEHHSA NpyBeaeHa 40 BUMMor MoHorpadii EP Ha
EkcTpakT TpaBu nacudnopu cyxuii. SMiHEHO METOAUKY
BM3HAa4YeHHs 3 meToay 2.2.27 Ha meTopg 2.8.25,
3MiHEHO NpoMoniAroTOBKY, MPOBEAEHHS TECTy Ta
iHTepnpeTadito peaynbTartie). 3MiHu | TUnNy - 3miHK 3
akocTi. CepTtudikaT BignosigHocTi/l E-cepTudikat
BignoBigHOCTI €Bponeiickkin hapmakonei/moHorpadii.
3MiHK, NoB'A3aHi 3 HEOOXiAHICTIO NpUBEAEHHS Y
BianoBigHicTb o MoHorpadii AdY abo €sponeiicbkol
tapmakonei, abo iHLWOT HaLioHanbHOT hapmakonei
aepxasu €C (iHWi 3MiHN) — BHECEHHSA 3MiH A0
marepianis peecTpaLinHoro Aocke, a came Ao
cneumdikaLii/MmeToaiB KOHTpOO sikoCTi N. «BTpaTa B
Maci npy BucyLlyBaHHi». MeTtoanka BU3HAYEHHS
npvBeaeHa 4o Bumor MmoHorpadii EP Ha EkcTpakt
Tpasu nacudnopu cyxmii. Tect BtpaTta B maci npu
BUCYLLYBaHHi 3aMiHeHa Ha TecT Boaa, BU3Ha4eHHs
nposoaaTb 3rigHo EP, 2.5.12. HopmyBaHHSA 3anuiieHo
6e3 3MiH. 3aTBepmxkeHo: BTpaTa B maci npu
BucylyBaHHi (EP, 2.8.17). He 6inbwe 5,0 %.
Bunpo6oByBaHHs npoBoasTh 3 0,5 r cybeTaHuii
3anponoHoBaHo: Boga (EP, 2.5.12). He GinbLwe 5,0 %.
Bunpo6oByBaHHsi npoBogsATb 3 0,500 r cyGeTaHLii.
3miHu | Trny - 3minm 3 AkocTi. CepTudikat
BignosigHocTi/l'E-cepTudikat BignosigHoCTi
€Bponelicbkini hapmakonei/MoHorpadii. 3MiHu,
NnoB'A3aHi 3 HEOOXIAHICTIO NpUBEAEHHS Y BiAMNOBIQHICTD
0o moHorpadii 1®Y abo €sponeicbkoi hapmakoner,
abo iHWoi HauioHanbHOI hapmakonei aepxasu €C
(iHWi 3MiHNM) — BHECEHHA 3MiH 4O MaTepianis
peecTpauinHoro Aocbe, a came 4o
cneuudikauii/MmeToaiB KOHTponto sikocTi N. «KinbkicHe
BU3HaYeHHs». MeToauka BU3Ha4YeHHs npuesedeHa Ao
BMMoOr MoHorpadii EP Ha ExcTpakT Tpasu nacudnopu
cyxui. MeToguky KinbKiCHOro BU3Ha4Y€HHS METOA0M
ynbTpadioneToBoi cnekrpodoTomMeTpii (2.2.25)
3aMiHEHO Ha BM3HAYEHHSA METOAOM PiaNHHOT
xpomarorpadii (2.2.29). 3MiHeHO HOpMyBaHHSI CymMu
dnaBoHoiIAiB 3 «He MeHLue 2,0 % B nepepaxyBaHHi Ha
BiTeKCiH» Ha «He MeHLwe 1,5 % B nepepaxyBaHHi Ha
i30BiTEKCUH (6E3BOAHUIA EKCTPAKT)». 3aTBEPAXEHO:
KinbkicHe B1u3HayeHHs1. ®naBaHoign. BusHayeHHs
npoBoAATb MeToAoM abcopOuinHoi
cnekTpodoToMeTpii B ynbTpadioneTosin i BUAUMIN
obnactax (APY*, 2.2.25). Cyma cnaBaHoifiB — He
mMeHLwe 2,0% B nepepaxyBaHHi Ha BITEKCIH
3anponoHoBaHo: KinbkicHe BU3Ha4YeHHsl. BusHaueHHsi
npoBOAATbL METOAOM piAnHHOI xpomaTtorpadii (EP,
oY, 2.2.29). Cyma dnasaHoigis — He meHwe 1,5 % B
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IIponmoskeHHs nomaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
nepepaxyBaHHi Ha i30BiTeKCUH (6€3BOOHMIA EKCTPAKT).
93.| EHEMA- PO3YUH peKTanbHUi, XIMIYHO- ITanisa XIMIYHO- ITAIIA BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3MiHu | bes UA/16016/01/01
CENMNA 16 r/6 rno 120 mny SAPMALIEBT OAPMALIEBTU Tmny - 3MiHun wopo 6eanekn/edekTMBHOCTI Ta peuenma
OOHOPA3OB | dnakoHi, no 1 NYHA YHA chapmakoHarnsgy. BeegeHHst abo 3amiHv o
A KNIBMA dnakoHy 3 kaHtoneto | JIABOPATOPI JTABOPATOPIA y3aranbHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
3 KPULLIKOO Y A"A. CENNA" "A. CENNA" (BBEAEHHS y3aranbHEHMX OaHMX NPO CUCTEMY
KapTOHHIN ynakoBLi C.P.JL C.P.JL hapmMakoHarnsgy, amiHa ynoBHOBaXeHoi ocobu,
BiANoBiganbHoOI 3a 34iMCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnagy 3asiBHVKa Ans
3iicHeHHs hapmakoHarnsgy B YkpaiHi, SKLo BoHa
BiAMiHHA Bia ynoBHOBaxeHOi ocobu, BianosiganbHoi
3a 34ificHeHHs1 hapmakoHarnsay (BKrovarym
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
darna cuctemn apmakoHarnsgy). 3miHa
YNOBHOBa)eHOi 0cobu 3asiBHMKA, BignoBiganbHoI 3a
chapmakoHarnsag,.
Litova pegakuisi: Dr. Massenzio Fornasier.
MponoHoBaHa pepakuis: Dr.ssa Angela Scalzo. 3miHa
KOHTaKTHWUX JaHUX YNOBHOBAXXEHOT 0CObW 3asBHWKa,
BiAnoBiganbHoi 3a papMakoHarnsag. 3mMiHa KOHTaKTHUX
[aHNX KOHTaKTHOI ocobu 3asiBHMKA, BiANoBiganbHOI 3a
thapmakoHarnag B YKpaiHi.
94.| ENNENPEC TabneTkn, BKpUTI AT Ykpaina AT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis: 3MiHu || 3a UA/14816/01/01
MNiBKOBOIO "KNIBCbKNA "KNIBCbKI TNy - 3MiHu 3 skocTi. APl BUpobHMLTBO. 3MiHa peuernmom
obornoHkoto, no 25 BITAMIHHWW BITAMIHHAW BMPOGHMKa BUXIOHOrO/MPOMIXKHOIO NMPOAYKTY/peareHTy,
mr, no 10 TabneTok 3ABO[T" 3ABOO" LLIO BUKOPUCTOBYHOTLCS Yy BUPOOHMYOMy npoueci AP,
y bnicTepi; no 3 abo 3miHa BUpobHuka (BknoYaoun, e HeobxigHo,
6nictepn y nayui 3 Micue npoBefeHHs KOHTponto skocTi) APl (3a
KapTOHY BiJCYTHOCTI cepTudikaTta BignoBigHOCTI €Bponemncokii
hapmakonei y 3aTBepKeHOMY A0Cbe)(BBEOEHHSI
HoBoro BMpo6Huka APl 3 HagaHHSM MacTep-gdanna Ha
Adl). BBegeHHs anbTepHaTUBHOrO BUpOBHUKa
cybcTaHuii EnnepeHoH, Bupo6HuuTBa dipmu Aurisco
Pharmaceutical Co., Ltd, Kutan go cknagy
nikapcbkoro 3acoby Ennenpec tabnetkv ans
[o3yBaHHsa 25 mr ta 50 mr
95.| ENNENPEC TabneTkn, BKpUTI AT YkpaiHa AT Ykpaina BHECEHHS 3MiH IO peecTpaLiiHiX maTepianis: 3MiHu || 3a UA/14816/01/02
MniBKOBOKO "KNIBCbKUIN "KNTBCBKNN !Ny - 3MiHK 3 sikocTi. A®L. BupoBHMLTBO. 3MiHa peuenmom
o6onoHkot, no 50 BITAMIHHAN BITAMIHHAN BMPOGHMKa BUXiOHOMO/MPOMIXXHOTO NPOAYKTYy/peareHTy,
mr, no 10 TabneTok 3ABO[L" 3ABOO" LLIO BUKOPUCTOBYHOTLCS Y BUPOOHMYoMy npoueci AP,
y bnicTepi; no 3 abo 3miHa BUpobHuka (BKoYao4n, e HeobxigHo,
Gnictepn y nayui 3 MicLie NpoBeeHHs KOHTpornto sikocTi) AdI (3a
KapTOHY BiJCYTHOCTI cepTudikaTa BignoBiaHOCTI €EBponeinchKil
hapmakonei y 3aTBepKeHOMY [OCLE)(BBEOEHHS
HoBOro BMpo6HuKa APl 3 HagaHHAM MacTep-ganna Ha
A®l). BBefeHHs anbTepHaTUBHOrO BUPOBHUKa
cybcTaHuii EnnepeHoH, BupobHuuTtea dipmu Aurisco
Pharmaceutical Co., Ltd, Kutan go cknagy
nikapcbkoro 3acoby Ennenpec tabnetku ans
AosyBaHHA 25 mr ta 50 Mr
96. ETUNOBUN piguHa (cybeTaHuis) ToBapucTBo 3 YkpaiHa ToBapucTBo 3 BHECEHHS 3MiH 10 peecTpaLiiHuXx MaTepianis: 3miHu | - UA/12775/01/01
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IIponmoskeHHs nomaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
E®IP a- y NOnieTUneHoBnx oBMexeHo obBMexeHo TMny - 3MiHu 3 akocTi. ADIl. BupobHmuTBo. 3MiHN B
BPOMI3OBA KaHicTpax ans BignoBsiganbHi BignosiganbHicT npoueci BUpo6HmuTBa ADI (iHWwi 3MiHKN) -BHeceHHst
JNIEPIAHOBOI | Bupo6HuLTBa cTH 10 "OAPMXIM" 3MiHM B TEXHOMOTYHMIA Npouec BUpobHumTBa AD|
KUCNoTHn HECTEPUIBHNUX "GAPMXIM" eTunoBoro eqgipy a-6pomizoBarnepiaHoBOi KUCMOTH, Y
nikapcbkux dopm 3B’513KY i3 ONTUMIi3aLi€to TEXHOMOrYHOro NpoLecy, a
came:
- [OOaHO BUTPUMKY NMpu nepemillyBaHHi nicns
3aBaHTaXEHHS KUCMOTW i30BanepiaHoBoil Ta xrnopuay
TioHInNy;
- A04aHOo HarpiB Ta BUTPUMKY Nicnsi 4o3yBaHHSA 6pomy;
- 3MiHEHO TeMnepaTypy OXONOMXKEHHS peaKLinHOi
macu;
- BMAaneHo AineHHs Wwapis nicns 3aBaHTaXeHHs
nepLUoi Nopuii CNMPTY €TUIIOBOrO Ta KUCINOTH Cip4aHoi;
- Ao4aHo NPOMMBKY BOAOK NUTHO Nicns
HewTpani3aLii po3y4nHoMm rigpokapboHaTy HaTpito;
- AOAAHO NMOBTOPHWI PO3riH dpaKLin.
BBegeHHst 3MiH NpoTsarom 6-tn micauis nicna
3aTBEPKEHHS.
97.| ETOKCUCKN po3umnH Ang iH'ekuin, | Kemive ®abpik Himeuunna Kemive ®abpik Himeuunna BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | 3a UA/13387/01/01
EPON 0,5% 10 mMr/2 mn, no 2 mn Kpeyccnep & Kpeyccrnep & Tmny - 3MiHuM wopo 6eanekn/edekTMBHOCTI Ta peuenmom
B amnyni; no 5 Ko. TM6X Ko. T'M6X tapmakoHarnagy. BeegeHHsi abo 3miHn oo
amnyny y3aranbHeHVX AaHnx Npo cuctemy papmakoHarnsgy
NnacTuKoBiW (BBEOEHHS y3aranbHEHVX AaHUX NPO CUCTEMY
KOHTYPHIN ynakoBsLi; dapmakoHarnsgy, 3miHa ynoBHOBa)keHoi ocobu,
no 1 ynakosL,i B BiAMOBIAANbHOI 3a 34iNCHEHHst (hbapmakoHarnsay;
KapTOHHiI kopobui KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa Ansi
34iCHeHHs hapmakoHarnsgy B YKpaiHi, SKWo BoHa
BigMiHHa Bi yNOBHOBaXeHOi 0cobu, BignosigansHoi
3a 3[iCHeHHs hapmakoHarnagy (Bkrovaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
darina cuctemn chapmakoHarnsgy). 3miHa
yrNoBHOBaXeHOI ocobu 3asiBHUKa, BiAMNOBIiganbHOI 3a
dapmakoHarnag,.
[itoua pegakuis: Dr. Joachim Otto. NponoHoBaHa
pepakuis: Dr. Eva-Katharina Pauli. 3miHa koHTakTHUX
[AaHnX YNoBHOBaXEHOI 0COOU 3asiBHWMKA,
BiZNoOBiganbHoi 3a dpapmakoHarnag.
98.| ETOKCUCKN po34umnH Ans iH'ekuin, | Kemive ®abpik | HimeuunHa Kemiue ®abpik HimeuunHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | 3a UA/13387/01/02
EPON 1% 20 mr/2 mn, no 2 mn Kpeyccnep & Kpeyccnep & TMny - 3MiHK Wopao Gesnekn/edekTUBHOCTI Ta peuenmom
B amnyni; no 5 Ko. 'm6X Ko. 'm6X tapmakoHarnagy. BeegeHHs abo 3amiHm oo

amnyny
nnacTuKoBi
KOHTYPHIiV ynakoBLyj;
no 1 ynakosui B
KapTOHHiI kopobui

y3aranbHeHuX faHunx npo cuctemy papmakoHarnsgy
(BBEAEHHSA Y3aranbHEHUX AaHMX NPO cCucTeEMy
capmakoHarnsgy, 3miHa ynoBHOBaXkeHoi ocobu,
BiAnoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnagy 3asiBHuKa Ans
3[iNCHEeHHS hapmakoHarnsgy B YKpaiHi, SKLo BOHa
BiAMiHHa Big ynoBHOBaxeHOi ocobu, BianosiganbHoi
3a 3[i1CHeHHs hapmakoHarnaay (Bkrovaum
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
darina cuctemun chapmakoHarnsigy). 3miHa
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OJIOB)KEHHS 104aTKa 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
YNOBHOBaXeHOI 0cobu 3asiBHMKA, BignoBiganbHoI 3a
dapmakoHarnsag,.
[itoua pegakuis: Dr. Joachim Otto. MNponoHoBaHa
pepakuisi: Dr. Eva-Katharina Pauli. 3miHa KOHTaKTHUX
[OaHuX YyNoBHOBaXXeHOI 0COOU 3asiBHYKA,
BignoBigansHoi 3a dhapMakoHarnag.
99.| ETOKCUCKN po3unH ans iH'ekuin, | Kemive ®abpik Himeuunna Kemive ®abpik Himeuunna BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3MiHu | 3a UA/13387/01/03
EPON 3% 60 mr/2 mn, No 2 mn Kpeyccrnep & Kpeyccrnep & TMny - 3MiHK Woao Gesnekn/edekTUBHOCTI Ta peuenmom
B amnyni; no 5 Ko. M'M6X Ko. 'm6X dapmakoHarnagy. BeegeHHs abo 3miHn oo
amnyny y3aranbHeHVX JaHUX Npo cucTeMy bapmakoHarnsgy
nnacTyKoBiI (BBEAEHHS y3aranbHEHVX AaHUX NPO CUCTEMY
KOHTYPHIN ynakoBsLi; capmakoHarnsgy, 3miHa ynoBHOBa)keHoi ocobu,
no 1 ynakosLi B BiANOBIganNbHOI 3a 34iNCHEHHS hapMakoHarnaay;
KapTOHHIN kopobLi KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asBHvKa Ans
30iNCHeHHs hapmakoHarnsaay B YKpaiHi, SKWwo BoHa
BigMiHHa Big ynoBHOBa)eHOi ocobu, BignosigansHoi
3a 3[iNCHeHHA dhapmakoHarnagy (BKnovaym
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
davina cuctemu chapmakoHarnsgy). 3miHa
yrNoBHOBaXeHoi 0cobu 3asBHMKa, BiAMOBIAANbHOI 3a
chapmakoHarnsag,.
[itoya pegakuis: Dr. Joachim Otto. NponoHoBaHa
pepakuis: Dr. Eva-Katharina Pauli. 3miHa KOHTaKTHUX
[AaHuX YNoBHOBaXEHOI 0COOU 3asiBHWMKA,
BiANOBIganNbHOI 3a hapMakoHarnag.
100.| 3IKAIIOP Tabnetkv no 10 wr; Mepokemi Kinp BMpoGHMUTBO 3a | Kinp/ Kutan BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3miHu | 3a He UA/17089/01/02
no 10 Tabnetok y nTa NOBHWUM LIMKIMOM: TMNy - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuenmom | nidnsizae
6nicTepi; no 3, 6 abo Mepokemi Ta/abo agpecy MicLd NPOBaMKEHHS AiANbHOCTI
9 6nicTepis B Tlimiten, Kinp BMpOBHVKa/iMnopTepa rotToBoro Nikapcbkoro 3acoby,
KapTOHHI kopobui BKIOMAOUM AinbHULI BUNYCKY cepii abo Micue
BMPOBHMLTBO NpoBeAeHHS KOHTPOMIO SKOCTI. (AISNbHICTb, 3a AKy
roToBOro BiAMNOBiAae BUPOOHWMK/IMMoOpTep, BKIOYaOUMN BAMYCK
npoaykTy in cepiit). YTOUYHEHHS Ha3BM Ta agpecu BUPOBHUYOI
bulk: AinbHULI y BignosigHocTi go ceptudikaty GMP. 3MiHu
YUskeL3sH BHECEHO B iHCTPYKLiO ANS MeANYHOro 3acTOCyBaHHA
Xyaxan nikapcbkoro 3acoby y po3ainu "BupobHuK",
dapmachbtoTikan "Micue3HaxookeHHs BUpobHMKa Ta agpeca Micus
Ko. ItAa. NPOBAaKEHHS NOro AisnbHOCTI" 3 BiANOBiAHMMMN
CioHbusio-CaiiT, 3MiHamMu B TEKCTi MapKyBaHHS1 ynakoBoK. TepMiH
Kutan BBeAEHHS 3MiH NPOTAroM 6 micauis nicns
3aTBEPKEHHS.
101.| 3IKANOP Tabnetkv no 15 wr, Megokemi Kinp BMpoGHMUTBO 3a | Kinp/ Kutan BHECEHHS 3MiH [0 peecTpauinHuxX maTtepianis: 3miHn | 3a He UA/17089/01/03
no 10 Tabnetok y nTa NOBHWUM LIMKINOM: TMny - AGMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuenmom | nidnseae

6nicTepi; no 3, 6 abo Mepokemi Ta/abo agpecy MicLd NPOBaMKEHHS AiNbHOCTI
9 6nicTepis B TimiTea, Kinp BUPOGHWMKa/iMnopTepa roToBOro Nikapcbkoro 3acoby,
KapTOHHiI kopobLyi BKITOMAK0UM AinbHUL BUMNYCKY cepii abo MicLe
BMPOBHMLTBO npoBeaeHHS KOHTPOIO SIKOCTI. (AISNbHICTb, 3a AKy
roToBOro BianoBigae BUpoBOHMK/iMNopTep, BKNOYao4mn BUMYCK
npoaykTy in cepii). YTOYHEHHS Ha3BM Ta agpecu BUPOOHNYOI
bulk: nOinbHUUI y BignosigHoCTI fo cepTudikaty GMP. 3MiHn
YxeussiH BHECEHO B iHCTPYKLt0 ANSi MEANYHOIO 3aCTOCYyBaHHS




53 ITpogoBxeHHs HoJaTKa 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
Xyaxan nikapcbkoro 3acoby y po3ainv "BupobHuk",
dapmachbtoTikan "Micue3HaxomkeHHs1 BUpOOHUKa Ta agpeca micus
Ko. Ilta. NPOBaKEHHA MOro AisnbHOCTI" 3 BigNoBigHMMK
CtoHbusi0-Canr, 3MiHaMK B TEKCTi MapKyBaHHS YNakoBOK. TepMiH
Kutan BBEOEHHS 3MiH NPOTSrom 6 micauis nicns
3aTBEPKEHHS.
102.| 3IKAIIOP Tabnetku no 30 wmr; Mepokemi Kinp BMpobHMUTBO 3a | Kinp/ Kutan BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3MiHu | 3a He UA/17089/01/04
no 10 Tabnetok y nTa NOBHWUM LIMKIOM: TMny - AGMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuenmom | niidnszae
Gnictepi; no 3, 6 abo Mepokemi Ta/abo agpecu micLa NPoBapKEHHS OisANbHOCTI
9 GnicTepis B TimiTeq, Kinp BUPOGHMKa/iMnopTepa rotToBoro sikapcbkoro 3acoby,
KapTOHHiI kopobui BKIIOYatouy AinbHuLi Bunycky cepii abo micue
BUPOGHMLTBO NpoBeAEHHS! KOHTPOIIO SIKOCTI. (QiSNbHICTb, 3a SKy
roToBOro BigMNoBigae BUpOOHMK/iMNopTep, BKIOYAKUN BUNYCK
npoaykTy in cepii). YTOYHEHHS Ha3BM Ta agpecu BUPOBHNYOI
bulk: OinbHUUi y BignosigHocTi oo cepTudikaty GMP. 3MiHn
YUskeL3siH BHECEHO B iHCTPYKLIiO ANsi MeQnYHOro 3acTocyBaHHS
Xyaxan nikapcbKkoro 3acoby y po3ainu "BupobHuk",
dapmachbtoTikan "MicuesHaxomkeHHs1 BUpOOHMKa Ta agpeca Micus
Ko. Ilta. NPOBAKEHHA MOro AianbHOCTI" 3 BigNoBigHMMN
CioHbusio-CanT, 3MiHaMM B TEKCTi MapKyBaHHS yNakoBOK. TepMiH
Kutan BBEAEHHSA 3MiH NpOTAroM 6 Micauis nicns
3aTBEPKEHHS.
103.| 3IKAIIOP Tabnetku no 5 wmr, Mepokemi Kinp BMpoGHMUTBO 3a | Kinp/ Kutam BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | 3a He UA/17089/01/01
no 10 TabneTtok y 7O NOBHMM LIMKITOM: TMNy - AOMIHICTPaTMBHI 3MiHW. 3MiHa HallMeHyBaHHS peuenmom nidnsieae
6nictepi; no 3, 6 abo Mepokemi Ta/abo agpecy MicLA NPOBaMKEHHS AiANbHOCTI
9 6nicTepis B Tlimiten, Kinp BMpPOBHMKa/iMnopTepa roToBoro Nikapcbkoro 3acoby,
KapTOHHiI kopobui BKIOMAO4M AinbHULI BUNYCKY cepii abo Micue
BMPOBHMLTBO NpoBeAeHHS KOHTPOMIO SKOCTI. (AISNbHICTb, 3a AKy
roToBOro BiAMOBiAae BUPOOHWMK/iMMoOpTep, BKIOYaOUMN BAMYCK
npoaykTy in cepiit). YTOUYHEHHS Ha3BM Ta agpecu BUPOBHUYOI
bulk: ninbHUUi y BignosigHocCTI 8o cepTtudikaty GMP. 3MiHn
YUskeL3sH BHECEHO B iHCTPYKLiIO ANS MeANYHOro 3acTOCyBaHHA
Xyaxan nikapcbkoro 3acoby y po3ainu "BupobHuK",
dapmachbtoTikan "Micue3HaxookeHHs BUpobHMKa Ta agpeca Micus
Ko. ItAa. NPOBAaKEHHS NOro AisnbHOCTI" 3 BiANoOBiAHMMMN
CioHbusio-CaiiT, 3MiHamMu B TEKCTi MapKyBaHHS1 ynakoBoK. TepMiH
Kutan BBeAEHHS 3MiH MPOTAroM 6 micauis nicns
3aTBEPKEHHS.
104.| 1BYNPOM cycneHsis oparnbHa, tOHina6, Jn CLUA Bupo6HMuTBO, Icnanis/ BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | bes He UA/15878/01/01
Ona OITEN no 100 mr/5 mn; no nepBuHHe Ta Hinepnangm TMny - 3MiHM Wwopao 6e3nekn/edpekTMBHOCTI Ta peuenma nidnsieae
100 mn, 150 mn abo BTOPUHHE / lcnanis/ dapmakoHarnsaay. 3miHa y KopoTKili XxapakTepuctui
200 mn y donakoHi; nakyBaHHS, Monbwa nikapcbKkoro 3acoby, TEKCTi MapKyBaHHsI Ta iHCTPYKUiT
no 1 donakoHy y KOHTPOMb SIKOCTI, 0N MeQUYHOro 3aCTOCYyBaHHSA Ha MiacTaBi perynsipHo
KOMMEKTi 3i BUMYyCK cepii OHOBIHOBAHOrO 3BiTy 3 6e3nekun nikapcbkoro 3acoby,
LINpULIOM- roToBOro abo gocnimxeHb 3 6e3neky 3acToCcyBaHHS NiKapcbKoro
[03aTopoMm no 5 mn nikapcbkoro 3aco0y B nicnapeecTpauiiiiin nepiog, abo Ak
B KQPTOHHIi KopoobLi 3acoby: pe3ynbTar OUiHKK 3BiTY 3 JOCNIAKEHb, NPOBEAEHNX
dapmacbeppa BiAMNOBIAHO A0 NnaHy neaiaTpuyHux gocnigxeHs (PIP)
MaHydekuypiH, (iHLWi 3MiHW). 3MiHM BHECEHO A0 iHCTPYKLiT Ans
C.J1., IcnaHis; MEeOUYHOro 3aCTOCyBaHHsI Nikapcbkoro 3acoby oo

Brpo6HMUTBO,

po3ginie "OcobnueocTi 3acTocyBaHHs", "MobiYHi
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IIponmoskeHHs nomaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPOMb SIKOCTI,
BUNYCK cepil
roToBOro
nikapcbKkoro
3acoby:
Lendapm
Bbnagen B.B.,
Higepnanau;
KoHTponb sKocTi
(3a BUHSAATKOM
MikpobionoriyHo
ro KOHTPOJIIO),
BUMYCK cepii
roToBOro
NpoaykKTy:
dapmanigep,
C.A,, IcnaHisi;
Bupo6bHmuTBO,
nepBuHHE Ta
BTOPWHHE
nakyBaHHs,
KOHTPOMb SIKOCTI:
Epnedapm, C.J1.,
Icnanis;
Bunyck cepii
roToBOro
npoaykty: TOB
OC dapmauis,
Monbuwa;
AnbTepHaTuBHa
ainbHUUSA ons
npoBeaeHHs
MikpobiornoriyHo
ro KOHTpOnto
(cybporosip 3
BMPOGHMKOM
dapmanigep,
C.A.): bionab
C.I., Icnanisa

peakuii” BignoBigHO 4O OHOBMEHOI iHpopmallii 3

6e3neku gitoyoi pevoBuHM ibynpodeHy 3rigHo 3

pekomeHgauismm PRAC. TepMiH BBEOEHHS 3MiH
npoTsarom 3 MicsiLiB nicnsi 3aTBEpPAKEHHS.

105.

IBYMPOM _
ANs QITEN
®OPTE

cycneHsis opanbHa
no 200 mr/5 mn, no
30 mn, 100 mn, 150
mn a6o 200 mny
cnakoHi; no 1
dnakoHy B
KOMMAEKTi 3i
LLINPULIOM-
o3atopom no 5 mn

IOHina6, I

CLA

Bupo6HMUTBO,
nepBuHHE Ta
BTOPWHHE
nakyBaHHs,
KOHTPOMNb SIKOCTI,
BUNYyCK cepii
roToBOro
NpoayKTy:
Papmacbeppa

IcnaHis/
Hinepnangm
/ Monblua

BHECEHHS 3MiH [0 peecTpauinHMX maTtepianis: 3miHn |
TMny - 3MiHM Wwopo 6e3nekn/edpekTMBHOCTI Ta
dapmakoHarnsgy. 3miHa y KopoTkili XxapakTepuctuui
nikapcbKkoro 3acoby, TEKCTi MapKyBaHHsI Ta iHCTPYKUiT
ONst MEAUYHOrO 3aCTOCYBaHHA Ha nifcTasi perynspHo
OHOBIIOBAHOrO 3BiTYy 3 6e3neku nikapcbkoro 3acoby,
abo pocnimkeHb 3 6e3nekn 3acTocyBaHHS NikapcbKoro
3acoby B nicnsipeecTpauiinuii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCMIAXEHb, MPOBEAEHNX

6e3
peuenma

He
nionsieae

UA/15878/01/02
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Haszea
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3aseHuUK

Kpaina
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3acoby

JliKapcbKo20

(nikapcbka ¢gpopma,
ynakoeka)
B KAPTOHHIl Kopobui

3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

IIponmoskeHHs nomaTka 3

Homep
peecmpayitiHo20

106.

IBYNPOM
MAKC

TabneTku, BKPUTI

tOHina6, N

CLA

MaHydek4ypiH,
C.J1., IcnaHis;
BupobHmuTBO,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPOMb SIKOCTI,
BUNYCK cepil
roToBOro
NpoaykKTy:
Hendapm
Bbnagen B.B.,
Higepnanaw;
KoHTponb sKocTi
(3a BUHSATKOM
MikpoGionoriyHo
ro KOHTPOIIO),
BUMYCK cepii
roToBOro
NpoayKTy:
dapmanigep,
C.A,, IcnaHisi;
BupobHuuTtBo,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPOMb SIKOCTI:
Epnedapm, C.J1.,
Icnanis;
AnbTepHaTuBHa
ainbHUUSA ons
npoBeAeHHs
MikpobionoriyHo
ro KOHTpOnto
(cybporosip 3
BMPOGHMKOM
dapmanigep,
C.A.): bionab
C.N., IcnaHis;
Bunyck cepii
roTOBOroO
NpoayKTy:
TOB OC
dapmalis,
MonbLya
Bupo6Huk,

Bi4NOBIgHO 40 NnaHy negiaTpmyHux gocnigkers (PIP)
(IHLWi 3MiHW). 3MiHM BHECEHO A0 IHCTPYKLiT Ans
MeOUYHOro 3aCToCyBaHHs! Nikapcbkoro 3acoby oo
po3ainie "OcobnueocTi 3acTocyBaHHs", "Mo6iYHi
peakuii” BignoBigHO 4O OHOBMEHOI iHopmalii 3
6e3neku gito4oi peyoBuHM ibynpodeHy 3rigHo 3
pekomeHaauismm PRAC. TepMiH BBEAEHHS 3MiH -
npoTsArom 3 MicsiLiB Micnsi 3aTBEPAXKEHHS.

noceio4yeHHs1

obornoHkot, no 400
MF; no 6 TabneTok y
GnicTepi, no 1
6nictepy B

KapTOHHiIl kopobuj;

BiAnoBiganbHUN
3a yMaKoBKY,
KOHTpOMb Ta
BUNYCK cepil

roToBoro

Monbwa/
Benuka
BpuTaHis

BHECEHHS 3MiH 0 peecTpaLiiHux MaTepianis: 3miHu |
Tmny - 3MiHK Wwopao 6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsay. 3miHa y KopoTkili XxapakTepuctuui
nikapcbKkoro 3acoby, TEKCTi MapKyBaHHsI Ta iHCTPYKLiT
ONst MEAUYHOrO 3aCTOCYBaHHSA Ha NiAcTaBi perynspHo

6e3
peuenma

nidnsieae

UA/1361/01/01

OHOBJIIOBAHOTO 3BIiTY 3 Ge3neku nikapcbkoro 3acoby,
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
no 12 rabnetok y NpoJYyKTY: abo gocnigxeHb 3 6e3nekn 3acTocyBaHHSA NikapcbKoro
GnicTepi, no 1 abo 2 TOB tOC 3acoby B nicnspeecTpauiiHuin nepioa, abo sik
Gnictepu B dapmalis, pe3ynbTaT OUiHKK 3BiTY 3 AOCNiOKEeHb, NPOBEeAeHNX
KapTOHHi KOpoOLyi; MNonbLa; Bi4NOBIgHO 40 NnaHy negiaTpuyHux gocnigkers (PIP)
no 24 tabnetkn y BnpobHuK, (iHWi 3MiHK) - 3MiHK BHECEHO A0 IHCTPYKUii Ans
cdnakoHi, no 1 BignoBiganbHUn MeOUYHOro 3aCToCyBaHHs! Nikapcbkoro 3acoby oo
¢nakoHy B 3a po3ainie "OcobnueocTi 3acTocyBaHHs", "Mo6iyHi
KapTOHHiI kopobui BMPOOHMLTBO, peakuii” BiANOBIAHO 40 OHOBMEHOI iHbopMmaLii 3
KOHTpOIb Ta 6e3neku fito4oi pedoBuHM iBynpodheHy 3rigHo 3
BUMYCK NPOAYKTY pekomeHaauismn PRAC.
in bulk: TepmiH BBeQEHHS 3MiH NpoTaroM 3 micauiB nicns
LWyedhapm 3aTBEPAKEHHS.
Cepsices Jl1a,
Benvka
BputaHis
107.| IBYNPOM TabneTkn, BKPUTI tOHina6, N CWA TOB tOC Monblwa BHECEHHS1 3MiH O peecTpauiHMX maTtepianis: 3miHu | 6e3 nidnsieae UA/19498/01/01
MAKC PP NniBKOBOKO dapmauin Tmny - 3MiHn Wwopao 6e3nekn/edpeKkTMBHOCTI Ta peuenma
o6onoHkoto, no 400 dapmakoHarnsgy. 3MiHa y KOpOTKili xapakTepucTuLi
Mmr; no 12 TabneTtok nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLiT
y bnictepi; no 1, 2 ANs MEAUYHOro 3aCTOCYBaHHSA Ha NiAcTaBi perynspHo
abo 4 Gnictepn y OHOBJHOBAHOrO 3BiTY 3 Ge3nekun Nnikapcbkoro 3acooby,
KapTOHHIl kopobui abo gocnigkeHb 3 6e3nekn 3acTocyBaHHs Nikapcbkoro
3acoby B nicnisipeecTpadiinui nepiog, abo sk
pesynbTaT OUiHKW 3BiTYy 3 AOCHIAXEHb, NPOBEAEHUX
BiANOBIgHO 40 NnaHy negiaTpuyHux gocnigxkeHs (PIP)
(iHLWi 3MiHW). 3MiHM BHECEHO A0 IHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHS Nikapcbkoro 3acoby Ao
po3ginie "OcobnueocTi 3acTocyBaHHS", "MobiuHi
peakuii” BignoBigHO 4O OHOBMEHO! iHhbopmallii 3
6e3neku gjtoyoi pe4oBuHM iBynpodeHy 3rigHo 3
pekoMeHgauisimu PRAC. TepMmiH BBeAEHHS 3MiH
npoTsirom 3 micsUiB Nicns 3aTBEPPKEHHS
108.| IBYNMPOM PP | Tabnetku, BKpUTI tOHina6, I CLUA TOB OC MonbLa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | bes nionsizae UA/19499/01/01
NNiBKOBOK dapmauin TMny - 3MiHK Wwopao 6e3nekn/edekTUBHOCTI Ta peuenma
obornoHkoto, no 200 dapmakoHarnsaay. 3miHa y KopoTKili XxapakTepuctui
mr, no 10 TabneTok nikapcbKkoro 3acoby, TEKCTi MapKyBaHHsI Ta iHCTPYKUiT
y bnictepi; no 1, 2 AN MeQuYHOro 3aCToCyBaHHSA Ha niacTasi perynspHo
abo 3 6rnictepn y OHOBJTHOBAHOrO 3BiTy 3 6e3nekun nikapcbkoro 3acooby,
KapTOHHI kopobui abo gocnigxeHb 3 6e3neku 3acTocyBaHHS NikapcbKoro
3acoby B nicnspeecTpaLiiHuin nepioa, abo sik
pe3ynbTar OLUiHKK 3BiTY 3 JOCNIOKEHb, NPOBEAEHNX
BiAMNOBIAHO A0 NnaHy neaiaTpuyHux aocnimkeHs (PIP)
(iHLWi 3MiHW). 3MiHM BHECEHO A0 IHCTPYKUiT Ans
MEeOUYHOro 3aCTOCyBaHHsI Nikapcbkoro 3acoby oo
po3aginie "OcobnueocTi 3acTocyBaHHs", "MobiuHi
peakuii” BignoBigHO 4O OHOBMEHO! iHhopmalii 3
6e3neku fitoyoi peyoBuHM iBynpodery 3rigHo 3
pekomeHaauismm PRAC. TepMiH BBEEHHS 3MiH -
npoTsirom 3 MicsiLiB Nicnsi 3aTBEpAXKEHHS.
109.| IBYNPOM Kancynu m'siki no KOHinab, Jn CWA [MepBuHHE Ta Monbwa/ BHECEHHS 3MiH O peecTpaLiiHMX maTtepianis: 3miHn | be3 nidnsieae UA/13880/01/01
CMNPUHT 400 mr, no 6 kancyn BTOpPUHHE Higepnangm TMny - 3MiHK Woao Gesnekn/edekTUBHOCTI Ta peuenma
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
MAKC y 6nictepi; no 1 nakyBaHHS, capmakoHarnsgy. 3MiHa y KOpOTKili xapakTepucTuLi
6nictepy B KOHTpOIb Ta nikapcbkoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
KapTOHHil KOpoOLyi; BUNYCK cepii: 08 MeQMYHOro 3acCToCyBaHHA Ha NiACcTaBi perynspHo
no 10 kancyny TOB tOC OHOBIHOBAHOrO 3BiTy 3 Ge3nekun nikapcbkoro 3acooby,
6nictepi; no 1 abo dapmauis, abo pocnimkeHb 3 6e3nekn 3acTocyBaHHS NikKapcbkoro
no 2 6nictepu B MonbLa; 3acoby B nicnsipeecTpauiiiuii nepiog, abo sk
KapTOHHIl kopobui BupobHuLTBO Ta pe3ynbTaT OUiHKK 3BiTY 3 AOCNiOKEeHb, NPOBEeaeHNX
KOHTPOIb SIKOCTi Bi4NOBIgHO A0 NnaHy negiaTpuyHux gocnigxers (PIP)
npoaykTy in (iHWi 3miHW). 3MiHM BHECEHO [0 iHCTPYKUiT Ans
bulk, kKOHTpOMb B MeOUYHOro 3aCToCyBaHHs! Nikapcbkoro 3acoby oo
npoueci po3sginie "OcobnueocTi 3acTocyBaHHs", "Mo6iuHi
BUPOBHMUTBA, peakuii" BianoBigHO 4O OHOBMEHOI iHGopMmaUii 3
KOHTPO~b cepil: 6e3neku gito4oi pedoBuHM ibynpodpeHy 3rigHo 3
MateoH pekomeHaauismn PRAC. TepmiH BBEAEHHS 3MiH -
CodTaxenc npotsarom 3 MicsauUiB Nicnsa 3aTBEPAXKEHHSA
B.B.,
HigepnaHaw;
KoHTponb cepii:
Mpokci
JlabopaTopis
B.B.,
Higepnanam
110.| IKEPBUC® Kpanni o4Hi, CaHTteH AT PiHnsHais BrpobHuuTBO, ®paHuis/ BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | 3a UA/17100/01/01
emyrbcis, 1 mr/mn; KOHTPOMb AKOCTI, diHnaHais Tmny - 3MiHuM wopo 6eanekn/edekTMBHOCTI Ta peuenmom
Ne 30 (5x6): no 0,3 nepBuHHE Ta dapmakoHarnsigy. BeegeHHst abo 3miHu go
M B THOOUK- BTOPUHHE y3aranbHeHVX AaHUX Npo cuctemMy hapmakoHarnsgy
KpanenbHuui ans nakyBaHHs: (BBEOEHHS y3aranbHEHVX JaHUX NPO CUCTEMY
OfHOKpaTHOro EKCENbBIKEH, dapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,
3acToCcyBaHHS; Mo 5 PpaHuis; BiAMOBIAANbHOI 3a 34iNCHEHHst hbapmakoHarnsay;
THOOUK-KpanenbHULUb Bunyck cepii: KOHTaKTHOI 0cobu 3 hapmMakoHarnsay 3asiBHvKa Ansi
y namiHoBaHomy CaHteH AT, 34icHeHHs hapmakoHarnsagy B YKpaiHi, SKWo BoHa
antomiHieBomy OiHNaHAais; BigMiHHa Bi yNOBHOBaXeHOi 0cobu, BignosigansHoi
nakeTi; no 6 nakeTiB BTopuHHe 3a 3[iCHeHHs hapmakoHarnagy (Bkrovaudm
Y KapTOHHIl kopobui nakyBaHHS: KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLLeHHi MacTep-
CEPBIMNAK, darina cuctemn chapmakoHarnsgy). 3miHa
dpaHuis yrnoBHOBaXeHOI ocobu 3asiBHUKa, BiAMOBIiganbHOI 3a
dapmakoHarnag,.
[Hitoya pepakuis: Oenbdina Beptpam. lNMponoHoBaHa
pepakuis: Tanio Kepttyna. 3miHa KOHTaKTHUX AaHUX
yrnoBHOBaxeHoi ocobwu, BianoBigansHoi 3a
dapmakoHarnag.
111.| IMYHO Kpanni gns Op. Tancc HimevuunHa Op. Tancc HimeyunHa BHECEeHHS1 3MiH 4O peecTpauiiHux maTtepianis: 3MiHu | bes UA/4959/02/02
TANCC nepoparbHOro HaTypBapeH HatypBapeH TMny - 3MiHK 3 sikocTi. [oTOBMIA Nikapcbkui 3acib. peuenma
POPTE 3acTocyBaHHs Mo 50 m6X meX CuctemMa KoHTenHep/3akynoptoBanbHui 3acib. 3miHa y

MA 'y chnakoHi 3
KpanenbHuueto; no 1
dnakoHy 3
KpanenbHuLeto y
KapTOHHiI kopobui

NepPBUHHIN yNakoBLi rOTOBOrO fikapcbkoro 3acoby
(iHWi 3MiHW) BBEGHHSI anbTepHaTUBHOIO
ekBiBaneHTHoro matepiany Repsol HPP0O8G gns
FBUHTOBOI KPULLKW. - 3MiHM | TUNY - 3MiHK 3 SIKOCTi.
CeprudikaT BignosigHocTi/lE-cepTudikat
BiAMoBigHOCTI €Bponencekini hapmakonei/moHorpadii.
3MiHK, NoB'si3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

BignoBigHiCTb 40 MoHorpadii dPY abo €BponencoKoi
chapmakonei, abo iHWOi HaLioHanbHOI dhapmakonei
nepxasu €C (3miHa y cneumdikaLisx, nos'a3aHa 3i

3miHamu B [J®Y, abo €Bponelickkii hapmakonei, abo

iHLWIN HauioHanbHIn apmakonei aepxasu €C) -
OHOBNEHHA cneundikauii 4N BU4aBNeHOro CoKy
exiHaLel nypnypoBoi BignoBiagHO 40 MOHorpadii €Bp.
dapm. 2282 «BunuasneHun cik 3 TpaBu exiHauel
nypnypoBoi, cTabinisoBaHunii eTaHoNoOM», 30Kpema
3MiHM 3a NokasHukoM «BigHocHa ryctuHay Ta
pedakuinHi npasku. - 3MiHM | Tuny - 3MiHK 3 AKOCTI.
CepTudikat BignosigHocTi/[E-cepTudikat
BignoBigHoCTI €Bponeiickkin hapmakonei/MmoHorpadii.
3MiHK, NoB'A3aHi 3 HeOOXIAHICTIO NPUBEAEHHS Y

BignoBigHicTb 40 MoHorpadii JPY abo €Bponencekoi
tapmakonei, abo iHLWOT HalioHanbHOT hapmakonei
Aepxasu €C (3miHa y cneumndikauisx, nos's3aHa 3i

3miHamu B [PV, abo €Bponelickkili hapmakonei, abo

iHWIi HauioHanbHiIN dhapmakonei aepxaeu €C) -

OHOBMEHHA cneundikaui NS BUNYCKy Ta AN TEPMiHY

npugatHocTi 113 BignoeigHo Ao MoHorpadii €8p.
dapm. 2282 «BuuasneHuit cik 3 TpaBu exiHauel
nypnypoBoi, CTabinisaoBaHnin eTaHoNom», 30kpema
3MiHM 3a NnokasHuKoMm «BigHocHa ryctuHa» Ta
pefakuinHi NpaBku.

112.

IHOANEH

TabneTkn, BKpUTI
obornoHkot, no 2,5
mr; no 10 TabneTok
y 6nicTepi; no 2 abo
3 abo 6 bnicTepiB y
KapTOHHI kopobui

dPapmaueBTUy
HUI 3aBop
“Monbdapma”
C.A.

Monbwa

dapmMaLeBTUYHN
1 3aBof
"MONb®APMA"
C.A.

Monbuwa

BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3miHu |
Tuny - 3MiHn 3 sikocTi. A®l. BupobHuuTBo. 3MiHM B
npoueci BupobHuuTea AP| (He3HayHa 3MiHa y 3aKpuTi
yacTuHi mactep-darina Ha A®l) HeaHayHa 3miHa y
3aKpuTi YacTuHi macTep-darnna Ha APl nos’a3aHa 3
npvBeAeHHsIM KOPOTKOro onucy npouecy Ta
TEXHOSOrYHOI CXEMW Y BiAMNOBIOHICTE 4O CXeMU
cuHTe3y. Cxema cuHTesy, SiK i BUPOOGHUYMIA NpoLuec
3anuwwuBecs 6e3 3miH. 3aTBepaxeHo RP-IP-QS1-Ed.
04-EP-(September 2019) 3anponoHoBaHo RP-IP-
QS21-Ed.05-EP. 3minu | Tvny - 3miHu 3 skocTi. ADI.
Bupo6HuuTBO (iHWi 3mMiHKM) OHoBneHHss ASMF Big
BupobHuka A®I Inganamigy Quimica Sintetica S.A.,
Spain 3atBepmxeHo AP-IP-QS1-ED.08-EP
(September 2019) RP-IP-QS1-Ed.04-EP-(September
2019) 3anponoHoBaHo AP-EU-IP-QS1-Ed.09-EP
(March 21) RP-IP-QS21-Ed.05-EP (June 2021)

3a
peuenmom

UA/0877/01/01

113.

IHOAMNEH SR

TabneTku, BKPUTI
06ornoHKoto 3
MoaudpikoBaHUM
BWBINbHEHHSIM NO
1,5 mr; no 14 abo no
15 TabneTok y
GnicTepi; no 2 abo
no 4 Gnictepu B
KapTOHHII kopobui

dapmaueBTuy
HWUI 3aBon,
"MOJIb®APM
A" CA.

MNonblua

dapmaueBTUYHN
1 3aBOA
"MOJIbOAPMA"
C.A.

MonbLa

3MiHu | TUny - 3miHu 3 skocTi. A®l. Bupo6HuuTBO.
3miHu B npoueci BUpobHuuTBa A®| (He3HavHa 3miHa y
3aKpUTIN YacTuHi mactep-ganna Ha AdPl) HesHauyHa
3MiHa y 3aKpuWTii YacTuHiI MmacTep-canna Ha AdPI
noe’si3aHa 3 NMpVYBEAEHHSM KOPOTKOrO ONncy npoLecy
Ta TEXHOIOrYHOI CXeMU Y BiANOBIAHICTb A0 CXemu
cuHTe3y. Cxema cuHTesy, siK i BUpOOGHUYMIA Npouec
3anvwwmece 6e3 3miH. 3aTBepaxeHo RP-IP-QS1-Ed.
04-EP-(September 2019) 3anponoHoBaHo RP-IP-

3a
peuernmom

UA/0877/02/01
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
QS21-Ed.05-EP 3MmiHu | Tuny - 3miHn 3 sikocTi. ADI.
Brpo6bHuuTBO (iHLWi 3mMiHu) OHoBneHHst ASMF Big
BnpobHuka A®I Inganamigy Quimica Sintetica S.A.,
Spain 3atBepaxeHo AP-IP-QS1-ED.08-EP
(September 2019) RP-IP-QS1-Ed.04-EP-(September
2019) 3anponoHoBaHo AP-EU-IP-QS1-Ed.09-EP
(March 21) RP-IP-QS21-Ed.05-EP (June 2021)
114.| IH®AHPUKC cycnensisa (DTPa- nakcoCmiTKn Benuka "makcoCwmitKnsa Benebrisa BHECEHHS 3MiH 40 peecTpauinHux maTepianis: 3MiHu | 3a UA/16235/01/01
FEKCA™/INF HBV-IPV) ans anH Excnopt BpuTaHis NH Bionogxikana Tmny - 3MiHm 3 sikocTi. A®l. BUpobHMLTBO. 3MiHK peuenmom
ANRIX iH’ekui no 0,5 mn (1 Nimiteq C.A. BUNpoOyBaHb abo 4ONyCTUMMX MEX Y NpoLeci
HEXA™ [o3a) Ta niodginisat BMpOGHMLUTBa ADI, L0 BCTAHOBIEHI Y crieumdikaLisix
KOMBIHOBA | (Hib) 1 nonepeaHbo (DogaBaHHsi HOBOro BMMNPOBYBaHHSA Ta 4OMYCTUMUX
HA HanoBHEHUN Mex) [logaBaHHsA TecTiB y npoueci BMpobHMuTBa
BAKLIMHA 0HOPa3oBun aHTureHis kawnoky (Pa) (IPM - In-process monitoring
ans wnpwy (no 0,5 mn (1 test): BmicT aktuBHoro PT Ha knitnHax CHO,
MPO®IAKT [03a)) y KOMMeKTi 3 BioHaBaHTaxeHHs (Ha TSA Ta Ha SDA), Bmict
UKH [BOMa rornkamu Ta €HOOTOKCUHY XPOMOTr€HHUM KIHETUMHUM METOLOM.
OUDTEPI, drakoH 3 3MiHn | TMny - 3miHn 3 skocTi. A®Il. KoHTponb AdI.
NMPABLUA, niodpinizatom (Hib) 3miHa y napameTpax cneuudikaui Ta/abo
KALLUJTHOKY ansa 1 gosu, wo OOMyCTUMMX MEX, BUSHAUYEHUX y crieundikaLisx Ha
(ALUENIONAP | amiwyoTbes nepeq A®I, abo BUXigHWUI/MPOMIKHWUIA NpOAYKT/peareHT, Wwo
HUN BUKOPUCTaHHAM BUKOPUCTOBYIOTLCS Y Npoueci BupobHuuTea AdI
KOMMOHEHT | (wnpwu 3 ronkamu (3BY>XKEHHSA AONMYCTUMUX MEX, BUSHAYEHNX Y
), FENATUTY 3aKpuUTi ryMOBUMMN cneumndikauii) logaBaHHA KpUTEPIKO NPUAHATHOCTI Ans
B, KoBnaykamu); OBi BMNPOOYBaHHS 3a Noka3HMkoM «BmicT Binka 3a
noniomieni ronku (ogHoro KINbKICHUM BMICTOM a30Ty» ANS TPbOX aHTUreHIiB
TY TA po3mipy), Wwnpuy Ta KaLunoka (kaLumokoBuii aHaTokcuH (PT),
3AXBOPIOB naKkoH repMeTUYHO hinameHTo3HWI remarntoTuHiH (FHA) Ta neptakTuH
AHb, 3anakoBaHi y (PRN)) Ha eTani BUpOGHMLITBA MiCNS OYMLLEHHS
3BYAHUKOM | nnacTukoBuin (neTtokcudikauii dpopmaneaerigom) sik Quality Control
AKUX € KOHTenHep; no 1 abo Release (QCR) test. 3miHu | TNy - 3miHK 3 AKOCTI.
HAEMOPHIL no 10 nnacTukoBmx A®I. KoHTponb A®I. 3miHa y napameTpax
us KOHTeNHepiB y cneumdikalin Ta/abo 4ONYCTUMUX MEX, BUSHAYEHUX Y
INFLUENZAE | kapTOHHil kopobui 3 cneuudikauisix Ha A®l, abo BUXiAHWNI/MPOMIXHMIA
TNy B MapKyBaHHAM npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLIEC

YKpalHCbKOIO MOBOIO;
1 nonepegHbLO
HaMoBHEHWN
OfjHOopa3oBui
wnpwuy (no 0,5 mn (1
[03a)) y KOMNNeKTi 3
[BOMa ronkamu Ta
rakoH 3
nioginizatom (Hib)
ansa 1 gosu, wo
3MiLlyoTbCs nepes
BUKOPUCTAHHSAM
(wnpwy, 3 ronkamu
3aKpUTi TyMOBUMY
KOBMaykamu); aBi
ronku (ogHoro

BMpoGHMUTBa ADI (iHLWi 3miHM) 3miHa kaTeropii TecTy
BwmicT 6inka 3a aHanizom a3oty 3 QCR (Quality Control
Release) Ha QD (Quality Decision test) anst aHTureny
PT i Ha IPM (In-process monitoring test) ans aHTureHis
FHA ta PRN, a Takox nepemilLleHHs TeCTY Ha YNCTOTY
aHTureHy/ineHTudikaujtio aHTureHy metogom SDS-
PAGE (Coomassie) 3 ouuLLeHoi Macu nicns etany
o6’egHaHHs Ha eTan nepen 06’egHaHHsM QCR
(Quality Control Release). 3miHu | Tuny - 3miHn 3
sikocTi. A®Il. KoHTponb A®l. 3miHa y meTogax
BunpobysaHHa APl abo BuxigHOro
marepiany/npoMixXHOro NpoaykKTy/peareHTy, Lo
BUKOPUCTOBYETbLCS y Npoueci BupobHuutea AdI
(He3HauHi 3MiHM y 3aTBEPAKEHNX MeToAaX
BuNpobyBaHHs) 3MiHW B NpoLieaypi BUNpobyBaHHS
BMICTY aKTMBHOTO KaLLIIOKOBOIO aHaTOKCUHY LUMISIXOM
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IIponmoskeHHs momaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
po3mipy), Wwnpuy Ta KynbTUBYBaHHSA Ha knitTnHax CHO B ouuLLeHin maci
dnakoH repMeTU4HO FHA nicns o6’eaHaHHs nepeq AeTokcuKalieto Ta
3anakoBaHi y [oOaBaHHA TOYHOCTI MOPIBHAHHSA KiHLEBOrO
nnacTukoBMmn pe3ynbTarty 3i cneyudikadieto. 3miHn Il Tuny - 3miHm 3
KOHTenHep; no 1 abo akocTi. A®Il. Kontponb A®I. 3miHa y napameTpax
no 10 nnacTukoBuMX cneundikaui Ta/abo 4oNyCTUMMUX MEX, BUSHAYEHWUX Y
KOHTENHEpIB y cneundikauisix Ha APl, abo BUXigHUA/MPOMIXKHWIA
KapTOHHiI kopobui 3 NpoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NMPOLIECI
MapKyBaHHSIM BMpo6HMUTBa ADI (BUNyYeHHS napameTpa
AHrMiNCbKOK MOBOIO cneundikauii, KM MOXe MaTu CyTTEBUIA BNUB Ha
3i cTUKkepamm akicTe A®| Ta/abo rotoBoro nikapcbkoro 3acoby)
YKpalHCbKOO MOBOIO BuganeHHs TecTiB anst aHTUreHiB kawntoky (Pa) 3
METO rapMoOHi3auii cTpaTerii KOHTPON0 NPOAYKTY: -
Quality Decision test: MikpobionoriyHa ynctota (Ha
eTanax nornepeaHbLoro KynbTuByBaHHS); PicT
MiKpoopraHi3miB Ha cepegosuLli Bopae->Kanry,
lopeHTudpikauia Bordetella pertussis metogom
MikpockoniyHoro aHanisy; - Quality Control Release
test: BusHaveHHs xuttesgartHoi Bordetella pertussis
METOAOM OLiHKW, |aeHTudikauis aHTureHy MmeToaom
ELISA, AHTUreHHa akTuBHiCTb MeToaom ELISA.
PepakuinHi npaeku go posginie 3.2.5.2.4, 3.2.5.4.2.
115.| IH®AHPUKC cycnensia (DTPa- nakcoCmiTKn Benuka "makcoCmiTKns Benebriga BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | 3a UA/16235/01/01
FEKCA™/INF HBV-IPV) ans SAMH Ekcnopt BpuTaHis NH Bionopgxikana TMny - 3MiHK 3 akocTi. A®I. KoHTponb APl 3miHa y peuenmom
ANRIX iH’ekuin no 0,5 mn (1 NimiTen C.A. MeTodax BunpobyeaHHs APl abo BuxigHoro
HEXA™ no3a) Ta nioginisat marepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
KOMBIHOBA | (Hib) 1 nonepegHbo BUKOPUCTOBYETbLCS y Npoueci BUpobHmuTea AP (iHLwi
HA HanoBHEHWN 3MiHW). YCyHEHHs1 po3BiXXHOCTEN MiXK 3aTBEPIKEHUMU
BAKLUMHA OfHOpa3oBUi po3ainamu peectpadinHoro gocke 3.2.S Ta
anAa wnpwuy (no 0,5 mn (1 eKkcnnyaTauinHO AOKyMEHTALIE0 CTOCOBHO KOHTPOSO
MPO®INAKT [03a)) y KOMNNekTi 3 nocisHoro matepiany (Master and Working Seed), wo
UKU [BOMa rofnikamu Ta BUKOPUCTOBYETLCA 41151 BUPOOHMLTBA [itoY0i
OU®TEPII, dnakoH 3 peyvoBuHM Haemophilus influenzae tuny b (Hib) Ha
NMPABLA, niogpinizatom (Hib) BUPOGHMYMX AinbHUUsX y Benbrii Ta CuHranypi
KALUIIOKY ans 1 gosu, wo
(ALUENIONAP | 3miwytoTbea nepea
HUN BUKOPUCTaHHAM
KOMMOHEHT | (wnpwu 3 ronkamm
), TENATUTY 3aKpuTi rymoBUMUH
B, KoBnaykamu); aBi
noniomieni ronku (ogHoro
TYTA po3mipy), Wwnpuy Ta
3AXBOPIOB nakoH repMeTUYHO
AHb, 3anakoBaHi y
3BYAHUKOM | nnacTtukoBuii
AKUX € KOHTenHep; no 1 abo
HAEMOPHIL no 10 nnacTukoBmx
us KOHTeNHepiB y
INFLUENZAE | kapTOHHil kopobui 3
TNy B MapKyBaHHAM

YKpailHCbKO MOBOI;




61 ITpomoBkeHHs toaaTka 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
1 nonepegHLO
HanoBHEHWI
oAHOpa3oBun
wnpwy (no 0,5 mn (1
[03a)) y KOMNNekxTi 3
ABOMa ronkamu Ta
bnakoH 3
nioginizatom (Hib)
ans 1 gosu, Wwo
3MiLLyoTbCA nepen
BMKOPUCTaHHSAM
(wnpwuy 3 ronkamm
3aKpUTi TYMOBVMM
KoBMaykamw); aBi
ronku (ogHoro
po3mipy), Wwnpuy, Ta
NakoH repMeTN4HO
3anakoBaHi y
nnacT1KoBun
KOHTenHep; no 1 abo
no 10 nnacTMkoBux
KOHTENHepIB y
KapTOHHIN kopobu,i 3
MapKyBaHHAM
aHrMiNCbKOI0 MOBOIO
3i cTukepamm
YKpalHCbKO MOBOKO
116.| IH®OAHPUKC cycneHsisa (DTPa- nakcoCmiTKn Benuka "makcoCwmiTKns Benebris BHECEHHS 3MiH 10 peecTpauiiHnxX maTtepianis: 3amiHu | 3a UA/15832/01/01
INB XIb IPV) ans iv’exuint no anH Exkcnopt Bputanis nH Bionopxikans TMny - 3MiHK 3 SKoCTi. [OTOBMI Nikapcbkuin 3acib. peuenmom
KOMBIHOBA | 0,5 mn (1 gosa) Ta Nimiteq C.A. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
HA niodgpinizat (Hib); MeToaax BUNpobyBaHHS rOTOBOrO MikapcbKoro 3acoby
BAKLIMHA cycneHsia (DTPa- (iHWi 3MiHK). He3HayHi 3MiHM 40 TeKCTy aHaniTM4HoI
ana IPV) ons iv’exuint no METOAMKM BUNPOOYBaHHS Ait040i pe4OBMHM Ta
MPO®INAKT 0,5 mn (1 po3a) y roTOBOro NPOAYKTY 3a NOKa3HUKOM laeHTudikauis
UKH nornepegHL0 meTtoaom ELISA (Identity by ELISA) PRP-aHTUreny.
OU®TEPII, HanoBHEHOMY BupaneHHs kputepiie BanigHocTi Ansa TecTy Identity by
NMPABLA, ofHOpa3oBOMY ELISA. 3minun | Tuny - 3miHn 3 sikocTi. A®I. KoHTponb
KALLUJTOKY wnpuui Ne 1y A®I. 3miHa y meTogax BunpobyBaHHa AP| abo
(ALUENONAP | komnnekTi 3 gBOMaA BMXiAHOro Matepiany/npoMiXkHOro NpodyKTy/peareHTy,
HUN ronkamu Ta LLI0O BUKOPUCTOBYETLCS Y npoLieci BupobHuutea AdI
KOMMNOHEHT | niodcpinisar (Hib) y (iHWi 3MiHK). BHeceHHs1 yTOYHeHb Ta yHidikauis
), dnakoHi Ne 1, wo iHdbopMmaLii B 3apeecTpoBaHOMY AOCLE Ta
noniomMieni 3MiLlyoTbCs nepes BUPOGHMYOI0 JOKYMEHTALEI LLOAO BU3HAYEHHS
TY TA BUKOPUCTAHHAM: NO BMICTY BinbHUX nonicaxapuais metogom ELISA (Free
3AXBOPIOB 1 nonepenHLO PS Content by ELISA) npu npoBeaeHHi KOHTpono
AHb, HarnoBHEHOMY [itoYoi pevoBuHN. BuganeHHs kputepiie BanigHoCTI
3BYAHUKOM | opHopasoBomy ans tecty Free PS Content by ELISA.
AKUX € LINpULY Y KOMMMEeKTi
HAEMOPHIL 3 ABOMa ronkamu ta
us 1 dpnakoHom 3
INFLUENZAE | nioginizatom (Hib) y




62 ITpogoBxeHHs HoJaTKa 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
TUMNY B BaKyyMHil
CTepUnbHiIn
ynakosui; no 1
BaKyyMHil
CTepUIbHIi ynakosLi
Y KapTOHHI Kopobui
117.| IHOJIAMA®E | po3unH Ans iH'ekuin, TOB "HIP" Ykpaina TOB "HIP" Ykpaina BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3MiHu | 3a He UA/0611/01/01
PTUH® no 2 mn B amnyni; Tuny - 3MiHK 3 siKocTi. FoTOBWI NikapcbkuMii 3acib. peuenmom | niidnszae
no 5 a6o 10 amnyn B Cuctema KoHTelHep/3akynoptoBanbHui 3acib. 3miHa
KopobLji 3 KapTOHyY 3 PO3Mipy ynakoBKM rOTOBOro NikapcbKoro 3acoby (3MiHa
noniMmepHo KinbKoCTi oanHULb (Hanpuknag TabneTok, amnyn
YapyHKOBOI TOLLO) B ynakoBLi:) - 3MiHa no3a gianasoHom
BKNaaKowo 3aTBEPAKEHNX PO3MIPIB YNakoBKN. 3MiHW Y BTOPUHHIN
ynakoBLji, a came: AoAaBaHHA HOBOTO pO3Mipy
YNakoBKW-MO 2 MS1 B aMmnyni CKNsHin, no 5 amnyn B
Kopobui 3 kapToHy. 3MiHM BHeCeHI B po3ain "Ynakoeka"
B iHCTPYKLit0 ANS MEANYHOro 3aCTOCYBaHHSA
nikapcbKkoro 3acoby y 3B’s13ky 3 4OAABaHHSIM NEBHOIO
po3Mipy ynakoBku (no 5 amnyn B kopobLi), sik Hacnigok
- 3aTBEPPKEHHSI TEKCTY MapKyBaHHS OAATKOBUX
yNaKoBOK NikapcbKoro 3acoby.
118.| IH®OPC TabneTkn, BKpUTI AT "®apmak” YkpaiHa CaHeka Cnosaubka BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis: 3MiHa 3a UA/16335/01/01

NniBKOBOKO dapmachbtoTikan Pecny6bnika 3asBHuka J13 (MIBIT) (BnacHuka peecTtpauiiHoro peuenmom
obonoHkoto, no 50 3AT noceigyeHHst) (3rigHo Hakasdy MOS Big 23.07.2015 Ne

mr; no 4 a6o no 10
Tabnetok y 6nictepi;
no 1 6nictepy B
KapTOHHI nayi; no
4 abo no 10
Tabnetok y 6nictepi;
no 2 6nictepu B
KapTOHHIM nayi; no
4 Tabnetkn y
6nicTepi; no 3
Gnictepu B
KapTOHHIN nayui; no
1 Tabnetuiy
Gnictepi; no 1
Gnictepy B
KapTOHHIN nayui; no
4 Tabnetkmn y
GnicTepi, no 5
GnicTepis B
KapTOHHIN nayui

460). BBegeHHs 3MiH NpoTsirom 6-Tu MicsAuiB 3 AaTy
3aTBepAKEHHS. 3MiHu | Tuny - 3miHM Wwoao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBeneHHs abo 3MiHM 00 y3aranbHEHUX AaHuX nNpo
cuctemy papmakoHarnsaay (BBeAeHHs y3aranbHeHux
[AaHuX npo cuctemy chapmakoHarnsgy, aMiHa
YNOBHOBaXeEHOI 0cobu, BignoBigansHoi 3a 30iNCHEHHSA
apmakoHarnsay; KOHTaKkTHOi ocobu 3
hbapmakoHarnsgy 3asiBHUKa ANs 30iNCHEHHS
dapmakoHarnagy B YkpaiHi, K0 BOHa BiAMiHHa Bif
YNOBHOBaXeEHOI 0cobu, BignoBigansHoi 3a 30iNCHEHHSA
hapmakoHarnsiay (BKoYaryy KOHTaKTHI AaHi) Ta/abo
3MiHM Yy pO3MiLLeHHi MacTep-danna cuctemm
dapmakoHarnsgy).
3miHa ynoBHOBaxeHOoT 0cobu 3asiBHUKa,
BignosiganbHoi 3a hapMakoHarnsag. [itova pegakuis:
IBaH Kimnpiy / Ivan Cimprich.
MponoHoBaHa pepakuis: Kopaepo NanvHa AHgpiiBHa.
3MiHa KOHTaKTHMX JaHWX YNOBHOBaXEHOI 0cobu
3asiBHUKA, BignoBiganbHoi 3a oapMakoHarnsag. 3miHa
MicLle3HaxomKeHHs MacTep-channa cuctemm
hapmakoHarnsigy Ta oro Homepa. 3MiHa Micus
3[iiCHEHHS OCHOBHOI AiANbHOCTI 3 hapmakoHarnsay.
3MmiHu | TUNY - 3miHKn Wwopo 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsgy (iHwi 3miHM). 3MiHM BHECEHO B TEKCT
MapKyBaHHS BTOPUHHOI YMAKOBKy a CaMe: BUITy4YeHO
Ha3By [il040i pevyoBMHN Ta Ao3yBaHHs 3 N. 2 "KinbKicTb




63 ITpogoBxeHHs HoJaTKa 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
nito40i pevyoBMHKU", BHECEHO iHChopMaLito LLOAO 3MiHM
3asBHUKA, OHOBNEHO iHdopmauito y n. 12 "Homep
PeecTtpauinHoro noceigyeHHs", y n. 17 "lHwe" goaaHo
nikapcbKy dopMy Ta A03yBaHHs, OAaHO NoroTun
3asBHUKA, KOHKPETU30BaHO TEXHIYHY iHdopmaLiio. B
TEKCTi MapKyBaHHS NEPBUHHOI YMAKOBKW Y N. 2
"KinbkicTb gito4oi pe4yoBuHW" goAaHO nikapCbky
dopmy, y n. 6 "IHWe" gogaHo Nnorotun 3asiBHUKA.
119.| IH®OPC TabneTkn, BKpUTI AT "dapmak” YkpaiHa CaHeka CnoBaubka BHECEHHS 3MiH [0 peecTpauiiHux maTepianis: 3amMiHa 3a UA/16335/01/02
NniBKOBOKO dapmachbtoTikan Pecny6bnika 3asBHuKa J13 (MIBIT) (BnacHuka peecTtpauiiHoro peuenmom
o6onoHkoto, no 100 3 AT noceigyeHHs) (3rigHo Hakazy MOS Big 23.07.2015 Ne
Mr no 4 abo no 10 460). BBegeHHs 3MiH NpoTsirom 6-Tu MicauiB 3 gatm
TabneTtok y Gnictepi; 3aTBEepAKEHHS. 3MiHM | TMNy - 3MiHW Woao
no 1 6nictepy B 6esnekn/edeKTMBHOCTI Ta hbapmakoHarnsagy.
KapTOHHIN nayui; no BBepneHHs abo 3MiHM 0 y3aranbHEeHUX AaHUX Npo
4 abo no 10 cuctemy hapmakoHarnsay (BBeAeHHs y3ararnbHeHux
TabneTtok y 6nictepi; AaHuX Npo cuctemy hapmakoHarnsgy, aMiHa
no 2 6nictepu B YNOBHOBa)eHOi 0cobu, BignoBigansHoi 3a 34iACHEHHS
KapTOHHIN nayui; no chapmakoHarnsgy; KOHTakTHoi ocobu 3
4 Tabnetkny dapmakoHarnsay 3asiBHUKa ANs 30iNCHEHHSA
Gnictepi; no 3 thapmakoHarnagy B YkpaiHi, SKLWO BOHA BigMiHHA Big
Gnictepu B YNOBHOBa)eHOi 0cobu, BignoBigansHoi 3a 34iACHEHHS
KapTOHHIN nayui; no apmakoHarnsaay (BkoYarum KOHTaKTHI AaHi) Ta/abo
1 TabneTuiy 3MiHW Yy pO3MilLleHHI MacTep-charnna cuctemm
Gnictepi; no 1 dapmakoHarnagy).
Gnictepy B 3MiHa ynoBHOBaXeHOi 0cobu 3asiBHMKA,
KapTOHHIN nayui; no BignosiganeHoi 3a hapMakoHarnsag. [itoya pegakuis:
4 Tabnetkn y IBaH Kimnpiy / Ivan Cimprich.
6nictepi, no 5 MponoHoBaKra pepakuis: Kopaepo NanuHa AHgpiiBHa.
GnicTepis B 3MiHa KOHTaKTHMX JaHWX YNOBHOBaXeEHOI 0cobu
KapTOHHIN navui 3asBHUKa, BiAnoBiganbHoi 3a chapmakoHarnag. 3MiHa
MiCLIe3HaxomKeHHA MacTep-channa cuctemm
hapmakoHarnsigy Ta oro Homepa. 3MiHa mMicus
3[iiCHEHHS OCHOBHOI AiANbHOCTI 3 hapmMakoHarnsay.
3minHn | TMny - 3MiHn Wwopo 6e3nekn/edpeKTUBHOCTI Ta
dapmakoHarnsgy (iHwi 3miHM). 3MiHWM BHECEHO B TEKCT
MapKyBaHHSI BTOPUHHOI YMaKoBKy a came: BUIy4eHO
Ha3BY Ajl040i pevoBUHM Ta A03yBaHHSA 3 n. 2 "KinbkicTb
Aito40i pevyoBrHKU", BHECEHO iHGhopMaLito LLOAO 3MiHU
3asiBHMKa, OHOBNEHO iHopmaLio y n. 12 "Homep
PeecTpauinHoro nocsigyeHHs", y n. 17 "lHwe" goaaHo
nikapcbKy bopMy Ta [03yBaHHSs, AOAAHO NOroTun
3asiBHMKa, KOHKPETN30BaHO TEXHIYHY iHbopmaLito. B
TEKCTi MapKyBaHHS NePBUHHOI YMaKoBKU y M. 2
"KinbKicTb Aito4oi pevyoBuHU" AoAaHo nikapCbky
copmy, y n. 6 "IHwe" 4oAaHO NOroTUN 3asiBHUKA.
120.| KARNIO NOPOLLIOK ANA TOB "UcTok- YkpaiHa TOB "UcTok- YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minu |l bes UA/5815/01/01
NMEPMAHIAH | posunHy ans Mnoc" Mntoc" Tuny - 3MiHu 3 sikocTi. A®l. Bupo6HuuTBO. 3MiHa peuenmy
AT 30BHILIHLOrO BMPOGHMKa BUXiOHOrO/MPOMIXXHOIO NPOAYKTY/peareHTy,

3aCTOCyBaHHA Mo 5
r, 1 dnakoH 3

LLI0 BUKOPUCTOBYHOTLCS Yy BUPOBOHMYOMy npoueci AP,
abo 3miHa BUpobHuKa (BKMOYa4K, e HeobxigHo,
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OJIOB)KEHHS 104aTKa 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
NOPOLLIKOM MicLe npoBefeHHs kKoHTpornto sikocTi) APl (3a
BiJCYTHOCTI cepTudikaTta BignoBigHOCTI €Bponemncokiin
hapmakonei y 3aTBepmxeHOMY 4OCLE)(BBEOEHHS
HoBoro BMpo6Huka A®I, konu He nogaeTbcst MacTep-
dann Ha A®| Ta Lo BUMarae 3Ha4Hoi 3MiHn 40
BignoBigHoro po3ainy gocke Ha AdI) -
BBepneHHs anbTepHaTnBHOro BUpobHuka APl Kanito
nepmaHraHat — CHONGQING CHANGYUAN GROUP
LIMITED/ YYHLNH YAHIHOAHL I'PYM NNIMITEQ.
121.| KBAUT® TabneTkn, BKpUTI AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3miHu Il be3 UA/17603/01/01
3ACMOKIANK | nniskosoto Tmny - 3MiHn 3 axkocTi. A®I. (iHwi 3miHn) MoaaHHA peuenma
BUN o6onoHkoto, no 10 oHoerneHoi Bepcii DMF eCDT seq 0000 (March 2023)
TabneTtok y Gnictepi, (nonepepaHs Bepcis DMF (CTD v7 April 2020) Big
no 2 abo 4 énictepu BupobHuKka AP| «ExkcTpakT Macudnopu cyxmmny,
y nayui BMpobHMUTBaA koMNaHii «Biosearch S.A., IcnaHis».
Poszginu AM® apgantoBaHi 4O NOTOYHMX nocunaHe EP.
3miHeHo Ha3By BMpobHuka Biosearch S.A., IcnaHis Ha
Biosearch S.A.U., IcnaHis.
122.| KBAUT® TabneTkn, BKpUTI AT "®apmak” Ykpaina AT "®apmak” Ykpaina BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | bes UA/17603/01/01
3ACMOKIANU | nniskoBoto Tmny - 3MiHm 3 sikocTi. CepTndikaT BignosigHOCTI/IE- peuenma
BUN o6ornoHkoto no 10 cepTudikaT BianoBigHOCTI €BpoNenchbKin

Tabnetok y bnictepi;
no 2 abo 4 6nictepu
y nauyui 3 kKapToHy

apmakonei/moHorpadii. 3mMiHu, NoB'a3aHi 3
HeobXiAHICTIO NpMBeAeHHs Y BiANOBIAHICTL A0
MoHorpadgii [1®Y abo €sponeickkoi hapmakonei, abo
iHLWOI HaLioHanbHoOI dapmakonei aepxasu €C (iHLi
3MiHn). MpuBeaeHHsA nokasHuka «Onucy» API Ekctpakr
TpaBu nacudnopun cyxuvi o Bumor MoHorpadii EP ta
BMPOBHMKa: BUNYyYEHO CMak Ta 3anax cybcTaHLii,
[0AAHO, L0 MOPOLLOK aMOpdHUIA). 3aTBEPAXEHO:
Onwuc. MopoLLok 3eneHyBaTo-KOPUYHEBOTO KONbOPY 3
XapaKTepHUM 3anaxom Ta CMakoM. 3anpornoHOBaHo:
Onuc. AMOPdHMIA NOPOLLIOK 3ereHyBaTo-KOPUYHEBOTO
konbopy. 3miHu | Tuny - 3miHn 3 sikocTi. CepTuUdikat
BignosigHocTi/l'E-cepTudikat BignosigHoCTi
€Bponencokin hapmakonei/moHorpadii. 3mMiHu,
noB'si3aHi 3 HeOOXiAHICTIO NPUBEAEHHS Y BiANOBIAHICTb
0o moHorpadii 1®Y abo €sponeiickkoi hapmakoner,
abo iHWoi HauioHanbHOI hapmakonei Aepxasun €C
(iHwi 3miHn). MpuBeaeHHsM nokasHuka «KinbkicHe
Bu3Ha4yeHHs» A®I EkcTpakT TpaBu nacngnopmu cyxui
00 BumMmor moHorpadgii EP. MeToavka BU3Ha4eHHs
npvBegeHa 4o BuMor MoHorpadii EP Ha EkcTpakt
TpaBu nacudnopu cyxui. MeToaumky KinbKicCHOro
BM3HAYEHHSA METOAOM yrbTpadpioneToBoi
cnekTpodoToMeTpii (2.2.25) 3aMiHEHO Ha BU3HAYEHHSI
MeToAOM piaMHHOI XpoMaTorpadii (2.2.29). 3miHeHo
HOpPMYyBaHHS Cymu pnaBoHOiAiB 3 «He MeHwe 2,0 % B
nepepaxyBaHHi Ha BiTeKCiH» Ha «He MeHwe 1,5 % B
nepepaxyBaHHi Ha i30BiTekcuH (be3BoaHuUi
eKkcTpakT)». 3aTBepakeHo: KinbkicHe BU3HaUYEHHS.
dnasaHoign. BusHayeHHs1 NnpoBoAATb METOAOM
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abcopbuiiHoi cnekTpodoToMeTpIi B
ynbTpadioneToBili i BuanMIiN obnactsx (AdPY*, 2.2.25).
Cywma cpnaBaHoifiB — He MeHwwe 2,0% B
nepepaxyBaHHi Ha BiTEKCiH. 3anponoHOBaHO:
KinbkicHe BM3Ha4eHHsi. Bu3HauyeHHs1 NnpoBOAATb
MeTOoAOM PignHHOI XxpomaTtorpadii (EP, AdY, 2.2.29).
Cyma chnaBaHoigis — He meHwe 1,5 % B
nepepaxyBaHHi Ha i30BITEKCUH (6e3BOAHWI EKCTPAKT).
3MiHn | TMny - 3miHn 3 skocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT BignoBigHOCTI
€Bponencokin apmakonei/moHorpadii. 3mMiHu,
noB'A3aHi 3 HEOOXiOHICTIO NpUBEAEHHS Y BigNOBIgHICTb
0o MoHorpadii 1dY abo €sponeiicekoi hapmakoneri,
abo iHWoi HauioHanbHOI hapmakonei Aepxasmn €C
(iHWi 3miHK). MpuBEOEHHSM NOKasHUKa
«lpeHTudikauis» APl EkctpakT TpaBu nacudiopu
cyxun go sumor moHorpadii EP. Metoaunka
BU3HaYeHHs npuBeaeHa Ao sumor moHorpadii EP Ha
EkcTpakT TpaBu nacudnopu cyxuii. 3MiHEHO METOAUKY
BM3HaYeHHS 3 MeToay 2.2.27 (MeToA TOHKOLLApOBOI
xpomaTorpadii) Ha metog 2.8.25 (MeToa
BUCOKOEMEKTUBHOI TOHKOLLIAPOBOI XpomaTorpadii),
3MiHEHO NpoboniaroToBKy, NPOBEAEHHS TECTY Ta
iHTepnpeTauito pe3ynbTartie. 3miHu | TMNy - 3MiHK 3
sikocTi. CepTudpikat BignosigHocTi/l E-cepTudikar
BiAMoOBIAHOCTI €Bponencekini hapmakonei/moHorpadii.
3MiHK, NoB'si3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BignoBigHicTb o MoHorpadii APY abo €sponeicbkoi
apmakonei, abo iHLOoi HaLioHanbHOi dapmakonei
nepxasu €C (iHWi 3MiHK).
[MpuBegeHHAM nokasHuka «BTparta B maci npu
BUCYLLYBaHHi» AP| EKcTpakT TpaBu nacmudrnopu cyxun
0o Bumor moHorpadii EP. MeToavka BU3Ha4YeHHs
npvBeaeHa Ao Bumor MoHorpadii EP Ha Ekctpakt
Tpasw nacudnopu cyxuii. Tect BrpaTta B maci npu
BUCYLLYBaHHi 3aMiHeHa Ha TecT Boaa, BU3Ha4YeHHs
npoBoAATh 3rigHo EP, 2.5.12. HopmyBaHHs 3anuvwieHo
6e3 3miH. 3aTBepmkeHo: BrpaTta B maci npu
BucylwyBanHi (EP, 2.8.17). He 6inbwe 5,0 %.
BunpoboByBaHHs npoBoasiTe 3 0,5 r cybeTaHLii.
3anponoHoBaHo: Boaa (EP, Y, 2.5.12). He 6inble
5,0 %. BunpoboByBaHHs npoBogaTh 3 0,500 r
cybcTaHuii. 3MiHu | Tuny - 3miHu 3 sikocTi. AdDI.
KoHTponb A®I. 3miHa y meTogax BunpobysaHHs ADI
abo BMXigHOro martepiany/npoMiKHOro
npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y MPOLECI
BMPOGHMLTBa AD| (HE3HAYHI 3MiHW Y 3aTBEPAPKEHNX
MeTozax BunpoOyBaHHs). MNpnBeaeHHs NokasHuka
«Baxki meTanu» A®| EkcTpakT TpaBu nacudnopu
CyXWI1 y BiAMOBIAHICTb BUMOT BUPOOHUWKa, a came
BHECEHHS KOPEryBaHHs HOPMyBaHHS 3@ NMOKa3HUKOM
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«Baxki meTanun», OCKinbK1 Npu HOPMyBaHHI BaXXKNX
mMeTanie 6yno fonyLweHo NoMUnKy B pO3MipHOCTI
NOKa3HWKIB: 3aMiCTb «ppb» mae ByTn «ppm».
HopmyBaHHSA cBMHLIO, PTYTi, KaaMito Ta apceHy
3anuwaeTbes 6e3 amiH. 3MiHu | Trny - 3MiHKW 3 SIKOCTi.
A®I. KoHTponb A®L. 3miHa y meToaax BunpobyBaHHs
A®I abo BuxigHoro matepiany/npoMiKHoOro
NPOAyKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y NPOLEC
BUpobHMUTBa AD| (HE3HAYHI 3MIHW Y 3aTBEPIKEHMX
mMeTogdax BMNpobyBaHHSA). BHeCEHHs 3MiH y
3aTBEPIKEHMX MEeToAax BUNPODBYBaHHS M.
«AdnaTokcuHm» API EkctpakT TpaeBu nacudnopu
CYXMI1, @ CaMe BHECEHHS KOPEryBaHHS HOPMyBaHHS 3a
NOKa3HMKOM «ApnaToKCUHN»: 3MiHN BHOCSATBLCH B
Tabnuuto 1 - KoedilieHT BUNYyYEeHHS aHaniTy 3 KONOHKM
Ta Mexi KinbKiCHOro BU3Ha4YeHHs NpuBeaeHo y
BigNoBigHiCTb Ao 3BiTy 3 Banigauii.

123.

KETOJNI3NH®

rpaHynu ons
0parnbHOro po34nHy
no 80 wr; no 30
calle B KapTOHHIW
navui

BIFA®GAPMA
C.P.JL

ITanis

NA.®A.PE.
C.PJL

ITanis

BHECEHHS 3MiH O peecTpaLinHuX maTepianis: 3MiHu |
Tmny - 3MiHuM wopo 6eanekn/edpekTMBHOCTI Ta
dapmakoHarnagy. BeegeHHsa abo 3miHm oo
y3aranbHeHUX gaHux Npo cuctemMy dapmakoHarnsgy
(BBEAEHHS y3aranbHEHMX gaHMX NPO CUCTEMY
capmakoHarnsgy, 3miHa ynoBHOBaXeHoi ocobu,
BiANOBIganNbHOI 3a 34iNCHEHHS hapMakoHarnaay;
KOHTaKTHOT 0cO0M 3 chapMakoHarnsigy 3asiBHUKa Ans
3AiNCHEHHSA hapmakoHarnsgy B YKpaiHi, SKLO0 BOHa
BiAMiHHa Big ynoBHOBaxeHOi ocobu, BianoBiganbHoi
3a 3[iCHeHHs hapmakoHarnagy (Bkrovaym
KOHTaKTHi AaHi) Ta/abo 3mMiHM y po3MilLleHHi macTep-
arina cuctemu chapmakoHarnsgy). 3miHa KOHTakTHoOI
ocobu 3asBHUKa, BiANOBIAanbHOI 3a hapMakoHarnsg B
YkpaiHi.

[Hitoua pepakuisi: Maister Maryna Hennadiivna.
lMponoHoBaHa pepakuis: Familiarska Anna Leonidivna.
3MiHa KOHTaKTHUX JaHUX KOHTaKTHOI 0coOu 3asiBHUKA,
BignosiganbHoi 3a apMakoHarnsg B YKpaiHi.

3a
peuenmom

UA/19991/01/01

124.

KONAPEKC
BN

rpaHynu ans
0parnbHOro PO34uHYy,
no 2,02 ry cTik-
nakeTuky; no 12
CTiK-NakeTuKiB y
KapTOHHiI kopobui

CTADA
ApuHanmitTTen
b Al

HimeuunHa

BUNYCK Cepin:
CTAOA
ApuHanmiTTens
Al’, HimevuuHa;
BUPOOHMLTBO
Hepo3dacoBaHo
ro nNpoaykTy,
nepBuHHE Ta
BTOPWHHE
nakyBaHHs,
KOHTPOrb Cepili:
JlozaH dapma
mb6X,
HimeyuunHa;
nepBuHHE Ta

HimevuunHa

BHECEHHS 3MiH 0 peecTpaLiiHux MaTepianis: 3miHu |
Tmny - 3MiHM Wwopao 6e3nekw/edekTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3amiHn) - OHOBNEHHSI TEKCTY
MapKyBaHHS! NEPBUHHOI Ta BTOPUHHOI YNaKOBKU
nikapcbkoro 3acoby, a came gogaBaHHs iHdopmauii
npo mantoHoK y n. 17. IHWE, Buny4eHHs YyacTuHu
TEKCTY MapKyBaHHS NePBUHHOI YNakoBku Yepes
HeBEeNuKi po3Mipu CTik-nakeTa Ta iHWi peaakuiiHi
npaskw.

BBegeHHs 3MiH npoTArom 6-Tu Micauis nicns
3aTBEPPKEHHS.

bes
peuenma

UA/17148/01/01




67 ITpogoBxeHHs HoJaTKa 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
BTOPUHHE
nakyBaHHs1,
KOHTPOMb/BUMPO
OyBaHHs cepilt:
JlozaH ®apma
mbX,
HimeyunHa
125.| KONXIKYM- TabneTku, BKPUTI dPapmacenekt AscTpis KoHTponb sKocTi AscTpis/ BHECEHHS 3MiH 40 peecTpauinHux maTepianis: 3MiHu | 3a UA/14633/01/01
OUCNEPT obonoHkoto, no 0,5 IHTepHeLHN N3, Bunyck HimeyunHa TMny - 3MiHK 3 akocTi. ADI. (iHWi 3MiHW) - NogaHHSA peuenmom
mr, no 20 a6o no 25 BeteniraHra cepii: oHoBrneHoro ASMF ans fitodoi pe4oBUHM EKCTPaKTy
TabneTok y bnictepi; b6X dapmacenekTt HaciHHg Colchicum Autumnale 3aTBepaxeHoro
no 1 Gnictepy B IHTEepHeLwHN Bupo6Huka Indena India Pvt. Ltd, IHgis (3aTBEpAXeHO:
KapTOHHIl kopobui BeteniraHra AP/00/2014-07-31; 3anponoHoBaHo: AP/01/2020-09-
"mM6X, ABCTpis; 29)
Bupo6Huk M3,
nepBUHHE
nakyBaHHsi,
BTOPUHHE
nakyBaHHs:
[aynt ®apma
BynbiHr FTM6X,
HimeyunHa
126.| KOMALUN® Tabnetkn, no 6 abo MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH O peecTpaLinHMX maTtepianis: 3miHn | bes3 nidnseae UA/2930/01/01
10 TabneTok y "Tanuucgapm” "KuiBmegnpenap Tmny - 3MiHuM wopo 6eanekn/edpekTMBHOCTI Ta peuenma
6nictepi; no 10 at" dapmakoHarnsay. 3miHa y KopoTKili xapakrepuctuui
Tabnetok y 6nictepi, nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
no 1 abo 2 6nictepu AN MeQuYHOro 3acToCyBaHHSA Ha NiAcTaBi perynsipHo
B nmauyui OHOBITHOBAHOrO 3BiTy 3 6e3neku nikapcbkoro 3acooby,
abo pgocnigxeHb 3 6e3nekyn 3acToCyBaHHSA NiKapCbKoro
3acoby B nicnspeecTpauiiHuin nepioa, abo sk
pesynbTaT OUiHKK 3BiTY 3 AOCHIAXEHb, NMPOBEAEHNX
Bi4MNOBIgHO [0 NnaHy negiatpuyHux gocnigkers (PIP)
(3MiHY Y3rofixeHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM
opraHom).
3MiHM BHECEHO B iHCTPYKLIit0 AN MEAUYHOro
3aCTOCyBaHHsI Nikapcbkoro 3acoby Ao po3ainis
"B3aemogis 3 iHWKMU nikapcbkuMn 3acobamm Ta iHLwi
Buam B3aemogin" ta "OcobnmeocTi 3acTocyBaHHA"
BiANOBIQHO 40 OHOBMEHOI iHbopMaLii Woao 6e3neku
3aCTOCyBaHHS fito40i pevoBUHN 3rigHO 3
pekomeHaadieto PRAC. TepmiH BBe4EHHS 3MiH —
npoTsArom 6 MicsAuUiB Nicns 3aTBEPKEHHS
127.| KOconTt Kpanni OYHi, pO34uH; CaHTteH AT PiHnsHais Na6opaTopii AnoHis/ BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3miHu | 3a UA/12581/01/01
noswmny Mepk LWapn i Hinepnangu TMny - 3MiHK Wwopao 6esnekn/edeKTUBHOCTI Ta peuernmom
nnacTUKoBOMY Ooym LWnbpe, | PiHnaHais apmakoHarnsigy. BeegeHHst abo 3miHu go
cdnakoHi Tuny PdpaHLis; y3aranbHeHUX AaHuX Npo cuctemy hapmakoHarnsay
OkymeTp MNnioc® anbTepHaTMBHM (BBEAEHHS Y3aranbHEHUX AaHMX NPO CUCTEMY
abo 6inomy " BUPOBHUK, dapmakoHarnsigy, 3MiHa ynoBHOBaxeHoi ocobu,
HaniBnpo3opomy BiAnoBiganbHUM BiANOBIganNbHOI 3a 34iMCHEHHS hapMakoHarnsay;
NnacTUKoBOMY 3a BUPOBHMLTBO KOHTaKTHOI 0cobu 3 hapmakoHarnagy 3asiBHuKa Ans

dnakoHi Tuny 6 3

in bulk,

34icHeHHs bapmakoHarnsgy B YKpaiHi, SKWo BoHa
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6inoto KpuLLKOHO; No
1 dpnakoHy B
KapTOHi Kopobui

nepBuHHE Ta
BTOPUHHE
nakyBaHHS,
KOHTPOSb SIKOCTI:
CaHteH
dapmacbkTmKanc
Ko., Jltg Hoto
MnaHT, AnoHis;
anbTepHaTUBHU
1 BUPOOHMUK,
BignosiganbHUM
3a KOHTPOSb
sikocTi: CaHTeH
dapmachbtoTikan
Ko, NTn, Cira
MnaHT, AnoHis;
anbTepHaTUBHA
1 BUPOOHUK,
BignoBsiganbHUN
3a BTOPUHHE
nakyBaHHsi:MaHy
haKTypiHr
MakariHr
dapmaka (MMNP)
B.B.,
Higepnanau;
anbTepHaTUBHU
1 BUPOBHUK,
BignoBiganbHUn
3a BMNYCK cepil:
CaHTeH AT,
diHnaHAin,
QiHngHAain

BigMiHHa Big yNOBHOBa)eHOi 0cobu, BignosigansHoi
3a 3[iMCHeHHsA hapmakoHarnagy (BKnovaym
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
canina cuctemn chapmakoHarnsgy). 3miHa
yNOBHOBaXeHOi 0cobu 3asiBHUKA, BignoBiganbHoi 3a
capmakoHarnsag,.

[itoya pepakuisa: OensdiHa beptpam. NponoHoBaHa
pepakuisa: Tanio Kepttyna. 3miHa KOHTAKTHUX AaHUX
YyNOBHOBa)eHOI 0cobu, BignosigansHoi 3a
chapmakoHarnsag,.

128.

KOCOoNT BK

Kpanni OYHi, pO34uH;
no 10 mn y dnakoHi
3 J03aTOPOM Ta
KpULLIKOIO; No 1
dnakoHy 3
[03aTopoM Ta
KPWLLIKOIO 3
KOHTPONEeM MnepLLoro
PO3KPUTTS B
KapTOHHiI kopobui

CaHteH AT

diHnaHain

BMPOGHMUK,
BignoBiganbHUn
3a BMNYCK cepil:

CaHteH AT,
diHnaHAais;

BMPOGHMUK,
BignoBsiganbHUN
3a BMPOOHULITBO

in-bulk,
NnepBUHHY Ta

BTOPUHHY

ynakoBKy,
BUNpPOBYBaHHsI

LLI0AO AKOCTI:

Ty6intoke

dapma C.IN.A,
ITanis

dinnaHais/
ITanis

BHECEHHS 3MiH IO peecTpaLiiHuXx MaTepianis: 3minu |
Tmny - 3MiHn 3 skocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikaT BignoBigHOCTI €EBponenchkii
apmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBMEHOro cepTudikaTta BignoBiagHOCTI abo
BUIyYeHHs cepTudikaTa BignosiaHoCTi EBponenchkin
dapmakonei: gna A®l; ons BUXigHoro
MaTepiany/peareHTy/MpOMiXXHOrO NPOAYKTY, LLO
BUKOPUCTOBYOTbCS Y BUPOOHMUTBI ADIl; ans
[OOMOMiXXHOT peqoBUHU (cepTudikaT BignoBiaHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHun cepTudikar
Bifl y>Ke 3aTBepKEHOro BUPOOHMKa - NOAAHHS
OHOBMEHOro cepTudikaTta BignoBigHOCTI €EBpONENCHKiIl
dapmakonei Ne R1-CEP 2010-115-Rev 01
(3atBepakeHo: R1-CEP 2010-115-Rev 00) ans AdI
fAop3onamigy rigpoxnopuay Bif BXe 3aTBepaAXeHoro
BMpo6Huka Crystal Pharma S.A.U., Icnanis. 3Minnm |
TMny - 3MiHK 3 sikocTi. CepTudikaT BignosigHocTi/l'E-

3a
peuenmom

UA/18106/01/01
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3acoby ynakoeka) noceio4yeHHs1
cepTudikaT BiaNoBIAHOCTI €BpONENChKin
chapmakonei/mMoHorpadii. NMogaHHa HoBoro abo
OHOBJIEHOrO cepTudikaTa BignosigHoCTi abo
BUIyYEHHS cepTudikaTta BignoBigHOCTI €Bponenchkin
dapmakonei: ana ADI; onsa BUXigHoro
MaTepiany/peareHTy/NpOMiIXXHOro NPOAYKTY, L0
BUKOPUCTOBYHOTBCA Y BUPOBHMLTBI ADI; ans
AOMNOMDKHOI peqoBUHU (cepTudikaT BiANOBIAHOCTI
€Bponencbkin dapmakonei) - OHoBNeHu cepTudikaT
BiJ ke 3aTBepAXeHOro BUpobHUKa - noJaHHs
OHOBMEHOro cepTudikaTta BigNoBIAHOCTI €Bponencokii
capmakonei Ne R1-CEP 2003-239-Rev 05
(3aTBepakeHo: R1-CEP 2003-239-Rev 04) ans gjtovoi
PEeYoBMHM TUMOSIONY ManeaTy Bif BXe 3aTBepAXKeHOro
BupoGHMKa Olon S.p.A., ltaly.
129.| KOCONT BK Kpanni O4YHi, pO34mH; CaHteH AT diHnaHaisa BUPOBHMK, iHnaHgis/ BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/18106/01/01
no 10 mn y dnakoHi BiANoBiAanbHUA ITanisa Tmny - 3MiHK Wwopao 6esnekn/edeKTMBHOCTI Ta peuenmom
3 403aTopoM Ta 3a BUMYCK cepil: tapmakoHarnagy. BeegeHHsi abo 3miHn oo
KpuLLkoto; no 1 CaHteH AT, y3aranbHeHVX JaHux Npo cuctemMy dhapmakoHarnsgy
dnakoHy 3 DiHNAHaIS; (BBEOEHHS y3aranbHEHVX AaHUX Npo CUCTeMy
[03aTopoMm Ta BMPOGHMUK, dapmakoHarnsgy, 3MiHa ynoBHoBaxeHoi ocobu,
KPULLIKOKO 3 BignoBsiganbHUN BiANOBIgaNbHOI 3a 34iNCHEHHS hapMakoHarnaay;
KOHTpOIem nepLuoro 3a BUPOOHMLTBO KOHTaKTHOI 0cobu 3 hapmakoHarnsaay 3asiBHvKa Ans
PO3KUTTA B in-bulk, 3AiicHeHHs dhapmakoHarnsay B YkpaiHi, SKWwo BoHa
KapTOHHIl kopobui NepBuHHY Ta BigMiHHa Big ynoBHOBa)eHOi ocobu, BignosigansHoi
BTOPUHHY 3a 3[iNCHeHHA dhapmakoHarnagy (BKrovaym
yMNaKoBKY, KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLLleHHi MacTep-
BUNpoByBaHHsI darina cuctemun chapmakoHarnsigy) 3miHa
OO0 AKOCTI: YNOBHOBaXEHOI 0cobu 3asiBHMKA, BignoBiganbHoi 3a
Ty6intoke dapmakoHarnag,.
®apma C.IN.A, [itova pepakuia: Oenbcina BepTtpam. MNponoHoBaHa
ITanisa pepakuia: Tanio Kepttyna. 3miHa KOHTaKTHUX AAaHUX
yrnoBHOBaeHoi ocobu, BignoBifanbHoi 3a
dapmakoHarnag.
130.| KOCTAPOKC | Tabnetku, BKpUTI TOB "CaHnpo3s YkpaiHa BMPOGHMLTBO "in IHpia/ BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3miHu | 3a UA/17232/01/01
NniBKOBOIO YkpaiHa" bulk", nepsuHHe HimeyuunHa TMNy - AgMiHICTpaTuBHI 3MiHW. BunyyeHHst BUpobHuyoi |  peuernmom

obonoHkoto, no 30
Mr, N0 7 TabneTok y
6nicTepi; no 4
Gnictepu B
KapTOHHiI kopobLyi

Ta BTOpPWHHE
nakyBaHHS:
Kagina
dapmachbtoTikan
3 Jlimiten, IHAis

BUMYCK Cepint:
Cantotac
dapma M'm6X,
HimeuunHa

TECTYyBaHHS:
idon MpiBaTec
IHCTUTYT brop

MpogykTkBanite

AinbHUUI (BKNoYatoun ginbHULi ans A®I, npomixxHoro
npoaykTy abo rotoBoro fikapcbkoro 3acoby, AinbHuLi
ANsA NpoBeAeHHs NaKyBaHHS, BUPOOHWMKa,
BiANoBiganbHOro 3a BUNycK cepin, Micue NpoBeAeHHs!
KOHTPOIIO cepii) abo nocTayanbHWKa BUXiAHOTO
marepiany, peareHTy abo JONOMiXHOT pe4OBUHN
(sKLLO 3a3HaYeHo y Aocke) BunyyeHHs BUpOGHMKa-
Pharmacare Premium Ltd., Malta, BignosigansHoro 3a
TeCTyBaHHS roTOBOrO nikapcbkoro 3acoby.
3anuwatoTbes 3aTBepAXEHI BUpoOHUMKM: Analytisches
Zentrum Biopharm GmbH Berlin, Germany; ifp
Privates Institut fuer Produktqualitaet GmbH,
Germany, siki BAKOHYIOTb Taky camy pyHKL;to, LLO i
BUITYYEHWN.
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IIponmoskeHHs nomaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
T 'm6X,
HimeuunHa
TeCTyBaHHs:
AHaniTiwec
LeHTpym
Biodpapm M6X
BepniH,
HimeuyunHa
131.| KOCTAPOKC TabneTku, BKpUTI TOB "CaHpgos YkpaiHa BMPOGHMUTBO "in IHgis/ BHECEHHS1 3MiH 4O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/17232/01/02
NniBKOBOKO YkpaiHa" bulk", nepsuHHe HimevuunHa TMNy - AOMIHICTPaTUBHI 3MiHW. BunyyeHHs BUpOGHUYOI peuenmom
obonoHkoto, no 60 Ta BTOPUHHE AinbHUUI (BKMtoYatoun ginbHuui ans A®l, npomixHoro
Mr: no 4 Tabnetku y nakyBaHHS: npoaykTy abo rotoBoro fikapcbkoro 3acoby, AinbHULi
Gnictepi; no 1 Kagina ONsi NPOBEAEHHs NaKkyBaHHS, BUPOOHMKa,
Gnictepy B dapmachbtoTikan BiANOBIgANbLHOIO 3a BUMYCK CEPiN, MicLie NpoBeaeHHS
KapTOHHIN KOpoOLyi; 3 NlimiTeq, IHais KOHTPOIO cepii) abo nocTayanbHmKa BUXIGQHOTO
no 7 TabneTok y mMaTepiany, peareHTy abo JOMNOMiKHOI pe4OBUHM
Gnictepi; no 4 BUMYCK Cepiit: (SIKLLO 3a3HAYEHO Y A0oCbe) BunyyeHHs BUpoOHMKa-
Gnictepu B Cantotac Pharmacare Premium Ltd., Malta, BignosigansHoro 3a
KapTOHHiI KOpoOLyi; dapma 'M6X, TEeCTyBaHHsI TOTOBOrO flikapCbkoro 3acoby.
no 10 TabneTtok y Himeyunna 3anuwaroTbes 3aTBepmpkeHi BUpobHukn: Analytisches
6nictepi; no 10 Zentrum Biopharm GmbH Berlin, Germany; ifp
GnictepiB y TECTYBaHHS: Privates Institut fuer Produktqualitaet GmbH,
KapTOHHIl kopobui idon MpisaTec Germany, siki BUKOHYIOTb Taky camy ¢pyHKLito, Lo i
IHCTUTYT hrop BUITYYEHWN.
MpoaykTkeanite
T 'm6X,
HimeuunHa
TECTYBaHHs:
AHaniTiwec
LieHTpym
Biodapm Mu6X
BepniH,
HimeuunHa
132.| KOCTAPOKC | Tabnetku, BKpUTI TOB "CaHnpo3s YkpaiHa BMPOGHMLTBO "in IHpia/ BHECEHHS 3MiH 0 peecTpaLiiHuX MmaTepianis: 3miHu | 3a UA/17232/01/03
NniBKOBOIO YkpaiHa" bulk", nepsuHHe HimeyuunHa TMNy - AgMiHICTpaTuBHI 3MiHW. BunyyeHHst BUpobHuyoi |  peuenmom

obonoHkoto, no 90
Mr: N0 7 TabneTok y
GnicTepi; no 1 abo 4
Gnictepu B
KapTOHHiI kopoOLyj;
no 10 Tabnetok y
GnicTepi; no 10

Ta BTOPUHHE
nakyBaHHS:
Kagina
dapmachbtoTikan
3 Jlimiten, IHAis

BUMYCK Cepint:

AinbHUUI (BKNoYatoun ginbHULi ans AdI, npomixxHoro
nNpoaykTy abo roToBOro nikapcbkoro 3aco0y, AinbHUL
[Ansi NPOBEAEHHSI MaKyBaHHS, BUPOBHUKa,
BiAnoBiganbHOro 3a BUNycK cepin, MicLe NpoBeAeHHs!
KOHTpOIO cepii) abo nocTayanbHWKa BUXigHOTO
marepiany, peareHTy abo JONOMiKHOT pe4oBUHN
(sKLLO 3a3HaYveHo y Aocbe) BunyyeHHs BUpOGHMKa-

GnictepiB y Cantotac Pharmacare Premium Ltd., Malta, BignosigansHoro 3a
KapTOHHI kopobui dapma M'm6X, TECTYBaHHS1 FOTOBOrO NiKapCbKoro 3acoby.
HimeuunHa 3anuwaroTbes 3aTBepaAXeHi BUpoOHMKM: Analytisches
Zentrum Biopharm GmbH Berlin, Germany; ifp
TECTYBaHHS: Privates Institut fuer Produktqualitaet GmbH,




71 [IponoBxkenHs nonarka 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
icon MpisaTec Germany, siki BUKOHYIOTb Taky camy ¢pyHKLito, Lo i
IHCTUTYT hrop BUIYYEHWN.
MpoaykTtkBanite
T 'm6X,
HimeyunHa
TECTyBaHHS:
AHnaniTiwec
LeHTpym
Biodpapm M6X
BepniH,
HimeuunHa
133.| KOCTAPOKC | Tabnetku, BKpUTI TOB "CaHnpos Ykpaina BMPOGHMLTBO "in IHpis/ BHECEHHS 3MiH 4O peecTpauinHuX maTepianis: 3miHu | 3a UA/17232/01/04
NniBKOBOKO YkpaiHa" bulk", nepsuHHe HimevuunHa TMNy - AOMIHICTPaTMBHI 3MiHW. BunyyeHHs BUpOGHUYOI peuenmom
obonoHkoto, no 120 Ta BTOPUHHE AinbHUUI (BKMtoYatoun ginbHuui ans A®l, npomixHoro
Mr: no 7 TabneTok y nakyBaHHS: npoaykTy abo rotoBoro fikapcbkoro 3acoby, AinbHULi
6nictepi; no 1 abo 4 Kagina ONs NPOBEAeHHs NaKyBaHHS, BUPOOHMKa,
Gnictepu B dapmachbtoTikan BiANOBIgANbHOIO 3a BUMYCK CEPil, MicLie NpoBeeHHS
KapTOHHI kopoOui 3 NlimiTeq, IHais KOHTPOIO cepii) abo nocTavanbHmKa BUXIGQHOTO
MaTepiany, peareHTy abo JONOMKHOI pe4oBUHM
BUWMYCK Cepii: (AKWo 3a3HayeHo y aocke) BunyyeHHs BupobHuka-
Cantotac Pharmacare Premium Ltd., Malta, BignosigansHoro 3a
Papma 'mbX, TeCTyBaHHS rOTOBOrO fiKapCbKoro 3acoby.
Himeyunna 3anuwaroTbcs 3aTBepmpkeHi BUpobHukn: Analytisches
Zentrum Biopharm GmbH Berlin, Germany; ifp
TECTYBaHHs: Privates Institut fuer Produktqualitaet GmbH,
idon MpiBaTec Germany, siki BAKOHYIOTb Taky camy cpyHKL;to, LLO i
IHCTUTYT hrop BUITYYEHWN.
MpoaykTkeanite
T 'm6X,
HimeuunHa
TECTyBaHHS:
AHaniTiwec
LieHTpym
Biodapm Mu6X
BepniH,
HimeuunHa
134.| KPAMNANIKA | Tabnetku, BKpUTI Mictpan AHrnis anbTepHaTuBHa Mpeuis BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu | 3a He UA/18941/01/02
NNiBKOBOIO Kenitan nepBuHHa TMny - 3MiHK Wopao Gesnekn/edekTUBHOCTI Ta peuenmom | nidnsizae
o6onoHkoto, no 500 MeHepxmeHT ynakoBkKa, dapmakoHarnsay. 3miHu y KopoTKili XxapakTepuctuui
mr; no 10 TabneTok Timiteq BTOPUHHA nikapcbKoro 3acoby, TEKCTi MapKyBaHHSI Ta iHCTPYKLiT
y 6nictepi; no 3 ynakoBka: ANS MeAUYHOro 3acTOCYBaHHS
Gnictepu B SAPMATEH reHepu4HUX/ribpuaHnx/GionodibHUxX nikapcbkmx
KapTOHHIN navi IHTEPHELUHN 3aco0iB nicns BHeCeHHs Tiel camoi 3MiHWU Ha
CA, Mpeuis; pecbepeHTHUIN Npenapart (3mMiHa He NoTpebye HafaHHs
BMPOBOHMLTBO XOOHWUX HOBUX JOAATKOBMX AaHUX). 3MiHM BHECEHO A0
roToBOI iHCTPYKLUIii 4N MEAUYHOro 3aCTOCYBaHHS fikapCbKoro

nikapcbKoi

3acoby y po3ainu "OcobnmBocTi 3acTocyBaHHs",
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OJIOB)KEHHS 104aTKa 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
dopmu, "MoGiyHi peakuii" BianoBigHO fo iHdopMmauii Wwoao
nepBuMHHa Ta MeANYHOro 3aCTOCYBaHHsS pedhepeHTHOro NikapCbKoro
BTOPUHHA 3acoby (KEMMPA, TabneTku, BKpuUTI
ynakoBkKa, 0605oHKo0).BBEAEHHS 3MiH NPOTArom 6-Tn MicsiLiB
KOHTpOMb cepii, nicns 3aTBepAKEHHS
BUNYCK cepii:
dapmateH CA,
peuis
135.| KPAMMANIKA | tabnetku, BKpUTI Mictpan AHrnis anbTepHaTUBHa [peuia BHECEHHS 3MiH O peecTpaLinHuX maTepianis: 3MiHu | 3a He UA/18941/01/01
NniBKOBOK Kenitan nepBuHHA Tmny - 3MiHun wopo 6e3nekn/edpekTMBHOCTI Ta peuenmom nidnsieae
o6onoHkot, no 250 MeHempKkmeHT yrnakoBKa, dapmakoHarnsay. 3mMiHW y KOpoTKil XxapakTepuctuui
mr; no 10 TabneTtok JimiTen BTOpPMHHA nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLiT
y bnicTepi; no 3 ynakoBka: Onsi MEOUYHOTO 3aCTOCYBaHHS
Gnictepu B PAPMATEH reHepuiHnx/ribpnaHnx/6ionodibHnx nikapcbkmx
KapTOHHIN nayui IHTEPHELUHN 3acobiB nicnsa BHECEHHs Tiel camoi 3MiHW Ha
CA, peuis; pedepeHTHUI npenapaT (3MiHa He NoTpebye HagaHHs
BMPOBHMLTBO XOOHUX HOBUX A0AATKOBUX AAHMX). 3MiHWM BHECEHO OO
roToBOI IHCTPYKLUIiT ANA MeAMYHOro 3acToCyBaHHSA NikapCbKOro
nikapcbKoi 3acoby y po3ginu "OcobnuBocTi 3acTocyBaHHs",
dopmu, "Mo6iyHi peakuii" BiANoBiAHO A0 iHopmaLii Wwoao
nepBuHHa Ta MeAMYHOro 3aCTOCyBaHHsi pehepeHTHOro NnikapCbKoro
BTOPUHHA 3acoby (KEMMPA, TabneTku, BKpUTI
yrnakoBkKa, obornoHkot).BBeaeHHs 3miH npotarom 6-tn micauis
KOHTPO~b cepil, nicnsa saTBepaXeHHs
BUNYCK cepii:
dapmateH CA,
peuis
136.| KPEOH® Kancynuv Teepai 3 AG6OTT HimeyuunHa AG6OTT HimeyunHa BHECEHHS 3MiH O peecTpauiiHux maTtepianis: 3MiHu | bes UA/9842/01/01
10000 racTpopesnCTEHTHU JlabopaTtopis JlabopaTopis Tmny - 3MiHM Wwopao 6e3nekw/edekTMBHOCTI Ta peuenma nidnsieae
MU rpaHynamu no m6X MM6X dapmakoHarnsagy (iHwi 3miHm)
150 wr; no 20 abo 3MiHWM BHECEHO B 3ararnbHy iHCTPYKLiO A1 MeAUYHOro
50, abo 100 kancyn 3acTOCyBaHHS NikapCcbKoro 3acoby Ans BCiX J03yBaHb
y donakoHi; no 1 y po3ginu «Cknag» (AoNoMiKHI pe4oBUHM) Ta
dnakoHy B «Jlikapcbka popma» (OCHOBHI pi3nKo-XiMidHi
KapTOHHI kopobuyj; BMacTMBOCTI) WOAO y3aranbHeHHs iHdopmaLii Ans
no 10 kancyny posysaHb 10000 Ta 40000. BBeaeHHs 3MiH NpoTArom
6nicTepi; no 1 abo 2, 6-TW MicauiB nicna 3aTBepAXKEHHs
abo 3 brnictepu B
KapTOHHiIl kopobui
137.| KPEOH® Kancynv Teepai 3 AG60TT HimeuyunHa AG6OTT HimeyunHa BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | be3 nidnsieae UA/9842/01/02
25000 racTpopesnCTEHTHU JlabopaTopis JlabopaTopis Tmny - 3MiHM 3 sikocTi. FoTOBUI NikapcbkMin 3acib. peuenma
MU rpaHynamu no m6X MM6X Onuc Ta cknag. 3MiHa chopmu abo po3mipiB nikapcbKoi

300 wr;

no 20 abo 50, abo
100 kancyn y
dnakoHi; no 1
dnakoHy B
KapTOHHiIl kopobuyj;
no 10 kancyny
Gnictepi; no 2
Gnictepu B

cdopmu (TabneTkn 3 HeranHUM BUBINIbBHEHHSIM,
Kancynu, cynosutopii Ta necapii) CynyTHs 3amiHa
- 3MiHK 3 sikocTi. FoTOBMIA Nikapcbkuii 3acib. Onuc Ta
ckrnag. 3miHa Macu NoKpUTTS Nikapcbkux hopm Ans
nepopanbHOro 3acTtocyBaHHsi abo 3MiHa macu
0o6onoHkM Kancyn (TBepAi nikapcbki hopmu aAnsi
nepoparnbHOro 3actocyBaHHs) 36inbLUEeHHS po3Mipy
kancyn «0» no po3mipy «0Oel» (0 elonged), sik
Hacnifgok- 36inbLIEHHs Mack 060MoHKM Kancyn (3 «96
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IIponmoskeHHs nomaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

KapTOHHIl kopobui

mg 89-106 mg» Ha «107,5 mg (96-117 mg»).
3MiHa BBOAMTLCH 3 METOI0 MOXITUBOCTiI BUKOPUCTAHHS
3aTBEPKEHOTO MPUHLMMY BapiaTUBHOIO HaNOBHEHHS
kancyn +/- 10% B NnoBHOMy 06CS3i NPy BUPOBHMLTBI
J13. 3MiHV BHeCeHi B iHCTPYKLit0 Anst MeanyHoro
3aCcTOCyBaHHsI Nikapcbkoro 3acoby y po3ain
«Jlikapcbka oopmay (OCHOBHI i3MNKO-XiMiYHi
BNacTMBOCTI). BBeaeHHs 3MiH NpoTarom 6-Tv micsauis
nicnsa 3aTeepaKeHHsi. 3MiHu | Tuny - 3MiHN 3 AKOCTi.
["oToBMI Nikapcbkmin 3aci6. Onuc Ta cknag. 3miHa y
cknagi (AONOMIKHUX peYOBMHAX) FOTOBOrO MiKapCbKOro
3acoby (cmakoBi o6aBku abo 6apBHUKK) -
[opnaBaHHs, BUNyYeHHs1 abo 3amiHa - 3miHa y cknagi
0BOMOHKM Kancynu: BUMyYeHHS [OMOMIXKHOI PE4YOBUHMN
«TUTaHy Aiokcuay, y 3B’13Ky 3 BBEAEHHSAM HOBUX
Kancyn 36inbLieHoro po3mipy (ans komneHcaduii
BUMYYEHHS TUTaHy OiOKCMAY BUKOPUCTOBYETHCS
He3HayHe 36inbLleHHs1 BMicTy okcuais 3anisa (I11)).
3MiHV BHeCeHi B iHCTPYKLi0 AN MEAUYHOTO
3aCTOCyBaHHS Nikapcbkoro 3acoby y po3ain «Cknag»
(BonomixHi pe4oBMHK). BBEAEHHSI 3MiH NPOTAroM 6-Tu
MicAUiB Nicnsa 3aTBepAXeHHSA
3miHn | Tvny - 3miHK 3 AkocTi. FoToBUIA NiKapCbKuiA
3aci6. Cnctema KoHTelHep/3aKkynoproBanbHUii 3acio.
3miHa chopmu abo po3mipy KOHTelHepa Yn
3aKynopoBarnbHOro 3acoby (MepBMHHOI YNakoBKu)
(HecTepunbHi nikapcbki 3acobu) 36inbLeHHs 06’emy
cnakoHa 3 75 mn go 100 mn Ansa po3mipy ynakoBku no
50 kancyn y donakoHi. Takox, BHECEHHS peaaKLinHNX
3MiH o p.3.2.P.7, a came: getanbHi BUMOru LWoao
cknagy Ta TOBLUMHM KOMMOHEHTIB GnicTepa 6ynu
nepeHeceti i3 Technical Data sheets go Tabnuui y
po3gini 4 (maTepian/cknaj KOMMOHEHTIB, a TaKoX
BMMOrK cneumdikaLin Ha KOMNOHEHTH bnicTepa He
3MiHMnucs). BBeaeHHs 3miH npotarom 6-tn micauis
nicns 3aTBepKEHHs

138.

KPEOH®
25000

Kancynv TBepai 3
racTpope3nCTEHTHM
MW rpaHynamu no
300 mr; no 20 abo
50, abo 100 kancyn
y chnakoHi; no 1
dnakoHy B
KapTOHHI kopoOuyj;
no 10 kancyny
GnicTepi; no 2
6nictepu B
KapTOHHI kopobui

AG6OTT
JlabopaTtopis
m6X

HimeuunHa

AG6OTT
JlabopaTopis
m6X

HimevuunHa

BHECEHHS 3MiH 0 peecTpaLiiHux MaTepianis: 3miHu |
Tmny - 3MiHM Wwopao 6e3nekw/edeKkTMBHOCTI Ta
dapmakoHarnsagy (iHwi 3miHu)
3MiHV BHECeHO B 3aranbHy iHCTPYKLi0 ANst Mean4HOro
3acTOoCyBaHHS NikapcbKoro 3acoby Ans BCix J03yBaHb
y po3ginu «Cknag» (AONOMiXKHI pe4oBUHMW) Ta
«Jlikapcbka popma» (OCHOBHI pi3nKo-XiMidHi
BMacTMBOCTI) WOAO y3aranbHeHHs iHdopmaLii Ans
posysaHb 10000 Ta 40000. BBeaeHHs 3miH npoTarom
6-TK MicauiB nicna 3aTBepAXEHHS

bes
peuenma

nidnsieae

UA/9842/01/02

139.

KPEOH®
40000

Kancynu Teepgi 3
racTpOpPE3nNCTEHTHM
MU rpaHynamu no

ABGoTT
JlabopaTtopis
m6X

HimeuunHa

ABGoTT
JlabopaTopis
m6X

HimeuvuunHa

BHECEHHS 3MiH 0 peecTpaLiiHux MaTepianis: 3miHu |
TMny - 3MiHM Wwopao 6e3nekn/ecekTMBHOCTI Ta
dapmakoHarnsgy (iHwi 3miHW)

bes
peuenma

nidnsieae

UA/9842/01/03
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
400 wmr; no 20 abo 3MiHM BHECEHO B 3aranbHy iHCTPYKLiO Ans MeAUYHOro
50, abo 100 kancyn 3aCTOCYBaHHS MikapcbKoro 3acoby Ans BCix 403yBaHb
y cbnakoHi; no 1 y po3ginu «Cknag» (4onomikHi pe4oBMHK) Ta
¢bnakoHy B «Jlikapcbka oopMay (OCHOBHI i3MNKO-XiMiYHi
KapTOHHiI kopobuyj; BMacTMBOCTI) WOAO y3aranbHeHHs iHdopmaLii Ans
no 10 kancyny nosyeaHb 10000 Ta 40000. BBegeHHs 3MiH NpoTArom
Gnictepi; no 2 6-TW MicaLiB nicns 3aTBepOXKEHHSA
6nictepu B
KapTOHHI kopobui
140.| KCE®POKAM® | TabneTtku, BKpUTI AciHo ®apma LLIseniLapis Takega MM6X, HimeyunHa BHECEHHS 3MiH [0 peecTpaLiiHMX maTtepianis: 3miHu | 3a UA/2593/03/01
PANIA NniBKOBOO Al micue Tuny - 3MiHK 3 sIKocTi. FoTOBWI Nikapcbkuii 3acib. peuenmom
o6ornoHkKoto, no 8 mr; BMPOGHMLTBA KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
no 6 TabneToky OpaHieHbypr MeToAax BUnpobyBaHHS rOTOBOTO fikapCcbkoro 3acoby

Gnictepi; no 1
Gnictepy B
KapTOHHIl kopobui

(He3HayHa 3MmiHa y 3aTBEpAKEeHMX MeTofax
BMNpoOyBaHHs). 3miHa 06’eMy cepenoBula y
mMeToauui TecTy «Po3unHeHHs», ans Toro, wob
BignoBigaTy NOPIBHANBHUM MeTOoAaM, HAaBEAEHUM Y
EP 2.9.3 (apparatus 2) Ta USP , 06’em cepegoBuLLa
Ons po3ynHeHHs 6yno agantoaHo Ao 900 mn. Takox,
BHECEHHS pefakuinHmx npasok y p.3.2.P.5.2
AHaniTU4Hi MeToankn, Tect «Po3UMHEHHS».
3MiHn | TMny - 3MiHK 3 sKocTi. FOTOBMI Nikapcbkuii
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
y MeToAax BMNpobyBaHHS FOTOBOTO MikapCbKOro
3acoby (He3Ha4Ha 3MiHa y 3aTBepMKEHNX MeTodax
BMNpoOyBaHHs). OHOBNEHHS MeToay MPUroTyBaHHA Y
mMeToAuLi BUNpobyBaHHA TECTYy «PO34YMHEHHS».
[opaTkoBi 3aranbHi pekoMeHaalii, Woao
NPUroTyBaHHS PO34MHIB (CepefoByLLE PO3YMHEHHS,
PO3YMHHWK ANSt PO34MHY NOPIBHAHHA Ta PO3YNHHUK
NS OCHOBHOIO PO34MHY MOPIBHSAHHS) Oynu fgoaaHi Ao
AeTanbHUX OMNUCIB NPUroTyBaHHS cepefoBuLa Ta
po3uuHiB. 3miHu | TMny - 3miHKW 3 skocTi. FoToBMIA
nikapcbkuii 3aci6. KoHTponb roToBoro nikapcbkoro
3acoby. 3miHa y MeTofax BMNpobyBaHHsS FOTOBOIO
nikapcbkoro 3acoby (HesHayHa 3MiHa y 3aTBepAXKeHUX
MeToAax BUNpoOyBaHHS).
3MiHa onucy NpuroTyBaHHS cepefoBuLa ans
PO34YMHEHHS y METOANL BUNPOBYBaHHSA TECTY
«P0O34nHEHHSs», Yy 3B’A3KY 3i 3MiHOIO 06’EMy
cepefoBuLLAa Ta AOAATKOBKX 3aranbHUX pekoMeHaaLlin
OO0 NPUrOTYBaHHSA PO34MHIB (CepeoBULLEe
PO3YMHEHHS!, PO3YUHHUK A5 PO3YUHY MOPIBHAHHA Ta
PO3YMHHUK ANSt OCHOBHOIO PO3YMHY MOPIBHSAHHS).
3miHu | TUny - 3miHK 3 sikocTi. FoTOBMIA NiKapCbKUiA
3aci6. KoHTponb rotToBoro nikapcbkoro 3acoby. 3miHa
y MeTogax BUNpobyBaHHS roTOBOrO fikapCbKoro
3acoby (He3Ha4yHa 3MiHa y 3aTBepMKEHNX MeTodax
BUNpobyBaHHs1). 3MiHa KOHLEHTpaLlii po34uHiB
NOPIBHAHHSA Y MeToAuMLi BUNPOOyBaHHSA TECTy
«Po34nHeHHs». [logaHo onuc po3BeaeHHst OCHOBHOMO




75 [IpomoBxeHHS J0oaTKa 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
PO34YMHY MOPIBHSIHHA ANA NPUrOTYBaHHS ABOX
PO34MHIB NOPIBHAHHS. KOHLEHTpauis LumMx ABOX
PO34MHIB NOPIBHSAHHSA 3MiHMNacs 3 4Mkr/mn o 2
MKr/mMn Ta 3 8 Mkr/mn Ao 10 mkr/mn.
141.| NAH30MTON | kancynu KPKA, a.a., CnoBeHis Bupo6HuK, CnoBeHis BHECEHHS 3MiH 0 peecTpauinHMx maTtepianis: 3miHn | 3a He UA/8874/01/01
KULLKOBOPO3YMHHI HoBo mecTto BignoBiganbHUn Tmny - 3MiHun wopo 6e3nekn/edpekTMBHOCTI Ta peuenmom nionsieae
TBepai no 30 mr; no 3a BUPOOHMLTBO dapmakoHarnsay. 3miHa y KopoTkii Xxapaktepuctuui
7 xancyn y 6nictepi; “in bulk”, nikapcbKkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLUi
no 2 6nictepu B nepBuHHE Ta ONst MEAUYHOro 3aCTOCYBaHHS Ha niAcTaBsi perynsipHo
KapTOHHil kopobui BTOPUHHE OHOBJHOBAHOrO 3BiTy 3 6e3neku nikapcbkoro 3acooy,
nakyBaHHs, abo pocnimkeHb 3 6e3nekn 3acTocyBaHHS NiKapcbkoro
KOHTPOIb Ta 3acoby B nicnsipeecTpauiiHuii nepiog, abo sk
BUMYCK cepii pe3ynbTar OUiHKK 3BiTY 3 OCNiOKEHb, NPOBEEHNX
KPKA, a.4., Bi4NOBIgHO 40 NnaHy negiatpuyHux gocnigkes (PIP)
HoBo mecrTo, (3MiHY y3rofixeHO 3 KOMMETEHTHUM YNOBHOBaXEHNM
CnoBeHisi; opraHom).
Brpo6HuK, 3MiHU BHECEHI A0 iHCTPYKLii ANs MeanyHoro
BignoBsiganbHUN 3acTocyBaHHs y po3aginu "OcobnmeocTi
3a KOHTPOnb 3actocyBaHHs", "Mo6ivHi peakuii” woao 6esneku
cepii (pisnyHi Ta 3acTOCyBaHHs Nikapcbkoro 3acoby BeeaeHHst 3aMiH
XiMiYHi meTogun NPOTArom 6-Tu MicAUIB 3 4aTW 3aTBEPAXKEHHS.
KOHTPOI0)
KPKA, a.4.,
HoBo mecTo,
CnoBeHisi;
HN30X
(HauioHanbHi
nabopatopis 3a
34paB’e, OKone
iH XpaHo),
CnoBeHis
142.| NAHICTOP Tabnetkun no 25 mr TOB YkpaiHa KYCYM IHAisA BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3miHu | 3a He UA/17444/01/01
no 10 Tabnetok y "TNEAPAPM XENTXKEP MNBT TMny - 3MiHK 3 siKoCTi. [oTOBMIA Nikapcbkui 3acib. peuenmom | nidnseae
6nicTepi, no 3 abo ntn" nTa CrabinbHicTb. 3miHa y TepMiHax npuaaTHocTi abo
no 6 Gnictepis y ymoBax 36epiraHHsl roTOBOrO fikapcbKoro 3acoby
KapTOHHIN ynakoBLj (36inbLUeHHs TepMiHY NpuAaTHOCTI FOTOBOrO
nikapcbkoro 3acoby) - [lnst ToproBoi ynakoBku
(niaTBEPAXKYETLCS AAHMMMN pearnbHOro Yyacy)
36inbLUEHHsI TEPMiHY NPUAATHOCTI FOTOBOIO
nikapcbkoro 3acoby 3aTBepmKeHo: 2 poku
3anponoHoBaHo: 3 pokun 3MiHN BHECEHO B iHCTPYKLiitO
Ansi MeQUYHOTO 3acTOCyBaHHS fikapcbKoro 3acoby y
po3ain "TepmiH npugaTtHocTi”. BBegeHHs 3MiH
NpOTArom 6-T MiCSILIIB MicNsi 3aTBEPAXKEHHS.
143.| NAHICTOP Tabnetku no 25 mr TOB YkpaiHa KYCYM IHAis BHECEHHS 3MiH 0 peecTpaLiiHux MaTepianis: 3miHu | - UA/17443/01/01
in bulk: no 10 "TNEAPAPM XENTXKEP MNBT Tmny - 3MiHM 3 siKoCTi. FoTOBUIA NikapCbkMin 3acib.
TabneTtok y 6nictepi; nta" nTa CrabinbHicTb. 3miHa y TepMiHax npugaTHocTi abo

no 240 6nicTtepiB y
KapTOHHiI kopobLyi

yMoBax 36epiraHHsi FOTOBOro NikapCbkoro 3acoby
(36inbLUeHHsA TepMiHY NpuaaTHOCTI rOTOBOroO
nikapcbKoro 3acoby) - [inst ToproBoi ynakoBku
(nigTBEPAXKYETHCS AaHMMM peanlbHOro Yacy)
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
306iNbLUEHHS TepMiHY NPUAATHOCTI FOTOBOIO
nikapcbkoro 3acoby 3aTBepaXeHo: 2 Poku
3anponoHoBaHo: 3 poku. BBegeHHs 3MiH NpoTsrom 6-
TV MicAUiB Nicnsa 3aTBepaKeHHS
144.| NAHICTOP Tabnetku no 50 mr TOB Ykpaina KYCYM IHAisA BHECEHHS 3MiH 4O peecTpauinHuxX maTepianis: 3MiHu | - UA/17443/01/02
in bulk: no 10 "TNEAPAPM XENTXKEP MNBT TMny - 3MiHKM 3 sikocTi. FoToBUIA NikapcbkMi 3aci6.
TabneTok y bnictepi; nTa" nTa CrabinbHicTb. 3MiHa y TepMiHax npuaaTHocTi abo
no 240 6nictepis y ymMoBax 36epiraHHsi FOTOBOrO NikKapCbKoro 3acoby
KapTOHHIl kopobui (36inbLUeHHs TepMiHY NPUAATHOCTI TOTOBOrO
nikapcbKkoro 3acoby) - [ins Toproeoi ynakoBKku
(niaTBEPAKYETLCS AAHMMMN peanbHOro Yacy)
306iNbLUEHHS TepMiHY NPUAaTHOCTI FOTOBOMO
nikapcbkoro 3acoby 3aTBepKeHo: 2 poku
3anponoHoBaHo: 3 poku. BBeaeHHs 3miH npoTarom 6-
TV MicaUiB Nicnsa 3aTBepaKEHHSA
145.| NAHICTOP Tabnetku no 100 mr: TOB Ykpaina KYCYM IHAisA BHECEHHS 3MiH 4O peecTpauiiHuX maTepianis: 3minu | - UA/17443/01/03
in bulk: no 10 "TTIEAPAPM XENTXKEP MNBT TMny - 3MiHM 3 sAKoCTi. FoTOBUIA NikapCcbkM 3acid.
TabneTtok y Gnictepi; nTao” nTa CTabinbHicTb. 3miHa y TepMiHax npugaTHocTi abo
no 200 6nictepiB y ymoBax 36epiraHHs roTOBOrO fikapcbKkoro 3acoby
KapTOHHI kopoOLi (36inbLUEHHS TepMiHY NPUAATHOCTI TOTOBOIrO
nikapcbKkoro 3acoby) - [1ns Toproeoi ynakoBKku
(nigTBEPAKYETLCS AAHMMMN pearnbHOro Yacy)
36iNbLUEHHSI TEPMiIHY NPUAATHOCTi FOTOBOIO
nikapcbkoro 3acoby 3aTBepKeHo: 2 poku
3anponoHoBaHo: 3 poku. BBeaeHHs 3miH npoTarom 6-
TV MiICALB Nicnsa 3aTBEPAKEHHS!
146.| NAHICTOP Tabnetku no 50 mr TOB YkpaiHa KYCYM IHAis BHECEHHS 3MiH 0 peecTpaLiiHux MaTepianis: 3miHu | 3a He UA/17444/01/02
no 10 Tabnetok y "TNIEAPAPM XENTXKEP MNBT TMny - 3MiHM 3 siKOCTi. FoTOBUIA NikapCcbkMi 3acib. peuenmom nidnsieae
6nictepi, no 3 abo nTaor nTa CTabinbHicTb. 3miHa y TepMiHax npugaTtHocTi abo
no 6 Gnictepis y ymoBax 36epiraHHsi FOTOBOr0 Nikapcbkoro 3acoby
KapTOHHIl ynakoBuj (36inbLUEHHS TepMiHY NPUAATHOCTI TOTOBOrO
nikapcbkoro 3acoby) - [1nst TOprosoi ynakoBku
(niaTBEPAXKYETLCS AAHNMUN pearnbHOro Yacy)
36iNbLUEHHSI TEPMiIHY NPUAATHOCTi FOTOBOrO
nikapcbkoro 3acoby 3aTBeppKeHo: 2 poku
3anponoHoBaHo: 3 poku 3MiHN BHECEHO B IHCTPYKLO
O MeQUYHOro 3acToCyBaHHS NiKapCbKoro 3acoby y
posgin "TepmiH npupgaTHocTi". BBeAeHHs 3MiH
NpoTSArom 6-Tv MicsiLiB Nicnsi 3aTBEPOXEHHS.
147.| NAHICTOP Tabnetkv no 100 mr: TOB YkpaiHa KYCYM IHAisa BHECEHHS 3MiH [0 peecTpaLiiHuX MaTepianis: 3miHu | 3a He UA/17444/01/03
no 10 Tabnetok y "TNEAPAPM XENTXKEP MNBT TMny - 3MiHM 3 siKoCTi. FoTOBUIA NikapCbkMi 3acib. peuenmom nidnsieae
GnicTepi, no 3 abo nTa" nTa CrabinbHicTb. 3miHa y TepMiHax npugaTHocTi abo

no 6 Gnictepis y
KapTOHHIN ynakoBLii

ymoBax 306epiraHHs roTOBOrO fikapCbKoro 3acoby
(36inbLUeHHsA TepMiHY NpuaaTHOCTI rOTOBOroO
nikapcbkoro 3acoby) - [nsi TOoproBoi ynakoBku
(nigTBEPAXKYETLCS AAHNMMN pearnbHOro Yyacy)
36iNbLUEHHSI TEPMiHY NPUAATHOCTi FOTOBOrO
nikapcbkoro 3acoby 3aTBepaeHo: 2 Poku
3anponoHoBaHo: 3 pokun 3MiHN BHECEHO B iHCTPYKLiitO
ANs MEQUYHOTO 3acTOCyBaHHS IikapCbKoro 3acoby y
po3ain "TepmiH npugaTtHocTi”. BBegeHHs 3MiH




77 [IpomoBxeHHS J0oaTKa 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
NPOTSArom 6-T MicsLB Micnsi 3aTBEPAXKEHHS.
148.| NA®EPOBIO | cnpeii Ha3anbHWUI NO TOB "®3 Ykpaina TOB "®3 Ykpaina BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3MiHu | bes UA/13779/03/01
H 100000 MO/mn no 5 "BIO®APMA" "BIOGAPMA" Tmny - 3MiHK 3 sikocTi. FoToBUIA NikapcbkKin 3aci6. peuenma
My donaKoHi, 3MiHW y BUpoBHMUTBI. 3MiHW ¥ npoueci BUpobHuLTBa
3aKyrnopeHomy roTOBOrO MiKapCbKoro 3acoby, BKIMYaymn NpoMiKHUIA
MiKpo403aTopoM- NPOAYKT, L0 3aCTOCOBYETLCS NP BUPOOHULITBI
posnuntoBayem; no roTOBOrO fnikapCcbKkoro 3acoby (He3HayHa 3MiHa y
1 dpnakoHy y nauyui 3 npoueci BupobHuuTea). 3miHa Ha3Bu cTagii "2.
KapTOHY Crepunisytoya ginbTpauis, po3nuB Ta 3aKynoproBaHHsI
Mikpogo3aTtopamu" Ta onepadii "2.2 Ctepunisytoda
dinbTpauis, 3M1B Ta 3aKynoptoBaHHA
Mikpogo3saTtopamu" Ha "2. dinbTpauis, po3nue Ta
3aKynoptoBaHHA MikpogosaTtopamun" Ta onepadii "2.2
PinbTpauis po3nNuBe Ta 3aKynoproBaHHS
Mikpogo3aTtopamu'.
3MiHM Ha3BM cTagji Ta onepauii TeXHONOoriYHoro
npouecy 3yMOBIeHi TUM, Lo npenapart "JladepobioH,
cnpen HasanbHUn" € HECTEPUNbHUMM fiKapCbKUM
3acobom, Ta Mae Bianosigatn sBumoram AdY 5.1.4
"MikpobionoriyHa YncToTa HeCTePUIbHMX NiKapCbKNX
3acobiB Ta cybcTaHuin ans hapmMaueBTUYHOIO
3acTocyBaHHS".
149.| NA®EPOBIO Kpanni Ha3arnbHi No TOB "®3 Ykpaina TOB "®3 Ykpaina BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | bes UA/13779/02/01
H 100000 MO/mMn; no 5 | "BIO®APMA" "BIOGAPMA" TMny - 3MiHKM 3 sikocTi. FoToBUIA NikapckkMin 3aci6. peuenma
My donaKoHi, 3MiHn y BUPOGHMLTBI. 3MiHK Y npoLeci BUpoGHMLTBa
3aKyrnopeHomy rOTOBOrO fikapCbKOro 3acoby, BKIOYaoym MPOMiXKHUI
MiKpo403aTopoM- NPOAYKT, L0 3aCTOCOBYETLCSI NP BUPOOHULITBI
KpanenbHuueto; no 1 roTOBOro NiKapCbKoro 3acoby (He3HayHa 3MiHa y
dnakoHy y nayui 3 npoteci BupobHuuTtea). 3miHa Ha3swu cTagii "2.
KapTOHY Crepunisytoyda dinbTpaLlisi, pO3MnMB Ta 3aKyNnoptoBaHHS
Mikpogo3aTopamu" Ta onepadii "2.2 Ctepunisytoda
dinbTpauis, 3M1B Ta 3aKynopoBaHHA
Mikpogo3saTtopamu" Ha "2. dinbTpauis, po3nue Ta
3aKynoproBaHHS Mikpogo3saTtopamu” Ta onepadii "2.2
PinbTpauis po3NuB Ta 3aKynoproBaHHS
Mikpogo3saTopamu". 3MiHM Ha3BM cTagii Ta onepauii
TEXHOIOriYHOro NpoLecy 3yMOBEHI TUM, O
npenapar "lNadepobioH, kpanni HasanbHI" €
HecTepunbHUMM NikapcbkuM 3acobom, na mae
BignoBsigatu Bumoram Y 5.1.4 "MikpobionoriyHa
YMCTOTA HECTEPUIBHUX NiKapCcbkux 3acobiB Ta
cybcTaHuin Ans dapmMaLeBTUYHOIO 3acTOCyBaHHS".
150.| NEKPONIH® Kpanni o4Hi, 40 CaHTteH AT OiHnaHAaina Bupo6Humk dinnaHais/ BHECEHHS 3MiH O peecTpaLiHMX maTtepianis: 3miHn | 3a UA/2383/01/02
Mmr/mm; no 5 mny BignoBiganbHUN Hinepnangm TMny - 3MiHK Wwopao 6e3nekn/edpekTMBHOCTI Ta peuenmom

dnakoHi-
KpanenbHuui; no 1
dnakoHy B
KapTOHHI kopobui

3a BUPOBHMLTBO
in bulk,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPOSb SIKOCTI:
Hekct®apma

apmakoHarnsigy. BeegeHHst abo 3miHu go
y3aranbHeHUX AaHux Npo cuctemy hapmakoHarnsgy
(BBEAEHHS y3aranbHEHMX OAHMX NPO CUCTEMY
dapmakoHarnsigy, 3MiHa ynoBHOBaXeHoi ocobu,
BiANOBIganNbHOI 3a 34iMCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0CO0M 3 (hapMakoHarnsigy 3asiBHMUKa Ans
34icHeHHs bapmakoHarnsgy B YKpaiHi, SKWo BoHa
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
AT, QiHnsHAais; BigMiHHa Big yNOBHOBa)eHOI 0cobu, BignosigansHoi
AnbTepHaTUBHM 3a 3[iMCHeHHsA hapmakoHarnagy (BKnovaym
1 BUPOOHMUK, KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
BignosigansH1Mn canina cuctemn chapmakoHarnsgy). 3miHa
3a BTOpUHHE yNOBHOBaXeHOi 0cobu 3asiBHUKA, BignoBiganbHoi 3a
nakyBaHHs: dapmakoHarnsg.
MaHydakTypiHr [itoya pepakuia: OensdiHa beptpam. NponoHoBaHa
MakarinHr pepakuisa: Tanio Kepttyna. 3miHa KOHTAKTHUX AaHUX
dapmaka (MMNP) YyNOBHOBa)eHOi 0cobu, BignoeigansHoi 3a
B.B., chapmakoHarnsag,.
Higepnanau;
Bupo6Humk
BignoBsiganbHUN
3a BUNYCK cepii:
CaHteH AT,
diHnaHaia
151.| NEPKAMEH® | Tabnetku, BKpUTI MeHapiHi ITrokcembypr Pekopaarti ITanisa BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3a He UA/13569/01/02
AN® 20/20 NNiBKOBO IHTEepHeLoHan IngycTpia Kimika peecTpauis 4oAaTKoBOI cunu aji. peuenmom nionsieae
o6ornoHkoto, 20 OnepenLoHe e
mr/20 mr, no 14 ITrokcembypr dPapmaveyTuka MepioanyHiCTb NOAAHHS perynspHO OHOBIIOBAHOIO
TabneTok, BKpUTMX C.A. C.n.A. 3BiTY 3 6Ge3neku, BianoBigHoO fo Mopsaky 3aiCHeHHs
nniBKOBOO hapmakoHarnsigy, 3aTBepaKeHoro Hakasom
060MoHKOI Y MiHicTepcTBa oxopoHu 340poB’a Ykpainu Big 27
Gnictepi; no 2 rpyaHsa 2006 poky Ne 898, sapeectpoBaHoro B
Gnictepu B MiHicTepcTsi tocTuuii Ykpainun 29 ciyia 2007 poky 3a
KapTOHHiI kopobLi Ne 73/13340 (y pepakuii Haka3y MiHictepcTBa
OXOPOHU 340pOoB'A YKpaiHu B 26 BepecHs 2016 poky
Ne 996), ctaHOBUTBL: 3rigHO 3i CTPOKaMM, 3a3Ha4YeHUMU
y NepioanYHOCTI NOAAHHS PerynspHMX 3BiTiB 3
6e3neku.
152.| NIPA® PO34MH OparnbHUiA, AT "®apmak” YkpaiHa AT "®apmak” Ykpaina BHECEHHS 3MiH O peecTpauiiHix maTtepianis: 3miHu | 3a UA/13370/02/01
100 mr/mn; no 30 mn TMny - 3MiHK 3 siKOCTi. FoTOBUIA NikapCcbkMi 3acib. peuenmom

abo 60 mny
cnakoHi; no 1
drakoHy pa3om 3i
Lnpuuem-
[03aTOpOM Y nayi 3
KapToHy abo no 10
My nakeTu-calue;
no 10 nakeTiB-calue
y nayui KapToHy

Cuctema KoHTenHep/3akynoptoBanbHuiA 3acit. 3miHa y
NepPBUHHIN yNakoBLi rOTOBOrO fikapcbkoro 3acoby (Tun
KOHTelriHepa abo foaaBaHHSA HOBOTO KOHTEMHepa) -
TBepai, M’siKi Ta HeCcTepunbHi pigki nikapceki opmu.
[opaBaHHs HOBOI YNakoBKW, a caMe nakeTiB-calle 3
06’eMoM HanoBHeHHs no 10 mn (ans pasosBoro
BMKOPUWCTaHHS) 3 nonietuneHtepedtanat/ gonbra
antomiHiea/ nonietuneH (PET 12um/ADH/Alu 9
UmM/ADH/PE film 50 ym), 3 BignoBigH1Mu 3miHamu 1o
p. «YnakoBkay». BBeaeHHs 3MiH NpoTarom 6-tn micsiuis
nicns 3aTBepaXeHHs.
3miHu | TMny - 3miHK 3 AkocTi. FoToBUIA NiKapCbKUi
3aci6. KoHTponb rotToBoro nikapcbkoro 3acoby. 3miHa
napamMeTpiB cneuudikauin Ta/abo JoNyCTUMUX MeX
roTOBOrO MiKapCbKOro 3acoby (AOMOBHEHHS
cneundikauii HOBMM NMOKa3HWKOM 3 BiANOBIOHWUM
MeTOA0M BUNPOGYBaHHS) AOMNOBHEHHS cneuudikauii
Ta meTogiB BunpobysaHHs 13 HoBuM n.
«OaHopigHICTb 030BaHMX OAUHULILY, Y 3B’SI3KY 3




79 ITpogoBxeHHs HoJaTKa 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1

BBEAEHHSAM HOBOI YNakoBKU A pa3oBoro
BMKopucTaHHa (no 10 mn y naketax-caiwe). BeegeHHs
3MiH NPOTArom 6-T MicsILiB Micnsi 3aTBEPAXKEHHS.
3MiHn | TMNYy - 3MiHK 3 aKocTi. FOTOBMI Nikapcbkuii
3aci6. KoHTpornb roToBoro nikapcekoro 3acoby. 3miHa
napameTpiB cneuudikaui Ta/abo JonycTUMmUX Mex
roTOBOrO JlikapCbKoro 3acoby (iHLi 3MiHM) BHECEHHS
He3Ha4yHWX 3MiH y cneuudikadiio Ta metToan
BunpobyBaHHs 113 3a n. «O6'em BMiCTy ynakoBku», a
came goaaHo 06'eM He MeHLe 10 mn, y 3B’A3Ky 3
BBEAEHHSAM HOBOI yNakoBku (maketu-caiwle). BeegeHHs
3MiH NPOTAroM 6-TN MicsILIB NICNs 3aTBEPIPKEHHS.
3MiHn | TMny - 3MiHK 3 sKocTi. FOTOBMI Nikapcbkuii
3aci6. Cuctema KoHTelnHep/3aKynoproBanbHuUiA 3acio.
3miHa napameTpiB cneumdikaLii Ta/abo gonycTtuMmx
MEX NePBUHHOT YNaKoBKM FOTOBOrO NiKapCbKOro
3acoby (BMNyYeHHs1 HE3HAYHOro NOKa3HMKa
(Hanpuknag 3acTapinoro nokasHuka)) yHidikauis p.
3.2.P.7. Cuctema koHTelHep/ 3aKynopoBanbHuM
3acib, a came BUIyYeHHS NokasHuka «lepMeTnYHICTbY
3 crneuudikauii ona pnakoH cknsHUn emHicTio 30 mn.
BBegeHHst 3MiH NpoTsarom 6-tn micauis nicna
3aTBepAKeHHs. 3MiHu | Tuny - 3miHK 3 akocTi. FoToBuMIA
nikapcbkuii 3aci6. Cuctema
KOHTelWHep/3aKynoptoBanbHuii 3acio. 3MiHa
napameTpiB cneuudikauin Ta/abo gonycTUMmnx Mex
NepBUHHOI YNaKoBKM rOTOBOrO NikKapCbKoro 3acoby
(BUMYYEHHS HE3HAYHOTO NOKa3HWKa (Hanpuknag,
3acTapinoro nokasHuka)) yHidikauisa p. 3.2.P.7.
CucTeMa koHTenHep/ 3aKynoptoBarnbHuiA 3acib, a came
BUITyYEHHS NokasHuka « epMeTUYHICTb» 3
cneumdikauii 4nst pnakoH CKNAHUN emMHicTio 60 mn.
BBegeHHs 3MiH npoTArom 6-Tu MicsuiB nicns
3aTBepAKEHHS. 3MiHuM | Tuny - 3miHK 3 sikocTi. MoToBMIA
nikapcbkui 3aci6. Cuctema
KOHTeWHep/3aKynoptoBarnbHui 3aci6. 3miHa
napameTpiB cneuudikauin Ta/abo gonycTuMmnx mex
NepBUHHOI YNaKoBKW rOTOBOTO NiKapCbKoro 3acoby
(BUMYYEHHS HE3HAYHOrO NOKa3HWKa (Hanpuknag
3acTapinoro nokasHuka)) yHidikauis p. 3.2.P.7.
Cunctema KoHTenHep/3aKynoptoBarnbHUii 3acib, a came
BUITy4YeHHS nokasHukie «MikpobionoriyHa uncroray,
«KoHTporb nepLioro poskputTa» 3 cneuudikauii Ans
KpwLukm nnacTukoBoi. BBeaeHHS 3MiH npoTarom 6-tu
MicauiB nicnsi 3aTBepaKeHHSA. 3MiHu | Tuny - 3miHu 3
sikocTi. [oTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeVHep/3aKynoptoBanbHuiA 3aci6. 3miHa
napameTpiB cneuudikauin Ta/abo AonyCTUMNX MeX
NepBUHHOI YNaKoBKM FOTOBOrO NikKapCbKoro 3acoby
(iHWi 3MiHK) BHeceHHs 3MmiH go p. 3.2.P.7. Cuctema
KOHTEVHep/ 3akynoptoBanbHuUi 3acib, a came 3aMiHu y
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(nikapcbka ¢gpopma,
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PeecmpauyitiHa npoyedypa

Ymoeu
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Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

cneumdikaii Ha donakoHu cknsiHi eMHicTio 30 mn 3a
nokasHukamu «30BHILLHIN BUrnagy, «Poamipmy,
«ligponiTuyHa CTINKICTb» - BUMOTU YHi(hikoBaHO Ang
YCiX LiNbOBUX PUHKIB peecTpallii. BBegeHHs 3MiH
nNpoTArom 6-Tu MicsAUiB nicns 3aTBepoKeHHS. 3MiHu |
TMny - 3MiHKM 3 sikocTi. FoTOBUIA NikapcbkMit 3aci6.
CucrtemMa KoHTelHep/3akynoptoBanbHui 3acib. 3miHa
napameTpiB cneuudikauin Ta/abo 4oNyCTUMUX MEX
NepBUHHOI YNaKoBKM rOTOBOrO NikapCcbKoro 3acoby
(iHWi 3MiHKW) BHeCceHHs 3miH fo p. 3.2.P.7. Cuctema
KOHTEeWHep/ 3aKkyrnoptoBarnbHui 3acib, a came 3miHu y
cneumdikauii Ha bnakoHu CKNsHi EMHICTIO 60 Mn 3a
nokasHMKammn «30BHILLHIN BUrNsgy, «Po3mipny,
«ligponiTnyHa CTiMKiCTbY» - BUMOTY YHichikOBaHO Ansi
YCiX LiNboBMX PUHKIB peecTpaLlii. BBegeHHsA 3MiH
nNpoTArom 6-Tu MicsLiB nicns 3aTBepoKeHHs. 3MiHu |
Tmny - 3MiHK 3 gKoCTi. [O0TOBMI Nikapcbkuin 3acib.
CuctemMa KoHTelHep/3akynoptoBarnbHuiA 3acib. 3miHa
napameTpiB cneuudikaui Ta/abo 4onycTUMMUX MeX
NepBUHHOI YNaKOBKW rOTOBOTO NiKapCbKoro 3acoby
(iHWi 3MiHKN) BHeceHHs 3miH fo p. 3.2.P.7. Cuctema
KOHTelHep/ 3akyrnoptoBanbHuUi 3acib, a came 3aMiHM y
cneumndikauii 4ns Kpuwwku nnacTukosi 3a nokasHWKamu
«30BHiLWHI BAMMSAA», «Po3mipu» - BUMOru
YHichikoBaHO ANns yCix LiNnbOBUX PUHKIB peecTpaulii.
BBeneHHs 3MiH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBepAKEHHS. 3MiHuM | Tuny - 3miHK 3 sikocTi. MoToBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKynoptoBanbHui 3aci6. 3miHa
napameTpiB cneuudikauin Ta/abo gonycTUMUX Mex
NepBUHHOI YNaKoBKM rOTOBOrO NikKapCbKoro 3acoby
(iHWi 3MiHK) BHeceHHs 3MmiH go p. 3.2.P.7. Cuctema
KOHTeWHep/ 3aKynoptoBanbHui 3acib, a came 3miHu y
crneyndikauii Ha WNpULU-403aTop 3a NoKa3HMKaMun
«30BHiLWHIV BUMSAA», «Po3mipu» - BUMOru
YHichikoBaHO ANs yCiX LiNbOBMX PUHKIB peecTpallii.
BBegeHHs 3MiH npoTArom 6-Tu MicsuiB nicns
3aTBEpAKEHHS. 3MiHu | Tuny - 3miHM Wwoao
6esnekn/edeKTMBHOCTI Ta hapmakoHarnsaay (iHwi
3MiHW). OHOBMEHHS TEKCTY MapKyBaHHS! YMaKoBKM
nikapcbkoro 3acoby, a came: 3 n. 17 BTOPUHHOI
ynakoBKM BunyyeHo pasy "HasBHa TexHiyHa
iHdbopmauis" Ta gogaHo "JlorotTun 3asiBHMKa
(HasiBHUIA)"; B M. 6 NEPBUHHOT YNaKoBKN A0AAHO
"[Norotun 3asBHUKa (HasBHUIA)". BBeaeHHS 3miH
nNpoTSArom 6-Tv MicsiLiB Nicnsi 3aTBEpAKEHHS

153.

MEOAKCOH

NMOPOLLIOK A1IsA
PO34MHY Ans
iH'ekuin, no 1r; 10
crakoHiB 3
NMOpPOLLIKOM B

Mepokemi
nTAa

Kinp

BMPOGHMLITBO 32
NOBHUM LIMKITOM:
Mepokemi J1T[]
(3aBog C), Kinp;
BUPOGHMLITBO

Kinp/
B'eTHam

BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3miHu |
TMny - 3MiHK Wopao Gesnekn/edekTUBHOCTI Ta
dapmakoHarnsay. 3MiHu y KOpoTKili XxapakTepucTuui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKL,iT
AN MEeAUYHOIOo 3acTOCYBaHHS

3a
peuernmom

He
nidnsieae

UA/7582/01/01
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[IpomoBxeHHS J0oaTKa 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
KapTOHHIl kopobui roToBOro reHepUYHMX/ribpnaHnX/6ionogidHNX NikapCbKmx
nikapcbkoro 3acobiB nicns BHECEHHs TiET camoi 3MiHU Ha
3aco0y, pedbepeHTHUIN Npenapar (3mMiHa He NoTpebye HagaHHA
nepBuHHE Ta YKOOHUX HOBUX A0AATKOBUX AaHMX). 3MiHWM BHECEHO J0
BTOPUHHE IHCTPYKUIii 4N MEAUYHOro 3aCTOCYBaHHS MikapCbKOro
nakyBaHHS: 3acoby y poaginu: "®apmakonoriyHi BnactmeocTi",
Megokemi (da "B3aemogis 3 iHWMMM nikapcbkumy 3acobamm Ta iHLi
lcT) BMAan B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
NTA.,(AcenTik "Cnocib 3actocyBaHHsi Ta fo3n", "Mo6iyHi peakwuii”
LiecbanocnopuH Bi4NOBIgHO A0 iHbopmaLii LWogo MeanyHoro
daciniti), 3acTOCyBaHHsi pedpepeHTHOrO fikapcbkoro 3acoby
B'eTHam (Rocephin powder for solution for injection or infusion)
BBegeHHst 3MiH NpoTArom 6-tn micauis nicna
3aTBepAKEHHS. 3MiHu | Tuny - 3miHW Wwoao
6e3nekn/ecekTUBHOCTI Ta hapmakoHarnsgy (iHwi
3MiHM). 3MiHM BHECEHO [0 IHCTPYKLUii ANs MeanyHoro
3aCcTOCyBaHHS Nikapcbkoro 3acoby y po3Ain "lMNobiyHi
peakuii" Woao BaXXnMBOCTI 3BiTyBaHHsI NPo NobiyHi
peakuii BBegeHHs 3MiH npoTarom 6-tn micauis nicns
3aTBEPAKEHHSI
154.| MEOAKCOH NOPOLLIOK A4S Mepokemi Kinp BUPOBHMUTBO 3a Kinp/ BHECEHHS1 3MiH O peecTpauinHMX maTtepianis: 3miHu | 3a He UA/7582/01/02
pPO34MHy Ang nTta MOBHUM LIKIOM: B'eTHam Tmny - 3MiHun wopo 6eanekn/edpekTMBHOCTI Ta peuenmom nionsieae
iH'ekuin, mo 2r; 10 Megokemi JITOQ capmakoHarnsgy. 3MiHu y KOPOTKii xapakTepucTuLi
crakoHiB 3 (3aBog C), Kinp; nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS! Ta iHCTPYKLii
MOPOLLKOM B BUPOGHMLTBO Onsi MEOUYHOTO 3aCTOCYBaHHS
KapTOHHiI kopobLi roToBOro reHepuy4HuX/ribpnaHnx/6ionofibHMx nikapcbkmx
nikapcbKoro 3acobiB nicns BHECEHHS TiET caMoi 3MiHW Ha
3aco0y, pedbepeHTHUIN Npenapart (3mMiHa He NoTpebye HagaHHsA
nepBuHHE Ta YKOL4HUX HOBMX 0OOATKOBUX AaHUX). 3MiHM BHECEHO J0
BTOPUHHE IHCTPYKLUii ANS MeAMYHOro 3aCTOCYBaHHS NiKapCbKoro
nakyBaHHS: 3acoby y po3aainu: "®apmakonoriyHi BnacTmeocTi",
Mepokemi (Pa "B3aemogis 3 iHWVMK nikapcbkuMm 3acobamu Ta iHLwi
IcT) BMAaM B3aemogin”, "OcobnmBocTi 3acTocyBaHHs",
NTA.,(AcenTik "Cnoci6 3acTocyBaHHs Ta fo3un", "MobivHi peakuii”
LledpanocnopwH BiAMOBIAHO A0 iHcbopMaLii LLoJo MeaNYHOro
daciniti), 3acTOCyBaHHsi pedhepeHTHOro nikapcbkoro 3acoby
B'eTHam (Rocephin powder for solution for injection or infusion)
BBeneHHs 3miH NpoTArom 6-Tv MicsiiB nmicnsi
3aTBepOKeHHS. 3MiHu | Tuny - 3miHn wopao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy (iHwi
3MiHM). 3MiHM BHECEHO [0 IHCTPYKLUii ANS MeanYHOro
3acTocyBaHHs nikapcbkoro 3acoby y po3ain "MobiyHi
peakuii" oo BaXNMBOCTI 3BiTYBaHHS NPO NOGiYHi
peakuii BBegeHHs 3MiH npoTarom 6-tu micauis nicns
3aTBEPKEHHS
155.| MENOKCUKA | po3uuH ansi iH'ekuin, TOB YkpaiHa MpuaTHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHux MaTepianis: 3miHu | 3a He UA/14486/01/01
M 15 mr/1,5 mn «BEPKAHA +» akuioHepHe TMny - 3MiHM Wwopao 6e3nekn/ecekTMBHOCTI Ta peuenmom nionsieae
no 5 amnyny TOBapuUCTBO dapmakoHarnsay. 3MiHu y KOpoTKili XxapakTepucTuui

GnicTepi; no 1
Gnictepy y

KapTOHHIN navui

"INekxim-Xapkis"

nikapcbKkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
ANst MEAUYHOTO 3aCTOCYBaHHS
reHepu4HUX/ribpnaHunx/GionofibHUX nikapcbkmx
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3acobiB nicns BHECEHHS Tiei camoi 3MiHK Ha
pedepeHTHWI Npenapart (3miHa He noTpebye HagaHHs
YKOAHUX HOBUX A0AATKOBUX AaHUX) 3MiHM BHECEHO 0
iHCTPYKLUii ANa MeQMYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby y posginu "®apmakonoriyHi BnactueocTi",
"MokasaHHsA" (pegaryBaHHs), "B3aemogis 3 iHWummn
nikapcbkumm 3acobamm Ta iHWi Bugu B3aemogin”,
"OcobnuBocTi 3acTocyBaHHs", "3acTocyBaHHs y
nepiog BariTHocTi abo rogyBaHHs rpyaat”, "MobidHi
peakuii" 3rigHo 3 iHpopmalieto LWogo MeanyHoro
3aCTOCyBaHHsi pedpepeHTHOrO fikapcbkoro 3acoby
(Moganic, po3unH gns iH'ekuin 15 mr/1,5 mn).
BBegeHHst 3MiH NpoTArom 6-tn micauis nicna
3aTBEPAKEHHSI

156.

METOHAT®

kancynu no 250 mr
no 10 kancyny
6nictepi; no 5
GnicTepiB y nayui 3
KapTOHY

TOB
"dapmaneBTu
YHa KOMMaHis
"CANKOTAPIC

YkpaiHa

MAT
"MoHdapm"

YkpaiHa

BHECEHHS 3MiH O peecTpaLinHuX maTepianis: 3MiHu |
TMny - 3MiHKM 3 sikocTi. FoToBUIA NikapcbkMi 3aci6.
KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauin Ta/abo 4onycTUMMUX Mex
roTOBOrO nikapcbKkoro 3acoby (iHwWi 3MiHK) 3miHa B
cneundikauii 713 3a nokasHnkom «Onmcy». 3miHn |
Tmny - 3MiHKM 3 sikocTi. FoToBUIA NikapcbkMi 3aci6.
KoHTpOsb roToBOro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHSA rOTOBOrO MiKapCbKoro 3acoby
(He3HayHa 3MmiHa y 3aTBEpOKEeHMX MeToaax
BUNpoOyBaHHs) He3Ha4yHa 3MiHa B MeTOSi
BMNpoOyBaHHs 113 3a noka3HukoMm «Po3unHeHHs»
(TMTpyBaHHS), a came BUMNpaBIEHHS MOMNSPHOCTI
PO34MHY XITOPHOI KUCIOTH, SIKY BUKOPUCTOBYIOTb A1151
TuTpyBaHHs BiA 0,02 M Ha 0,01M. 3minun | Tuny - 3miHn
3 gKkocTi. FoToBWIA nikapcbkuii 3aci6. KoHTponb
roToBOro fikapcbkoro 3acoby. 3miHa y meTogax
BMNPOOYBaHHS rOTOBOTO NiKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEpOKEHMX MeToAax
BUNpoOyBaHHs1) He3HayHa 3MiHa B MEeTOfj KOHTPOIto
N3 3a nokasHukom «Boga» (APY, 2.5.12). 3minu |
TMny - 3MiHK 3 sikocCTi. [oTOBMI Nikapcbkui 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikaui Ta/abo gonycTUMmnx Mex
roTOBOrO fikapCbKoro 3acoby (BUMYYEHHS1 HE3HAYHOIO
nokasHuka (Hanpwuknag 3acTapinoro nokasHuka, Takoro
SIK 3anax Ta cmak, abo igeHTudikaLis 6apBHUKIB Un
CMakoBUX 106aBOK)) BUNYYEHHSI HE3HAYHOTO
nokasHuka cneuudikauii N3 «Po3nagaHHA», oCKinbku
B crneumndikauii 13 KOHTPOMKETLCA NOKA3HMK
«Po3unHeHHs1». 3MiHn | TUny - AOMiHICTPaTUBHI 3MiHW.
BunyyeHHs BUpOGHMYOI AinbHULI (BKMHOYa4m
AinbHuUi ana A®Il, npomixkHoro npogykTy abo roToBoro
nikapcbKkoro 3acoby, AinbHUL AN NpOBEAeHHS
nakyBaHHs1, BUpOOHWKa, BiAnoBiaansHOro 3a BunycKk
cepil, MicLe NpoBeAEeHHS KOHTPOIO cepii) abo
nocTayanbHvKa BMXigHOIO MaTepiany, peareHTy abo

3a
peuenmom

UA/11399/01/01
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[OMOMDKHOI PEYOBUHM (SIKLLO 3a3HAY€HO Y [OCLE)
BUIyYeHHs 3aTBepaKeHoro BupobHuka A®I - MAT
«®dapmak», YkpaiHa. 3MiHu |l Tuny - 3miHn 3 sikocTi.
ADI. BupobHuuTBO. 3MiHa BUPOGHMKa
BVXiAHOro/NPOMIDKHOTO MPOAYKTY/peareHTy, Lo
BUKOPUCTOBYHOTbCS Y BUPOBHMYoMy npoueci AP, abo
3MiHa BMPOOHMKa (BKNoYatoun, e HeobxigHo, Micue
npoBeAeHHs KOHTponto sKocTi) ADI (3a BiACYTHOCTI
cepTuddikaTta BignoBigHOCTI €Bponenchkiin
hapmakonei y 3aTBepmkeHOMY LOCLE)(BBEOEHHS
HOBOro BMpoGHMKa AD| 3 HagaHHsIM MacTep-anna Ha
A®l) BBegeHHNA aogaTkoBoro BUpobHuka AdI
MenbaoHito aurigpaty — TOB «®Papmxim», YkpaiHa
(ASMF Bepcis 5, notuii 2021).

157.

MET®OPMIH

TabneTkn, BKpUTI
NniBKOBOKO
obonoHkoto, no 1000
mr, no 10 TabneTtok
y BnicTepi; no 3 abo
5, abo 6 brictepis y
navui

TOB
"APTEPIYM
nra"

YkpaiHa

MAT
"KuiBmegnpenap
ar"

YkpaiHa

BHECEHHS 3MiH O peecTpaLinHuX maTepianis: 3MiHu |
Tmny - 3MiHuM wopo 6e3nekn/edpekTMBHOCTI Ta
dapmakoHarnagy. BeegeHHsa abo 3miHm oo
y3aranbHeHVX gaHux Npo cuctemy papmakoHarnsgy
(BBEOEHHS y3aranbHEHVX JaHUX NPO CUCTEMY
capmakoHarnsgy, 3miHa ynoBHOBaXeHoi ocobu,
BiANOBIgaNbHOI 3a 34iNCHEHHS hapMakoHarnaay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa Ansi
3AiNCHEHHA apmakoHarnsgy B YKpaiHi, SKLO BOHa
BigMiHHa Big yNOBHOBa)eHOi 0cobu, BignosigansHoi
3a 3ificHeHHs1 hbapmakoHarnsay (BKrovarym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLleHHi macTep-
darina cuctemu chapmakoHarnsgy). 3miHa
yrNoBHOBaXeHOI ocobu 3asiBHUKa, BiANOBiganbHOI 3a
dapmakoHarnag,.

[itova pepakuia: batranosa Prumma IropisHa.
MponoHoBaHa pepakuis: Metpoa tOnis AHaToniiBHa.
3MiHa KOHTaKTHMX AaHWX YNOBHOBaXXEHOI 0cobu
3asiBHUKA, BiANOBiganbHoI 3a hapMakoHarnsag. 3MiHa
MicLle3HaxomKeHHs MacTep-hanna cuctemu
dapmakoHarnagy. 3miHa micus 30iNCHEHHSI OCHOBHOT
[isNbHOCTI 3 hapmakoHarnsay.

3a
peuenmom

UA/18846/01/01

158.

MIONOKAPL

PO34MH AN iH eKUiN,
100 mr/Mn no 5 mn B
amnyni ckNsHin; no 5
amnyn y 6nictepi; no
2 6nictepu B nayui 3
KapTOHY

TOB
«DPAPMACEN

»

YkpaiHa

BUPOGHMLTBO
Hepo3dacosaHo
T npoaykuii,
nepBuHHa Ta
BTOPWHHA
ynakoBka,
KOHTPOMb:
MpAT «Jlekxim-
XapkiB»,
YkpaiHa
KOHTpPO~b,
BUNYCK cepii:
TOB
«DAPMACEI/»,
YkpaiHa

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3miHn |
Tmny - 3MiHK 3 SKocCTi. [OTOBMI Nikapcbkuin 3acib.
3MiHu y BUpo6HMUTBI. 3MiHa iMnopTepa/3miHu, Lwo

CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOSO SKOCTi
roTOBOrO JlikapcbKoro 3acoby (3amiHa abo AogaBaHHS
BMPOGHMKa, WO BiAnoBigae 3a BBE3€HHs Ta/abo
BUWMYCK cepii) - Bkntoyaroun KoHTponb/BunpobyBaHHs
cepii. 3amiHa BUpoOHWKa, sikui Bignosigae 3a
KOHTPOrb Ta BUMYCK cepii. 3MiHW BHECEHO B
iHCTPYKUIitO ANsi MeANYHOro 3acTOCYBaHHS MikapCbKoro
3acoby y po3ginu "BupobHuk", "Micue3HaxomKkeHHs
BMPOOHYMKa Ta agpeca MicLs NPOBaKeHHs oro
OisnbHOCTI" 3 BiANOBIAHMMN 3MiHAMW B TEKCTi

MapKyBaHHS ynakoBok. BBeieHHs1 3MiH NpoTsirom 6-Tu

MicauiB nicns 3aTBepaXeHHs. 3MiHu | Tuny - 3miHK

3a
peuenmom

He
nidnsieae

UA/15151/01/01




84 ITpogoBxeHHs HoJaTKa 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
oo 6esnekun/edhekTUBHOCTI Ta hapmakoHarnsay
(iHLWi 3MiHW). OHOBNEHHS TEKCTY MapKyBaHHS YNaKoBKK
nikapcbKoro 3acoby y 3B'A3Ky 3 BUNYYEHHAM
iHghopMaUii pociicbkoo MOBOK. BunyyeHHs 3
IHCTPYKUIii 4N MEAUYHOro 3aCTOCYBaHHS MikapCbKOro
3acoby po3ginu "3asBHuk", "MicuesHaxomKeHHs
3asiBHUKA". BBegeHHs 3MiH NpoTsarom 6-tu mMicsuis
nicnsa 3aTBepaKeHHs
159.| MOM’MHUH® TabneTkn, BKpUTI TOB YkpaiHa KYCYM IHais BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a He UA/15520/01/02
NniBKOBOK «MEODAPM XENTXKEP MNBT Tmny - 3MiHun wopo 6e3nekn/edpekTMBHOCTI Ta peuenmom nidnsieae
o6onoHkoto, no 100 NTO» nTa dapmakoHarnsay. 3mMiHW y KOpoTKil XxapakTepuctuui

Mr;

no 1 abo no 4
TabneTtku y 6nictepi;
no 1 Gnictepy y
KapTOHHIN ynakoBLj

nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLT
Onsi MEOUYHOTO 3aCTOCYBaHHS
reHepuiHnx/ribpnaHnx/6ionodibHnx nikapcbkmx
3acobiB nicns BHECEHHS TiEl caMoi 3MiHW Ha
pedepeHTHUI npenapaT (3MiHa He NoTpebye HagaHHs
YKOAHUX HOBUX A0AATKOBUX AaHUX) 3MiHM BHECEHO 0
IHCTPYKLUIiT ANA MeAMYHOro 3acTOCyBaHHS NikapCbKOro
3acoby y posginu "®apmakonoriyHi BnactmBocTi",
"MpoTtunokasaHHs", "B3aemogis 3 iHLWMMK nikapCbKumu
3acobamu Ta iHwWi Buau s3aemoginn”, "OcobnmBocTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta Jo3un",
"Mepeno3yBaHHs", "MobiyHi peakyii” 3rigHo 3
iH(bopMaLieto LWOA0 MEAMYHOrO 3acCTOCyBaHHA
pedepeHTHOro nikapcbkoro 3acoby (BIAFPA®,
TabneTtku, BKpUTI NNiBKOBOK 060MOHKO, Mo 50 mr abo
100 mr). BBegeHHst 3MiH npoTsrom 6-Tu micsuiB nicns
3aTBEPAKEHHS
3minHn | TMny - 3MiHn Wwopo 6e3nekn/edPeKTUBHOCTI Ta
dapmakoHarnsgy. BHeceHHs abo amiHa(u) oo
3000B's3aHb Ta YMOB BuAavi peecTtpauiiHoro
noceiAgYeHHs, BKknoyaroum MNnaH ynpaeniHHA pusukamm
(3acTocyBaHHS TEKCTY, SIKUI NOTOMKEHUIA 3
KOMMETEHTHNM opraHoM) 3asiBHUKOM HaflaHO
oHoBneHun MNnaH ynpasniHHa pusukamm Bepcis 2.0
3MiHM BHECEHO [0 YaCTWH:
| «3aranbHa iHdopmaLis»
Il «Cneundikauisi 3 6e3nekn»
V «3axogu 3 MiHiMi3aLii pu3ukiB»
VI «Pe3tome nnaHy ynpasniHHS pusnkammn»

VII «dopgaTkm» (gopatok 7.2, poaatok 7.9, noaartok 8)
y 3B’s13Ky 3 OHOBIEHHAM iHdopMmalLlii 3 6e3neku Aitouoi
pevoBUHU cungeHadin BiANoBiAHO A0 akTyanbHOI
pedepeHTHOI iHbopMaLlii, a TaKoX y 3B'A3KY i3 3MiHOK
dopmary BignosiaHo Ao Bumor Evaluation Guidance
on the format of the risk management plan (RMP) in
the EU — in integrated format, GVP Module V Rev.2
Human Medicines).

Pestome MNnaHy ynpasniHHs pusukamn Bepcis 2.0
[OfaeTbCs.
3miHu | TMNYy - 3miHn woao 6e3nekn/edPekTMBHOCTI Ta




85 ITpogoBxeHHs HoJaTKa 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
capmakoHarnsgy (iHwi 3miH1) 3miHM BHeCeHo 4o
IHCTPYKUIii 4N MEANYHOro 3aCTOCYBaHHS fikapCbKoro
3acoby y po3gin "MobiyHi peakuii" Woao BaXKMBOCTI
3BiTyBaHHsi Npo NobiyHi peakuii.
BBegeHHs 3miH npoTArom 6-Tv MicsuiB nicns
3aTBEpPAKEHHS
160.| MOT’MHUH® TabneTku, BKPUTI TOB Ykpaina KYCYM IHAisA BHECEHHS 3MiH 4O peecTpauinHux maTepianis: 3miHu | 3a He UA/15520/01/01
NNiBKOBOIO «MEO®APM XENTXKEP MNBT TMny - 3MiHK Woao Gesnekn/edhekTUBHOCTI Ta peuenmom | nidnseae
o6onoHkKoto, no 50 NTO» 7O capmakoHarnsgy. 3MiHu y KOPOTKili xapakTepucTuLi

mr; no 1 abo no 4
TabneTku y bnictepi;
no 1 Gnicrepy y
KapTOHHIN ynakoBLj

nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii
AN MeguyHOro 3acToCcyBaHHS
reHepUYHMX/ribpuaHnX/6ionogiGHNX NikapCbknx
3acobiB nicns BHECEHHS TiET caMoi 3MiHW Ha
pedepeHTHMI Npenapar (3mMiHa He noTpebye HagaHHA
KOOHMX HOBUX J0OATKOBUX AaHWX) 3MiHU BHECEHO A0
IHCTPYKLUIiT ANA MeANYHOro 3acToCyBaHHSA NikapCbKOro
3acoby y po3sginu "®apmakonoriyHi BnacTMBocTi",
"MpoTunokasaHHs", "B3aemogisa 3 iHWUMKN NikapCbKUMMN
3acobamu Ta iHwWi Buan s3aemogiin”, "OcobnmBocTi
3acTocyBaHHs", "Cnocib 3actocyBaHHsA Ta Jo3un",
"Mepeno3yBaHHs", "MobiyHi peakuii” 3rigHo 3
iHbopMaLieto LWOA0 MEAUYHOrO 3aCTOCYBaHHSA
pedepeHTHOro nikapcbkoro 3acoby (BIATPA®,
TabneTkn, BKpUTI NNiBKOBOI 060M0OHKO, Mo 50 mr abo
100 wmr). BeeaeHHsi 3miH npoTaromM 6-Tu micsiliB nicns
3aTBEPAKEHHSI
3MmiHu | TUNy - 3miHn Wopo 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsgy. BHeceHHs abo amiHa(n) oo
3000B'A3aHb Ta YMOB BUAaYi peecTpauinHoro
nocBiaYeHHs, Bkntodatoum MNMnaH ynpaeniHHA pusukamm
(3acTocyBaHHS TEKCTY, SIKUI NOTOMKEHUIA 3
KOMMNETEHTHUM opraHom) 3asiBHUKOM HagaHo
OHoBreHwn NMnaH ynpaeniHHS pusukamu Bepcis 2.0
3MiHM BHECEHO [0 YaCTWH:
| «3aranbHa iHdopmauis»
Il «Cneundikauisi 3 6e3neku»
V «3axogu 3 MiHiMi3aLii pu3ukiB»
VI «Pestome nnaHy ynpasniHHA pusnkaMmm»

VIl «JopaTku» (gopaTok 7.2, gopatok 7.9, gopaTok 8)
y 3B’s13Ky 3 OHOBINEHHAM iHdopMmalLii 3 6e3neku Aitouoil
peYoBUHM cunaeHadin BignoBigHO A0 akTyanbHoI
pedepeHTHOI iHopMaLlii, a TaKoX y 3B'A3KY i3 3MiHOIO
dopmary BignosiaHo Ao Bumor Evaluation Guidance
on the format of the risk management plan (RMP) in
the EU — in integrated format, GVP Module V Rev.2
Human Medicines).

Pestome MNMnaHy ynpaeniHHs pusukamu Bepcis 2.0
OofaeTbes.
3MmiHu | TUNY - 3miHKn Wopo 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsaay (iHwi 3miHu) 3MiHM BHECEHO [0
iHCTPYKLUIii ANs MeAMYHOro 3aCTOCYBaHHS NiKapCbKoro




86 ITpogoBxeHHs HoJaTKa 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
3acoby y po3gin "MobiyHi peakuii" LWoao BaXKMBOCTI
3BiTyBaHHSA Npo NobiyHi peakwii.
BBegeHHs 3miH npoTsArom 6-Tu MicsuiB nicnsi
3aTBEpAKEHHS
161.| MOKCU®IIOK | kpanni o4yHi, 5 TOBAPUCTB Ykpaina TOB Ykpaina BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3MiHu | 3a He UA/16662/02/01
CALUH- Mmr/mm; no 5 mny 03 "dAPMEKC TMny - 3MiHKM 3 sikocTi. FoToBUIA NikapcbkMi 3aci6. peuenmom | nidnsieae
DAPMEKC cdnakoHi, no 1 OBMEXEHO reyn" CrabinbHicTb. 3miHa y TepMiHax npuaaTHocTi abo
¢nakoHy pa3om 3 0] ymMoBax 36epiraHHsi FrOTOBOr0 NikKapCbkoro 3acoby
KPULLIKOKO- BIOMOBIOAN (36inbLUeHHs TepMiHY NPUAATHOCTI TOTOBOrO
KpanesnbHULUE Y bHICTHO nikapcbKkoro 3acoby) - [ins Toproeoi ynakoBKku
nadui 3 KapToHy «KOPMOPAUJ (NiaTBEPAXKYETLCS 4AHMMUN peanbHOro vacy).
A 36inblUeHHA TepMiHy NpUaaTHOCTI y 3B'sA3KY i3
«300POB’A» OTPUMaHHSIM NO3UTMBHMX OAHMX LLOAO AOCHIIKEHHS
Ykpaina, cTabinbHOCTi y peanbHOMy yaci. [litova pegakuis:
61013, TepMmiH npuaaTHOCTI. 2 poku. TepMiH 3GepiraHHs nicns
nepLuoro BiAKpUTTS donakoHa — 4 TwxHi. [ponoHoBaHa
pepakuis: TepMiH npuaaTHocCTi. 3 pokn. TepMmiH
36epiraHHs nicns nepLoro BigkpuTTs dnakoHa — 4
TWXHI. 3MiHN BHECEHO B iHCTPYKLit0 ANs MeaUYHOro
3acTOCyBaHHS NikapcbKoro 3acoby y posain "TepmiH
npuaatHocTi". BBeAeHHS 3MiH NPOTArom 6-Tn Micauis
nicnsi 3aTBepOXXEHHS.
162.| MyuuTycC kancynu no 150 wmr, Makneopc IHais Makneoac IHais BHECEHHS1 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu | 3a UA/5589/01/01
no 6 kancyny dapmacbkloThK dapmackioTrkan TMny - 3MiHKM 3 sikocTi. FoToBUIA NikapckkMin 3aci6. peuenmom
cTpwni; no 2 abo no anc Jliviteq ¢ Nimiten KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
5 cTtpunis y napameTpiB cneuudikauin Ta/abo gonycTUMmx mex
KapTOHHI ynakoBLj roTOBOro nikapcbKkoro 3acoby (iHLi 3miHK) - 3MiHK
npoBeaeHHs BUNpobyBaHb Ha MikpobionorivyHy
YUCTOTY 3 PYTUHHOIO KOHTPOSIO HA NepioanYHUI
KOHTPOrb, (3anponoHOBaHO: aHani3 NPoBOANUTLCS Ha
Ha nepLunx TPbOX CEpIsiX Ta Ha KOXHIW AecATin
HaCTYMHIN cepii, ane He piaLe HixX Ha 1 cepii B pik).
BBegeHHs 3MiH npoTArom 6-Tu MicauiB nicns
3aTBEPKEHHS.
163.| MyuuTycC kancynu no 300 mr, Makneopc IHais Makneopc IHais BHECEHHS 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/5589/01/02
no 6 kancyny dapmacbloTUK dapmacbioTmkan TMny - 3MiHK 3 sikocTi. [oTOBMIA Nikapcbkui 3acib. peuenmom
cTpwni; no 2 abo no anc Jlimiteq ¢ Nimiten KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
5 cTtpunis y napameTpis cneuudikauin Ta/abo AonycTMMNX Mex
KapTOHHIN ynakoBLj roTOBOro MikapcbKoro 3acoby (iHLi 3MiHK) - 3MiHK
npoBefeHHs BUNpobyBaHb Ha MikpobionoriyHy
YWCTOTY 3 PYTUHHOIO KOHTPOJO Ha NepioaNYHNIA
KOHTPOrb, (3anponoHOBaHO: aHarni3 NPoBOANUTLCS Ha
Ha NepLUMX TPbOX CEepisiX Ta Ha KOXHIiW AecATin
HaCTYMHIN cepii, ane He piaLe HixX Ha 1 cepii B pik).
BBegeHHs 3MiH NnpoTArom 6-Tu Micsuis nicns
3aTBEPKEHHS.
164.| HABOHEKC® | cnpeit Ha3anbHui, OpraHoH LLiBenuapis OpraHoH XeucT Benebriga BHECEHHS 3MiH [0 peecTpaLiiHuX MaTepianis: 3miHu | 3a UA/7491/01/01
posoBaHui, 50 CeHtpan lct 68 TMny - 3MiHK 3 sikocTi. [oTOBMIA Nikapcbkui 3acib. peuenmom
MKr/gosy; no 18 r m6X CuctemMa KoHTenHep/3akynoptoBanbHui 3aci6. 3miHa y

(140 pos) cycneHsii
y nonieTuneHosomy

NEepPBUHHIN yNakoBLii FOTOBOro fikapcbKoro 3acoby
(sKicHWIA Ta KinbkicHWI cknag) - M'siki Ta HecTepunbHi




87 ITpogoBxeHHs HoJaTKa 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
bnakoHi 3 piaki nikapceki opmu - 3miHa cknagy HiTpUnoBmx
[03Y04M HacoCcoM- NpOKNagokK, AKi MPUCYTHI Y KOHCTPYKLT
po3nunioBayem, PO3NMNIOBanbHOro Hacoca, KU € YaCTUHO
3aKpUTUM nepBuHHOI ynakosku 113, a came y nponoHoBaHUX
KoBMaykom; no 1 npoknagkax (405) sunyyeHo aHtuokcmaaHT (BKF),
nakoHy y SIKUIA BUKOPVCTOBYBABCS B NMOTOYHWUX NPOKMaakax
KapTOHHIl kopobui (404E)). basoBui cknag NOTOYHOI npoknaaku (404 E)
Ta nponoHoBaHoi (405) ogHakoBWI, BiAPI3HAIOTLCA
TiNbKW aHTUOKCUAAHTW.
165.| HABOHEKC® | cnpei Ha3anbHui, OpraHoH LLIseniLapis OpraHoH Xenct Benbris BHECEHHS1 3MiH O peecTpauiHux maTtepianis: 3MiHu | 3a UA/11264/01/01
CUHYC nosoBaHun, 50 CenTtpan Ict 6B TMny - 3MiHK 3 siKOCTi. [0TOBMI Nikapcbkui 3acib. peuenmom
Mkr/go3sy; no 10 r (60 m6X CuctemMa KoHTelHep/3akynoptoBarnbHuiA 3aci6. 3miHa y
[[03) cycneHsii y NEepPBUHHIN ynakoBLi FOTOBOro Nikapcbkoro 3acoby
nonieTuneHoBoMy (AKicHWI Ta KinbkicHWM cknag) - M’aki Ta HecTepunbHi
cbnakoHi 3 piaki nikapceki opmu - 3MiHa cknagy HiTpUnoBmx
[,03YH4YNM HacOCOM- NPOKNaAoK, AKi MPUCYTHI Y KOHCTPYKLUT
posnunioBayem, PO3MNMNIOBanbHOrO Hacoca, KU € YaCTUHO
3aKpUTUM nepBuHHOI ynakoBku 113, a came y nponoHoBaHMX
KOBMa4ykom; no 1 npoknagkax (405) BunyyeHo aHtuokengaHT (BKF),
drakoHy y SIKUA BUKOPUCTOBYBABCSI B MOTOYHMUX MPOKIagKax
KapTOHHIl kopobui (404E)). basoBuin cknag NoTo4HOI npoknagku (404 E)
Ta nponoHoBaHoi (405) ogHakoBWN, BigpPi3HSAOTLCS
TiNIbKN aHTMOKCMOAHTU.
166.| HATPIIO PO34MH Ans iHy3in b. bpayH HimevuynHa b. bpayH Icnanis/ BHECEHHS 3MiH O peecTpaLinHuX maTepianis: 3MiHu | 3a UA/9611/01/01
xnoeupy 0,9 %; no 100 mn y Menb3yHreH Megikan CA, HimeyunHa Tmny - 3MiHn Wwopao 6e3nekn/edpeKkTMBHOCTI Ta peuenmom
PO34UH dnakoHi; no 20 Al Icnanis; dapmakoHarnsaay. BeegeHHs abo 3miHn go
I30OTOHIYHWU | dnakoHiB y Bupo6HMuTBO, y3aranbHeHuX JaHux nNpo cuctemy dapmakoHarnsgy
n0,9% B. KapTOHHI kopoOLuyj; nepBuHHa Ta (BBEOEHHS y3aranbHeHVX AaHUX Npo cUCTeMy
BPAYH no 250 mn, abo no BTOpPUHHA capmakoHarnsgy, 3miHa ynoBHOBaXeHoi ocobu,
500 mn, abo no ynakoBka, BiAnoBiganeHoI 3a 34iMCHEHH: hapMakoHarnsaay;
1000 mn y dpriakoHi; BUNyck cepii: b. KOHTaKTHOI 0cobu 3 hapmakoHarnsaay 3asiBHvKa Ans
no 10 cpnakoHis y BpayH 3AiNCHEHHA hapmakoHarnsgy B YKpaiHi, SKLO0 BOHa
KapTOHHiI kopobui Menb3ayHreH AT, BiAMiHHa Big ynoBHOBaxeHOi 0cobu, BianosigansHoi
Himeuumnna; 3a 3[iCHeHHs hapmakoHarnagy (Bkrovaudm
KoHTponb cepii: KOHTaKTHi AaHi) Ta/abo 3mMiHM y po3MilLleHHi macTep-
B. BpayH darina cuctemu chapmakoHarnsgy). 3miHa
Menb3ayHreH AT, yrnoBHOBaXeHOI ocobu 3asiBHUKa, BiAMOBIiganbHOI 3a
HimeuunHa dapmakoHarnsg.
Ditoya pepakuis: Maiikn Mapwnep / Michael
Marschler. lNMponoHoBaHa pegakuia: [-p MapxaH
Crakep / Dr. Marjan Staecker. 3miHa KOHTaKTHMX
[AaHuX YyNoBHOBaXEHOI 0cOOU 3asiBHYMKA,
BignosiganbHoi 3a dpapMakoHarnsag.
167.| HEBIAP® Tabnetku no 5 mr, TOB YkpaiHa NAT YkpaiHa BHECEHHS 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/17235/01/01
no 10 Tabnetok y "APTEPIYM "KuiBmegnpenap TMny - 3MiHK Wopao Gesnekn/edekTUBHOCTI Ta peuenmom
Gnictepi, no 3 nTa" ar", dapmakoHarnagy. BeegeHHs abo 3miHu oo

Gnictepu B nayui

(BUpPOOHMLTBO 3
npoaykuii in bulk
dipmu-
BMpOGHMKa
AKTABIC N1TN,

y3aranbHeHUX AaHuX Npo cuctemy hapmakoHarnsay
(BBEOEHHS y3aranbHEHWX AaHUX NPO CUCTEMY
capmakoHarnsgy, 3miHa ynoBHOBaXeHoi ocobu,
BiANOBIgaNbHOI 3a 34iMCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsiay 3asiBHVKa Ansi
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IIponmoskeHHs nomaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
ManbTa, dipmu- 3iicHeHHs chapmakoHarnsgy B YkpaiHi, SKLWwo BoHa
BUPOGHMKa BiAMiHHA Bia ynoBHOBaxeHOi ocobu, BianosiganbHoi
"BankaHdapma- 3a 34ificCHeHHs1 hbapmakoHarnsay (BKrovarym
OynHiya" AL, KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
Bonrapis, danna cuctemu dpapmakoHarnagy) - 3miHa
KOHTPOSb SIKOCTI, YNOBHOBaXeHOI 0cobu 3asiBHMKA, BignoBiganbHoI 3a
BUWMYCK Cepii) dapmakoHarnag,.
[itova pepakuin: batranosa Pumma IropisHa.
MponoHoBaHa pepakuis: MeTtposa KOnis AHaTtoniiBHa.
3MiHa KOHTaKTHMX JaHMX YNOBHOBaXXeHO! 0cobun
3asBHYKa, BignoBiganbHoI 3a chapmakoHarnsa.
3MiHa MicLue3HaxomKeHHs MacTep-daina cuctemm
dapmakoHarnsigy.
3MmiHa Micus 34iNCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsay.
168.| HEBIAP® TabneTkn, BKPUTI TOB YkpaiHa NAT YkpaiHa BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/17352/01/01
nnoc NniBKOBOKO "APTEPIYM "KuiBmegnpenap Tmny - 3MiHn Wwopao 6e3nekn/edpeKkTMBHOCTI Ta peuenmom
obonoHkolo, no 5 nTtat at" tapmakoHarnagy. BeegeHHsi abo 3miHn oo
mr/12,5 mr; no 10 (BUPOBHMLTBO y3ararnbHeHUX AaHux Npo cuctemy apmakoHarnagy
TabneTtok y 6nictepi; (dacyBaHHs) 3 (BBEOEHHS y3aranbHEHVX AaHUX Npo CUCTeMy
no 3 Gnictepu B npoaykuii in bulk dapmakoHarnsgy, 3miHa ynoBHOBa)keHoi ocobu,
navui cbipmn- BiANOBIgaNbHOI 3a 34iNCHEHHS hapMakoHarnaay;
BMPOGHMKa KOHTaKTHOI 0cobu 3 hapmakoHarnsaay 3asiBHvKa Ans
danH dyac eHp 30iNCHeHHs hapmakoHarnsay B YKpaiHi, SKWwo BoHa
dapmachbtoTikan BigMiHHa Big ynoBHOBa)eHOi ocobu, BignosigansHoi
cHTM.CIA, 3a 3[iNCHeHHA dhapmakoHarnagy (BKnoYvaym
ITanis KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
(BMpOBHMLTBO, darina cuctemun chapmakoHarnsigy) 3miHa
nepBuHHe Ta yrNoBHOBaXeHoi 0ocobu 3asBHUKa, BiAMOBIAANbLHOI 3a
BTOPUHHE hapmakoHarnsg.
nakyBaHHS, [itova pepakuia: batranosa Prumma IropisHa.
KOHTPOMb SKOCTI, lMponoHoBaKra pepakuis: Metposa tOnis AHaToniiBHa.
BUNYCK cepii)) 3MiHa KOHTaKTHMX JaHWX YNOBHOBaXeEHOI 0cobu
3asiBHUKA, BiANOBiganbHoI 3a hapMakoHarnsg. 3MiHa
MiCLIe3Hax0omKeHHA MacTep-channa cuctemm
hapmakoHarnsgy. 3miHa micus 34iNCHeHHs OCHOBHOIT
[isNbHOCTI 3 hapmakoHarnsgy.
169.| HEBIBOJON/ | Tabnetkun, BKpUTI TOB YkpaiHa BMPOGHMLTBO, ITanisa BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis: 3miHu | - UA/17339/01/01
FIOQPOXNOPT | nniskosoto "APTEPIYM nepBUHHE Ta TMny - 3MiHK Wwopao 6e3nekn/edekTUBHOCTI Ta
IA3U0O obonoHkolo, no 5 nTa" BTOPUHHE apmakoHarnsigy. BeegeHHst abo 3miHu go
Mr/12,5 mr in bulk: nakyBaHHs, y3aranbHeHVX AaHUX Npo cucTeMy bapmakoHarnsgy
15kr+10 % KOHTPOMb SIKOCTI, (BBEOEHHS y3aranbHEHVX AaHUX NPO CUCTEMY
Tabnetok y BUNYCK cepii: dapmakoHarnsigy, 3MiHa ynoBHOBaXeHoi ocobu,

nonieTuneHoBoMy
nakeri; no 1 nakety
B nonieTuneHosunm
naket

®anH Pyac eHp
dapmachbtoTikan
c HT.M. C.NA.

BiANOBIgaNbHOI 3a 34iMCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmMakoHarnsay 3asiBHvKa Ansi
34icCHeHHs hapmakoHarnsgy B YKpaiHi, SKWo BoHa
BiJMiHHa Bi yNOBHOBa)eHOI 0cobu, BignosigansHoi

3a 3[i1CHeHHs hapmakoHarnsay (Bkrovaum
KOHTaKTHi faHi) Ta/abo 3MiHW y po3MilLleHHi MacTep-
hanina cuctemn dhapmakoHarnsgy) 3miHa
YNOBHOBaXeHOI 0cobu 3asiBHUKA, BiANOBiganbHOI 3a
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
capmakoHarnsag,.
[itova pepakuin: batranosa Pumma IropisHa.
MponoHoBaHa pepakuis: MeTtposa KOnis AHaTtoniiBHa.
3MiHa KOHTaKTHMX JaHMX YNOBHOBaXXeHOI 0cobu
3asBHUKA, BiANOBIAANbLHOI 3a dhapmakoHarnag. 3MiHa
MicLe3HaxoaxXeHHa macTep-daina cucTtemm
apmakoHarnagy. 3MiHa micus 34iNCHEHHSI OCHOBHOT
AisnbHOCTI 3 hapmakoHarnsgy
170.| HIKOMEKC PO34MH ANs iH eKLiN, TOB YkpaiHa KoHTponb, YkpaiHa BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a He UA/15072/01/01
50 mr/mn, no 2 mn B «OAPMACEN BUNYCK cepii: TMny - 3MiHKM 3 sikocTi. FoToBUIA NikapcbkMi 3aci6. peuenmom | nidnseae
amnyni; no 5 amnyn » TOB 3MiHM y BUpobHMUTBI. 3amiHa abo BBeAEHHS
y 6nicTepi; no 2 «DAPMACEI/», [04aTKOBOI AinbHMLI BUPpOBHMUTBA AN YacTuHU abo
Gnictepy B nayui 3 YkpaiHa BCbOro BUPOBHMYOro NpoLecy roToBoro fikapcbkoro
KapTOHy; No 5 mn B BupobHuuTBO 3acoby (AinbHWLSA, Ha SKi NpoBoAATLCS By ab-AKi
amnyni; no 5 amnyn Hepo3dacoBaHO BUPOGHWUI cTagii, 3a BUHATKOM BUMYCKY cepii,
y 6nicTepi; no 1 i npoaykuii, KOHTPOSO SIKOCTi Ta BTOPMHHOIO NakyBaHHA Ans
Gnictepy B nayui 3 nepBuHHa Ta CTepunbHUX Nikapcbkunx 3acobiB (BkMoYaun
KapTOHY BTOPWHHA BMPOGEHi acenTUYHUM METOAO0M), KpPiM NiKapCbKMUX
ynakoBka, 3aco6iB 6ionoriYHoOro/iMyHONOrYHOIrO NOXOAXKEHHS)
KOHTPOIb: AopasaHHs BUpobHuMKa, BianoBiganbHoOro 3a dyap-ski
MpAT «Jlekxim- BUPOGHWUI cTagii, 3a BUAHATKOM BUNYCKY cepii,
Xapkis, KOHTPOSMO SAKOCTi Ta BTOPMHHOTO NMakyBaHHA - AT
YkpaiHa «Papmak», YkpaiHa, 04080, m.Kuis, Byn. Kupuniscbka,
abo 74. BBeaeHHs 3MiH NpoTarom 6-Tm micauis nicns
MNoBHUIA LKWKN 3aTBepMKeHHs. 3MiHK | Tuny - 3miHK 3 skocTi. FoToBMI
BMPOGHMLTBA: nikapcbkui 3aci6. 3MiHn y BUpobHMUTBi. 3amiHa abo
AT «Dapmak», BBE[EHHS [OAATKOBOI AiNbHWLi BUpoOHMLTBA Ans
YkpaiHa YacTuHM abo BCbOro BUPOGHMYOro NpoLecy roToBoro

nikapcbKkoro 3acoby (AinbHWULA ANS BTOPUHHOIO
nakyBaHHs1) JoAaBaHHA BUPOOHWMKa, BiANoBiAansHoro
3a BTOpMHHe nakyBaHHA — AT «®apmak», YkpaiHa,
04080, m.Kuis, Byn. Kupuniscbka, 74 BBegeHHs 3miH
npoTarom 6-Tu micsuis nicnsi 3aTBepaXKeHHs. 3MiHu |
TMny - 3MiHK 3 sikocTi. [oTOBMIA Nikapcbkui 3acib.
3MiHu y BUpOGHMUTBI. 3MiHa iMnopTepa/3miHu, Lwo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOMIO AKOCTi
roToBOro fikapcbKkoro 3acoby (3amiHa abo JoAaBaHHsA
BMPOGHMKa, WO BiAMNoBiAae 3a BBe3eHHs Ta/abo
BUMNYCK cepii) - Bkntoyaoun KoHTponb/BunpobyBaHHs
cepii -

BBeJEHHS BUPOOHYMKa, BignoBiganbHOro 3a KOHTPOSb
Ta Bunyck cepii - AT «®apmak», YkpaiHa, 04080,
Mm.KuiB, Byn. Kupuniscbka, 74.
3MiHW BHECEHI 40 TEKCTY iHCTPYKUiT AN MeguyHoro
3aCTOCyBaHHS fnikapcbKkoro 3acoby y posainu
"BrpobHuK" Ta "Micue3HaxomKeHHs BUpobHuKa Ta
agpeca Micus NpoBaMKeHHs oro gisinbHocTi" (ana AT
"®apmak"). BBeieHHs1 3MiH NpoTsrom 6-Tu micsiuis
nicns 3aTBepmKeHHs. 3MiHu | TUny - 3MiHKM 3 sIKOCTi.
[oToBWI Nikapcbkui 3aci6. 3MiHN Yy BUPOOHULITBI.
3miHa iMnopTepa/3miHu, Lo CTOCYHTbCSt BUMYCKY cepii
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IIponmoskeHHs nomaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1

Ta KOHTPOIIO SKOCTi FOTOBOrO NiKapCbkoro 3acoby
(3amiHa abo goaaBaHHs BUPOGHMKa, Lo Bignosigae 3a
BBe3eHHs Ta/abo Bunyck cepii) - Bkntoyaroum
KOHTPOnb/BUNPoBYBaHHA cepii - BBeAEHHSA BUPOOHUMKa,
BiAMNOBIAANLHOro 3a KOHTPOIb Ta BUNYyckK cepii - TOB
«OAPMACE/». ®yHkuii BupobHuka MpAT «Jlekxim-
XapkiB» 3anuvwatTbCsl, OKpiM BUMYCKY cepii. 3MiHK
BHECEHi 40 TEKCTY iHCTPYKLii ANs MeaU4HOro
3acToCcyBaHHsI Nikapcbkoro 3acoby y po3ainu
"BupobHuk" Ta "MicuesHaxomkeHHs BUPOOHMKa Ta
appeca Micus NpoBafkeHHs noro AianbHocTi" (Ans
TOB "®APMACEN"). BBegeHHs 3MiH NpoTsirom 6-Tu
MicsuiB nicnst satBepoKeHHs. 3MiHu | Tuny - 3MiHu 3
sKkocTi. [oToBMI Nikapcbkui 3aci6. 3MiHn y
BUPOGHMLTBI. 3MiHa po3mipy cepii (Bkntovatoum
fianasoH po3Mipy cepii) roToBoro nikapcbkoro 3acoby
(36inbLeHHs go 10 pasiB NOPIBHAHO i3 3aTBEPAXKEHUM
po3Mipom) 36inbLueHHs po3mipy cepii 113, y 3BA3ky i3
[ofaBaHHSAM HOBOI AinNbHULI BUpOGHUMTBA.
[itoya pepakuis MNMponoHoBaHa pegakuis
Bupo6Huk MpAT «Jlekxim-XapkiB»

Mo 2 mn amnynu
116,1 n; 278,64 n; 602,0n
Mo 5 mn amnynu
286,2 ;3721 n; 771,4 n
BupobHuk MpAT «Jlekxim-XapkiB»

Mo 2 mn amnynu
116,1 n — 50 000 amnyn
278,64 n — 120 000 amnyn
602,0 n — 252 000 amnyn
Mo 5 mn amnynu
286,2 n —50 000 amnyn
372,1 n—65 000 amnyn
771,4 n—131 000 amnyn
AT «dapmak»

Mo 2 mn amnynu
200 n -93 023 amnyn
600 n - 279 069 amnyn
Mo 5 mn amnynu
200 n -37 735 amnyn
600 n - 113 207 amnyn
BBeneHHs 3miH npoTArom 6-Tu MicsuiB nicnsi
3aTBEPOKEHHS
3MmiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. BunyyeHHs
BUPOOHMYOT AinbHULI (BKIoYatoun ginbHuui ans Adl,
NPOMiXKHOro NPoAyKTy abo roToBOro fikapcbKoro
3aco0y, AinbHULI ANs NPoBeAEHHS NaKyBaHHS,
BMpobHMKa, BiANOBIAANbLHOIO 3a BUMYCK Cepiii, MicLie
NpoBeeHHS KOHTPOT cepii) abo nocTavanbHUKa
BMXiOHOro matepiany, peareHTy abo JOMNOMiXKHOI
PEYOBWHM (SIKLLO 3a3HAYEHO Y JOCLE) BUMYYEHHS
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1

BupobHmka APl TOB «BIOH», Pociicbka ®enepalis
(3aTBepmkeHu BUpoOHUK: TOB «®apmximy», YkpaiHa).
3MiHn | TMny - 3miHn 3 skocTi. A®Il. KoHTponb ADI.
3miHa y meTogax BunpobysaHHss A®I abo BuxigHoro
marepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
BUKOPUCTOBYETbLCSA Y Npoueci BUpobHuuTea AdI
(He3HayHi 3MiHW y 3aTBEpKEHUX MeToaax
BMNPODYBaHHS) 3MiHN B MeTopAj BUNpobyBaHHa ADI
eTUNMETUNTIAPOKCUNIPUANHY CYKUMHATY 3a
nokasHukom "CynpoBigHi gomiwkun". Pegakuis
METOAMKM KOHTPOIMIO NpuBeAeHa y BiANoOBiAHICTb A0
MaTepianis BupobHuka APl TOB "®APMXIM". 3miHun
CTOCYIOTbCS NULLE NPaBOK OCPOPMITEHHS.
3MmiHu | TMny - 3miHKn 3 AkocTi. FoToBUIA NiKapCbKUI
3aci6. KoHTporb roTOBOro nikapcbkoro 3acoby (iHLui
3MiHM) 3MiHa BUMor cneuudikadii M3 3a nokasHMKOM
«bakTepianbHi eHAOTOKCUHUY, NOB’A3aHe 3
BMPaXXEHHSIM HOPMYBaHHS Ha 1 Mn nNpenapary.
[itoya pepakuin: meHwe 0,87 MO/Mr gito4oi pe4oBUHN.
lMponoHoBaHa pepakuisi: He Ginble 43,5 MO/mn
3MinHn | Tuny - 3MiHm Wwopo 6e3nekn/edeKTUBHOCTI Ta
tapmakoHarnagy (iHwi 3amiHuM) 3miHM BHeceHi Ao
TEKCTY IHCTPYKUii ANA MEeANYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby o po3againy "Mob6iyvni peakuii”
LLIOA0 MOBIAOMIEHHS NPO Nigo3ptoBaHi NobiYHI peakuii,
a TakoX OHOBMeHHS po3ainy "Micue3HaxomkeHHs
3asBHMKA". BBegeHHs 3MiH NpoTSArom 6-Tu Micsauis
nicns 3aTBepOXKEHHS!
3miHu | TUNY - AgmiHicTpaTuBHI 3MiHW. 3MiHa
HalMeHyBaHHs Ta/abo agpecu Micus NpoBadXeHHs
LisNbHOCTI BUPOBHMKa (BKIOYakyu, 3a HeobXigHOCTI,
MicLie NpOBEAEHHS KOHTPOMIO SIKOCTi), abo BnacHmka
macTtep-carina Ha A®l, abo noctayanbHuUka
Adl/BuxigHoro matepiany/peareHTy/npomikHoro
NpoAyKTY, L0 3aCTOCOBYIOTLCS Y BUPOOHULTBI API
(AKLLIO 3a3HaYeHOo Y AOChE Ha Mikapcbkuii 3acib) 3a
BiCYTHOCTI cepTudikaTa BignoBigHOCTI €Bponeinchkii
capmakonei y 3aTBepAXeHOMy 10Cbe, abo BUPOGHMKa
HOBOi AOMOMIDKHOI PEYOBMHU (SIKLLIO 3a3HAYEHO Y
[0Cbe) 3MiHa B aApeci 3aTBepakeHoro BupobHuka AdI
TOB «®apmxiM», MOB’si3aHe i3 3MiIHOK HAa3BW BYNML.
3MinHn | TMny - 3MiHmM Wwopo 6e3nekn/edpeKTUBHOCTI Ta
hapmakoHarnsigy (iHwi amiHn) 3miHW BHeceHi o
MapKyBaHHS yNaKoBKM NikapCbKoro 3acoby LWoao
BUITy4YeHHS AyOnoBaHHSA TEKCTY POCIMCHKOK MOBOIO Ta
iHLWi He3HayHi pegaryBaHHS TEKCTY MapKyBaHHS.
BBeneHHs 3MiH NpoTArom 6-Tm MicsuiB nicnsi
3aTBepAKEHHSI. 3MiHu Il Tuny - 3MiHM 3 AKOCTI.
[oToBwMI Nikapcbkui 3aci6. Cuctema
KOHTeMHep/3akynoptoBanbHuii 3aci6. 3miHa y
NepPBUHHIN yNakoBLi rOTOBOro fikapcbKoro 3acoby (Tun




92 ITpogoBxeHHs HoJaTKa 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
KOHTelHepa abo [oAaBaHHS HOBOTO KOHTENHEPA) -
CrepunbHi nikapcbki 3acobu Ta nikapceki 3acobu
6ionoriYyHoro/iMyHONOrYHOrO NOXOMXKEHHS - 3MiHa
amnyn 3 TEMHOro CKIla Ha aMmnynv 3 NPo30pOoro ckna.
3MiHW BHECEHi 40 TEKCTY IHCTPYKUii Ans Megu4Horo
3acToCyBaHHs! Nnikapcbkoro 3acoby Ao po3ainy
"YnakoBka". BBegeHHs1 3MiH NpoTsirom 6-Tu mMicsiuis
nicnsa 3aTBepaKeHHs
171.| HITPOKCOII KpUCTaniyHum TOB "TK YkpaiHa HaHkin Oguccen Kutan BHECEHHS 3MiH [0 peecTpauiiHMX maTtepianis: 3miHu | - UA/19272/01/01
H NOPOLLIOK "ABpopa", Kewmikan TMny - 3MiHK 3 akocTi. A®I. KoHTponb A®I. 3miHa y
(cybeTaHuis) y Ykpaina IHaacTpi Ko., meToaax BunpobysaHHst A®l abo BMxigHOro
noaginHNX Jita. MaTepiany/npoMixXHOro NpoayKTy/peareHTy, Lo
nonieTuneHoBmx BUKOPUCTOBYETbLCS Y npoueci BUpobHuutea API (iHLwi
MilLKax ans 3MiHM). He3HayHa 3miHa 3a NOKa3HMKOM
hapmaLeBTUYHOro "lgeHTudikauis" metogom Y®-cnektpocoTomeTpii.
3acTocyBaHHSA
172.| HONbIA3A® | Tabnetkn KPKA, o.4., CnoBeHis BMPOBHMLTBO CnoseHis/ BHECEHHS 3MiH [0 peecTpauiinHux maTepianis: 3miHu | bes He UA/12818/01/01
KOHTPOI racTpopesnCTEHTHI HoBo mecTO «in bulky, HimevuunHa Tmny - 3MiHuM wopo 6eanekn/edekTMBHOCTI Ta peuenma nidnsieae
no 20 mrno 7 nepBuHHe Ta dapmakoHarnsaay (iHwi 3miHn) 3MiHM BHECEHO A0
TabneTtok y 6nictepi; BTOPUHHE TEKCTy MapKyBaHHSA NEPBUHHOI Ta BTOPUHHOI YMaKOBKM
no 1 abo no 2 nakyBaHHs, nikapcbkoro 3acoby. BeeaeHHst 3MiH npoTaroMm 6-tu

Gnictepu B
KapTOHHIN kopobLi

KOHTpOMb cepii
Ta BUNYCK cepii:
KPKA, a.4.,
Hoso mecrTo,
CnoBeHis;
nepBuHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPOMb cepii
Ta BUMyCK cepii:
TAL ®apma
mb6X,
Himeuumnna;
BMPOBHMLTBO
«in bulky,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs:
JNaypyc Na6c
Met. N1a., IHAis;
KOHTPOIb cepii:
KPKA, o.A.,
Hoso mecrTo,
CroBeHisi;
KOHTPOIb cepii:
Kemincbki
iHCTUTYT, LleHTp
3a Banigauincke
TEXHonorie iH
aHaniTiko

MicauiB micnsa 3aTBepmxeHHs. 3MiHu | Tuny - 3miHn
oo 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHK) 3MiHK BHeceHo Ao IHCTpyKuii ans
MeOUYHOro 3aCTOCyBaHHsI Nikapcbkoro 3acoby oo
po3giny "MobivHi peakuii" WoA0 3BiITYBaHHA Npo
nobivHi peakuii. BBegeHHs 3MiH NpoTsirom 6-Tu MicsLiB
nicns 3aTBepaKEHHs!
3minHn | TMny - 3MiHn Wwopo 6e3nekn/edpeKTUBHOCTI Ta
dapmakoHarnsay. 3miHu y KOpoTKili XxapakTepucTuui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii
ANs MEAUYHOTO 3aCTOCYBaHHSA
reHepu4HuX/ribpnaHnx/GionodibHux nikapcbkmx
3acobiB nicns BHECEHHS TiET caMoi 3MiHW Ha
pedepeHTHWI Npenapar (3miHa He noTpebye HagaHHA
YKOOHMX HOBUX J0OATKOBUX AaHWX) 3MiHU BHECEHO A0
IHCTpYKUiT ANS MEAUYHOrO 3aCTOCYBaHHSA MikapCbKoro
3acoby no posainis "B3aemogis 3 iHLWMMK NikapCbKnMu
3acobamu Ta iHwWi Buan B3aemogiin”, "OcobnmBocTi
3actocyBaHHs", "MobiyHi peakuii” BignosigHoO oo
OHOBIEHOI iHhopmaLii pecbepeHTHOro nikapCbkoro
3acoby TEKTA KoHTpon®, TabneTtkm
racTpope3ucTeHTHi. BBeaeHHs 3MiH NpoTArom 6-Tu
MicsLiB nicnsi 3aTBepOKEHHS
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
(UBTA),
CnoseHis;
KOHTPOIb cepii:
JNabeHa pg.o.0.,
CnoseHisi
173.| HOMAIH-H PO34MH AN iH'EKLN, TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHMX maTtepianis: 3miHu | 3a He UA/20278/01/01
10 mr/mn; no 1 mn B "®APMACE/T" "®APMACET" Tuny - 3MiHK 3 siKocTi. FoTOBWI Nikapcbkuii 3acib. peuenmom | niidnszae
amnyni Cuctema KoHTelHep/3akynoptoBanbHuUi 3aci6. 3miHa
nonieTuneHoBin; no PO3Mipy ynakoBKM FOTOBOIO Nikapcbkoro 3acoby (3MiHa
10 amnyn y nayui 3 KiNbKOCTI 0OgMHMLL (Hanpuknag TabneTok, amnyn
KapTOHyY, N0 2 MN B TOLLO) B yNakoBLi:) - 3MiHa no3a gianasoHom
amnyni 3aTBEPAKEHMX PO3MIPIB YNAKOBKU — BBEOEHHS
nonieTuneHoBin; no [04aTKOBOro nakyBaHHS Mo 2 M y amnynax
5abo no 10 amnyn y nonietuneHomx Ne 10 3 BignoBigHUMK 3MiHamMu 40 p.
nayui 3 KapToHy «YnakoBka» MKA J13. 3miHn BHeceHi B po3ain
"YnakoBka" B iHCTPYKLiO ANS MeANYHOro
3aCTOCYBaHHS NikapcbKoro 3acoby y 3B'A3Ky 3
BBEAEHHSM JOAATKOBOrO PO3Mipy YNakoBKu Ta K
HacnigoK - 3aTBEPXXEHHSI TEKCTY MapKyBaHHS
[0[AaTKOBOI YMAKOBKM MikapcbKoro 3acoby. BeegeHHs
3MiH NPOTAroM 6-TU MicsUiB NicNs 3aTBEPMKEHHSA
174.| HYPO®EH® CycrneHsia oparnbHa 3 PekkiTT Benuka BMPOGHMLTBO in Benuka BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: bes UA/7914/01/01
Ons QITEN NOMYHUYHUM BeHkizep Bputanis bulk, nakyBaHHs BpuTtaHis TexHiyHa nomurnika (3rigHo Hakasy MO3 Big peuenma
cmakom, 100 mr/5 Xenckep (nepBuHHe Ta 23.07.2015 Ne 460)
mr; o 100 mn abo IHTEepHeLwHN BTOPUWHHE), BunpaBneHHst TeXHIYHOT moMunKK, 3rigHo n.2.4. nn.5
200 mn 'y dnakoHi; Timiteq KOHTPOMb SKOCTI, po3sginy VI Hakady MO3 Ykpainu Big 26.08.2005p. Ne
no 1 dnakoHy B BUNYCK cepii: 426 (y pepakuii Hakazy MO3 YkpaiHu Big 23.07.2015
KOMMMEKTi 3i PexkkiTT BeHkisep p. Ne 460) B 3atBepmkeHnx MKA J13 B Cneuudikauii
LUMPULIOM- Xenckep (KOkent) 3a nokasHukom «MikpobionoriyHa yncToTay LWoao
[,03aTopoM Y Nimiten Escherichia coli 3 3a3Ha4eHHsIM «BiACYTHICTb B 1 m», a
KapTOHHI kopobLyi came BUMNpaBrieHHst HeBiANOBIAHOCTI iHdopmauii
(pi3HOYMTaHHSA) y MeXax OfHOro JOKYMEHTa MixX
cneuudikauieto (3a3HayveHo: Escherichia coli
BiACYTHICTb B 1 r) Ta MeETO4AMM KOHTPOIIO (3a3Ha4eHo:
Escherichia coli BigcyTHicTb B 1 mn).
3aTBepoKeHo:
CneuudukaLlmsi npu BbiMycKe U Ha CPOK FOAHOCTU
3a3HayeHe BMMNpaBreHHs BiANoBigae maTepianam
peecTpaLifHoro Aocbe, ki NpeacTaBneHi B apXisi
(po3ainu 3.2.P.5.2. AHaniTnyHi metoamku; 3.2.P.5.4.
AHanisu cepiv)
175.| ON®PEKC TabneTku, BKPUTI HOBEN IJTAY TypeyunHa HOBEN IJTAY TypeuuunHa BHECEHHS 3MiH [0 peecTpauinHuxX maTtepianis: 3MiHu | 3a UA/17431/01/02
NNiBKOBOIO CAHAI BE CAHAI BE TMny - 3MiHW o0 6eanekn/eekTUBHOCTI Ta peuernmom
obonoHkoto, no 10 TIOXAPET TIODXKAPET dapmakoHarnagy. BeegeHHs abo 3miHn oo
Mr, no 14 TabneTok A.L. A.LL. y3aranbHeHuX JaHux nNpo cuctemy dapmakoHarnsgy

y 6nicTepi, no 2
Gnictepn y
KapTOHHIN ynakoBLj

(BBEAEHHS y3aranbHEHMX OAHMX NPO CUCTEMY
capmakoHarnsgy, 3miHa ynoBHOBaXkeHoi ocobu,
BiAnoBiganbHoI 3a 34iMCHeHHs hapMakoHarnaay;

KOHTaKTHOI 0CO0M 3 hapMakoHarnsigy 3asiBHUKa Ans
3[iNCHEeHHSA hapmakoHarnsgy B YKpaiHi, SKL0 BOHa
BiAMiHHa Bi ynoBHOBaxeHOi ocobu, BianosiganbHoi




94

OJIOB)KEHHS 104aTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

3a 34ificHeHHs1 hbapmakoHarnsay (BKroyarym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
canina cuctemn chapmakoHarnsgy). 3miHa
YNOBHOBaXeHOI 0cobu 3asiBHMKA, BignoBiganbHoI 3a
dapmakoHarnsag.

[itoya pepakuin: R. Ayse Cetin. NMponoHoBaHa
penakuis: Kevser Cure. 3MiHa KOHTAKTHUX JaHWUX
yNnoBHOBaXKeHOi 0cobu, BiANoBiAanbHoI 3a
tapmakoHarnag. 3miHa micus 34ilCHEHHs1 OCHOBHOT
nisnbHocTi 3 hapmakoHarnsgy. 3miHa
MiCcLle3HaxomKeHHA MacTep-channa cuctemm
dapmakoHarnsay.

176.

OJI®PEKC

TabneTkn, BKPUTI
NniBKOBOKO
0060s0HKOL0, Mo 5 Mr,
no 14 tabnetok y
6nictepi, no 2
Gnictepn y
KapTOHHIN ynakoBLj

HOBE I1AY
CAHAI BE
TII>KAPET

AL

TypeyunHa

HOBEN INAY
CAHAI BE
TIIKAPET
A.LL.

TypeuunHa

BHECEHHS 3MiH O peecTpaLinH1X maTepianis: 3MiHu |
Tmny - 3MiHN Wwopo 6esnekn/edekTMBHOCTI Ta
tapmakoHarnagy. BeegeHHsi abo 3amiHn oo
y3aranbHeHVX JaHux Npo cuctemMy dhapmakoHarnsgy
(BBEAEHHS y3aranbHEHMX OAHWX NPO CUCTEMY
dapmakoHarnsgy, 3miHa ynoBHOBa)keHoi ocobu,
BiANOBIgaNbHOI 3a 34iNCHEHHS hapMakoHarnaay;
KOHTaKTHOI 0cObu 3 chapMakoHarnsgy 3asiBHuUKa Ans
30iNCHeHHs hapmakoHarnsay B YKpaiHi, SKWwo BoHa
BigMiHHa Big ynoBHOBa)eHOi ocobu, BignosigansHoi
3a 3[iNCHeHHA dhapmakoHarnagy (BKnovaym
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
daiina cuctemn chapmakoHarnsgy). 3miHa
yrNoBHOBaXeHoi 0ocobu 3asiBHUKa, BiAMOBIAaNbLHOI 3a
dapmakoHarnag,.

Hitoua pepakuisi: R. Ayse Cetin. MponoHoBaHa
pepakuisa: Kevser Cure. 3MiHa KOHTAKTHUX JaHUX
ynoBHOBaeHoi ocobu, BignoBifanbHoi 3a
hapmakoHarnsig. 3miHa micusi 34iNCHEHHST OCHOBHOI
fisanbHocTi 3 dhapmakoHarnsagy. 3miHa
MicLle3HaxomKeHHs MacTep-anna cuctemm
dapmakoHarnsgy.

3a
peuenmom

UA/17431/01/01

177.

OMNPIMEA

Tabnetkn no 0,35
mr; no 10 TabneTok
y 6nicTepi; no 2, abo
no 3, abo no 6, abo
no 9, abo no 10
GnicTepiB y
KapTOHHiI kopobLyi

KPKA, o.4.,
HoBo mecto

CnoBeHis

BionoeiganbHuii
3a BUPOBHMLTBO
«in bulky,
NnepBUHHY Ta
BTOPUHHY
ynakoBKy,
KOHTPOMb Cepiii
Ta BUNYCK Cepin:
KPKA, A.4.,
HoBo mecTo,
CnoBeHisi;
BignosiganbHui
3a BMPOOHULTBO
«in bulky,
nepBUHHY Ta
BTOPUHHY
YMaKoBKY:

CrnioBeHis

BHECEHHS 3MiH O peecTpauiiHix maTtepianis: 3MiHu |
TMny - 3MiHK Wwopao 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsay. 3miHu y KOpoTKil XxapakTepuctuui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
ANA MEeAUYHOro 3acTOCYBaHHS
reHepu4HuX/ribpuaHnx/GionodibHUx nikapcbkmx
3acobiB nicnsa BHECEHHS TiEi caMoi 3MiHW Ha
pecbepeHTHUIN Npenapart (3mMiHa He NoTpebye HafaHHs
XKOOHWUX HOBUX AOAATKOBUX AaHUX). 3MiHWM BHECEHO A0
iHCTPYKLUii ANs MeAWMYHOro 3aCTOCYBaHHSI NiKapCbKoro
3acoby y po3ainu "OcobnmBocTi 3acTocyBaHHs",
"Cnoci6 3acTocyBaHHs Ta o3un", "MobivHi peakuii”
3rigHO 3 iHchopMaLlieto LWoA0 MEANYHOIO 3aCTOCYBaHHS
pedhepeHTHOro nikapcbkoro 3acoby (SIFROL 0,088
mg, 0,18 mg, 0,35 mg, 0,7 mg tablets). BeegeHHsi 3amiH
NpOTArom 6-T MiCsILiB MicNsi 3aTBEPYKEHHS

3a
peuenmom

He
nidnsieae

UA/14075/01/03
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IIponmoskeHHs nomaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
KPKA, a.4.,
HoBo mecTo,
CnoBeHis
178.| OMNPIMEA Tabnetku no 0,7 wr; KPKA, a.a., CnoBeHis BignosiganbHuit CnoBeHis BHECEHHS 3MiH 0 peecTpauinHMxX maTtepianis: 3miHn | 3a He UA/14075/01/04
no 10 TabneTtok y HoBo mecTO 3a BUPOBHULTBO TMny - 3MiHK Woao Gesnekn/edhekTUBHOCTI Ta peuenmom nidnseae
Gnictepi; no 2, abo «in bulky, chapmakoHarnsgy. 3MiHu y KOPOTKili xapakTepucTuLi
no 3, abo no 6, abo nepBuHHY Ta nikapcbKkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLUIi
no 9, abo no 10 BTOPUHHY ANs MEAUYHOTO 3aCTOCYBaHHS
GnictepiB y yNaKoBKY, reHepUYHMX/ribpnaHnX/6ionogidHNX NikapCbKmx
KapTOHHil kopobui KOHTPOSb cepin 3acob6iB nicns BHECEHHS Tiei camoi 3MiHM Ha
Ta BUNYCK cepin: pedbepeHTHWI Npenapart (3miHa He noTpebye HagaHHs
KPKA, a.4., YKOAHMX HOBUX AO4ATKOBMX AaHMX). 3MiHM BHECEHO [0
Hoso mecTo, IHCTPYKLUIiT ANA MeAMYHOro 3acToCyBaHHSA NikapCbKOro
CnoBeHis; 3acoby y po3ginu "OcobnuBocTi 3acTocyBaHHs",
BignosiganbHui "Cnocib 3actocyBaHHsi Ta fo3n", "Mo6iyHi peakwii”
3a BUPOBHNLTBO 3rigHo 3 iHhopMalLlieto LLoA0 MEANYHOIO 3aCTOCYBaHHS
«in bulky, pedepeHTHOro fnikapcbkoro 3acoby (SIFROL 0,088
NepBuHHY Ta mg, 0,18 mg, 0,35 mg, 0,7 mg tablets). BeegeHHs 3miH
BTOPUHHY NPOTArom 6-Tu MicsUiB NicNsa 3aTBEpAXEHHSA
yMaKoBKY:
KPKA, a.4.,
HoBo mecTo,
CnoBeHisi
179.| ONPIMEA Tabnetkn no 0,088 KPKA, a.4., CrnoBeHis BionosiganbHuii CnoBeHis BHECEHHS1 3MiH O peecTpaLiHMx maTepianis: 3MiHu | 3a He UA/14075/01/01
mr; no 10 TabneTok HoBo mecTO 3a BMPOOHULTBO Tmny - 3MiHn Wwopao 6e3nekn/edpeKkTMBHOCTI Ta peuenmom nidnseae
y bricTepi; no 2, abo «in bulky, dapmakoHarnsaay. 3miHW y KOpOTKil XxapakTepuctui
no 3, abo no 6, abo NepBUHHY Ta nikapcbKkoro 3acoby, TEKCTi MapKyBaHHsI Ta iHCTPYKUiT
no 9, abo no 10 BTOPUHHY ANs MEAUYHOTO 3aCTOCYBaHHSA
Gnictepis y YNaKoBKYy, reHepuy4Hnx/ribpnaHnx/6ionoAdibHux nikapcekmx
KapTOHHI kopobui KOHTPOSb cepin 3acobiB nicns BHECEHHS TiEl caMoi 3MiHM Ha
Ta BUNYCK cepint: pedepeHTHWI Npenapar (3miHa He noTpebye HagaHHA
KPKA, a.4., YKOL4HUX HOBMX 0OOATKOBUX AaHUX). 3MiHM BHECEHO J0
HoBo mecTo, IHCTPYKLUii ANS MeAMYHOro 3aCTOCYBaHHS NiKapCbKoro
CroBeHisi; 3acoby y po3ainu "OcobnmBocTi 3acTocyBaHHs",
BionoeiganbHuii "Cnocib 3actocyBaHHsi Ta fo3n", "Mo6iyHi peakuii”
3a BUPOBHMLTBO 3rigHo 3 iHchopMalLieto LWLoA0 MEANYHOIO 3aCTOCYBaHHS
«in bulky, pedbepeHTHOro nikapcbkoro 3acoby (SIFROL 0,088
NepBuHHY Ta mg, 0,18 mg, 0,35 mg, 0,7 mg tablets). BeegeHHs 3miH
BTOPUHHY NpOTArom 6-Tu MicsILiB NicNs 3aTBepOXKEHHS
yMaKoBKY:
KPKA, A.4.,
HoBo mecTo,
CnoBeHis
180.| OMNPIMEA Tabnetku no 0,18 KPKA, a.4., CnoBeHis BionosiganbHuii CrnioBeHis BHECEHHS 3MiH O peecTpaLiHMX maTtepianis: 3miHn | 3a He UA/14075/01/05
mr; no 10 TabneTtok HoBo mecTo 3a BUPOBHMLTBO TMny - 3MiHK Wopao Gesnekn/edekTUBHOCTI Ta peuenmom nionsieae

y 6nicTepi; no 2, abo
no 3, abo no 6, abo
no 9, abo no 10
GnictepiB y
KapTOHHiI kopobLyi

«in bulky,
NnepBUHHY Ta
BTOPUHHY
YMaKoBKYy,
KOHTPOMb Cepiii
Ta BMNYCK cepin:

dapmakoHarnsaay. 3miHW y KOpOTKi XxapakTepuctui
nikapcbKkoro 3acoby, TEKCTi MapKyBaHHSI Ta iHCTPYKLiT
AN MEeAUYHOro 3acTOCYBaHHS
reHepuyHuX/ribpnaHnx/6ionodibHux nikapcbkmx
3acobiB nicnsa BHECEHHS TiEi caMoi 3MiHW Ha
pedepeHTHWI Npenapart (3mMiHa He NoTpebye HafaHHs
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IIponmoskeHHs nomaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
KPKA, a.4., YKOL4HWUX HOBMX 4OOATKOBUX AaHUX). 3MiHM BHECEHO 00
Hoso mecrTo, IHCTPYKUIii 4N MEANYHOro 3aCTOCYBaHHS fikapCbKoro
CrnoBeHis; 3acoby y po3ginu "OcobnueocTi 3acTocyBaHHs",
BionosiganbHuii "Cnocib 3actocyBaHHsi Ta fo3n", "MobiyHi peakwuii”
3a BUPOOHMLTBO 3rigHO 3 iHbopMaLlieto WoA0 MEANYHOIO 3aCTOCYBaHHS
«in bulky, pedepeHTHOro nikapcbkoro 3acoby (SIFROL 0,088
NEpPBUHHY Ta mg, 0,18 mg, 0,35 mg, 0,7 mg tablets). BeegeHHs 3miH
BTOPUHHY npoTArom 6-Tn MicsuiB nicns 3aTBepaXKeHHs
yMaKoBKy:
KPKA, a.4.,
HoBo mecTo,
CnoBeHis
181.| ONPIMEA Tabnetkun no 1,1 mr; KPKA, a.4., CrnoBeHis BionosiganbHuii CnoBeHis BHECEHHS 3MiH O peecTpauinHMX maTtepianis: 3miHu | 3a He UA/14075/01/02
no 10 tabnetoky HoBo mecTO 3a BMPOOHULTBO Tmny - 3MiHn Wwopao 6e3nekw/edeKkTMBHOCTI Ta peuenmom nidnseae
Gnictepi; no 2, abo «in bulky, dapmakoHarnsgy. 3MiHu y KOPOTKili xapakTepucTuLi
no 3, abo no 6, abo NepBuHHY Ta nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii
no 9, abo no 10 BTOPUHHY ANs MEAUYHOTO 3aCTOCYBaHHSA
GnictepiB y yMNaKoBKY, reHepUYHMX/ribpuaHnxX/6ionogiGHNX NikapCbknx
KapTOHHIl kopobui KOHTPOMb cepin 3aco6iB nicnsi BHECEHHS Tiei camoi 3MiHM Ha
Ta BUNYCK Cepint: pedepeHTHWI npenapar (3mMiHa He noTpebye HagaHHA
KPKA, a.4., YKOAHMX HOBUX AOA4ATKOBMX AaHMX). 3MiHM BHECEHO [0
Hoso mecTo, IHCTPYKLUIiT ANA MeANYHOro 3acToCyBaHHSA NikapCbKOro
CnoBeHis; 3acoby y po3ginu "OcobnuBocTi 3acTocyBaHHs",
BignosiganbHui "Cnocib 3actocyBaHHsi Ta fo3n", "Mo6iyHi peakwuii”
3a BUPOBOHMLTBO 3rigHo 3 iHhopMalLieto LWoA0 MEANYHOIO 3aCTOCYBaHHS
«in bulky, pedepeHTHOro nikapcbkoro 3acoby (SIFROL 0,088
NepBUHHY Ta mg, 0,18 mg, 0,35 mg, 0,7 mg tablets). BeegeHHsi 3amiH
BTOPUHHY NpOTArom 6-Tu MicsILiB NicNs 3aTBEpOXKEHHS
YMaKoBKY:
KPKA, a.4.,
HoBo mecTo,
CnoBeHisi
182.| OCMONAN® PO34uH ANns iHdY3il; TOB YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHux MaTepianis: 3miHu | 3a UA/18256/01/01
no 200 mn, 400 mny "APTEPIYM "Tanu4dapm” TMny - 3MiHK Wwopao 6e3nekn/edekTUBHOCTI Ta peuenmom
nnsawkax nTa" dapmakoHarnagy. BeegeHHs abo 3miHn oo

(dpnakoHax)

y3aranbHeHVX gaHUX Npo cuctemMy dhapmakoHarnsgy
(BBEOEHHS y3aranbHEHVX JaHUX NPO CUCTEMY
capmakoHarnsgy, 3miHa ynoBHOBaXeHoi ocobu,
BiAnoBiganeHoI 3a 34iMCHEHH: hapMakoHarnsaay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHVKa Ansi
3[AiNCHEHHS hapmakoHarnsgy B YKpaiHi, SKL0 BoHa
BiAMiHHa Big ynoBHOBaxeHOi 0cobu, BianosiganbHoi
3a 3[i1CHeHHs1 hapmakoHarnsay (Bkrovaudm
KOHTaKTHi AaHi) Ta/abo 3mMiHM y po3MilLleHHi MacTep-
darina cuctemu chapmakoHarnsigy) 3miHa
yrnoBHOBaXeHOI ocobu 3asiBHUKa, BiANOBIiganbHOI 3a
dapmakoHarnag,.

[itova pepakuia: batranosa Prumma IropisHa.
MponoHoBaHa pepakuis: Metposa tOnis AHaToniiBHa.
3MiHa KOHTaKTHMX JaHWX YNOBHOBaXEHOI 0cobu
3asBHUKA, BiANoBiganbHoi 3a hapmakoHarnsg. 3MiHa
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IIponmoskeHHs nomaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
MicLe3HaxoaXXeHHa macTep-daina cucTtemm
dapmakoHarnagy. 3miHa micus 3ginCHEHHS OCHOBHOT
OisnbHOCTI 3 hapmakoHarnsgy.
183.| OTPUBIH Kpanni HasanbHi 0,1 XaneoH KX LLisenuapis XaneoH KX LLisenuapis BHECEHHS 3MiH 40 peecTpauinHux maTepianis: 3MiHu | bes UA/5206/01/02
%; no 10 mny CAPI C.a.p.n. Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTi/lE- peuenma
(PnaKkoHi 3 KPULLIKOHO- cepTudikaT BiaNnoBiaHOCTI €BpONEnChKin
nineTkoto; no 1 hapmakonei/moHorpadii. MogaHHs HoBoro abo
dnakoHy B OHOBIIEHOTO cepTudikaTa BignoBiaHOCTi abo
KapTOHHIN nayui BUIyYEHHS cepTudikaTta BignoBigHOCTI €Bponenchkin
dapmakonei: gna APl; ons BuxigHoro
mMaTepiany/peareHTy/NpOMiXXHOro NPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMDKHOI pe4OBUHM (CepTudikaT BiANoBiAHOCTI
€sponelicbkin hbapmakonei) - Houn ceptudikar Big
HOBOrO BMpOGHMKa (3amiHa abo 4ONOBHEHHST)
nogaHHs HOBOro cepTudikata BignoBigHOCTI
€ponencbkint papmakonei Ne R1-CEP 2006-286 -
Rev 01 ans A®I kcunomeTasoniHy rigpoxnopvay Big
HOBOrO anbTepHaTMBHOro BUpobHuka Siegfried
PharmaChemikalien Minden GmbH, Germany.
184.| OTPUBIH Kpanni HasanbHi XaneoH KX LLsenLapis XaneoH KX LLIseiapis BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 6e3 UA/5206/01/01
0,05 %; no 10 mny CAPI C.a.p.n. Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTi/lE- peuyenma
NaKkoHi 3 KPULLIKOKO- cepTudikaT BigNoBiAHOCTI €EBpONEnCchKin
ninetkoto; no 1 tapmakonei/MoHorpadii. MogaHHsa HoBoro abo
dnakoHy B OHOBMEHOro cepTudikaTa BignoBigHOCTI abo
KapTOHHIN nayui BUIyYeHHA cepTudikaTa BianoBiaHOCTi EBpONENChKIn
dapmakonei: gna A®l; ons BUXigHoro
MaTepiany/peareHTy/NMpOMiXXHOro NPOAYKTY, LLO
BUKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ans
[OOMOMIXXHOT peqoBUHU (cepTudikaT BignoBiaHOCTI
€Bponelicbkin hbapmakonei) - Houn ceptudikar Big
HOBOrO BMpOOHMKa (3amiHa abo ONOBHEHHS)
NnoAaHHs HoBOro cepTudpikata BiaNoBiAHOCTI
€poneicbkint papmakonei Ne R1-CEP 2006-286 -
Rev 01 ana A®I kcunomeTtasoniHy rigpoxnopuay Big
HOBOrO anbTepHaTMBHOro BUpobHuKa Siegfried
PharmaChemikalien Minden GmbH, Germany.
185.| OPTATEJNIb® | renb o4Hun, 2,5 mr/r; CaHTteH AT OiHnaHAaina CaHTeH AT, OinnaHais/ BHECEHHS 3MiH O peecTpauiiHux maTtepianis: 3MiHu | bes UA/6605/01/01
no 10 r y donakoHi; PiHnaHaisa HimeyuunHa TMny - 3MiHK Wwopao 6e3nekn/edekTUBHOCTI Ta peuenma
no 1 donakoHy B (BMPOGHUK, dapmakoHarnagy. BeegeHHs abo 3miHn oo

KapTOHHiI kopobLyi

BignoBiganbHUN
3a BUNyck cepii);
YPCADAPM
ApuHanmittens
m6X,
HimeuunHa
(BUPOBHUK,
BignoBsiganbHUN
3a BMPOOHULTBO
in-bulk,
NnepBUHHE Ta

y3aranbHeHUX AaHuX Npo cuctemy hapmakoHarnsay
(BBEOEHHS y3aranbHEHVX AaHUX NPO CUCTEMY
capmakoHarnsgy, 3miHa ynoBHOBaXKeHoi ocobu,
BiANOBIganNbHOI 3a 34iMCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmMakoHarnsay 3asiBHVKa Anst
3[iNCHEHHSA hapmakoHarnsgy B YKpaiHi, SKLO0 BOHa
BiJMiHHa Bi yNOBHOBa)eHOi 0cobu, BignosigansHoi
3a 3[i1CHeHHs hapmakoHarnaay (Bkrovaum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
hanina cuctemn dhapmakoHarnsgy) 3miHa
YNOBHOBaXeHOI 0cobu 3asiBHUKA, BiANOBiganbHOI 3a




98 ITpogoBxeHHs HoJaTKa 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
BTOPUHHE apmakoHarnsg.
nakyBaHHs, Hitoya pepakuis: Jensdina Beptpam. lNMponoHoBaHa
KOHTPOSb penakuis: Tanio KepTtyna. 3MiHa KOHTAKTHUX AaHUX
AKOCTI) YyNOBHOBa)eHOI 0cobu, BignoBigansHoi 3a
dapmakoHarnsag.
186.| OPTAKBIKC Kpanni o4Hi, 5 CaHteH AT DiHnaHaisa Bupo6Humk iHnaHgis/ BHECEHHS 3MiH [0 peecTpaLiHMx maTtepianis: 3MiHu | 3a UA/3755/01/01
® mr/mn, no 5 mny BiANoBiganbHUIA Himeuunna Tuny - 3MiHn Wwoao 6e3nekn/edekTMBHOCTI Ta peuenmom
dnakoHi 3 3a BUPOOHMLTBO chapmakoHarnsgy. BeegeHHst abo 3amiHv o
KpanenbHuueto, no 1 in bulk, y3aranbHeHUX AaHuX Npo cuctemy hapmakoHarnsay
dnakoHy B nepBuHHE Ta (BBEOEHHS y3aranbHeHVX AaHUX Npo CUCTEMY
KapTOHHiI kopobuyi BTOPUHHE hapmakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
nakyBaHHs, BiANOBIgaNbHOI 3a 34iNCHEHHS hapMakoHarnaay;
KOHTPOMb SIKOCTI: KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa ansi
Hekct®apma 3AiNCHEHHA hapmakoHarnsgy B YKpaiHi, SKLO BOHa
AT, ®iHnsaHais; BigMiHHa Big ynoBHOBa)eHOi ocobu, BignosigansHoi
Bupo6Humk 3a 34ificHeHHs1 hapmakoHarnsay (BKrovarym
BignoBiganbHWUM KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
3a BUMYCK cepil: daiina cuctemu chapmakoHarnsgy). 3miHa
CaHTeH AT, YNOBHOBa)eHOi 0cobu 3asiBHMKA, BignoBiganbHoI 3a
DiHNaHAais; dapmakoHarnag,.
anbTepHaTUBHMU [itoya pepakuisn: OenbdiHa beptpam. NponoHoBaHa
1 BUPOOHUK, penakuisi: Tanio KepTtyna. 3MiHa KOHTaKTHUX AaHUX
BignoBiganbHUn YNOBHOBaXeHOI 0cobu, BignosigansHoi 3a
3a BTOPUHHE apmakoHarnsg.
nakyBaHHs:
MaHydakTypiHr
MaxkariHr
dapmaka (MIMNP)
B.B.,
Higepnanau
187.| O®TAKBIKC Kpanni o4Hi, 5 CaHTteH AT PiHnsHais BupobHumk PiHnanHgis/ BHECEHHS 3MiH O peecTpauiiHix maTtepianis: 3MiHu | 3a UA/11401/01/01
® mr/mn; no 0,3 mny BignoBiganbHUn Himeyuunna Tmny - 3MiHM Wwopao 6e3nekw/edeKkTMBHOCTI Ta peuenmom
THOBOMK-KpanenbHML; 3a BUPOBHMLTBO apmakoHarnsiay. BeegeHHst abo 3miHn go
no 10 To6uk- in bulk, y3aranbHeHVX AaHUX Npo cuctemMy dhapmakoHarnsgy
KpanenbHuLpb Y nepBUHHE Ta (BBEOEHHS y3aranbHeHVX AaHUX NPo CUCTeEMy
nakeTi 3 donbru; no BTOPUHHE dapmakoHarnsigy, 3MiHa ynoBHOBaXeHoi ocobu,
1 nakety B nakyBaHHS, BiAnoBiganeHoI 3a 34iMCHEHH:A hapMakoHarnsaay;
KapTOHHiI kopobLi KOHTPOMb SKOCTI: KOHTaKTHOI 0cobu 3 hapmakoHarnsaay 3asiBHvKa Ans
Hekct®apma 34icCHeHHs bapmakoHarnsaay B YKpaiHi, SKWo BoHa
AT, ®iHnsaHgis; BiAMiHHa Big ynoBHOBaxeHOi ocobu, BianosiganbHoi
Bupo6HuK, 3a 34iiCHeHHs1 hbapmakoHarnsay (Bkrovarym
BignoBsiganbHUN KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
3a BMNyCK cepil: darina cuctemu hapmakoHarnsigy). 3miHa
CaHTeH AT, YNOBHOBaXEHOI 0cobu 3asiBHMKA, BignoBiganbHoi 3a
QiHngHain dapmakoHarnsag.
[itova pepakuin: Oenbdina BepTtpam. NponoHoBaHa
pepakuis: Tanio KepTtyna. 3MiHa KOHTAKTHUX AaHUX
yrnoBHOBaxeHoi ocobu, BignoBifanbHoi 3a
dapmakoHarnsag.
188.| O®TAH® Kpanni oyHi, no 10 CaHTteH AT PiHnsHais MaHydakTypiHr | HigeprnaHan | BHeCeHHS 3MiH JO peecTpauinHux MaTtepianis: 3MiHu | 3a UA/5593/01/01
KATAXPOM My donakoHi 3 MakariHr | PiHnaHgis TMny - 3MiHK Woao Gesnekn/edekTUBHOCTI Ta peuenmom
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IIponmoskeHHs nomaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
KpanenbHuueto; no 1 dapmaka (MMNP) dapmakoHarnagy. BeegeHHs abo 3miHm oo
dnakoHy B B.B., y3aranbHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
KapTOHHIl kopobui Higepnanam (BBEAEHHS y3aranbHEHMX gaHMX NPO CUCTEMY
(anbTepHaTUBHU capmakoHarnsgy, 3miHa ynoBHOBa)keHoi ocobu,
" BUPOBHUK, BiANoBiganbHOI 3a 34iMCHEHHS hapMakoHarnsay;
BignoBiganbHUn KOHTaKTHOI 0CO0M 3 chapMakoHarnsay 3asiBHuUKa Ans
3a BTOPUHHE 34iicHeHHs chapmakoHarnsgy B YkpaiHi, AKWwo BoHa
nakyBaHHs); BiAMiHHA Bi# ynoBHOBaxeHOi ocobu, BianosiganbHoi
Hekct®apma 3a 34ifiCHeHHs1 hbapmakoHarnsay (BKoYarym
AT, ®iHnaHgisa KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
(BMPOBHYMK anna cucremn hapmakoHarnsgy) 3miHa
BignoBsiganbHUN YNOBHOBa)eHOi 0cobu 3asiBHMKA, BignoBiganbHoi 3a
3a BUPOBHMLTBO apmakoHarnsg.
in bulk, Hitoya pepakuis: Oenbdina Beptpam. lNMponoHoBaHa
nepBuHHE Ta penakuisi: Tanio KepTtyna. 3MiHa KOHTaKTHUX AaHUX
BTOPUHHE yNoOBHOBa)eHOi ocobu, BignoeigansHoi 3a
nakyBaHHs, dapmakoHarnag,.
KOHTpPOIb
sikocTi); CaHTeH
AT, ®iHnaHaia
(BUPOBHWMK
BignoBsiganbHUN
3a BUMyCK cepii)
189.| O®TAH®OEK | kpanni o4Hi, 0,1%; CaHteH AT diHnaHais Bupo6Humk iHnaHgis/ BHECEHHS 3MiH O peecTpaLinHnX maTepianis: 3MiHu | 3a UA/5051/01/01
CAMETA3OH | no 5 mny cnakoHi 3 BignosiganeHuin | Higepnanam Tmny - 3MiHuM wopo 6eanekn/edekTMBHOCTI Ta peuenmom
KpanernbHULElo ; Mo 3a BUPOOHMLTBO dapmakoHarnsaay. BeegeHHs abo 3miHn go
1 pnakoHy B in bulk, y3aranbHeHVX AaHUX Npo cuctemMy dhapmakoHarnsgy
KapTOHHiI kopobui nepBUHHY Ta (BBEOEHHS y3aranbHEHVX AaHUX NPO CUCTEMY
BTOPUHHY dapmakoHarnsay, 3MiHa ynoBHOBaXXeHOi ocobu,
yMNaKoBKY, BiAnoBiganeHoI 3a 34iMCHEHH:A hapMakoHarnsaay;
KOHTPOMb SIKOCTI: KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa Ansi
Hekct®apma 3AiNCHEHHA papmakoHarnsgy B YKpaiHi, SKLo BOHa
AT, PiHnsaHgis; BiAMiHHa Big ynoBHOBaxeHOi 0cobu, BianosigansHoi
AnbTepHaTUBHU 3a 3[iCHeHHs hapmakoHarnagy (Bkrovaym
N BUPOOHUK, KOHTaKTHI iaHi) Ta/abo 3MiHM y po3MiLLeHHI MacTep-
BignosiganbHUN darina cuctemu chapmakoHarnsigy). 3miHa
3a BTOpUHHE yrNoBHOBaXeHOI ocobu 3asiBHUKa, BiAMNOBIiganbHOI 3a
nakyBaHHS: dapmakoHarnag,.
MaHnydakTypiHr [itova pepakuin: Oenbcina BepTtpam. NponoHoBaHa
MakariHr pepakuis: Tanio KepTTyna. 3MiHa KOHTaKTHUX AaHUX
dapmaka (MIMNP) YMOBHOBaXeHOi 0cobw, BignosigansHoi 3a
B.B., dapmakoHarnsag.
HigepnaHaw;
BupobHumk
BignoBsiganbHUN
3a BMNYCK cepil:
CaHTeH AT,
QiHngHAain
190.| O®TAH®TUM | kpanni ouHi 0,5 % no CaHTeH AT PiHnaHais BnpobHuk PiHnanais/ BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis: 3MiHu | 3a UA/5052/01/01
onon 5 mn y dpnakoHi 3 BignosiganbHui | HigepnaHngu TMny - 3MiHK Wwopao 6esnekn/edekTUBHOCTI Ta peuyenmom
KpanenbHuuet, no 1 3a BUpOBHULTBO apmakoHarnsiay. BeegeHHsi abo 3miHu go
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IIponmoskeHHs nomaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
cnakoHy B in bulk, y3aranbHeHUX AaHux Npo cuctemy dapmakoHarnsgy
KapTOHHiI kopobui NepBUHHY Ta (BBEAEHHS y3aranbHEHVX AaHUX NPO CUCTEMY
BTOPUHHY dapmakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
YNaKoBKY, BifNoOBIganbHoI 3a 34iCHEHHS hapMakoHarnsay;
KOHTPOMb SKOCTI: KOHTaKTHOI 0cobu 3 hapmakoHarnagy 3asiBHuKa Ans
Hekct®apma 3iicHeHHs chapmakoHarnsgy B YkpaiHi, Ko BoHa
AT, QiHnsHAais; BigMiHHa Big yNOBHOBa)eHOI 0cobu, BignosigansHoi
AnbTepHaTUBHM 3a 3[iMCHeHHA dhapmakoHarnagy (BKnovaym
1 BUPOOHMUK, KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
BignosiganbH1Mn cavnina cuctemn chapmakoHarnsgy). 3miHa
3a BTOpUHHE YNOBHOBaXeHOi 0cobu 3asiBHUKA, BignoBiaanbHoi 3a
nakyBaHHs: dapmakoHarnsg.
MaHydakTypiHr Hitoya pepakuisa: OenbdiHa beptpam. NponoHoBaHa
MakariHr pepakuisa: Tanio Kepttyna. 3miHa KOHTAKTHUX AAaHUX
dapmaka (MMNP) yNoOBHOBa)eHOi ocobu, BignoeigansHoi 3a
B.B., chapmakoHarnsag,.
HigepnaHaw;
Bupo6Humk
BignoBsiganbHUN
3a BUNYCK cepii:
CaHteH AT,
diHnaHaia
191.| NAKMITAKCE | koHueHTpaT ans Akkopa Monbwa BupobHuuTtBO IHpis/ BHECEHHS 3MiH [0 peecTpauiinHux maTepianis: 3miHu | 3a UA/13924/01/01
1 AKKOP[ pPO34MHy Ang Xenckea roToBOro Benuka TMny - 3MiHKM 3 sikocTi. FoToBUIA NikapcbkMin 3aci6. peuenmom
iHdy3in, 6 mr/mn; no Moncka Cn. nikapcbKoro BpuTaHis/ CuctemMa KoHTelHep/3akynoptoBarnbHui 3acib. 3miHa y
5 mn (30 mr), no 3.0.0. 3acoby, ITanis/ MeToAax BUNpobyBaHHsSI NEPBUHHOI YNaKoBKM FOTOBOTO
16,7 mn (100 mr), no BUPOGHULTBO YropwuHa/ nikapcbkoro 3acoby (iHWi 3MiHM y meTodax
50 mn (300 mr) y bulk, nepBuHHe MonbLa BuNpobyBaHb (BKMoYakoun 3aMiHy abo goaaBaHHS))
dnakoHi; no 1 nakyBaHHs, BHECEHHS 3MiH Ao p. 3.2.P.7. Cuctema
drakoHy y BTOPUHHE KOHTeWHep/3aKynoptoBanbHuiA 3acio, a came
KapTOHHI kopobui nakyBaHHs, BKITIOYEHHS 0AaTKOBOro MeToAy aHanisy ans Tecty
KOHTPOMb SKOCTI Ha BMICT MULLI'SIKY (arsenic) cknaHoro cnakoHa ans
cepii: nikapcbkoro 3acoby Maknitakcen Akkopg, 6 mr/mn,
IHTac KOHLIEHTPAT Ans po3vnHy Ans iHdysin. Cneuundikauisa

dapmachbtoTikan
3 JlimiTeq, IHais
BTopuHHe
nakyBaHHS:
Akkopp Xenckea
Nimiten, Benuka
Bputanis
BignosiganbHui
3a BMNyCK cepil:
Akkopp Xerckea
Nimiten, Benuka
BpuTaHis
BupobHuLTBO
roToBOro
nikapcbKkoro
3acoby,
NnepBUHHE Ta

Ta METOAM KOHTPOJSIO 3anuatTbes 6e3 3MiH.
3atBepaxeHo: Arsenic: USP <660> Arsenic:
Reference: Ph. Eur. <3.2.1.> 3anponoHoBaHo:
Arsenic: USP <660>/ Inhouse Arsenic: Reference: Ph.
Eur. <3.2.1.>/ Inhouse
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IIponmoskeHHs momaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
BTOPWHHE
nakyBaHHs1,
KOHTPOMb AKOCTI
cepii
(anbTepHaTVBHU
1 BUPOOHUK):
IHTac
dapmachbtoTikan
c Jlimiteq, IHAisa
KoHTponb sKocCTi
cepin:
NABAHANIBIC
C.P.N, ITania
KoHTponb sKocTi
cepin:
dapmaeanig
Tta.
MikpobionoriyHa
nabopaTopis,
YropwuHa
BignosiganbHui
3a BUMYCK cepil:
Akkopa Xenckea
Moncka Cn. 3
0.0. Cknap
ImnopTepa,
MNonblia
192.| NEHTAKCUM | nopoLuok CaHodi PpaHuis BUPOGHMLTBO ®paHuis/ BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | 3a UA/13010/01/01
® BAKLUMHA Haemophilus MacTep roToBOro YropwwmHa TMny - 3MiHM 3 siKOCTi. FoTOBUIA NikapcbkMi 3acib. peuenmom
anAa influenzae Tuny b Ta Hepo3adacoBaHo KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
MPO®INAKT cycneHsisa Ans ro NPoAyKTY, MeToaax BUNpobyBaHHS rOTOBOrO MikapcbKoro 3acoby
UKH iH'ekuin (0,5 mn); no 3anoBHEHHA Ta (iHWi 3miHM y MeToaax BunpobyBaHb (BKIOYa41m
OU®TEPII, 1 cpnakoHy 3 nioginizauis 3amiHy abo JonoBHEHHs1)). 3MiHa meToady
NMPABLA, nopoLukom Ta 1 (dbnakoHm), BMNPOOYBaHHS 3a NOKa3HUKOM «TecT Ha LinicHiCTb
KALLITIOKY nornepegHL0 BTOPUHHE 3akpuTTa KoHTenHepa (CCIT)» 3 BignoBigHNM
(ALENONAP | 3anoBHeHOMY nakyBaHHS, KpUTEpiEM NPUAHATHOCTI AN rOTOBOrO MikapCbKoro
HUN wnpuuy (0,5 mn) 3 KOHTPOMb SIKOCTI, 3acoby, KOMMNOHEHTY BakuuHa ans npodinakTuku
KOMMOHEHT | npukpinneHoto BUWMYCK Cepil: iHdbekuin, cnpmunHennx Haemophilus Tuny b,
), ronkoto (abo 2 CaHodi MacTep, KoH'toroBaHa cyxa /AkT-XIB HanpukiHUi TepMiHy
noniomieni OKPEMMUMMU ronkamu), PpaHuis; 36epiraHHs. 3aTBepakeHo: Metoam koHTpornto: 3a n.
TY Lo MICTWUTb NMOBHUW LWKN 22 MKA, MeToauka BupobHuka (TecT i3 3abapBneHnm
IHAKTUBOBA | cycneHsito ans BMPOGHMLTBA, PO3YUHHUKOM)
HATA iH'eKLin, B KAPTOHHIN 3aMnoBHEHHS Ta BcTaHoBneHi 3HadeHHs: Bignosigae: UinicHicTb BCix
BAKLUMHA Kopobui; no 1 niocpinizayis BUNpoOoBYBaHMX 3paskiB. 3anponoHoBaHo: MeToam
ansa nakoHy 3 (dbnakoHm), koHTponto: 3a n. 22 MKA, USP <1207> OujHka
MPO®INAKT nopotukom Ta 1 BTOPUHHE LiNiCHOCTi YyNakoBKW — CTEPUINbHI NPOAYKTKN, TECT Ha
UKH nonepegHL0 nakyBaHHs, BUTIK renito (HLT). BctaHoBneHi 3HayeHHs:
IHOEKLIN, 3arnoBHEHOMY KOHTPOMb SIKOCTI, Bignoeigae: wemnakicts BUTOKY <6,0 X 10 M6ap x n/c
CMPUYUHEH | wnpuuy (0,5 mn) 3 BUNYCK cepii: Ons ycix gocnigKyBaHnx onakoHiB.
nx MPUKPINIeHo CaHodi MacTtep,
HAEMOPHIL ronkoto (abo 2 PpaHuis;




102 [IpomoBxeHHS J0oaTKa 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
us Tuny B OKPEMUMMU ronkamu), BTOPUHHE
KOH’IOTOBA WO MICTUTb nakyBaHHS,
HA, CycCneHsito ans BUNYCK cepii:
ANCOPBOBA | iH’ekuin, B CaHodpi-ABeHTic
HA cTaHgapTHo- 3pT., YroplumHa
EKCMOPTHIN
ynakoBLi, aka
MiCTUTBCS Y
KapTOHHiIl kopobLi (3
iHCTpyKUieto ons
MeanNYHOro
3acTOCyBaHHs)
193.| NEP'ETA® KOHLeHTpaT 4 TOB «Pow YkpaiHa Bupo6HuLTBO HimeuuunHa/ BHECEeHHs1 3MiH O peecTpauinHux maTtepianis: 3MiHu | 3a UA/13062/01/01
pPO34uMHy Ang YkpaiHa» Hepo3dacoBaHo LLiserinapisa Tmny - 3MiHn Wwopao 6e3nekw/edeKkTMBHOCTI Ta peuenmom
iHdy3in no 420 i Nnpoaykuii, dapmakoHarnsgy. BHeceHHs abo amiHa(un) oo
Mr/14 mn; no 14 mn nepBUHHE 3000B'A3aHbL Ta YMOB BuAaYi peecTpauiinHoro
y donakoHi; no 1 nakyBaHHs, noceigYeHHs, Bknoyaroum MNnaH ynpaeniHHA pusukamm
dnakoHy y BUNpobyBaHHs (iHWi 3miHK) 3asiBHMKOM HagaHoO OHoBneHun MNnaH
KapTOHHIl kopobui KOHTPOSO ynpaBriHHs puamkamu Bepcis 14.1. 3MiHM BHeceHi go
skocTi: Pow YactuHm IV MNnaHy ynpasniHHA pusukamMm 3 METOO
LiarHocTukc BigobpaXKeHHs1 3MiHUN KiHLEBOro TEPMiHY NoAaHHs
'M6X, 3aKroYHOro 3BiTYy 3 gocnigpkeHHs BO25126
HimeuumHa; (APHINITY) Ta go Oopatkis 2,3,8 MNYP. Pe3tome nnaHy
BTopuHHe ynpaBniHHA pusmkamu Bepcia 14.1 gogaeTbcs.
nakyBaHHs,
BUWMYCK Cepil:
d.XohdmaHH-
Ja Pow 114,
LLiBeviLapis
194.| NIAPOH TabneTkn, BKpUTI TOB YkpaiHa KYCYM IHAis BHECEHHS 3MiH 10 peecTpauiiHnx maTepianis: - UA/20351/01/01
obornoHkoto, no 500 "TNEOPAPM XENTXKEP MBT YTOYHEHHS HanUcaHHSA YHKUi BUPOOHMKa B HakKasi
mr, in bulk: Ne2000 nTa" nTa MO3 Ykpainu Ne 857 Big 17.05.2024 B npoueci

(10x200): no 10
Tabnetok y 6nictepi;
no 200 6rnicTtepiB y
KapTOHHiI kopobui

BHECEHHS 3MiH (3MiHu | Tuny - 3miHK 3 sikocTi. [oToBMI
nikapcbkuii 3aci6. Cuctema
KOHTeVHep/3aKynoptoBanbHui 3aci6. 3MiHa po3mipy
yMaKoBKM FOTOBOrO NikapCbKoro 3acoby (iHLWi 3MiHK) -
BBeJEeHHS 40AaTKOBOI ynakoBku y chopmi in bulk ans
BupobHuka KYCYM XEJTTXKEP MBT NTA, IHais y
3B'sI3Ky 3 BUPOOHUYOK HeobXifHicTio. BBeaeHHs 3MiH
npoTarom 6-Tu MicsiyiB nicnsi 3aTBepaXKeHHs. 3MiHu |
TMny - 3MiHK 3 SKocTi. [O0TOBMI Nikapcbkui 3acib.
3MiHM y BUpo6HMUTBI. 3MiHa po3Mipy cepil
(Bkntovaro4mM gianasoH po3Mipy cepii) rotToBoro
nikapcbkoro 3acoby (36inbweHHsa o 10 pasis
NOPIBHSIHO i3 3aTBEpPAKEHUM PO3MIpOM) - 36inbLUEHHSI
po3mipy cepii, 3aTBepaxeHo:TOB "KYCYM GAPM",
Ykpaina 300 000 Tabnetok; 450 000 TabneTtok.
3anponoHoBaHo: TOB "KYCYM ®APM", YkpaiHa 300
000 TabneTtok; 450 000 Tabnetok; Kycym XenTxkep
MBT NTA , IHais 900 000 Tabnetok). Penakuis B
Hakasi - BApOOHWLTBO, NEPBUHHE MaKyBaHHS,




103 ITpogoBxeHHs HoJaTKa 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
BTOPWHHE NaKyBaHHs1, KOHTPOSIb SIKOCTI, BUMYCK Cepii
abo B1pobHULTBO Npoaykuii in bulk: KYCYM
XENTXKEP MBT NTA, IHais. BipHa pegakuis - KYCYM
XENTXKEP MBT NTA, IHAais.
195.| NIPALUETAM PO34MH ANs iH'EKLIN, MNAT YkpaiHa MNAT YkpaiHa BHECEHHS 3MiH 0 peecTpauinHMx maTtepianis: 3miHn | 3a UA/0901/01/01
200 mr/mn; no 5 mn "Tannugapm"” "Tannydapm” TMny - 3MiHKM 3 sikocTi. FoToBUIA NikapcbkMi 3aci6. peuenmom
B amnyni; no 5 3MiHW y BUpoBHMUTBI. 3MiHW ¥ npoueci BUpobHuLTBa
amnyn y KOHTYPHin roTOBOrO MiKapCbKoro 3acoby, BKNYaym NpoMiKHUIA
YapyHKOBIN NPOAYKT, L0 3aCTOCOBYETLCS NP BUPOOHULITBI
ynakoBLi; no 2 roTOBOro nMikapcbKoro 3acoby (He3HayHa 3miHa y
KOHTYPHi YapyHKOBI npoueci BUpoBHMLTBA) BUNYyYEHHS OAATKOBYX in-
yrnaKkoBKW y navui process KOHTPONIB 3a NokasHukaMu «bakTepianbHi
€HIOTOKCUHMY, KOMUC» Ta «KiflbKiCHE BU3HAYEHHSI» Ha
cTagii «MpUroTyBaHHsa PO34nHy»; Ha CTagil «pO34nH
CTepuni3oBaHuU HeNepernaHyTUA» BHECEHHA
YTOYHEHHS [0 NOKa3HMKA «CYNpPOBigHI OMILLKNY»;
BUITyYEHHS AOAATKOBMX iN-process KOHTPOniB 3a
nokasHUKamu «Npo30piCTb», KKOMbOPOBICTb», «pH»,
«MeXaHi4Hi BKMOYEHHA» Ha cTagil «inbTpauisa
PO34uMHY»; Ha cTagii «Po3unH B amnynax» 3a
nokasHukom «MexaHiyHi BKnoYeHHs. Bugnumi yactkmn»
(nicnst iHCNEKUiNHMX MaLUWH) YTOUYHEHHS! KPUTEPIto
NPUAHSATHOCTI.
196.| NOQAIPAT TabneTkn, BKPUTI TOB "[Op. YkpaiHa PoHTic Xennac peuis BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a He UA/18820/01/02
NniBKOBOKO Pepgi'c Megikan eHg Tmny - 3MiHn Wwopao 6e3nekn/edpekTMBHOCTI Ta peuenmom nidnseae
obornoHkoto, no 120 JTabopartopis" dPapmaueyTikan dapmakoHarnsaay. 3miHW y KOpOTKil XxapakTepuctui
Mr; no 14 TabneTok, Mpogaktc C.A. nikapcbKkoro 3acoby, TEKCTi MapKyBaHHsI Ta iHCTPYKUiT
BKPUTUX MNIIBKOBOO ANs MEAUYHOTO 3aCTOCYBaHHSA
obornoHKot, y reHepuy4Hnx/ribpnaHnx/6ionoAdibHux nikapcekmx
6nicTepi; no 2 abo 3acobiB nicns BHECEHHS TiET caMoi 3MiHW Ha
no 4, abo no 6 pedepeHTHUI npenaparT (3MiHa He NoTpebye HagaHHs
bnictepiB y YKOAHUX HOBUX A0AATKOBUX AaHUX) 3MiHM BHECEHO 0
KapTOHHiI kopobui IHCTPYKLUii ANS MeAMYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3ainu: "Baaemogis 3 iHWMMU nikapcbkumMm
3acobamu Ta iHWi B1uam B3aemogin", "OcobnueocTi
3actocyBaHHs","MobiyHi peakuii" BignosigHo oo
iHdbopMaUii Woa0 MeauyHoro 3acTocyBaHHS
pedepeHTHOro nikapcbkoro 3acoby (AOEHYPIK® 80
MI/AQEHYPIK® 120 MI, TabneTkv, BKpUTi NNiBKOBOO
o6onoHkow). BBeaeHHsi 3MiH npoTsarom 6-T1 Micauis
nicns 3aTBepAKEHHs!
197.| NOOAIPAT TabneTku, BKPUTI TOB "Op. YkpaiHa PoHTic Xennac peuis BHECEeHHS1 3MiH 4O peecTpauiiHux maTtepianis: 3MiHu | 3a He UA/18820/01/01
NniBKOBOK Peppi'c Megpikan eng TMny - 3MiHK Wwopao 6e3nekn/edpekTMBHOCTI Ta peuenmom nionsieae
o6ornoHkoto, no 80 Na6opaTopiz" dPapmaueyTikan dapmakoHarnsaay. 3miHW y KOpOTKil XapakTepuctui
Mr; no 14 TabneTok, Mpogaktc C.A. nikapcbkoro 3acoby, TEKCTi MapKyBaHHsI Ta iHCTPYKUiT

BKPUTKX NIiBKOBOIO
0BOIOoHKOM, Y
GnicTepi; no 2 abo
no 4, abo no 6
GnictepiB y
KapTOHHI kopobui

ANst MEAUYHOTO 3aCTOCYBaHHS
reHepu4HuX/ribpnaHnx/6ionofibHMx NikapcbKmx
3acobiB nicns BHECEHHS TiEl caMoi 3MiHW Ha
pedepeHTHUI npenapaT (3MiHa He NoTpebye HagaHHsA
YKOAHUX HOBUX A0AATKOBUX AaHUX) 3MiHM BHECEHO 0
iHCTPYKLUIii ANs MeAMYHOro 3aCTOCYBaHHS NiKapCbKoro
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OJIOB)KEHHS 104aTKa 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
3acoby y po3ginu: "Baaemogaisi 3 iHW1MKM NikapCbKumMm
3acobamu Ta iHWi Buam Baemogiit", "OcobnueocTi
3acTocyBaHHs","lMobivHi peakuii” BignosigHo 4o
iHbopMmalUii Woao MeguyHoro 3acTocyBaHHs
pedepeHTHOro nikapcbkoro 3acoby (ALEHYPIK® 80
MI/AOEHYPIK® 120 MIT, TabneTku, BKpUTI NiBKOBOKO
060n0oHKo). BBEAeHH: 3MiH NpoTsarom 6-Tu Micsiuis
nicnsa 3aTBepaKeHHs
198.| NPETFABAJIH | po34ynH opanbHuiA, TOBAPUCTB YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a He UA/16783/02/01
-3H 20 mr/mn no 100 mn O3 obmexeHoto Tmny - 3MiHun wopo 6e3nekn/edpekTMBHOCTI Ta peuenmom nionsieae
abo 200 mny OBMEXEHO BiANoBiAanbHICT dapmakoHarnsay. 3miHa y KopoTkii xapakTepuctuui
cnakoHi; no 1 10] 10 "XapkiBcbke nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii
¢bnakoHy pasom 3 BIOMOBIOAN hapmaneBTnYHe Ons MegMYHOro 3acToCyBaHHA Ha NiACTaBi perynsapHo
[03Yy4nM bHICTHO nignpMeMCTBO OHOBJIHOBAHOrO 3BiTy 3 6e3neku nikapcbkoro 3acooby,
NPUCTPOEM Y «KOPMOPALJ "3popos's abo gocnigkeHb 3 6e3nekn 3acTocyBaHHs Nikapcbkoro
KopobLi 3 KapTOHY A Hapoay" 3acoby B nicnsipeecTpauiiiuii nepiod, abo sk
«3[00POB’A» pesynbTaT OUiHKK 3BiTY 3 AOCHIAXEHb, NMPOBEAEHNX
BiANOBIgHO 40 NnaHy negiaTpuyHux gocnigkeHs (PIP)
(3MiHY y3rofixeHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM
opraHom)
3MiHW BHeceHo o IHCTpyKLUii Ans MeguyHoro
3acTocyBaHHS nikapcbkoro 3acoby Ao po3ainis:
"OcobnueocTi 3actocyBaHHs", "lMobivHi peakuii” Wwoao
6e3nekn 3acTocyBaHHS Aitlo4oi pedoBUHU NperabaniH
BignoBigHo go pekomeHaauin PRAC.
199.| NPErAgon Kancynv no 75 wmr, My6niyHe Ykpaina My6niyHe Ykpaina BHECEHHS 3MiH O peecTpauiiHix maTtepianis: 3miHu | 3a He UA/16387/01/01
no 10 kancyny akuioHepHe akuioHepHe TMny - 3MiHK Wwopao 6e3nekn/edekTUBHOCTI Ta peuenmom | nidnsizae
6nictepi, no 3 abo 6 TOBapUCTBO TOBapUCTBO dapmakoHarnsaay. 3miHa y KopoTKili XxapakTrepuctui
GnicTepiB y navui "HaykoBo- "HaykoBo- nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
BUPOGHWYMIA BUPOGHMYMIA ONst MEQUYHOrO 3aCTOCYBaHHS Ha NiAcTaBi perynsipHo
LeHTp LeHTp OHOBJTHOBAHOrO 3BiTy 3 6e3neku nikapcbkoro 3acooby,
"Bopuiariscbk "BopLuariscbkuii abo gocnigkeHb 3 6e3nekn 3acToCyBaHHS NiKapCbKoro
WA XimiKo- XiMiko- 3acoby B nicnspeecTpauiiHuin nepioa, abo sk
dapmaueBTuy dapMaLeBTUYHU pes3ynbTaT OUiHKW 3BiTY 3 OCNISKEHb, NPOBEAEHNX
HW 3aBoa" 1 3aBoa" Bi4NOBIgHO [0 NnaHy negiatpuyHux gocnigkes (PIP)
(3MiHY Y3rofixeHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM
opraHom).
3MiHVM BHECEHO [0 iHCTPYKLUii ANst MeanyHoro
3acTOCyBaHHs1 Nikapcbkoro 3acoby y po3ainu
"OcobnueocTi 3acTocyBaHHs", "MobiuHi peakuii”
BiZNOBIOHO O OHOBMEHOI iHGpopMmaLlii 3 6e3neku
aito4oi pevoBrHU. BBeaeHHs 3MiH NpoTarom 6-tu
MicsILiB Micnsi 3aTBEPAXKEHHS.
200.| NPErApgon kancynu no 300 mr My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3miHu | 3a He UA/16387/01/03
no 10 kancyny akuioHepHe akuioHepHe TMny - 3MiHK Wopao Gesnekn/edekTUBHOCTI Ta peuenmom | nidnsizae
6nicTepi, no 3 TOBapUCTBO TOBap1CTBO dapmakoHarnsaay. 3miHa y KopoTKili XxapakTepucTui
6nictepu B nayui "HaykoBo- "HaykoBo- nikapcbKkoro 3acoby, TEKCTi MapKyBaHHSI Ta iHCTPYKLiT
BUPOGHWYMIA BUPOGHWYMIA Onst MEQUYHOrO 3aCTOCYBaHHS Ha NiAcTaBi perynsipHo
LeHTp LeHTp OHOBIHOBAHOrO 3BiTy 3 6Ge3nekun nikapcbkoro 3acooby,
"Bopuiariscbk "BopLuariBcbkuii abo gocnigxeHb 3 6e3neku 3acToCyBaHHS NiKapCbKoro
WA XiMiKO- XiMiko- 3acoby B nicnspeecTpauiiiuiii nepioa, abo sik
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
thapmaneBTmy thapmaLeBTUYHN pe3ynbTaT OUiHKK 3BiTY 3 AOCNiOKEeHb, NPOBEeaeHNX
HWI 3aBog" 1 3aBoa" Bi4NOBIgHO 40 NnaHy negiaTpuyHux gocnigxexs (PIP)
(3MiHY y3rofixeHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM
opraHom).
3MiHU BHECEHO A0 IHCTPYKUIii AN MeAUYHOro
3acToCcyBaHHsI Nikapcbkoro 3acoby y po3ainu
"OcobnumeocTi 3acTocyBaHHs", "MobiyvHi peakuii”
BiAMOBIAHO 4O OHOBIEHOI iHbopMalLlii 3 6e3neku
nito4oi pe4yoBuHU. BBeaeHHs 3MiH NpoTsarom 6-Tu
MicsUiB Micnsa 3aTBepAXEHHS.
201.| NPErApon kancynu no 150 wmr, My6niyHe Ykpaina My6niyHe Ykpaina BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3MiHu | 3a He UA/16387/01/02
no 10 kancyny akuioHepHe aKuioHepHe Tmny - 3MiHuM wopo 6e3nekn/edpekTMBHOCTI Ta peuenmom nidnsieae
6nictepi, no 3 abo 6 TOBapUCTBO TOBapUCTBO dapmakoHarnsgy. 3MiHa y KOpOTKili xapakTepucTuLi
GnictepiB y navui "HaykoBo- "HaykoBo- nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
BUPOGHWYMIA BUPOGHWYMIA Onst MEQUYHOro 3aCTOCYBaHHS Ha NniAcTaBi perynsipHo
LEHTP LEHTP OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro 3acoby,
"Bopuariscbk "BopLuariscbkuii abo gocnigxeHb 3 6e3neku 3acToCyBaHHS NiKapCbKOro
MR XimiKko- XiMiKo- 3acoby B nicnisipeecTpauiiiuii nepiogd, abo sk
cthapmaueBTmy thapmaLeBTUYHN pe3ynbTar OUiHKK 3BiTY 3 OCNIOKEHb, NPOBEEHNX
HWI 3aBoa" 1 3aBoa" Bi4NOBIgHO 40 NnaHy negiatpuyHux gocnigkers (PIP)
(3MiHY y3rofixeHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM
opraHom).
3MiHN BHECEHO A0 IHCTPYKUIii AN MeANYHOro
3acTOCyBaHHs1 Nikapcbkoro 3acoby y po3ainu
"OcobnumeocTi 3acTocyBaHHs", "Mob6iyvHi peakuii”
BiZNOBIgHO O OHOBMEHOI iHhopMmaLlii 3 6e3neku
aito4oi pe4oBrHU. BBeaeHHs 3MiH NpoTArom 6-tu
MicsiLiB Nicns 3aTBEPAXKEHHS.
202.| MPETAMMA Kancynuv Teepgi no TOB YkpaiHa TOB «KYCYM Ykpaina BHECEHHS 3MiH O peecTpauiiHix maTtepianis: 3miHu | 3a He UA/19882/01/01
25 wmr, no 14 kancyn "TMEOPAPM OAPM» TMny - 3MiHK Wwopao 6e3nekn/edekTUBHOCTI Ta peuenmom nionsieae
y bricTepi; no 2 abo nTa" (nakyBaHHS i3 dapmakoHarnsaay. 3miHW y KOpOTKil XapakTepuctui
no 4 énictepn y dopmu in bulk nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
KapTOHHIN ynakoBLj BUPOGHMKa Ansi MEOUYHOTO 3aCTOCYBaHHS
KYCYM reHepu4HuX/ribpnaHnx/GionodibHUx nikapcbkmx
XENTXKEP MNBT 3acobiB nicns BHECEHHS Tiei camoi 3MiHU Ha
NTA, IHAia) pedbepeHTHUIN Npenapar (3miHa He NoTpebye HaAaHHsA

XOOHWUX HOBUX JOAATKOBMX AaHUX). 3MiHM BHECEHO A0
iHCTPYKUIii AN MEAUYHOro 3aCTOCYBaHHS fikapCbKoro
3acoby y po3ainu "OcobnmBocTi 3acTocyBaHHs",
"MobiuHi peakuii" 3rigHo 3 iHpopMalLieto Wwoao
MEeOUYHOro 3aCTOCYyBaHHS pedepeHTHOro NiKapCbKoro
3acoby (NMIPUKA, kancynu no 50 mr, 75 mr, 150 wmr,
300 wr). BBeeHHs 3MiH NpoTsirom 6-TW MicsLiB nicnsi
3aTBEpAKEHHS. 3MiHu | Tuny - 3MiHW Woao
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay.
BHeceHHs abo 3miHa(1) go 3060B's13aHb Ta yMOB
BuAaui peecTpaLiiHoro NocBigYEHHS, BKIOYa4m
MnaH ynpaeniHHA pU3nkamm (3aCTOCYBaHHS TEKCTY,
AKUIA NOTOAXKEHWA 3 KOMMNETEHTHUM OpPraHoMm).
3asABHMKOM HadaHO OHoBNeHWN MNnaH ynpasniHHS
pu3ukamu Bepcist 2.1 3MiHM BHECEHO 0 YacTuH: |
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IIponmoskeHHs nomaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

«3aranbHa iHdopmauis» || «Cneumndikauis 3 6e3neku»
(mogyni VIl ta VIII) V «3axoau 3 MiHimMisauii pusukis»
VI «Pestome nnaHy ynpasniHHa pusmkamuny VIl
«dopatkm» (gopatkm 7 Ta 8) y 3B’s13Ky 3 OHOBNEHHAM
iHcbopmalii 3 6e3neku Aitovoi pevoBuHU Nperabani
BiNOBIOHO 40 aKTyanbHOT pedepeHTHOI iHhopmalii, a
TaKoX y 3B'A3Ky i3 3MiHOHO hopmaTy BianosigHO 40
Bumor Evaluation Guidance on the format of the risk
management plan (RMP) in the EU — in integrated
format. 31 October 2018 EMA/164014/2018 Rev.2.0.1
accompanying GVP Module V Rev.2 Human
Medicines). Peatome lNMnaHy ynpaeniHHS puankamm
Bepcia 2.1 gogaetbcs.

BBeneHHs 3miH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBEPKEHHS - HE PEKOMEHAYETLCS, OCKINbKM NNnaH
ynpaBniHHA pu3nKamu BNpoBadXXyeTbCA ogpasy nicnsi
Oro NOrofxeHHs. 3miuu | Tuny - 3miHn Wwoao
6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy. 3miHa y
KOPOTKi XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKUii ANS MEANYHOro
3acTOoCyBaHHS Ha MiAcTaBi perynsipHO OHOBIHOBAHOIO
3BiTY 3 Ge3neku nikapcbkoro 3acoby, abo gocnigpkeHb
3 6e3nekn 3acTocyBaHHS NikapCbKoro 3acoby B
nicnsipeecTpauinHuin nepiod, abo sik pesynbTaT OLiHKM
3BITY 3 fOCNIOKEHb, NPOBEAEHUX BiANOBIAHO OO NnaHy
nepiatpnyHux gocnigxeHs (PIP) (3mMiHy y3rogkeHo 3
KOMMETEHTHNM YNOBHOBAXXEHUM OpraHoM). 3MiHu
BHECEHO [0 iHCTPYKLUiT ANs MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ainu "OcobnueocTi
3actocyBaHHs", "MobiyHi peakuii” BignosigHo oo
OHOBIeHOT iHdopMaLlii 3 6e3nekun Ailo4oi pe4oBUHN.
BBeneHHs 3miH NpoTArom 6-Tv MicsiLiB nmicnsi
3aTBEPAKEHHS

203.

NMPEFAMMA

Kancynv TBepAi no
50 wr, no 14 kancyn
y bnicTepi; no 2 abo
no 4 6nictepn y
KapTOHHIN ynakoBLii

TOB
"TMEOPAPM
nTo”

YkpaiHa

TOB «KYCYM
DOAPM»
(nakyBaHHs i3
copmu in bulk
BMPOGHMKa
KYCYM
XENTXKEP MNBT
NTA, HAia)

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3miHn |
TMny - 3MiHM Wwopao 6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsay. 3miHu y KOpoTKili XxapakTepucTuui
nikapcbKkoro 3acoby, TEKCTi MapKyBaHHsI Ta iHCTPYKUii
ANs MEAUYHOTO 3aCTOCYBaHHSA
reHepu4HuX/ribpnaHnx/GionodibHux nikapcbkmx
3acobiB nicns BHECEHHN TiET camoi 3MiHU Ha
pedepeHTHWIN Npenapar (3mMiHa He NoTpebye HaAaHHs
XKOOHWUX HOBUX JOAATKOBMX AaHUX). 3MiHW BHECEHO A0
iHCTPYKLUIii ANS MeAMYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3ginu "OcobnuBocTi 3acTocyBaHHs",
"MobiuHi peakuii" 3rigHo 3 iHpopMalLieto Wwoao
MeANYHOro 3acTOCyBaHHS pedepeHTHOro nikapCbKoro
3acoby (NNIPUKA, kancynu no 50 mr, 75 mr, 150 wr,
300 wr). BBeeHHs 3MiH NpoTsirom 6-TW MicsLiB nicnsi
3aTBepAKEHHS. 3MiHM | Tuny - 3miHK Wwopao
6e3nekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
BHeceHHs abo 3miHa(1) Ao 3060B'si3aHb Ta yMOB

3a
peuenmom

He
nidnsieae

UA/19882/01/02
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IIponmoskeHHs nomaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

BMAayi peecTpauiiHoro NoCBiAYEHHS, BKIoYa4m
[MnaH ynpasniHHA pusnkamm (3aCTOCYBaHHS TEKCTY,
SIKUI NOTOKEHUIA 3 KOMNETEHTHUM OpraHoMm).
3asBHMKOM HagaHO OHOBNEeHWi naH ynpasBniHHA
pusmkamu Bepcis 2.1 3MiHM BHECEHO A0 YacTuH: |
«3aranbHa iHdopmauis» || «Cneumndikauis 3 6eanekn»
(mogyni VII Ta VIII) V «3axoau 3 MiHimi3aLii puamkis»
VI «Pestome nnaHy ynpasniHHsA pusnkamm» VI
«dopatkmy» (gopatkm 7 Ta 8) y 3B’s13Ky 3 OHOBNEHHAM
iHdbopMauii 3 6e3neku gjto4oi pevoBmHN nperabaniH
BiAMOBIAHO A0 akTyanbHoi pedepeHTHOI iHdopmaLyi, a
TaKoX y 3B'sI3Ky i3 3MiHOKO hopmaTy BianoBigHO A0
Bumor Evaluation Guidance on the format of the risk
management plan (RMP) in the EU — in integrated
format. 31 October 2018 EMA/164014/2018 Rev.2.0.1
accompanying GVP Module V Rev.2 Human
Medicines). Pestome NnaHy ynpasniHHA pu3nkamu
Bepcia 2.1 gogaetbcs.

BBegeHHst 3MiH NpoTAarom 6-tn micauis nicns
3aTBEPAXKEHHS - HE PEKOMEHAYETLCS, OCKINbKW NnaH
ynpaBsniHHA pu3nKamu BNpoBadXXyeTbCA ogpasy nicnsi
Oro NorofxeHHs. 3mMiHu | Tuny - 3miHn Wwoao
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsagy. 3miHa y
KOPOTKil XapaKTepucTu1Li Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKLii AN MeguyHoro
3aCTOCyBaHHS Ha NiACTaBi perynsipHO OHOBITHOBAHOIO
3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo gocnimxeHb
3 Ge3nekun 3acTocyBaHHsI NikapcbKoro 3acoby B
nicnspeecTpauinHuii nepiof, abo sk pesynbTaT OLiHKK
3BiTY 3 AOCTifKeHb, MPOBeAEeHUX BiANoOBiAHO A0 NnaHy
negiatpuyHux gocnigxeHs (PIP) (3mMiHy y3rogxeHo 3
KOMMETEHTHNM YNOBHOBAXXEHUM OpraHoMm). 3MiHu
BHECEHO [0 iHCTPYKLUiT ANs MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ainu "OcobnueocTi
3acTtocyBaHHs", "lMobivHi peakuii” BignoBigHoO 40
OHOBIEHOI iHGhopMmaLlii 3 6e3neku Aikoyoi pe4OBUHMN.
BBegeHHs 3MiH npoTArom 6-Tu MicsuiB nicns
3aTBEPKEHHSI

204.

NMPEFAMMA

Kancynv TBepAi no
75 wr; no 14 kancyn
y 6nicTepi; no 2 abo
no 4 6nictepun y
KapTOHHIN ynakoBLj

TOB
"MEAO®APM
nTa”

YkpaiHa

TOB «KYCYM
DOAPM»
(nakyBaHHS i3
copmu in bulk
BUPOGHMKa
KYCYM
XENTXKEP MNBT
NTA, IHAaia)

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3miHn |
TMny - 3MiHK Wopao Gesnekn/echekTUBHOCTI Ta
dapmakoHarnsaay. 3MiHW y KOpOTKil XapakTepuctuli
nikapcbKkoro 3acoby, TEKCTi MapKyBaHHsI Ta iHCTPYKUiT
ANS MeAUYHOro 3acTOCYBaHHS
reHepUYHMX/ribpnaHnX/6ionogidHNX NikapCbKmx
3acobiB nicns BHECEHHS TiET camoi 3MiHU Ha
pechepeHTHUIN Npenapart (3mMiHa He NoTpebye HaaaHHs:
YKOOHUX HOBUX AOAATKOBUX AAHMX). 3MiHWM BHECEHO J0
IHCTPYKLUii ANS MeAMYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3ainu "OcobnmBocTi 3acTocyBaHHs",
"Mo6iyHi peakuii" 3rigHO 3 iHpopmaLieto Wwoao
MeAMYHOro 3acTOCYBaHHS pedepeHTHOro MikapCbKoro

3a
peuernmom

He
nidnsieae
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Homep
peecmpayitiHo20
noceio4yeHHs1

3acoby (NNIPUKA, kancynu no 50 mr, 75 mr, 150 wr,
300 mr). BBegeHHs 3MiH NpoTArom 6-Tv MicsiLiB nicnsi
3aTBepAKEHHS. 3MiHu | Tuny - 3MiHW Woao
6e3nekn/ecbeKTMBHOCTI Ta hapmakoHarnsgy.
BreceHHs abo 3miHa(1) fo 30608B'A3aHb Ta ymMoB
BMAayi peecTpauiiHoro NoCBiAYeHHs, BKI0Yaoumn
MnaH ynpaeniHHA puaukamm (3aCTOCYBaHHS TEKCTY,
SAKNIA NOrOPKEHUI 3 KOMNETEHTHUM OpPraHoMm).
3asBHMKOM HagaHO OHOBMEeHWi [naH ynpasniHHA
pusmkamm Bepcis 2.1 3MiHM BHECEHO [0 YacTuH: |
«3aranbHa iHdopmauis» || «Crneumndikauis 3 6e3neku»
(moayni VII Ta VIII) V «3axoau 3 MiHimizaLii puamkis»
VI «Pestome nnany ynpasniHHa pusmkamuny VI
«[Jdopatkm» (nogatkn 7 Ta 8) y 3B’A3Ky 3 OHOBIIEHHAM
iHdbopMauii 3 6e3neku gjto4voi pevoBuHN nperabaniH
Bi4NOBIAHO A0 akTyanbHOI pedepeHTHOI iHdbopmallii, a
TaKoX Y 3B'A3KY i3 3MiHOIO dhopmaTy BiANoBiAHO A0
Bumor Evaluation Guidance on the format of the risk
management plan (RMP) in the EU — in integrated
format. 31 October 2018 EMA/164014/2018 Rev.2.0.1
accompanying GVP Module V Rev.2 Human
Medicines). Peatome lNMnaHy ynpasniHHS pusmkaMmm
Bepcis 2.1 goaoaetbcs.
BBegeHHst 3MiH NpoTArom 6-tn micauis nicna
3aTBEPKEHHS - HE PEKOMEHAYETLCS, OCKINbKM NNnaH
yNpaBniHHSA pu3rkaMy BNPOBaXKyeTbCA ofpasy nicrs
1noro norogxeHHs. 3minm | Tuny - 3miHn Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy. 3miHa y
KOPOTKi XapakTepucTuLi NikapCbKoro 3acody, TeKCTi
MapKyBaHHS Ta IHCTPYKLUii Ans Megu4Horo
3acTOoCyBaHHs Ha MiAcTaBi perynsipHo OHOBIHOBAHOIO
3BiTY 3 6e3neku nikapcbkoro 3acoby, abo gocnigpkeHb
3 Ge3nekun 3acTocyBaHHsI NikapcbKoro 3acoby B
nicnsipeecTpauinHuii nepiod, abo sk pe3ynbTaT OuiHKK
3BiTY 3 JOCHIIKEHb, MPOBEAEHUX BiANOBIAHO A0 NnaHy
nepiatpnyHux gocnigxeHs (PIP) (3mMiHy y3rogkeHo 3
KOMMETEHTHUM YNOBHOBAXXEHUM OpraHoMm). 3MiHu
BHECEHO [0 iHCTPYKLUii ANst MEAUYHOrO 3aCTOCYBaHHSA
nikapcbkoro 3acoby y po3ainu "OcobnueocTi
3actocyBaHHs", "MobiuHi peakuii” BignosigHo oo
OHOBJEHOI iHchopMmaLii 3 6e3neku Aitoyoi pe4oBUHN.
BBeneHHs 3miH npoTArom 6-Tu MicsuiB nicnsi
3aTBEPKEHHS

205.

NMPEFAMMA

Kancynu Teepgi no
150 mr, no 14
Kancyn y 6nictepi;
no 2 abo no 4
Gnictepuy
KapTOHHIN ynakoBLj

TOB
"MEO®APM
nra”

YkpaiHa

TOB «KYCYM
DAPM»
(nakyBaHHs i3
copmu in bulk
BUPOGHMKa
KYCYM
XENTXKEP MNBT
NTA, IHAgia)

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3miHu |
TMny - 3MiHK Wopao Gesnekn/edekTUBHOCTI Ta
dapmakoHarnsgy. 3mMiHu y KOpoTKili XxapakTepuctui
nikapcbKkoro 3acoby, TEKCTi MapKyBaHHSI Ta iHCTPYKLiT
AN MEeAUYHOro 3acTOCYBaHHS
reHepu4HUX/ribpuaHnx/GionodibHUxX nikapcbkmx
3acobiB nicnsa BHECEHHS TiEi caMoi 3MiHW Ha
pedepeHTHWI Npenapart (3mMiHa He NoTpebye HafaHHs

3a
peuernmom

He
nidnsieae

UA/19882/01/04
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Homep
peecmpayitiHo20
noceio4yeHHs1

YKOOHUX HOBUX A0AATKOBUX AaHMX). 3MiHWM BHECEHO A0
IHCTPYKUIii 4N MEANYHOro 3aCTOCYBaHHS fikapCbKoro
3acoby y po3ginu "OcobnueocTi 3acTocyBaHHs",
"MoGiyHi peakwii" 3rigHO 3 iHhopmaLieto Wwoao
MeANYHOro 3aCTOCyBaHHsS pehepeHTHOro NikapCbKoro
3acoby (NNIPUKA, kancynu no 50 mr, 75 mr, 150 wr,
300 mr). BBegeHHs 3MiH NpoTArom 6-Tu MicsiLiB nicnsi
3aTBepAKEHHS. 3MiHu | Tuny - 3miHW Wwoao
6e3nekn/edbeKTMBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) oo 3060B's3aHb Ta yMOB
BMaadi peectpauiiHoro NocBig4YeHHs, BKoYa4m
MnaH ynpaBniHHA pusukamm (3aCTOCyBaHHS TEKCTY,
SIKWUI NOTOKEHUIA 3 KOMNETEHTHUM OpPraHoMm).
3aABHMKOM HagaHO oHoBneHwn NnaH ynpasniHHS
pusmkamm Bepcis 2.1 3MiHM BHECEHO A0 YacTuH: |
«3aranbHa iHdopmauis» || «Cneumndikauis 3 6e3nekn»
(mogyni VIl Ta VIII) V «3axoau 3 MiHimMi3auii pusukie»
VI «Pestome nnany ynpasniHHa pusmkamuny VIl
«dopatkm» (goaatku 7 Ta 8) y 3B’s13Ky 3 OHOBMEHHAM
iHdpopmauii 3 6e3nekn Aitoyvoi peyoBuHM nperadaniH
Bi4NOBIAHO A0 akTyanbHOI pedbepeHTHOI iHdbopmallii, a
TaKoX y 3B'sI3KY i3 3MiHOI hopmaTy BignoBigHO A0
Bumor Evaluation Guidance on the format of the risk
management plan (RMP) in the EU — in integrated
format. 31 October 2018 EMA/164014/2018 Rev.2.0.1
accompanying GVP Module V Rev.2 Human
Medicines). Pestome MNnaHy ynpasniHHA pu3vkamu
Bepcis 2.1 goaaetbcs.

BBeneHHs 3miH NpoTArom 6-Tv MicsiuiB nmicnsi
3aTBEPKEHHS - HE PEKOMEHAYETLCS!, OCKINbKM NNnaH
ynpaBsniHHA pu3nKamu BNpoBadXXyeETbCA oapasy nicnsi
Oro NOrofxeHHs. 3miuu | Tuny - 3miHn Wwoao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy. 3miHa y
KOPOTKil XapakTepucTuLi NikapCbKoro 3acody, TeKCTi
MapKyBaHHS Ta iHCTPYKUii ANS MEeANYHOro
3aCTOCyBaHHS Ha NiACTaBi perynsipHO OHOBITHOBAHOIO
3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo gocnimxeHb
3 6e3nekn 3acTocyBaHHS NikapCcbkoro 3acoby B
nicnspeecTpauinHuii nepiof, abo sk pedynbTaT OLiHKN
3BiTY 3 AOCHifXeHb, MPOBeAEeHUX BiANOBiAHO A0 NnaHy
nepiatpnyHux gocnigxeHs (PIP) (3miHy y3rogkeHo 3
KOMMETEHTHUM YNOBHOBaXXEHVMM OpraHom). 3MiHu
BHECEHO [0 iHCTPYKUii ANsi MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ginu "OcobnueocTi
3acTtocyBaHHs", "lMobivHi peakuii” BignosigHo Ao
OHOBIEHOT iHdopMmaLlii 3 6e3nekun Ailo4oi pe4oBUHN.
BBeneHHs 3MiH NpoTArom 6-Tm MicsuiB nicnsi
3aTBEPKEHHS!

206.

NPONEC®

PO34MH ANs iH'EKLIN,
no 2 mn B amnyni;
no 5 abo 10 amnyn B

TOB "HIP"

YkpaiHa

TOB "HIP"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHMxX maTtepianis: 3MiHn |
TMny - 3MiHK 3 SKoCTi. [OTOBMI Nikapcbkui 3acib.
Cunctema KoHTeNHep/3akynoptoBarnbHuii 3aci6. 3miHa

3a
peuernmom

He
nionsieae

UA/3647/01/01




110 [IpomoBxeHHS J0oaTKa 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
KopobLji 3 KapTOHyY 3 PO3Mipy ynakoBKM roOTOBOro NikapcbKoro 3acoby (3miHa
noniMmepHo KinbKoCTi oanHULb (Hanpuknag TabneTok, amnyn
YapyHKOBOIO TOLLO) B ynakoBLji:) - 3MiHa no3a gianasoHom
BKNaaKowo 3aTBEPIAKEHNX PO3MIPIB yNakoBKN. 3MiHa y BTOPUHHIN
ynakoBLi, a came: AoAaBaHHSA HOBOTO pO3Mipy
yNaKoBKW-NO 2 MI1 B amnysi CKMsHiA, no 5 amnyn B
Kopobui 3 kapToHy. 3MiHM BHeCeHI B po3gain "Ynakoeka"
B iHCTPYKLUit0 ANS MEANYHOro 3aCTOCYBaHHSA
nikapcbKkoro 3acoby y 3B’si3ky 3 4OAaBaHHSIM NEBHOIO
po3Mipy yrnakoBku (no 5 amnyn B kopobLi), sik Hacnigok
- 3aTBEPOKEHHS TEKCTY MapKyBaHHS AOAaTKOBUX
yNaKoBOK JikapcbKoro 3acoby.
207.| MPOTAPIONn Kpanni XimiyHo- ITanis XimiyHo- ITanis BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 6e3 UA/15220/01/01p
HasanbHi/BYLLHI, hapmaueBTuy dapmaueBTnyHa Tmny - 3MiHN Wwopo 6esnekn/edekTMBHOCTI Ta peuenma
po34unH 2 %; no 10 Ha nabopartopis "A. tapmakoHarnagy. BeegeHHsi abo 3amiHn oo
MI Y CKIISTHOMY nabopatopis Cenna" c.p.n. y3aranbHeHVX JaHux Npo cuctemMy dhapmakoHarnsgy
rIakoHi 3 KPULLIKOKO- "A. Cenna" (BBEAEHHS y3aranbHEHMX OAHWX NPO CUCTEMY
ninetkoto; no 1 c.p.n. dapmakoHarnsgy, 3miHa ynoBHoBa)KeHoi ocobu,
cnakoHy B BiANOBIgaNbHOI 3a 34iNCHEHHS hapMakoHarnaay;
KapTOHHIN ynakoBLi KOHTaKTHOI 0cobu 3 hapmakoHarnsaay 3asiBHvKa Ans
30iNCHeHHs hapmakoHarnsay B YKpaiHi, SKWwo BoHa
BigMiHHa Big ynoBHOBa)eHOi ocobu, BignosigansHoi
3a 3[iNCHeHHA dhapmakoHarnagy (BKnovanym
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
dawina cuctemu chapmakoHarnsgy) 3miHa
yrNoBHOBaXeHoi 0ocobu 3asiBHUKa, BiAMOBIAaNbLHOI 3a
dapmakoHarnag,.
[itova pepakuis: Dr. Massenzio Fornasier.
MponoHoBaHa pepakuisa: Dr.ssa Angela Scalzo. 3miHa
KOHTaKTHMX JaHWNX YNOBHOBaXEHOI 0CObU 3asiBHUKA,
BiAMNOBiganbHoi 3a chapmakoHarnsg. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0cobu 3asiBHMKA, BiANOBiAanbHOI 3a
dapmakoHarnag B YKpaiHi.
208.| PUBACTUIMI | kancynu no 1,5 mr; TosapucTBo 3 YkpaiHa ToBapucTtBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHux MaTepianis: 3miHu | 3a He UA/16388/01/01
HIC no 10 kancyny [00aTKOBO [00aTKOBOO TMny - 3MiHM 3 siKOCTi. FoTOBUIA NikapCcbkMi 3acib. peuenmom nidnsieae
GnicTepi; no 3 BignoBsiaanbHi BignoBsiganeHicT CrabinbHicTb. 3miHa y TepMiHax npuaaTHocTi abo
Gnictepu y navui CTIo 10 "IHTEPXIM" ymoBax 36epiraHHsi FOTOBOr0 Nikapcbkoro 3acoby
"IHTEPXIM" (36inbLUeHHsA TepMiHY NpuaaTHOCTI rOTOBOroO
nikapcbkoro 3acoby) - [lnst ToproBoi ynakoBku
(nigTBEPOXYETLCA AaHUMU peanbHOro vacy) -
36inbLUeHHs TepMiHY NpMAATHOCTI Y 3B'A3KY i3
OTPUMaHHSIM MNO3UTUBHUX OAHUX LLOAO AOCHIAXEHHS
cTabinbHOCTi y peansHoMy yaci. [itova pegakuis:
TepmiH npuagaTHOCTI. 2 poku. MNponoHoBaHa peaakuis:
TepmiH npugaTHOCTI. 3 pokK. 3MiHWM BHECEHi B po3ain
"TepMmiH npuaaTHOCTI" B IHCTPYKLIIO AN MeguyHoro
3aCcTOCyBaHHS NiKapCbKoro 3acoby.
209.| PUBACTUIMI | kancynu no 3 mr; no TosapucTBo 3 YkpaiHa ToBapwucTtBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHux MaTepianis: 3miHu | 3a He UA/16388/01/02
HIC 10 kancyny [04AaTKOBOK [04aTKOBOK Tmny - 3MiHM 3 siKoCTi. FoTOBUIA NikapCbkMin 3acib. peuenmom nionsieae
Gnictepi; no 3 BignoBiganbHi BignoBiganbHicT CTabinbHicTb. 3miHa y TepMiHax npugaTHocTi abo
Gnictepu y navui CTo 0 "IHTEPXIM" ymMoBax 36epiraHHsi FOTOBOro Nikapcbkoro 3acoby
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210.

PULUMNHOBA
onida

onis opaneHa; no 30
rabono 100ry

MPAT
"OITOPAPM"

Ykpaina

BignosiganbHWMM

Ykpaina

(36inbLUeHHs TepMiHY NPUAATHOCTI TOTOBOrO
nikapcbkoro 3acoby) - [1ns TOproeoi ynakoBku
(nigTBEPOXYETHCA AaHMMK peanbHOro Yacy) -
36inblUeHHA TepMiHy NpUAATHOCTI y 3B'sA3KY i3

OTPUMaHHSIM NO3UTMBHMX OAHWX LLOAO AOCHIAKEHHS
cTabinbHOCTI y peanbHoMy Yaci. [litova pegakuis:
TepmiH npugaTHOCTI. 2 poku. MNponoHoBaHa peaakuis:
TepmiH npmuaaTtHocTi. 3 pokn. 3MiHN BHECEHI B pO3Ain
"TepMiH NnpuaaTHOCTI" B IHCTPYKLiO AN MeAUYHOro
3acToCcyBaHHS NikapcbKoro 3acofy.

noceio4yeHHs1

bnakoHax

3a
BUPOBHMUTBO,
nepBUHHE
nakyBaHHs,
KOHTPOMb AKOCTI
Ta BUNYCK cepii:
MPAT
«PITOPAPM»,
Ykpaina;
BignoBsiganbHUN
3a
BMPOGHMLTBO,
nepBuHHE
nakyBaHHs Ta
KOHTPOMb SKOCTI:
TOB "dapma
Yepkac",
Ykpaina;
BignoBsiganbHUN
3a BMNyCK cepil,
He BKIoYaum
KOHTPOMb/BMNPO
ByBaHHs cepii:
MPAT
"®OITOPAPM",
YkpaiHa

AinbHuUi ana A®Il, npomixkHoro npogykTy abo roToBoro

nakyBaHHA, BMpO6HI/1Ka, BignoBiganbHOro 3a BUMNYCK

BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3MiHu |
TMNy - AOMIHICTPaTUBHI 3MiHW. BunyyeHHs BUpOGHUYOI
AinbHUUI (BKMtoYatoun ginbHuui ans A®l, npomixHoro
npoaykTy abo rotoBoro fikapcbkoro 3acoby, AinbHuLi
[Onsi NPOBEAEHHSI NaKyBaHHS, BUPOOHMKa,
BiANOBIgANbLHOIO 3a BUMYCK CEPiN, MicLie NpoBeaeHHS
KOHTpOIO cepii) abo nocTayanbHWKa BUXiHOTO
mMaTepiany, peareHTy abo JOMNOMiKHOI pe4OBUHM
(SIKLLO 3a3HAYEHO Y A0CbE) BUMYYEHHS BUPOOHMKa ADI
Biotor Industries Limited, IHais. 3anuwatotbea
Bupo6Hukn A®l: AMEE CASTOR & DERIVATIVES
LTD, IHgis; AMBUJA SOLVEX PVT. LTD., IHgis.
3MmiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. BunyyeHHs
BUPOGHMYOT AinbHUUI (BKMOYatoum ginbHuui ans Adl,
NPOMiXKHOro NPoAyKTy abo roToBoro nikapcbKoro
3acoby, AinbHUL ANst NPOBEAEHHS NaKyBaHHS,
BMPOGHMWKa, BiAMNOBiAaNbHOro 3a BUMYCK cepiid, Micue
npoBeaeHHS KOHTPOT cepii) abo nocTavanbHUKa
BMXiAHOro maTtepiany, peareHTy abo JONOMiIXKHOI
PEYOBUHY (SIKLLIO 3a3HAYEHO Y JOCbE) BUMYYEHHS
BMpo6Huka AP| Manuchar, IHgis. 3anvwatoTbea
Bnpo6Hukn APl: AMEE CASTOR & DERIVATIVES
LTD, Ingis; AMBUJA SOLVEX PVT. LTD., IHgis.
3MmiHu | TUNY - AgMiHicTpaTuBHI 3MiHW. BunyyeHHs
BUPOOHMYOT AinbHUUI (BKMoYaroum ginbHuui ans Adl,
NPOMIXKHOro NPoayKTy abo roToBoro nikapcbKoro
3acoby, AinbHULi ANs NPOBEeAEHHS NaKyBaHHS,
BMPOGHWKa, BiAMNOBIAANbHOMO 3a BUMYCK Cepili, Micue
nNpoBeaeHHS KOHTPOTH cepii) abo nocTavanbHUKa
BUXiOHOro matepiany, peareHTy abo JONOMiIXKHOI
PEYOBMHM (SIKLLIO 3a3HAYEHO Y AOChE) BUMYYEHHS
Bupo6Hmka API Nikunj Chemical Limited, IHais.
3anuwatotbes BUpobHukn A®l: AMEE CASTOR &
DERIVATIVES LTD, IHgis; AMBUJA SOLVEX PVT.
LTD., Ingis. 3miHu | Tuny - AaMiHicTpaTUBHI 3MiHW.
BunyyeHHs BUpOGHMYOI AinbHULI (BKMHOYa4m

nikapcbKkoro 3acoby, AinbHUL AN NpOBEAEHHS

n

cepil, MicLie NpoBeAEeHHS KOHTPOIO cepii) abo
ocTavanbHuka BUXiAHOro maTepiany, peareHty abo

be3
peuenma
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
[OMOMDKHOI PEYOBUHM (SIKLLO 3a3HAY€HO Y [OCLE)
BUNyYeHHsi BupobHuka A®| Ultra chemical works,
IHais. 3anuwatotbes BUpobHukn Adl: AMEE CASTOR
& DERIVATIVES LTD, Ingis; AMBUJA SOLVEX PVT.
LTD., Ingis.
211.| PIEKO TabneTkn, BKpUTI BAT "leneoH YropwuHa BUPOBHMLTBO Kanapa/ BHECEHHS 3MiH [0 peecTpaLiiHMX maTtepianis: 3miHu | 3a UA/20261/01/01
NniBKOBOO PixTep" Hepo3dacosaHo YropwuHa Tuny - 3MiHn Wwoao 6e3nekn/edekTMBHOCTI Ta peuenmom
obonoHkoto, 40 mr/1 ro NPoAyKTy, chapmakoHarnsgy. BeegeHHst abo 3amiHv o
mr/0,5 mr, no 28 KOHTPOIb SIKOCTi: y3aranbHeHVX JaHUX Npo cuctemMy chapmMakoHarnsgy
TabneTok y prnakoHi MaTteoH IHk., (BBEOEHHS y3aranbHeHVX AaHUX Npo CUCTEMY
3 nonieTunexy Kanapa; hapmMakoHarnsagy, amiHa ynoBHoBaxeHoi ocobu,
BUCOKOI LLiNbHOCTI 3 nepBUHHE BiANOBIganNbHOI 3a 34iNCHEHHS hapMakoHarnaay;
BOIOronornuHayYeM, nakyBaHHs, KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa ansi
3aKpuToMy BTOPUHHE 3AiNCHEHHA hapmakoHarnsgy B YKpaiHi, SKLO BOHa
iHOYKUiNHOO nakyBaHHs, BigMiHHa Big yNOBHOBa)eHOI 0cobu, BignosigansHoi
repMeTUYHO0 KOHTPOMb SIKOCTI, 3a 3[jCHeHHs hapmakoHarnagy (Bkrovaym
KPULLIKOIO 3 BUMYCK Cepil: KOHTaKTHi AaHi) Ta/abo 3mMiHM y po3MilLleHHi macTep-
noninponineny i3 BAT "T'egeoH davina cuctemn chapmakoHarnsgy). 3miHa KOHTaKTHOT
3axMCTOM Big Pixtep", ocobu 3asiBHMKA, BignoBiganbHOI 3a hapmakoHarnsg B
BiOKPUTTA OiTbMU; YropwuHa YKpaiHi.
no 1 abo 3 cnakoHu Litova pepakuia: PociHiH MeHHagin Biktoposunu.
Y KapTOHHIl kopobui MponoHoBaHa peaakuis: Xinbko €BreHis
OnekcaHapiBHa.3MiHa KOHTAKTHUX AaHUX KOHTAKTHOI
ocobu 3asiBHMKA, BignoBiganbHOI 3a hapmMakoHarnsg B
YKpaiHi.
212.| PIHTEPA PO3YUH ANS iHDY3iN; TOB Ykpaina MAT Ykpaina BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3miHu | 3a UA/2944/01/01
NAKTAT no 200 mn a6o no "APTEPIYM "Tann4dapm” TMny - 3MiHK Wwopao 6e3nekn/edekTUBHOCTI Ta peuenmom
PO34YUH 400 Mn y nNAswWwKax nTa" dapmakoHarnagy. BeegeHHsa abo 3miHm oo
CKNAHMX (GpnakoHax) y3aranbHeHVX AaHux Npo cuctemMy papmakoHarnsgy
(BBEOEHHS y3aranbHEHVX JaHUX NPO CUCTEMY
capmakoHarnsgy, 3miHa ynoBHOBaXeHoi ocobu,
BiANOBIganNbHOI 3a 34iIMCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmMakoHarnsay 3asiBHvKa Ansi
34icHeHHs hapmakoHarnsagy B YKpaiHi, SKWo BoHa
BigMiHHa Bi yNOBHOBaXeHOI ocobu, BignosigansHoi
3a 3[iCHeHHs hapmakoHarnagy (Bkrovaudm
KOHTaKTHi faHi) Ta/abo 3mMiHM y po3MilLleHHi MacTep-
darna cucremn chapmakoHarnsgy) 3miHa
yrnoBHOBaXeHOI ocobu 3asiBHUKa, BiAMOBIiganbHOI 3a
dapmakoHarnsag.
[itoya pepakuin: batranosa Pumma IropisHa.
MponoHoBaHa pepakuis: Metposa tOnis AHaTtoniiBHa.
3MiHa KOHTaKTHMX JaHWX YNOBHOBaXEHOI 0cobu
3asiBHUKA, BignoBiganbHoi 3a oapMakoHarnsag. 3miHa
MicLle3HaxomKeHHs MacTep-channa cuctemm
hapmakoHarnsigy. 3miHa micus 34iNCHEeHHs OCHOBHOT
AiSNbHOCTI 3 dpapmakoHarnsgy.
213.| CArPAOA® TabneTkn, BKPUTI TOB YkpaiHa HEYPAKC®AP IcnaHis BHECEHHSA 3MiH [0 peecTpauiiHiX maTtepianis: 3MiHu | 3a He UA/18352/01/01
NniBKOBOKO "APTEPIYM M TMny - 3MiHM Wwopao 6e3nekn/ecekTMBHOCTI Ta peuenmom nidnsieae
obornoHkoto, no 10 nta" SAPMACBIOTIK dapmakoHarnsaay. 3MiHW y KOpPOTKil XapakTepuctuli
Mr, no 14 TabneTok AJIC, CJI. nikapcbkoro 3acoby, TEKCTi MapKyBaHHsI Ta iHCTPYKUii
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

y 6nicTepi, no 2
Gnictepu B nayui

Onsi MEQUYHOTO 3aCTOCYBaHHS
reHepuyHUX/ribpuaHMx/6ionodibHMX nikapcbkux
3acobiB nicnsa BHECEHHS TiET caMoi 3MiHW Ha
pedepeHTHUI npenapaT (3MiHa He NoTpebye HagaHHsA
YKOAHMX HOBUX AOA4ATKOBMX AaHMX). 3MiHM BHECEHO 0
iHCTPYKLUIii 4N MEAUYHOro 3aCTOCyBaHHS MikapCbKoro
3acoby y po3sginu "®apmakonoriyHi BnactmMBocTi",
"Cniocib 3acTocyBaHHsi Ta fo3u" (pefaryBaHHs),
"MoGiyHi peakuii" (peaaryBaHHsi) 3rigHo 3
iHCbopMaUieto LWOoA0 MeAMYHOro 3acTOCyBaHHSA
pedepeHTHOro nikapcbkoro 3acoby (Efient® 10 mg
film-coated tablet) BeegeHHs 3miH npoTsirom 6-Tu
MiCAUIB 3 AaTW 3aTBEPOXKEHHS.

214.

CAJNO®AIBK

cynosuTopii
pekTanbHi no 1000
Mmr; no 5
Cyno3unTopiiB y
cTpwuni; no 2 abo 6
cTpuniB B kopobui 3
KapTOHY

Op. ®anbk
dapma 'M6X

HimeyunHa

BignosiganbHuii
3a BUMYCK cepin
KiHLEeBOro
npoaykry: [p.
danbk ®apma
mb6X,
HimeuumnHa;
Bupo6Humk
[030BaHoi
opmu,
nepBuHHE Ta
BTOPUHHE
nakyBaHHS,
KOHTPOMb SIKOCTI:
KopaeH ®apma
Ppibypr AT,
LisanHigepnaccy
Hr ETTiHreH,
LLseniLapis;
JlosaH ®apma
mb6X,
HimeuunHa
Bupo6GHukM,
BigNoBiganbHi 3a
KOHTPOMb SKOCTI:
JlosaH ®apma
m6X,
HimeyuunHa;
KopaeH ®apma
Ppibypr CA,
LLseriuapis;
Bioeksam AT,
LLsenuapis;
HaykoBo-
nocnigHun
IHCTUTYT
Xennenep
'mb6X,

Himevuunna/
LLisenuapis

BHECEHHS 3MiH 4O peecTpauinHuX maTepianis: 3miHu |
TMny - 3MiHK 3 akocTi. ADI. KoHTponb AdI. 3miHa y
napameTpax cneuudikadin Ta/abo JonyCTUMUX MEX,
BM3HaYeHuX y cneumdikauisx Ha Adl, abo
BUXiOHWUIA/MPOMIDKHWUIA NpOOyKT/peareHT, Wwo
BUKOPUCTOBYIOTLCS Y NpoLeci BupobHuuTea AdI
(monoBHeHHs creumdikaLii HOBMM NOKa3HWUKOM SIKOCTI
Ta BignoBigHMM MeToAO0M BUNPOGYBaHHS) AONOBHEHHS
cneundikauii A®l mecanasuHy BupobHuuTea Divi's
Laboratories Limited, India HoBUM noka3HUKOM SIKOCTI
Ta BignoBigHMM meTogom BunpobyeaHHs «[Managin
(ICP-OES)» 3 mexeto < 20 ppm. 3MmiHu | Tuny - 3MiHu 3
skocTi. CepTudikaT BignosigHocTi/l E-cepTudikat
BignoBigHoCTi €Bponeinchkini hapmakonei/MmoHorpadii.
MonaHHs HoBoro abo oHOBEHOTO cepTudikaTa
BigNoBigHOCTI abo BUny4YeHHs cepTtudikara
BignosigHocTi €Bponeicbkint hapmakonei: ans AdI;
Ons BUXiQHOro matepiany/peareHTy/npoMixkHOro
NPOAYKTY, LLIO BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI;
Onst JONOMiXXHOT peqoBUHU (cepTudikaT BignoBigHOCTI
€Bponelicbkint hapmakonei) - HoBui ceptudikar Big,
HOBOrO BUPOBHMKa (3amiHa abo JONOBHEHHS) MOAAHHSA
HOBOrO cepTudikaTa BiAnoBiAHOCTI EBpONECHKiIl
capmakonei Ne R1-CEP 2016-050 - Rev 01 ans AdI
MecanasuHy Bif HOBOrO anbTepHaTUBHOIO BUPOGHMKa
Divi's Laboratories Limited, India.

3a
peuenmom

UA/3745/03/03
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n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
HimeyunHa
215.| CAPTIH® PO34MH OparnbHUiA, AT "®apmak” Ykpaina AT "®apmak” Ykpaina BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3MiHu | bes nidnszae UA/16480/02/01
200 mr/mn no 100 TMny - 3MiHM 3 sikocTi. FoTOBUIA NikapcbkMin 3aci6. peuenma

mn abo 200 mny
cdnakoHi; no 1
briakoHy 3 NOXKOH
nosyBarnbHoto abo
[03YH4NM CTakaHOM
abo wnpuryom
[03yBanbHUM Y
navui; abo no 5 mn
nakeTtu-cawue no 20
ab6o no 30 nakeTi-
cawle y nayui

Cuctema KoHTelHep/3akynoptoBarnbHuiA 3aci6. 3miHa y
NepBUWHHI yNakoBLji roTOBOro Nikapcbkoro 3acoby (Tun
KOHTelHepa abo [oAaBaHHS HOBOTO KOHTENHEPA) -
TBepaAi, M’AKi Ta HeCTepunbHi piaki nikapcbki opmu.
[opgaBaHHs1 HOBOI YNakoBKW, a caMe nakeTiB-calle 3
06’'€eMOM HaMoOBHEHHS Mo 5 M (ana pa3oBoro
BUKOPUCTaHHSA) 3 nosnietuneHTepedtanat/ gponbra
antominiea/ nonietuneH (PET 12um/ADH/Alu 9
UM/ADH/PE film 50 um), 3 BignosigH1nMu 3miHamu 4o
p. «YnakoBkay. 3MiHV BHeceHi B po3ain "Ynakoska" B
IHCTPYKLUIi0 ANS MeQNYHOro 3aCTOCYBaHHS NiKapCbKOro
3acoby y 3B'A3Ky 3 BBEAEHHSIM 404AaTKOBOI NEPBUHHOI
ynaKkoBKU (MakeTu-calle), Ik HacnigokK - 3aTBepaKeHHS
TEKCTYy MapKyBaHHSA AOAATKOBOI YMaKoBKM Ta
pefakuiiHe yTouHeHHs y po3aini "Cnocit
3acTocyBaHHA Ta fo3un". BBegeHHs 3MiH NpoTsirom 6-
Tn MicsuiB nicns 3aTBepmkeHHs. 3MiHn | Tuny - 3MiHn
3 sikocTi. F0TOBMIA Nikapcbkuii 3aci6. KoHTpornb
roToBOroO flikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo 4OMYCTUMUX MEX FOTOBOrO
nikapcbkoro 3acoby (A0NOBHEHHS cneuudikadii HoBUM
NOKa3HMKOM 3 BiANOBiAHUM MeTOAO0M BUMNPOOYyBaHHSA) —
[OMNOBHEHHS cneundikauii Ta MeToaiB BUNPOOyBaHHSA
M3 HoBuM n. «OQHOPIAHICTE A030BaHMX OAMLMLEY, Y
3B’s13Ky 3 BBEI€HHSIM HOBOI YNaKoOBKW AN pa3oBoro
BMKOPUCTaHHA (Mo 5 mn y nakeTax-cawue). BeegeHHs
3MiH NPOTArom 6-Tu MicsILiB MiCNs 3aTBEPOXKEHHS.
3miHu | TUny - 3miHK 3 skocTi. FoTOBUIA NiKapCbKUiA
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikaui Ta/abo JoNyCTUMUX MEX
roTOBOrO MikapcbKoro 3acoby (iHLi 3MiHW) - BHECEHHSI
3MiH fo cneuudikauii Ta meToais BunpobysaHHs 13,
a came AopaBaHHst 4o nokasHuka «O6’em, Lo
BUTAraeTbCA» 00'eM He MeHLle 5 mn. BBeaeHHs 3MiH
NpoTArom 6-Tu MicALiB nicns 3aTBepoKeHHS. 3MiHu |
TMny - 3MiHK Wwopao 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsgy (iHwi 3miHu). OHOBNEHHS TEKCTY
MapKyBaHHS yNakoBKM nikapcbkoro 3acoby, a came
BUMYyYeHHS iHopMalLlii, 3a3Ha4eHOol POCINCbKOLO
MOBOI0. BBeAeHHS 3MiH NpoTaroM 6-tu micauiB nicns
3aTBepAKEHHs. 3MiHK | Tuny - 3miHK 3 AkocTi. FoToBMI
nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3acit. 3MiHa po3mipy
YNaKoOBKM rOTOBOTO JlikapCbKoro 3acody (3miHa
Macwu/o6'emy BMIiCTy KOHTENHepa 6arato030BOro
nikapcbkoro 3acoby Ansi HenapeHTepanbHOro
3acTocyBaHHsi (abo 0fHO[,030BOr0, YaCTKOBOTO
BUKOPWUCTAHHS))
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
- AoOaBaHHs NEPBMHHOIO NaKyBaHHS Y BUrMAi
nakeTiB-calle (A5t pasoBOro BUKOPUCTaHHS), 06’eMom
HaMoBHeHHS Mo 5 mn y nakeTu-cawe; no 20 abo 30
nakeTiB-calle pa3oM 3 iHCTPYKLiE ANna MeanyHoro
3aCTOCyBaHHS MOMILLAIOTL Y MaYKy 3 KAPTOHY, 3
BiANOBIgHNMYK 3MiHaMK ¥ p. «YnakoBkay MKA N3.
3MiHM BHeceHi B po3ain "YnakoBka" B iHCTPYKLit0 ans
MeAMYHOrOo 3aCTOCYBaHHS NikapcbKoro 3acoby y
3B"A3Ky 3 4OAABaHHAM NEPBUHHOIO NaKyBaHHS 3
06'eMOM HanNoBHEHHSI N0 5 MN y BUrNagi nakeTiB-calle
(ans pasosoro BUKopucTaHHs). BBeaeHHs 3miH
NPOTArom 6-T1 MicsAUIB NicNsA 3aTBEPAXEHHS.
216.| CTEPUIJIIYM | po34MH HaLUKipHWNA; Boae Xewmi HimeuunHa Bope Xemi T'M6X | HimevyunHa BHECEeHHs1 3MiH O peecTpauinHux maTtepianis: 3MiHu | 6e3 UA/4627/01/01
® no 100 mn, 500 mn, m6X Tmny - 3MiHK 3 gKoCTi. [O0TOBMI Nikapcbkuin 3acib. peuenma
1000 My KoHTpOsb roTOBOro nikapcbkoro 3acoby. 3mMiHa y
dnakoHax; MeToaax BUNpobyBaHHS rOTOBOrO MikapcbKoro 3acoby
no 5 ny kaxictpax. (iHwWi 3miHM y MeTopax BunpobyBaHb (BKOYao4n
3aMiHy abo foMoBHEHHs)) 3MiHM 3a NOKa3HMKOM
"KinbkicHe BU3Ha4YeHHs 1-nponaHony Ta 2-nponaHony"
meTogoMm X, Y 3B'sI3Ky 3i 3MiHOK NPOrpamMHOro
3abes3neyeHHs1 Ans xpomaTorpadii BUHMKNA
HeoObXigHICTb 3MiH nig Yac NpoBonigroToBKX Ta 3MiHM
TemnepaTypHOi nporpamu.
217.| CTEPUNIIIYM | po34MH HaLUKipHWNA; Boae Xewmi HimeuunHa Bone Xemi T'M6X | HimevyunHa BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | - UA/0470/01/01
® in bulk: no 100 mn'y m6X Tmny - 3MiHK 3 SKoCTi. [O0TOBMI Nikapcbkuin 3acib.
dnakoHi; no 45 KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y
dnakoHiB y kopobui MeToaax BUNpobyBaHHS rOTOBOrO fikapCbkoro 3acoby
3 KapTOHY; (iHwWi 3miHM y MeTopax BunpobyBaHb (BKOYaoun
in bulk: no 500 mn y 3aMiHy abo fONOBHEHHS)) 3MiHM 3a NOKA3HMKOM
cdnakoHi; no 20 "KinbkicHe BM3Ha4eHHs 1-nponaHony Ta 2-nponaHony"”
dnakoHiB y kopobui meTtodom MX. Y 3B'A3ky 3i 3MiHOIO NPorpaMHoro
3 KapTOHY; 3abes3neyeHHs ans xpomartorpadii BUHMKNa
in bulk: no 1000 mn HeobXigHICTb 3MiH nig Yyac NpoboniAroToBKM Ta 3MiHK
y cbnakoHi; no 10 TemnepaTypHOI nporpamu.
dnakoHiB y kopobui
3 KapTOHy;
inbulkk: no5ny
KaHicTpi; no 128
KaHicTp y kopobui 3
KapTOHY
218.| CTONTYCWUH- | kpanni opanbHi, TOB «TeBa YkpaiHa TeBa Yex Yecbka BHECEHHS 3MiH [0 peecTpaLiiHuX MaTepianis: 3miHu | bes UA/2447/01/01
TEBA PO34MH; YkpaiHa» IHaacTpi3 c.p.o. Pecny6bnika TMny - 3MiHK 3 sikocTi. [oTOBMIA Nikapcbkui 3acib. peuenma
no 10 mn a6o 25 mn KoHTponb gonomixkHux peyoBuH. 3MiHa y MeToaax
y donakoHi 3 BMNPOOYBaHHS JOMOMKHOI PEYOBUHM (iHLUI 3MiHW Y
KPULLKOO- MeToaax BuUnpobyBaHHSs (BKkMoYa4uun 3amiHy abo

KpanenbHuLet; no 1
crakoHy B Kopobui

nofaBaHHs)) [looaBaHHA anbTepHaTUBHOI
BHYTPILUHBO| aHaniTM4HOI METOAVKN AN BUSHAYeHHS
3aNULLKOBOro BMICTY PO3YMHHUKIB MEeTaHon, 2-
NponaHon i eTaHoN B AOMOMiXKHIiV peyoBuHi EkcTpakT
nokpuui pigkvii. [laHa MmeToguka € anbTepHaTUBHOK
Ao metoavku €d. Kpim Toro, Ao cneumdikauii 6yno
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3acoby ynakoeka) noceio4yeHHs1
[0[aHO NOCUINaHHS Ha aHaniTMYHi METOOVMKM.
219.| CTPOHOEKC | cnpew gns poTtoBoi TOB HB® Ykpaina BUMPOOHMYa Ykpaina 3minu | Tuny - 3miHn wopo 6e3nekn/edekTMBHOCTI Ta 3a He UA/15759/01/01
NOPOXHUHMN «MIKPOXIM» ainbHuus (BCi chapmakoHarnsgy. 3MiHa y KOpOTKili xapakTepucTuLi peuenmom nionszae
fAososaHui, 12,5 cragii nikapcbKkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLUi
mr/po3a, no 10 mn BMPOBHMYOro ANs MeAUYHOro 3aCTOCYBaHHSA Ha NiAcTaBsi perynspHo
(64 posmn) abo no 5 npouecy): TOB OHOBIHOBAHOrO 3BiTY 3 Ge3nekun nikapcbkoro 3acooby,
mn (32 nosn) y HB® abo gocnimkeHb 3 6e3nekn 3acToCyBaHHS MikapcbKoro
dnakoHi «MIKPOXIM», 3acoby B nicnsipeecTpauiiHui nepioa, abo sk
nonimepHomy abo 3i YkpaiHa; pe3ynbTaT OUiHKK 3BiTY 3 AOCNiOKeHb, NPOBEeaeHNX
CBITN03axnCcHOro BignoBiganbHUn Bi4NOBIgHO 40 NnaHy negiaTpuyHux gocnigkeHs (PIP)
ckna; no 1 dnakoHy 3a BUNycK cepii, (3MiHY y3ropkeHO 3 KOMMETEHTHUM YMOBHOBaXXEHUM
y nayui 3 KapToHy He BKIoYaun opraHom).
KOHTPOb/ 3MiHM BHECEHO [0 iHCTPYKLUiT Anst MeanyHoro
BUNPOOYBaHHSA 3aCTOCyBaHHS NikapcbKkoro 3acoby Ao po3ainy
cepii: TOB HB® "B3aemogis 3 iHWMMM nikapcbkumy 3acobamm Ta iHLi
«MIKPOXIM», BWAM B3aemMoAin" BignoBiaHO 40 OHOBMNEHO!
YkpaiHa iHdpopmauii 3 6e3neku Aitoyvoi peyoBnHM cunpeHadiny
3rigHo 3 pekomeHgauisimm PRAC. TepmiH BBeAEHHS
3MiH NPOTAroM 6 MicALiB NicNs 3aTBEPOXKEHHS.
220.| CYMAMEO® NOPOLLOK AN TOB «TeBa YkpaiHa MBA Xopsaris BHECEHHS1 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu | 3a UA/15660/01/01
oparnbHOI cycneHnsii YkpaiHa» XpBaTcka 4.0.0. TMny - 3MiHKM 3 sikocTi. FoToBUIA NikapcbkMin 3aci6. peuenmom
3i CMakoM nonyHwuLj, KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
100 mr/5 mn, 1 MeToAax BUnpobyBaHHA roTOBOrO MikapCbKoro 3acoby
ONaKoH 3 NMOPOLLKOM (oHOBNEHHs npouenypv BUNPObyBaHHS ANnst
Ans opanbHoI npuBeaeHHs y BiANOBIAHICTb 3i 3MiIHEHOIO 3aranbHO
cycneHsii no 20 mn cratTeto DY abo €sponelicbkoi dhapmakonei) 3miHa
(400 mr) pasom 3 nokasHuka "OgHopIgHICTE Macu BigMipsiHMX 003" Ha
wnpvuomM ang "OpgHopigHicTb 06'eMy 03, WO BUTAraloTLCS" y
[03yBaHHSA B cneundikadii [M13. BBeaeHHsi 3mMiH npoTArom 6-tu
KopoobLi MicsiLiB nicns 3aTBepAKEHHS
221.| CYMAMEA® NOPOLLIOK ANA TOB «TeBa YkpaiHa MNiBA XopsarTis BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3miHu | 3a UA/4612/01/01
oparbHOi cycneHsii, YkpaiHa» XpBarcka A.0.0. Tmny - 3MiHK 3 SKocCTi. [OTOBMI Nikapcbkuin 3acib. peuenmom
100 mr/5 mn, 1 KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
rakoH 3 NOPOLLKOM MeToAax BUNpoOyBaHHA roTOBOrO MikapCbKoro 3acoby
Ans opanbHol (oHOBNEHHA nNpouenypv BUNPOOyBaHHS ANs
cycneHsii no 20 mn NpVBEAEHHS Y BiAMNOBIAHICTb 3i 3MIHEHOIO 3aranbHOK
(400 mr) pasom 3 ctarTeto [IPY abo €sponericbkoi dhapmakonei) 3miHa
LnpuLiomM Ans nokasHuka "OgHOpPIAHICTE MacK BigMipsiHMX 003" Ha
[03yBaHHA B "OpHopigHicTb 06'emy 103, WO BUTAraTbes" y
KopobLi cneundikauii [M3. BBeaeHHsi 3mMiH npoTarom 6-Tu
MicsLiB nicnsi 3aTBEpAKEHHS
222.| TATPICCO TabneTku, BKPUTI ACTPA3EHEK LLBeuis BMPOGHMLTBO, LBeuis BHECEHHS 3MiH 10 peecTpaLiiHux MaTepianis: 3miHu | 3a UA/16232/01/02
NniBKOBOO A Ab KOHTPOMb SIKOCTI, Tuny - 3MiHn 3 skocTi. A®l. BupobHuuTBo. 3MiHM B peuernmom
o6ornoHkoto, no 80 BUWMYCK cepil, npoteci BupobHmuTea APl (He3HayHa 3MiHa y NpoLieci
Mr, no 10 TabneTok nepBuUHHE Ta BUpoGHMLTBa ADI)
y bnicTepi; no 3 BTOPUHHE HesHauHi 3miHM y npoueci BupobHuuTea Ad|
Gnictepuny nakyBaHHS: OcumepTurHIOy MesunarT, Ta i30MbOBaHOr0 NMPOMiXHOIO
KapTOHHiI kopobui AcTtpa3eHeka npoaykty AZD9291 HiTpogiamiH Ans 3anponoHOBaHOro
ABb «Process 2», a came- BUKOPUCTOBYBaTH BEH3OHITPUI

SIK peaKUinH1A PO3YUHHMK 3aMiCTb aLeTOHITPUIy;
BukopucToByBatu DBU (1,8-Diazabicyclo[5.4.0]undec-
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3acoby ynakoeka) noceio4yeHHs1

7-ene) sk OCHOBY 3aMiCTb Kanii kapboHarty;
BMKOPWCTOBYBATM i30MPONaHON sIK PO3YMHHWK A1
npoMuBaHHs BiadinsTpoaHoro AZD9291 HiTpogiamiH
3aMiCTb aUeToHITpuNy. Takox, pefakuinHi 3MiHu B
p.3.2.5.2.3 Ta 3.2.5.2.4. 3MiHun | TMny - 3MiHM 3 SKOCTI.
A®I. BupobHMLTBO. 3MiHK B NpoLeci BUpobHMLTBa
A®I (He3HauHa 3miHa y npoueci BUpobHuuTea AdI)
HesHauHi 3miHu y npoueci BupobHuutea AP|
OcumepTurHIBy Me3unaT, Ta i30Nb0BaHOro NMPOMIXXHOIO
npoaykty AZD9291 aHiniH gns 3anponoHOBaHOMO
«Process 2», a came- BUKOPUCTOBYBaTK BOAY 5K
peakuinHU PO3YMHHWK 3aMiCTb 2-
MeTunTeTparinpodypaHy; BUKOPUCTOBYBATU NNaTUHY
Ha BYrneLeBoMy KaTanisaTtopi 3amiCTb nanagito Ha
Byrnedi. 3miHu | Tuny - 3miHm 3 sakocTi. AdDI.
Bupo6HMLTBO. 3MiHK BUNpobyBaHb abo AonyCTUMMX
MexX y npoueci BupobHuutea AP, 1110 BCTaHOBMEHI y
crneundikauisix (3By>KEHHS OMYCTUMUX MEX)
3BY)XeHHs gonyctuMmmx mexx AZD9291 HiTpogiamin
(IPC4 pnsi BupobHuutBa AZD9291 AHiniH), Wwo
3aCTOCOBYHOTbCS Y NpoLueci BUpobHuutea AdI
(ocumepTuHiby mesunat) 3 0,3% 8o 0,2%. 3MiHu |
Tuny - 3MiHn 3 skocTi. A®Il. Kontponb A®I. 3miHa y
napameTpax cneuudikauin Ta/abo JonyCTUMUX MEX,
BM3Ha4YeHMX y cneuudikauisx Ha Adl, abo
BVXiAHW/MPOMDKHUI NpoAyKT/pearexT, Lo
BMKOPUCTOBYOTBCS Y npoLeci BupobHuutea AdI
(3BY)XE€HHS1 JONYCTUMUX MEX, BU3HAYEHUX Y
cneuudikauii) 3By)XeHHSI ONYCTUMUX MEX,
BM3HaYeHWX y cneuudikadii BuxigHoro matepiany
AZD9291 XnoponipMMiauH, L0 BUKOPUCTOBYETLCH Y
npotieci BUpoGHMLTBa ocMMeEpPTUHIOY me3unar, a came
ans AZD9291 XnoponipumiauH isomep 3 «He GinbLue
2,0%» no «He Ginblue 1,0%».
3minn | Trny - 3miHm 3 AkocTi. APl KoHTponb API.
3miHa y napameTpax cneuudikauin Ta/abo
OONyCTUMMX MEX, BUSHAYEHUX y cneumdikaLisx Ha
ADI, abo BMXigHMIN/MPOMDKHWI NpoAyKT/peareHT, Lo
BMKOPVCTOBYIOTBCS Y npoLeci BupobHuutea API
(3BY)XE€HHS1 [ONYCTUMUX MEX, BU3HAYEHUX Y
cneuudikaLii) 3ByXXeHHSI ONYCTUMUX MEX,
BM3HaYeHUX y cneundikaLii i30rboBaHOro NpomiXkKHoro
npoaykty AZD9291 HitpogiamiH, Lo
BVKOPVICTOBYETLCS Y BUPOOHULTBI OCUMEPTUHIOY
mes3unart, a came 3 He binble 2,0% Ao He GinbLue
1,0%. 3MinHu | TUny - 3minn 3 akocTi. A®I. KoHTponb
A®I. 3miHa y napameTpax cneundikaiv Ta/abo
OOMyCTUMMUX MEX, BUSHAUYEHUX y crieumdikaLisx Ha
A, abo BMXigHUI/MPOMiXXHWI NpoAyKT/peareHT, LWo
BMKOPVCTOBYIOTBCS Y npoLieci BupobHuutea API
(oonoBHeHHS cneumdikaLyii HOBUM NOKA3HMKOM SIKOCTi
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1

Ta BignoBiAHMM MeTOAOM BUNPOByBaHHS ) [JONOBHEHHS
cneundikadii BuxigHoro martepiany AZD9291
XnoponipMMiguH, Wo BUKOPUCTOBYETHLCS Y NPOLIECI
BUpo6HMLTBa ADI, HOBUM NOKA3HUKOM SKOCTI
AZD9291 XnoponipMMmianMH METOKCi Ta BiaNoBiAHUM
MeToA0M BUMPOoByBaHHS, Mexa BMIiCTy «He BinbLue
0,5%». 3MmiHu | TMny - 3MiHK 3 akocTi. ADl. KoHTporb
A®I. 3mina y napameTpax cneumdikauin Ta/abo
JONyCTUMUX MEX, BUSHAYEHMX Y cneuundikauiax Ha
A®I, abo BUXigHWUI/NMPOMIDKHWUIA NpOAYKT/peareHT, Wo
BMKOPUCTOBYIOTLCS Y NpoLieci BUpobHuuTea AdI
(OonoBHeHHs cneumadikaLii HOBUM NOKA3HMKOM SIKOCTi
Ta BignoBiAHMM MeTOAOM BUNPOGYBaHHS) [JJONOBHEHHS
cneuudikauii KiHLLEBOro BMAINEHoro NpoayKTy
AZD9291 AHiniH HOBMM NOKa3HUKOM SIKOCTI
(BU3HAYeHHS NNaTWHW) Ta BiAMNOBIGHUM METOAOM
BMNPOOYBaHHSA, MeXa BMICTy NOKa3HVKa BCTaHOBMNEHa
Ha piBHi He Ginbwe 125ppm.
3MiHn | TMny - 3miHn 3 skocTi. A®Il. KoHTponb ADI.
3miHa y napameTpax cneuudikauin Ta/abo
[ONyCTUMUX MEX, BU3HAYEHMX Y cneuundikauiax Ha
A®I, abo BUXigHWUI/MPOMIKHWUIA NpOAYKT/peareHT, Wwo
BVKOPVCTOBYIOTBCS Y npoLeci BupobHuutea API
(BUMYYEHHS HE3HAYHOTO NOKa3HWKa SIKOCTi (Hanpuknag,
BUITyYEHHS 3acTapinoro nokasHvka)) BunyyeHnHs
He3Hay4yHoro nokasHvika skocTi AZD9291 HitpogiamiH 3i
crneyndikauil KiHLEeBOro i301b0BaHOMO NPOMIXHOIO
npoaykty AZD9291 AHiniH, O BUKOPUCTOBYETLCS Y
npoueci BupobHmuTea APl OcmepTuHiOy meaunar.
3minu | TNy - 3miHm 3 sikocTi. API. KoHTponb AdI.
3miHa y napameTpax cneuudikauin Ta/abo
OOMyCTUMMUX MEX, BUSHAUYEHUX y crieumdikaLiax Ha
A, abo BMXigHWI/NPOMIXXHWI NpoayKT/peareHT, LWo
BMKOPUCTOBYOTBCS Y npoueci BupobHuutea API (iHwwi
3MiHM) Po3LumpeHHs mexi cneumdikadii 3a nokasHUKoM
«Bbyap-sika okpema HecneundikoBaHa AOMiILLKay ANS
BUxigHoro matepiany AZD9291 XnoponipuMiguH, Lo
BVKOPVCTOBYETLCS Y MpOLeci BUPOOHMLTBA Aitoyoi
PEYOBUHM OCUMEPTUHIOY Me3nnarT 3 «He GinbLue
0,2%» no «He GinbLue 0,3%». 3MiHn | TUNY - 3MiHKn 3
akocTi. A®Il. Kontponb A®I. 3miHa y napameTpax
cneundikaLiv Ta/abo JoNyCTUMNX MEX, BUSHAUYEHUX Y
cneuudikauisix Ha A®I, abo BUXiAHWMI/NMPOMIXHUIA
NpoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NMPOLIECI
BMpOoGHMLTBa ADI (iHWi 3MiHK) PO3LIMpeHHS Mexi
crneundikauii 3a nokasHkoM «byab-sika okpema
HecneuudikoBaHa AOMiLLKa» Ans i30/1bOBaHOro
npomixHoro npoaykty AZD9291 HitpogiamiH, wo
BMKOPUCTOBYETbLCS y NpoLeci BupobHuutea AdI 3 «He
Ginbwe 0,1%» 8o «He Ginbwe 0,2%». 3miHun | TNy -
3miHu 3 gkocTi. A®Il. KonTponb A®I. 3miHa y
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napameTpax cneuudikadin Ta/abo JonyCTUMUX MeX,
BM3Ha4eHux y cneuundikauisx Ha API, abo
BUXiOHWIA/MPOMIDKHWUIA NpoayKT/peareHT, Wwo
BUKOPUCTOBYHOTLCS Y Npoueci BUpobHuutea AP (iHwwi
3MiHM) Po3LumpeHHs mexi cneumdikadii 3a noKkasHUKoM
«Bbyap-sika okpema HecneundikoBaHa AoOMilLKay Ans
KiHLLEBOro NpomixxHoro npoaykty AZD9291 AHiniH, wo
BMKOPWUCTOBYETLCS y Npoueci BUpobHuutea A®I 3 «He
6inbwe 0,1%» oo «He Ginbwe 0,2%». 3miHu | Tuny -
3MiHu 3 akocTi. A®I. KoHTponb A®I. 3miHa y MmeTogax
BunpobyBaHHs APl abo BuXigHOrO
marepiany/npoMixxHOro NpoaykTy/peareHTy, LWo
BUKOPUCTOBYETbLCS Y npoueci BUpobHuuytea API (iHLwi
3MiHN B MeTOoAax BUNPoOyBaHHS (BKITHOYAYM 3aMiHy
abo JONOBHEHHS) ANS peareHTy, WO He CNPUYUHSE
icToTHOro BnnmBy Ha sikictb A®l) [loaaBaHHs
BUNpobyBaHHS 14-cnekTpockonii, ik 4oAaTKOBOro
meToay (3atBepaxeHo NIR) ans nposeaeHHs TecTy Ha
IOEHTWYHICTb peareHTy aueToHITpW, Wo
BVKOPWCTOBYETLCS Y BUPOOHMLTBI ADI.

223.

TArPICCO

TabneTkn, BKPUTI
NniBKOBOIO
obornoHkoto, no 40
mr, no 10 TabneTok
y 6nicTepi; no 3
Gnictepny
KapTOHHiI kopobui

ACTPASEHEK
A Ab

LBeuis

BUPOBHMUTBO,
KOHTPOMb AKOCTI,
BUMNYCK cepil,
nepBuHHe Ta
BTOPWHHE
nakyBaHHsi:
Actpa3eHeka
Ab

LLBeuis

BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu |
TMny - 3MiHK 3 akocTi. ADl. BupobHuuTBo. 3MiHN B
npoteci BupobHmuTea AP| (HeaHayHa 3MiHa y NpoLieci
BUpobHMuTBa ADI)

HesHauHi 3MiHM y npoueci BupobHuuTea Ad|
OcumepTunHIOy MesunarT, Ta i30MbOBaHOrO NMPOMiXXHOIO
npoaykty AZD9291 HiTpogiamiH Ans 3anponoHoBaHOro
«Process 2», a came- BUKOpUCTOBYBaTH BEH3OHITPUN
SK peaKUinH1A PO3YUHHMK 3aMiCTb aLeTOHITpUIy;
BukopucToByBatu DBU (1,8-Diazabicyclo[5.4.0]undec-
7-ene) sk OCHOBY 3aMiCTb Kanii kapboHarTy;
BMKOPVCTOBYBATU i30MPONaHON K PO34YMHHUK ANs
npomMuBaHHs BiadinbTpoaHoro AZD9291 HiTpogiamiH
3aMiCTb aLeToHITpUnYy. TakoxX, peaakuiiHi 3MiHN B
p.3.2.5.2.3 Ta 3.2.5.2.4. 3minHun | TMny - 3MiHM 3 SKOCTI.
A®I. BupobHuuTteo. 3MiHM B npoueci BUpobHMLTBa
AQDI| (He3HayHa 3MiHa y npoueci BupobHuuTea AdI)
HesHauHi 3miHM y npoueci BupobHuutea Ad|
OcvMepTuHIBy Me3unar, Ta i30fbo0BaHOro NPOMXKHOTO
npoaykty AZD9291 aHiniH 4ns 3anponoHOBaHOMo
«Process 2», a came- BUKOPUCTOBYBaTK BOAY 5K
peakuinHUN PO34YMHHUK 3aMiCTb 2-
MeTunTeTparigpodypaHy; BUKOPUCTOBYBATU NNaTUHY
Ha ByrneLeBoMy KaTanisaTtopi 3aMmiCTb nanagito Ha
Byrneui. 3MiHu | Tuny - 3miHu 3 skocTi. ADI.
Bupo6HuuTBO. 3MiHM BUNpo6yBaHb abo onyCcTUMUX
MeX y npoueci BUpobHuuTea AP, 1110 BCTaHOBMEHI Y
cneuudikalisix (3ByX€HHS ONYCTUMUX MEX)
3ByXeHHs1 gonycTumux Mex AZD9291 HiTpogiamiH
(IPC4 pnsi BupobHuuTBa AZD9291 AHiniH), Wwo
3acToCcoBYOThCS Y npoLeci BupobHuutea AdI

3a
peuenmom

UA/16232/01/01
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(ocumepTuHiby mesunat) 3 0,3% 8o 0,2%. 3MmiHn |
Tuny - 3MiHn 3 skocTi. A®I. Kontponb A®I. 3miHa y
napameTpax cneuudikadin Ta/abo JonyCTUMUX MeX,
BM3HA4YeHMX y cneuudikauisx Ha Adl, abo
BUXIOHWI/MPOMDKHWIA NpOdYyKT/peareHT, Wwo
BUKOPUCTOBYHOTLCA Y NpoLeci BUpobHuuTea AdI
(3BY>XK€HHS JONYCTUMUX MEX, BU3HAYEHUX Y
cneuudikaLii) 3By)>XeHHS ONYCTUMUX MEX,
BU3HAYeHMX y cneuudikadii BuxigHoro martepiany
AZD9291 XnoponipMMiauH, WO BUKOPUCTOBYETLCS Y
npoueci BUpobHMLTBa OCUMEPTUHIOY Me3unart, a came
ons AZD9291 XnoponipumignH isomep 3 «He BinbLue
2,0%» no «He Ginblue 1,0%».
3minm | Trny - 3minHm 3 AkocTi. APl KoHTpons AdI.
3miHa y napameTpax cneuudikadi Ta/abo
[ONyCTUMUX MEX, BU3HAYEHMX Y cneuundikauiax Ha
AP, abo BMXigHMN/MPOMDKHWI NpoAYyKT/peareHT, Lo
BUKOPUCTOBYIOTLCS Y NpoLeci BupobHuuTea AdI
(3BY>XKEHHS JONYCTUMUX MEX, BU3HAYEHUX Y
cneuudikauii) 3ByXeHHS ONYCTUMUX MEX,
BU3HaAYeEHWX y cneumdikauii i30f1boBaHOrO NPOMIXXHOIO
npoaykty AZD9291 HitpogiamiH, wo
BVKOPVCTOBYETLCS Y BUPOOHNLTBI OCUMEPTUHIOY
meaunaT, a came 3 He Ginblue 2,0% [o He BinbLue
1,0%. 3MiHn | Tuny - 3miHn 3 sikocTi. A®Il. KoHTponb
A®I. 3miHa y napameTpax cneuudikauin Ta/abo
OONyCTUMMX MEX, BUSHAYEHUX Y crneundikaLiax Ha
A, abo BMXigHWI/NPOMIXXHWI NpoayKT/peareHT, LWo
BMKOPVCTOBYIOTBCS Y npoLieci BupobHuutea API
(BonoBHeHHs creumdikaLii HOBUM NOKa3HUKOM SIKOCTI
Ta BignoBiAHMM MeTOAOM BUNPOGYBaHHs) [JONOBHEHHS
cneuudikauii BuxigHoro matepiany AZD9291
XnoponipumiAunH, WO BUKOPUCTOBYETLCH Y NPOLECI
BUPOGHMLUTBa ADI, HOBMM NOKa3HWUKOM SIKOCTi
AZD9291 XnoponipMMianH METOKCi Ta BiaNoBiAHUM
MeToAO0M BMMPOOYBaHHSA, Mexa BMICTy «He BinbLue
0,5%». 3Minu | TUny - 3miHu 3 akocTi. APl. KoHTponb
A®I. 3miHa y napameTpax cneundikadiv Ta/abo
OOMyCTUMMUX MEX, BUSHAUYEHUX y crieumdikaLiax Ha
A, abo BMXigHUIN/MPOMiXXHWI NpoAyKT/peareHT, LWo
BMKOPVCTOBYIOTBCS Y npoLieci BupobHuutea API
(oonoBHeHHS cneumdikaLii HOBUM NOKA3HMKOM SIKOCTi
Ta BigNoBiAHMM MeTOAOM BUMNPOGYBaHHS) [JONOBHEHHS
crneumdikaLii KiHLEBOro BMAINeHoro NpoaykTy
AZD9291 AHiniH HOBMM MOKa3HWKOM SIKOCTi
(BU3HAYeHHS NNaTWHK) Ta BiAMNOBIQHUM METOLOM
BUNPOOYBaHHS, MeXa BMICTy NOKa3HVKa BCTaHOBNEHa
Ha piBHi He BinbLie 125ppm.
3minu | Tuny - 3miHu 3 sikocTi. ADI. KoHTponb AdI.
3miHa y napameTpax cneuudikauin Ta/abo
OONMYyCTUMMX MEX, BUSHAYEHUX Y crneundikaLiax Ha
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Ne
n/n

Hasea
JliKapcbKo20

(nikapcbka ¢gpopma,

®Popma sunycky

ynakoeka)

3aseHuUK Kpaina
3asi8HUKa

eUpPOb6HUKa

A®I, abo BUXigHWUI/MPOMIKHWUIA NpOAYKT/peareHT, Wo

3acoby

TOB

YkpaiHa

BMKOPUCTOBYIOTLCS Y NpoLieci BupobHuuTea APl
(BMNYyYEHHSA HE3HAYHOrO NOKa3HMKa AKOCTI (Hanpuknag,
BWIyYEHHS 3aCTapinoro nokasHuka)) BunyyerHs
He3Ha4Horo nokasHuka skocTi AZD9291 HitpogiamiH 3i
cneundikauii KiHLEBOro i3051bOBaHOIO NMPOMiXXHOIO
npogykty AZD9291 AHiniH, LLO BUKOPUCTOBYETLCS Y
npoueci BupobHuutea A®| OcumepTuHiby meaunart.
3MiHn | TMny - 3miHn 3 akocTi. A®Il. KoHTponb ADI.
3miHa y napameTpax cneuudikadiv Ta/abo
OONyCTUMMX MEX, BUHAYEHUX y creundikaLisax Ha
A®I, abo BUXigHWUI/MPOMIKHWIA NpOAYKT/peareHT, Wwo
BUKOPUCTOBYIOTLCS Y Npoueci BupobHuutea AD! (iHwwi
3MiHM) Po3LumpeHHs mexi cneumdikadii 3a noKkasHUKOM
«byab-ska okpema HecneuundgikoBaHa goMmillka» ons
BuUxigHoro matepiany AZD9291 XnoponipumiauH, wo
BVKOPVCTOBYETLCS Y MPOLEeCi BUPOBHMLTBA AitoHoi
PEYOBMHM OCUMEPTUHIOY Me3nnaT 3 «He Ginblue
0,2%» po «He Ginbwe 0,3%». 3MiHn | TNy - 3MiHN 3
sikocTi. A®I. KoHTponb A®I. 3miHa y napameTpax
crneundikaui Ta/abo AONyCTUMMNX MEX, BUSHAYEHWX Y
crneundikauisx Ha APl, abo BUXigHUA/NPOMIXKHWIA
npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLECI
BUpobHMuTBa ADI (iHWi 3MiHM) Po3wmnpeHHs mexi
cneumdikauii 3a nokasHukom «byab-aka okpema
HecneuudikoBaHa gOMilLKa» ANs i30NbOBAHOMO
npomixHoro npogykty AZD9291 HitpoaiamiH, wo
BMKOPWCTOBYETbLCS y Npoueci BupobHuutea AdI 3 «He
Oinbwe 0,1%» o «He Ginbwe 0,2%». 3miHun | Tuny -
3miHu 3 skocTi. A®Il. KoHTponb A®I. 3miHa y
napametpax cneuudikauin Ta/abo JonycTMMmux Mex,
BM3HaYeHuX y cneumdikauisx Ha Adl, abo
BVXiAHWA/MPOMiXXHWIA NpoayKT/pearexT, LWo
BMKOPUCTOBYOTBCS Y npoueci BupobHuutea API (iHwwi
3MiHM) Po3LumpeHHs mexi cneumdikadii 3a nokasHUKoM
«Bbyap-sika okpema HecneundikoBaHa AOMiILLKay ANS
KiHLEBOro npomikHoro npoaykty AZD9291 AHiniH, wo
BMKOPWCTOBYETbLCS y NpoLeci BupobHuutea AdI 3 «He
Oinbwe 0,1%» o «He Ginbwe 0,2%». 3miHun | Tuny -
3miHu 3 sikocTi. ADI. KoHTponb A®I. 3miHa y meTodax
BuNpobyBaHHa APl abo BuxigHOro
marepiany/nMpoMixXHOro NpoayKTy/peareHTy, Lo
BUKOPUCTOBYETbLCS y Npoueci BUpobHuTea AD! (iHLwi
3MiHN B MeToAax BUNpoOyBaHHSA (BKITHOYAYM 3aMiHy
ab0o [ONOBHEHHS) ANS peareHTy, WO He CPUYUHSAE
icToTHoro BnnuBy Ha sikictb A®I) [lonaBaHHs
BUNpobyBaHHS 14-cnekTpockonii, ik 4OAaTKOBOro

IAEeHTUYHICTb peareHTy aueToHITpWA, Lo

metoay (3aTBepaxeHo NIR) ans npoBeaeHHs TecTy Ha

BMKOPVCTOBYETLCS Y BUPOOHMLTBI ADI.

Op. N'yctas HimeyuunHa

BHECEHHS 3MiH [0 peecTpauiHnX maTtepianis: 3MiHW

| be3

UA/8499/01/01

Kpanni opanbHi,

224.| TA3SAJIOK™
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
po34mH; no 50 mny "YHIBEPCAT KnsaiH TmeX & Tmny - 3MiHuM wopo 6e3nekn/edekTMBHOCTI Ta peuenma
dnakoHi; no 1 bHE Ko. KI apmakoHarnsagy (iHwi 3amiHu).
dnakoHy y AFEHTCTBO OHOBMEHHS TEKCTY MapKyBaHHS BTOPUHHOT YNaKOBKU
KapTOHHi KOpoOLyi; "MPO- nikapcbKkoro 3acoby, a came BUIy4YeHHs iHbopmalii,
no 100 mny DAPMA" 3a3HaYeHol pocincbkoo MoBoto BBeaeHHs 3miH
cnakoHi; no 1 npoTsarom 12-Tu micauiB nicns 3aTBepAXeHHs!
nakoHy y
KapTOHHiIl kopobuyj;
no 2 a6o 3 chnakoHn
Y KapTOHHI Kopobui
i3 po3ainbHO
BCTaBKO
225.| TAOTIKOM® Kpanni o4Hi; no 0,3 CaHteH AT diHnaHais Bupo6bHmuTBO, dpaHuis/ BHECEHHS 3MiH O peecTpauinHMX maTtepianis: 3miHu | 3a UA/15538/01/01
My THOBKKyY- nepBuHHe Ta PiHnaHais Tmny - 3MiHN Wwopo 6esnekn/edekTMBHOCTI Ta peuenmom
KpanenbHuui; no 10 BTOPUHHE tapmakoHarnagy. BeegeHHsi abo 3amiHn oo
THobuKiB- nakyBaHHs, y3aranbHeHVX JaHux Npo cuctemMy dhapmakoHarnsgy
KpanenbHuLb y KOHTPOIb SKOCTI: (BBEOEHHS y3aranbHEHVX AaHUX Npo CUCTEMY
naketi; no 3 naketn JlabopaTtyap dapmakoHarnsgy, 3miHa ynoBHOBa)keHoi ocobu,
Y KapTOHHIl kopobui lOHiTep , BiANOBIgaNbHOI 3a 34iNCHEHHS hapMakoHarnaay;
PpaHuis; KOHTaKTHOI 0cobu 3 hapmakoHarnsaay 3asiBHvKa Ans
Bupo6HuK, 30iNCHeHHs hapmakoHarnsay B YKpaiHi, SKWwo BoHa
BignoBsiganbHUN BigMiHHa Big ynoBHOBa)eHOi ocobu, BignosigansHoi
3a BUNYCK cepii: 3a 3[iNCHeHHA hapmakoHarnsgy (BKrovaym
CaHTteH AT, KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
diHnaHais daiina cuctemn chapmakoHarnsgy). 3miHa
yrNoBHOBaXeHoi 0ocobu 3asiBHUKa, BiAMOBIAaNbLHOI 3a
dapmakoHarnag,.
[itova pepakuia: OJenbcina BepTtpam. NponoHoBaHa
pepakuisa: Tanio Kepttyna. 3miHa KOHTaKTHUX faHWX
ynoBHOBaeHoi ocobu, BignoBifanbHoi 3a
dapmakoHarnsg.
226.| TA®IIOTAH® | kpanni o4Hi, 15 CaHTteH AT PiHnsHais "in bulk", Anonisa/ BHECEHHS 3MiH O peecTpauiiHix maTtepianis: 3miHu | 3a UA/10158/01/01
Mrk/mn; no 2,5 mny nepBUHHE ®iHnaHais/ TMny - 3MiHK Wwopao 6e3nekn/edekTUBHOCTI Ta peuenmom
cnakoHi; no 1 nakyBaHHS, Higepnanan apmakoHarnsiay. BeegeHHst abo 3miHn go
dnakoHy 3 KOHTPOMb SKOCTI: y3aranbHeHVX AaHuX Npo cuctemy hapmakoHarnsgy
KpanenbHULe- CaHTeH (BBEOEHHS y3aranbHEHVX JaHUX NPO CUCTEMY
HaKiHLiBHUKOM Ta dapmachbtoTikan dapmakoHarnsiay, 3MiHa yrnoBHOBaXeHOi ocobu,
KPULLIKOKO B Ko., IlTa., Cira BiANOBIganNbHOI 3a 34iIMCHEHHS hapMakoHarnsay;
KapTOHHI kopobui MnaHT, AnoHis; KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa Ansi
Bupo6Huk 34icHeHHs hapmakoHarnsgy B YKpaiHi, AKWwo BoHa

BignoBiganbHUN
3a BTOPUHHE
nakyBaHHsi Ta

KOHTPOIb SAKOCTI:

Hekct®apma
AT, ®iHnsaHgis;
BupobHumk
BignoBsiganbHUN
3a BMNYCK cepil:
CaHTeH AT,
diHnaHAais;

BiJMiHHa Bi yNOBHOBa)eHOi 0cobu, BignosigansHoi
3a 3[i1CHeHHs1 hapmakoHarnsay (Bkrovaudm
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLLleHHiI MacTep-
havina cuctemu dhapmakoHarnsgy). 3miHa
yrNoBHOBaXeHOI 0cobu 3asiBHUKa, BiANOBIganbHOI 3a
dapmakoHarnsag,.

[itoua pepakuis: Jenbdina BepTtpam. NMponoHoBaHa
pepakuis: Tanio Kepttyna. 3miHa KOHTaKTHUX AaHUX
yrnoBHOBaxeHoi ocobu, BignoBiganbHoi 3a
dapmakoHarnag,.
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
AnbTepHaTUBHM
" BUPOBHUK,
BignoBiganbHUn
3a BTOPUHHE
nakyBaHHs:
MaHydakTypiHr
MakariHr
dapmaka (MIMNP)
B.B.,
Higepnanam
227.| TA®JNIOTAH® | kpanni OYHi, pO34nH, CaHTteH AT DiHnaHAain Bupo6HuK, diHnaHgis/ BHECEHHS 3MiH 0 peecTpauinHMx maTtepianis: 3miHn | 3a UA/18212/01/01
MYNbTI no 15 mkr/mn; no 3 BignoBsiganbHUN ITania Tmny - 3MiHuM wopo 6e3nekn/edpekTMBHOCTI Ta peuenmom
Mn y pnakoHi 3 3a BUMYCK cepil: tapmakoHarnagy. BeegeHHsi abo 3miHn oo
fosaTopom Ta CaHteH AT, y3aranbHeHVX AaHnX Npo cuctemMy hapmakoHarnsgy
KPULLIKOKO 3 PiHnsaHais; (BBEOEHHS y3aranbHEeHVX OaHUX NPO CUCTEMY
KOHTPOMEM nepLUoro Bupo6HuK, capmakoHarnsgy, 3miHa ynoBHOBa)keHoi ocobu,
BigKpuTTS; Mo 1 BignoBiganbHUn BiANOBIganbHOI 3a 34iMCHEHHS hapMakoHarnsay;
dnakoHy B 3a BUPOBHMLTBO KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa Ansi
KapTOHHIl kopobui in-bulk, 3AiicHeHHs dhapmakoHarnsay B YkpaiHi, SKWwo BoHa
NepBuHHY Ta BiJMiHHa Bi yNOBHOBaXeHOi 0cobw, BignosigansHoi
BTOPUHHY 3a 3[iCHeHHs hapmakoHarnagy (Bkrovauym
YNaKoBKY, KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
BUMNPOOYBaHHS hanina cuctemu papmakoHarnsgy). 3miHa
LOAO SAKOCTI: YNOBHOBa)eHOI 0cobu 3asiBHMKA, BignoBiganbHoi 3a
TyGintoke chapmakoHarnsag,.
®apma C.IN.A,, [Hitoya pepakuis: Oenbdina BepTtpam. lNMponoHoBaHa
ITanis pepakuis: Tanio Kepttyna. 3miHa KOHTaKTHUX AaHUX
yrnoBHOBaXeHoi ocobwu, BignoBiganbHoi 3a
dapmakoHarnag.
228.| TEMKOMMAHI | niodinizat ans TOBAPUCTB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 10 peecTpaLiliHiX MaTepianis: 3MiHa 3a UA/13765/01/02
H-®APMEKC PO34MHy Ans iH'eKLin 03 "®APMEKC 3asBHuka J13 (MIBIT) (BnacHuka peecTtpaLiiHoro peuenmom
no 200 mr: 1 pnakon | OBMEXXEHO reyn" nocsigyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne
3 niogpinizatom y o 460) BBeaeHHst 3MiH NpoTArom 6-Tu MicsuiB nicns
KOMMNeKTi 3 1 BIANOBIOAN 3aTBepOKeHHS; 3MiHu | Tuny - 3miHn wopao
dnakoHoM bHICTIO 6esnekn/edeKTMBHOCTI Ta hbapmakoHarnsagy.
po34mnHHMKa (BoAa «KOPTIOPALII BeeneHHs abo 3MiHM [0 y3aranbHeHVUX gaHUX Npo
ans iH'ekyin) no 3,2 A cucteMy hapmakoHarnagy (BBeAeHHs y3ararbHeHUX
MIT Y KOHTYpHIl «3[00POB’A» AaHuX npo cuctemy chapmakoHarnsgy, amiHa

YapyHKOBIN
ynakosui; no 1
KOHTYPHiW
YapyHKOBIN ynakoBLi
y navui 3 kapToHy; 1
rakoH 3
niodpinizatom y
KOMMMeKTi 3 1
dnakoHOM
pO34MHHKKa (Boda
anst iH'ekyin) no 3,2
MIT Y KOHTYPHIN
YapyHKOBIN

yrnoBHOBaXxeHoI 0cobu, BignoBiaanbHoi 3a 3A4iNCHEHHS
apmakoHarnsify; KOHTaKTHoi ocobu 3
hbapmakoHarnsgy 3asiBHMKa NS 30iNCHEHHS
dapmakoHarnagy B YkpaiHi, SKLo BOHa BigMiHHa Big
yMoBHOBaXeHOI 0cobu, BignoBiaansHoi 3a 3AiNCHEHHS
dapmakoHarnsaay (BKoYarum KOHTaKTHI AaHi) Ta/abo
3MiHM Yy pO3MiLLeHHi MacTep-ganna cucTtemm
dapmakoHarnsigy) - 3MiHa ynoBHoBaxeHoi ocobu
3asiBHMKA, BignosiganbHoi 3a hapmakoHarnsag [itoya
pepakuisi: LLleBuyeHko OneHa IropieHa MponoHoBaHa
pepakuisi: ManoBa OneHa MukonaiBHa 3miHa
KOHTAKTHMX JAaHWX YNOBHOBaXXEHOI 0COOM 3asBHMKA,
BignoBiganbHoi 3a hapmakoHarnsg 3miHa Homepa
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OJIOB)KEHHS 104aTKa 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
ynakoBui; no 15 mMacTep-anna cuctemu apmakoHarnsay
KOHTYPHMX
YapyHKOBUX
yMakoBOK y KOpoOLi
3 KapTOHY
229.| TEMKOMNAHI | niocbinisat ans TOBAPUCTB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3amMiHa 3a UA/13765/01/01
H-®APMEKC PO34MHY Ans iH'eKuin 03 "®APMEKC 3asBHuka J13 (MIBIT) (BnacHuka peectpauiiHoro peuenmom
no 400 wr; 1 pnakon | OBMEXXEHO reyn" noceigyeHHs) (3rigHo Hakaszy MOS Big 23.07.2015 Ne
3 niogpinisatom y 10] 460) BeefeHHs 3MiH NpoTArom 6-Tv MicsiLiB nicns
KOMMNeKTi 3 1 BIANOBIAAN 3aTBepAKEHHST; 3MiHu | Tuny - 3MiHM Woao
dnakoHom bHICTIO 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
pPO34MHHUKa (Boda «KOPMOPALJ BBepneHHs abo 3MiHM 0 y3aranbHEeHUX AaHuX Npo
ans iH'ekyin) no 3,2 A cuctemy hapmakoHarnsay (BBeAeHHs y3ararnbHeHux
MIT Y KOHTYpHIl «3[00POB’A» AaHuX Npo cuctemy hapmakoHarnsgy, aMiHa
YapyHKOBIn YNOBHOBa)eHOi 0cobu, BignoBigansHoi 3a 34iACHEHHS
ynakosui; no 1 capmakoHarnsgy; KOHTakTHoi ocobu 3
KOHTYPHIW apmakoHarnsay 3asiBHUKa ANs 30iNCHEHHSA
YapyHKOBI ynakoBLi chapmakoHarnagy B YkpaiHi, SKLWO BOHa BigMiHHA Big
y nayi 3 KapToHy YNOBHOBa)eHOi 0cobu, BignoBigansHoi 3a 34iACHEHHS
apmakoHarnsaay (BkoYarum KOHTaKTHI AaHi) Ta/abo
3MiHW Yy pO3MilLleHHI macTep-charnna cuctemm
dapmakoHarnsgy) - 3miHa ynoBHoBa)eHoi ocobu
3asiBHMKA, BignosiganbHoi 3a dhapmakoHarnsag Hitova
penakuisi: LLleBuyeHko OneHa lropiBHa NponoHoBaHa
pegakuisi: MaHosa OneHa MukonaisHa 3MiHa
KOHTAKTHMX JAaHWX YMOBHOBAXXEHOI 0COOM 3asBHMKA,
BignoBiganbHoi 3a hapmakoHarnag 3miHa Homepa
MacTep-anna cuctemu apmakoHarnsgy
230.| TUrAumn NOPOLLIOK ANA Mdpanszep Eny. CLUA BMPOBHMLTBO ITanisa BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3miHu | 3a UA/12347/01/01
PO34MHY Ans Ci. Mi. npoaykuii in TMny - 3MiHK 3 sikocTi. [oTOBMIA Nikapcbkui 3aci6. peuenmom
iHdpysin no 50 mr; 10 KopnopewwH bulk, nepBuHHe Cunctema KoHTenHep/3akynoptoBanbHuii 3acit. 3miHa
dnakoHiB 3 nakyBaHHs, nocTavarnbHuKa nakyBanbHUX mMatepianis abo
NMOPOLLKOM Y Mmauui 3 KOHTPOMb SIKOCTI: KOMMMEKTYHUMX (SIKLLO 3a3HaYeHO B OCHE)
KapTOHY MaTeoH Itania (BUNYyYeHHs nocTayanbHuka) 3rigHo 3
C.n.A,, Itanis; pekomeHaauismn CMDh BunyyaeTbes iHbopmallis 3
BUPOGHMLTBO po3giny 3.2.P.7 cTocoBHO BMpOo6GHMKa/nocTavanbHuKka
npoaykuii in KOMMOHEHTIB NakyBaHHs. NakyBanbHi matepianu
bulk, nepBuHHe OyAyTb MPOAOBXYBATU NOCTaYaTUCS Bif,
Ta BTOpPWHHE BiANOBiganbHOro BUpoBHMKa NakyBanbHUX
nakyBaHHs, KOMMOHEHTIB. [lo4aTKoBO, 3asiBHUKOM BUMYYaETHCS
KOHTPOMb SIKOCTI iHpopmaLis Npo KOMNOHEHTM r'yMoBOi Npobku, a came:
Ta BMNYCK cepil: crneundivHMn Homep 3'egHyro4oro komnoHeHTy West
Baet lNenepne 4432/50 Ta cneumdiyHa iHdopmauis "West stopper”
C.p.J1, Itanis; ("undergo the Wester® RS treatment process").
LocnigpkeHHs
CTEPUNbHOCTI:
KOpodiHe -
Barona6b C.p.n.,
ITanis
231.| TIO-HOPMIK PO34MH AN iH'eKLin, TOBAPUCTB YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHiX maTepianis: 3MiHu || 3a UA/18650/01/01
25 mr/mn; no 2 mn B 03 obmexeHo Tuny - 3MiHM 3 sikocTi. ADI. (iHWi 3MiHW) OHOBNEHHS peuenmom
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
amnyni, no 5 amnyn OBMEXXEHO BignosigansHicT DMF A®l MopdonoHieBa cinb Tia3oTHOI KUCNOTH,
y 6nictepi, no 2 0 10 hipmu-BrpoBHMKa ToBapuCTBO 3 0BMEXEHOID
Gnictepn y kopobui 3 | BIAMOBIOAN "®apmMaueBTUYH BignosiganbHicTio «Papmxim» YkpaiHa. Ak Hacnigok,
KapTOHY; No 2 MNn B bHICTHO a KoMnaHia npuBeLeHHA MaTepianis peecTpauiiHoro 4oCbLE y
amnyni, no 10 amnyn | «KOPMNOPALI| "3popos'a" BignoBigHicTb 40 oHoBneHoi Bepcii DMF BupobHuka, a
y 6nictepi; no 1 A came: - ONTUMI3aLis TEXHOMOrYHOro npolecy y
Gnictepy y kopobui 3 | «3[00OPOB’A» p.3.2.5.2.2; -p.3.2. S.3.1 gonoBHeHO iHdhopmalLlieto
KapTOHy, No 4 mn B LLI0A0 MOXMBOrO noniMopdiamy Ta isomepii
amnyni, no 5 amnyn cybeTaHuii; -y p.3.2. S.4.1 BHECEHO YTOYHEHHS LLOA0
y BnicTepi; no 2 n. «bakTepianbHi eHOOTOKCUHWUY; -3MiHEHO
6nictepu y kopobui 3 dopmynioBaHHA «HeigeHTudikoBaHi AOMILLKM» Ha
KapTOHY «HecneuundikoBaHi 4OMILLKNY»;
-p. 3.2.S.4.5 gONoBHEHO 06rpyHTYBaHHAM LLOAO
BiACYTHOCTI N. «Baxki meTanuy; - p. 3.2.S.7
[OMOBHEHO aKTyanbHMMM Ha CbOTOAHILLHIN AeHb
pe3ynbTaTamun 4OoCHiaXeHHsi cTabinbHOCTI B
[OBrOCTPOKOBMX YMOBax 3b6epiraHHs
232.| TI®IM BI ®/ PO34MH Ans iH'ekuin CaHodi PdpaHuis Bupo6HuLTBO dpaHuis/ BHECEeHHs1 3MiH O peecTpauiHux maTtepianis: 3MiHu | 3a UA/13057/01/01
TYPHIM VI no 25 mkr/gosa; no Mactep roToBOro YropwmHa TMny - 3MiHKM 3 sikocTi. MegunuHi npucTpoi. 3miHa peuenmom
BAKLIMHA 0,5 mn (1 posa) y Hepo3dacosaHo NPUCTPOIB AN BUMIpPIOBaHHSA 4031 abo BBEAEHHSA
onsa nonepegHbo ro NPoAyKTY, nikapcbkoro 3acoby (qoagasaHHsa abo 3amiHa
MPO®ITAKT 3anoBHEHOMY BTOPUHHE NPUCTPOLO, KU HE € HEBIO'EMHOIO YaCTMHOK
UKH wnpuui 3 nakyBaHHs, nepBUHHOI ynakoBku) - MNpucTtpin, skun mae CE-
YEPEBHOIO | npwukpinneHoto KOHTPOSb AKOCTI MapKyBaHHS
TUDY ronkoto Ne 1 B Ta BUNyCK cepil: 3miHa posmipy ronku 3 23G1 (0,6x25mm) Ha 25G1
MONICAXAP KapTOHHI kopobuyj; CaHodi MacTtep, (0,5x25mm).
WOHA PIOKA no 0,5 mn (1 go3a) y PpaHuis
nonepeaHL0 BTopuHHe
3aMoBHEHOMY nakyBaHHs,
wnpuui 3 BUNYCK cepii:
NpUKpinneHoto CaHodi MacTep,
ronkoto Ne 1 B DdpaHLuis
cTaHfgapTHO- BTopuHHe
EeKCMOPTHIN nakyBaHHS,
ynakoBLi, sika BUWMYCK Cepil:
MiCTUTBCA Y CaHodi-ABeHTiC

KapTOHHIN kopobui 3
iHCTpyKLUieto ans
MeANYHOro
3aCTOCyBaHHS

3pT., YroplmHa
HanoBHeHHs
wnpuuis
(Bknovatoun
cTepunisyody
dinbTpaLito) Ta
iX
iHCNeKTyBaHHS,
KOHTPOMb SKOCTI
3a NOKa3HUKOM
CTEpPUIbHICTb):
CAHOO®I
BIHTPOIM
IHOACTPIA,
PpaHuis
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
233.| TOUDEH Kancynm m'siki no MpuBaTHe YkpaiHa CodTrenb IHais BHECEHHS 3MiH [0 peecTpauiiHMX maTtepianis: 3miHu | be3 nidnsieae UA/20239/01/01
400 mr, no 10 akKujioHepHe Xenckep [MBT. Tuny - 3MiHn Wwopao 6e3nekn/edekTMBHOCTI Ta peuenma
kancyn y énicrtepi, TOBapUCTBO Jita. capmakoHarnsgy. 3MiHa y KOpOTKili xapakTepucTuLi
no 1 abo 2 6nictepn | capmaueBTUy nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii
Y KapTOHHi Kopobui Ha cabpuka ANs MeAUYHOro 3aCTOCyBaHHSA Ha niAcTasi perynspHo
"Biona" OHOBIHOBAHOrO 3BiTY 3 Ge3nekun nikapcbkoro 3acooby,
abo gocnigxeHb 3 6e3neky 3acTocyBaHHSA NikapCbKoro
3acoby B nicnspeecTpauiiHui nepioa, abo sik
pesynbTaT OUiHKW 3BiTY 3 AOCHAXEHb, NPOBEAEHNX
Bi4NOBIgHO 40 NnaHy negiaTpuyHux gocnigkers (PIP)
(3MiHY Y3ro/KeHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM
opraHom).
3MiHM BHECEHO [0 iHCTPYKLUiT Anst MeanyHoro
3aCTOCYBaHHS NiKapcbKoro 3acoby y po3ainu
"OcobnumeocTi 3acTocyBaHHs", "Mob6iyvHi peakuii”
BiZNOBIgHO [0 OHOBMEHOI iHpopMmaLii 3 6e3neku
nito40i pevoBrHU. BBeaEHHs1 3MiH NpoTArom 6-Tn
MicsaUiB nicnsa 3aTBepAXeHHsA
234.| TONOTEKAH KOHLeHTpaT 4 Akkopg, Monbwa Bupo6HuLTBO Inpis/ BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/17720/01/01
AKKOPQ pOo34nHy AnA Xenckea roToBOro Benuka TMny - AGMiHICTpaTUBHI 3MiHW. 3MiHa HaMeHyBaHHS peuenmom
iHdy3in, 1 mr/mn; no Moncka Cn. nikapcbKoro BpuTaHis/ Ta/abo agpecu micusa NpoBapKEHHs OisnbHOCTI
1 mMn a6o no 4 mn 3.0.0. 3acoby, YropwwmHa/ BUPOGHMKa/iMnopTepa rotToBoro slikapcbkoro 3acoby,
KOHLieHTpary y nepBuHHe, MonbLa BKITOMAK04M AinbHNULI BUNYCKY cepii abo micue
CKNAHOMY (braKoHi; BTOPUHHE NPOBEAEHHS KOHTPOSO AKOCTI. (LiANbHICTb, 3a AKY
no 1 conakoHy y nakyBaHHs, BignoBigae BUPOOHUK/IMNOPTEpP, HE BKHOYa4M
KapTOHHiI kopobLi KOHTPOMb SKOCTI BWMYCK cepiln) 3miHa Ha3BW AinNsAHKK, BiAMOBiAanbHOI 3a
cepii: KOHTPOSb SIKOCTi cepii roToBoi npoaykuii. firova
IHTac pepakuis: BeccniHr XaHrepi KdT., YropwuHa

dapmachbtoTikan
3 JlimiTeq, IHAain

BTopuHHe
nakyBaHHs:
Akkopp Xenckea
JimiTen, Benuka
BpuTaHis

BionoeiganbHuii
3a BMNYCK cepil:
Akkopp Xenckea
JlimiTen, Benuka
BpuTaHis

KoHTponb
SIKOCTI:
AcTpoH Pe3bopy
Nimiten,
Benvka
BpuTaHis

KoHTponb

MponoHoBaHa pepakuia: €spodiHc AHaniTikan
Cepsices XaHrepi K., YropwuHa
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
SAKOCTI:
€BpodiHC
AHaniTikan
Cepsices
XaHrepi K.,
YropwuHa
KoHTponb
SAKOCTI:
®APMABANIA
Jita.
MikpobionoriyHa
nabopaTopis,
YropwuHa
BignosiganbHui
3a BUNYCK cepii:
Akkoppg Xenckea
Moncka Cn. 3
o.0. Cknag
ImnopTepa,
MNonblia
235.| TPA30OOOH Tabnetkun no 50 wr, Mepokemi Kinp BUPOBHMUTBO, Hinepnanam BHECEHHS 3MiH O peecTpaLiHMx maTepianis: 3MiHu | 3a He UA/18391/01/01
MC no 10 Tabnetok y 7O KOHTPOMb AKOCTI, / Kinp TMNy - AOMiHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS peuenmom nidnsieae
6nicTepi, no 3 BUWMYCK Cepil: Ta/abo agpecy MicLd NPOBaMKEHHS AiANbHOCTI
Gnictepuy dapmaLleBTi BMPOGHMKa/iMnopTepa roToBOro Nnikapcbkoro 3acoby,
KapTOHHiI kopobuyi AHaniTiw BKIOMAOUM AinbHULI BUNYCKY cepii abo Micue
Na6opaTopiym NpoBeAeHHS KOHTPOMIO SKOCTI. (AISNbHICTb, 3a AKy
OyiseH B.B., BiAMNOBigae BUpOGHMK/iMNopTEp, BKIOYAKUN BUMYCK
HigepnaHnaun Cepill) yTOYHEHHS Ha3BW Ta agpecy BUPOBHUYMX
nOinbHMUB Y BiANoBigHOCTI go cepTtudikaty GMP. 3miHn
nepBUHHE Ta BHECEHO B iHCTPYKLIiO ANsi MeQNYHOro 3acToCyBaHHS
BTOPUHHE nikapcbkoro 3acoby y po3ginu "BupobHuk",
nakyBaHHS, "MicuesHaxomkeHHs BUpOOHMKa Ta agpeca micus
KOHTPOMb SIKOCTI, NpOBaXeHHS Noro AisnbHOCTI" 3 BiaNoBiAHUMMN
BUNYCK cepii: 3MiHamMu B TEKCTi MapKyBaHHS1 ynakoBoK.BBeaeHHsi
Mepokemi 3MiH MPOTAroM 6-Tu MicALiB NiCNsA 3aTBEPAKEHHS.
IimiTea, Kinp
236.| TPA30OOOH Tabnetku no 100 mr Mepokemi Kinp BUPOBHMLTBO, Hinepnangn BHECEHHS 3MiH O peecTpaLiiHMX maTtepianis: 3miHu | 3a He UA/18391/01/02
MC no 10 Tabnetok y nTa KOHTPOMb SIKOCTI, / Kinp TMny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuenmom | nidnsizae
GnicTepi, no 3 BUNYCK cepii: Ta/abo agpecy MicLs NPOBaMKEHHS AiSNbHOCTI
Gnictepn y dapmaLeBTi BUPOGHMKa/iMnopTepa rotoBoro fikapcbkoro 3acoby,
KapTOHHiI kopobui AHaniTiw BKIOMAO4M AinbHULI BUNYCKY cepii abo Micue
JNabopaTopiym NpOBEAEHHS! KOHTPOIHO SIKOCTI. (QisNbHICTb, 3a sKy
[OyiseH B.B., BiANoOBigae BUPOOHUK/iIMNOpTEpP, BKITKOYAOUN BUMYCK
Higepnanaun Cepill) yTOYHEHHS HAa3BW Ta agpecy BUPOGHUYMX

nepBuHHE Ta
BTOPUHHE

AinbHWUB y BignosigHocTi Ao cepTudikaty GMP. 3MiHu
BHECEHO B iHCTPYKLIiO 4151 MEAWUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ginu "BupobHuK",




128 [IpomoBxeHHS J0oaTKa 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
nakyBaHHs, "MicuesHaxomkeHHs BUpOOHMKa Ta agpeca Micus
KOHTPOMb SIKOCTI, NPOBaMXEHHS NOro AisnbHOCTI" 3 BigNoBiAHMMMN
BUNYCK cepii: 3MiHaMK B TEKCTi MapKyBaHHS ynakoBOK.BBeaeHHs
Mepokemi 3MiH NPOTArom 6-Tu MicsILiB Micnsi 3aTBEPOKEHHS.
JlimiTea, Kinp
237.| TPECIBA® PO34MH ANs iH'EKLIN, A/T Hoso [anis Bupo6HmuTBO, Hanis/ BHECEHHS1 3MiH 4O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/14264/01/01
®JIEKCTAY® | 100 Of/mn; no 3 mn Hopaick HarnoBHEHHSA B ®paHuis Tuny - 3MiHK 3 siKocTi. FoTOBWI NikapcbkuMii 3acib. peuenmom
y KapTpuoxi, akumn NepBUHHY [MpoekTHWI NpoCTip Ta nicnapeecTpauiiHMin NPOTOKON
MICTUTBCH Y yNakoBKy Ta ynpaeniHHA 3MiHamMu. BHeceHHS 3MiH, LWo
H6araTono3osil KOHTpOnb Hanky. nepenbayeHi y 3aTBepAXKeHOMY NPOTOKOMi yNpaBmiHHSA
OAHOPAa30BIN BignosiganbHui 3MiHaMK (BHECEHHS1 3MiHK ans
wnpuvy-pysui; no 1 3a BUMYCK: GionoriyHoro/imyHonoriyHoro nikapcbkoro 3acoby)
abo 5 wnpuu-pyyok A/T Hoso BHeceHHs 3MiHun, Lo nepeabaveHa y 3aTBepmKeHOMY
Y KapTOHHIl kopobui Hopaick, OaHia NPOTOKONI YNpaBniHHA 3MiHaMW, a caMme AoAaBaHHA
KomnnektyBaHH eTany A40AaTKOBOI CTepuibHOI dhinbTpauii nepeg,
S, MapKyBaHHs HanoBHEHHAM. TakoX BHECEHi pefakTopChKi 3MiHW A0
Ta BTOPUHHE po3ginis 3.2.P.3.3.0nuc B1pobHMYoro npouecy Ta
nakyBaHHS KOHTponto npouecy, 3.2.P.3.4. KOHTpOnb KpUTUYHUX
roToBOro CTagivi i NPOMKHOI MPOAYKLi.
NpoaykKTy.
KoHTponb sKocTi
6anky rotoBoro
npoaykTy Ta
KiHLeBOro
roToBOro
NpoaykKTy:
A/T Hoso
Hopaick, OaHis
Bupo6Huk
Hepo3adacosBaHo
ro NPoAykKTy,
HamnoBHEHHS B
NepBUHHY
ynakoBKy Ta
KOHTPOMb SIKOCTI
6arnky rotToBoro
npoaykTy;
MapKyBaHHs1 Ta
BTOPUHHE
nakyBaHHS:
HoBo Hopgaick
[MpoatokCboH
CAC, ®paHuisi
238.| TPUMICTUH® | masb no 14 ry Ty6i; MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 0 peecTpaLinHux maTepianis: 3MiHu | bes UA/6123/01/01
- QAPHUUA no 1 Ty6i B navui "®apmaLeBTu "®apmMaueBTUYH Tuny - 3MiHK 3 sikocTi. CepTudikaT BignosigHocTi/l'E- peuenma
YHa chipma a ipma cepTudikaT BiaNoBIAHOCTI €BPONENCHKIN
"OapHuus” "OapHuus" hapmakonei/moHorpadii. MogaHHs HoBoro abo

OHOBMEHoro cepTudikaTta BignosigHocTi abo
BUIYYEHHS cepTudikaTta BignoBigHOCTI €BpoNenchkin
dapmakonei: gna APl; ons BuxigHoro
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OJIOB)KEHHS 104aTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20

MaTepiany/peareHTy/npoMiXKHOro NPOAYKTY, LU0
BUKOPUCTOBYOTLCS Y BUPOOHMUTBI ADI; ans
[OMOMDKHOI peYOBUHM (CepTudikaT BiANoBiAHOCTI
€Bponenckkin dapmakonei) - HoBui ceptudpikat Big
BXE 3aTBEPKEHOro BUPOOHUMKA - NOAaHHS HOBOIO
cepTudikaTta BignoBigHOCTI €Bponenchkiin
tapmakonei Ne RO-CEP 2021-315-Rev 00 ("CEP
sister file") gns gitoyoi pevoBuHM Triamcinolone
acetonide Process 2, micronised and non-micronised
Bif, BXXe 3aTBEpaKeHoro BMpobHuka Farmabios SPA,
ITanis y gonoBHeHHsA 00 Bxe 3aTBepaxeHoro CEP R1-
CEP 2000-075-Rev 07(“original CEP”) gaHoro
BUPOGHMKA.

noceio4yeHHs1

239.

240.

TPUHOMIA®

YKPIIB®

Kancynv Teepgi no
100 mr/20 mr/5 wmr;
no 7 kancyny
GnicTepi; no 4
Gnictepu B
KapTOHHIl kopobui

Ddeppep
IHTepHauioHan
b, C.A.

Icnanis

deppep
IHTepHaujioHanb,
C.A.

Icnania

BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3MiHu |
Tmny - 3MiHuM wopo 6eanekn/edpekTMBHOCTI Ta
tapmakoHarnagy. BeegeHHsi abo 3miHn oo
y3aranbHeHUX AaHux Npo cuctemy papmakoHarnsgy
(BBEOEHHS y3aranbHEHVX JaHUX NPO CUCTEMY
dapmakoHarnsgy, 3miHa ynoBHOBa)keHoi ocobu,
BiANOBIganNbHOI 3a 34iMCHEHHS hapMakoHarnaay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa Ansi
30iNCHeHHs hapmakoHarnsay B YKpaiHi, SKWwo BoHa
BigMiHHa Bi yNOBHOBaXeHOi 0cobw, BignosigansHoi
3a 3ificHeHHs1 hapmakoHarnsay (Bkrovarym
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
darina cuctemn chapmakoHarnsgy). 3miHa
yrnoBHOBaXeHOI ocobu 3asiBHUKa, BiAMNOBIiganbHOI 3a
dapmakoHarnag,.

[itoua pepakuin: Albert Garcia Rierola. NponoHoBaHa
pepakuisi: Cristina Rodellas Ramos. 3miHa KOHTaKTHUX
[AaHnX YNOoBHOBaXEHOI 0COOU 3asiBHWMKA,
BignoBiganbHoi 3a dpapMakoHarnsag.

3a
peuenmom

UA/15409/01/01

Tabnetku no 500 mr,
in bulk: Ne 3510
(10x351): no 10
Tabnetok y 6nictepi;
no 351 Gnictepy y
KapTOHHiI kopobLi

TOB
"MEA®APM
nTa”

YkpaiHa

KYCYM
XENTXKEP MBT
nTh

IHaia

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
YTOYHEHHS1 HanMcaHHs OYHKLiN BUPOBHMKa B Hakasi
MO3 Ykpainu Ne 857 Big 17.05.2024 B npoueci
BHECEHHS 3MiH (3MiHu | Tuny - 3miHK 3 sikocTi. oToBMI
nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKynoptoBanbHui 3aci6. 3MiHa po3mipy
yMaKoBKM FOTOBOrO NikapCbKoro 3acoby (iHwWi 3MiHu) -
BBeJEeHHS 40AaTKOBOI ynakoBku y chopmi in bulk ans
BupobHuka KYCYM XENTTXKEP MBT NTA, IHais y
3B'sI3Ky 3 BUPOOHUYOK HeobXifHicTio. BBeaeHHs 3MiH
npoTarom 6-Tu MicsiyiB nicnsi 3aTBepaXKeHHs. 3MiHu |
TMny - 3MiHK 3 SKoCTi. [0TOBMIN Nikapcbkui 3acib.
3MiHM y BUpo6HMLTBI. 3miHa po3Mipy cepil
(Bkntovaro4mM gianasoH po3Mipy cepii) rotToBoro
nikapcbkoro 3acoby (36inbweHHsa o 10 pasis
MOPIBHSIHO i3 3aTBEPAXEHNM PO3MIPOM).
3atBepaxeHo: TOB «KYCYM ®APM», YkpaiHa: 100
000 TabneTtok, 200 000 TabneTok. 3anpoNoOHOBaHO:
TOB «KYCYM ®APMy, YkpaiHa: 100 000 TabneTok,

UA/20454/01/02




130 ITpogoBxeHHs HoJaTKa 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
200 000 Tabnetok; KYCYM XENTXKEP MBT NTA,
IHais: 300 000 TabneTok). Pepakuisi B Hakasi -
BMPOGHWLTBO, NEPBMHHE MaKyBaHHS, BTOPUHHE
nakyBaHHS, KOHTPOIb SIKOCTi, BUNYCK cepii abo
BMPOBHMUTBO npoaykuii in bulk: KYCYM XENTXKEP
MBT JITA, IHgis. BipHa pegakuis - KYCYM XENTXKEP
MBT TN, IHais.
241.| YKPIIB® TabneTtku, no 250 TOB YkpaiHa KYCYM IHgis BHECEHHS! 3MiH 10 peecTpaLinHMX maTepianis: - UA/20454/01/01
mr, in bulk: Ne4860 "TNEAPAPM XENTXKEP MNBT YTOYHEHHS HanucaHHS yHKLiN BUpOBHMKa B Hakasi
(10x486): no 10 nTa" nTa MOS Ykpainn Ne 857 Big 17.05.2024 B npoueci
TabneTok y bnictepi; BHECEHHS 3MiH (3MiHu | Tuny - 3miHK 3 akocTi. [oToBMI
no 486 GnictepiB y nikapcbkuii 3aci6. Cuctema
KapTOHHIl kopobui KOHTelHep/3akynoptoBanbHuii 3acit. 3miHa po3mipy
YMaKoBKM rOTOBOTO NiKapCbKOro 3acoby (iHwWi 3MiHu) -
BBEAEHHA A0AATKOBOI yrakoBku y dopmi in bulk ans
BupobHuka KYCYM XENTXKEP MBT NTA, IHais y
3B'A3Ky 3 BUPOOHUYO HEOOXIAHICTIO Ans
TpaHcnopTyBaHHsA 6nicTepis 3 IHAiT Ha YkpaiHy.
BBegeHHst 3MiH NpoTArom 6-tn micauis nicna
3aTBepAKeHHs1). Peaakuis B Hakasi - BUpOOHMLUTBO,
nepBUHHE NaKyBaHHS, BTOPUHHE NaKyBaHHS, KOHTPOIb
SIKOCTI, BUNYycK cepii abo BUPOBHULTBO NpoAyKLii in
bulk: KYCYM XENTXKEP MNBT JTA, IHais. Bipra
pegakuis - KYCYM XENTXKEP MNBT T4, IHgis
242.| YMKAIIOP® PO34MH OparnbHWiA; Honue Himeuunna BupobHuuTtBO Himeuunna BHECEHHS 3MiH 40 peecTpauiinHuX maTepianis: 3miHu | bes UA/6691/01/01
no 20 mn a6o no 50 Xomeonari- npoaykuii in TMnNy - AGMiHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuenma
MA 'y donakoHi; no 1 YHioH OXY- bulk, nepsuHHa Ta/abo agpecy MicLs NPoBamKXEHHs OiSNbHOCTI
dnakoHy B ApuHanmitTen Ta BTOPUHHA BUPOGHMKa/iMnopTepa rotoBoro nikapcbkoro 3acoby,
KapTOHHiI kopobLi b 'M6X & Ko. yrnakoBkKa, BKIIOMAK04M AinbHULI BUNYCKY cepii abo micue
KIr KOHTPOSb SIKOCTI NpoBEAEHHS! KOHTPOIIO SIKOCTI. (QiSNbHICTb, 3a sKy
Ta BUMYCK cepili: BiAMOBiAae BUPOOHWMK/IMMOPTEp, He BKIOYa4n
[Op. Binbmap BUMYCK Ccepilt) - 3MiHa Ha3BU BUPOBOHMKa,
LliBabe Mm6X i BignoBiganbHOro 3a NepBMHHE Ta BTOPUHHE
Ko. KT, nakyBaHHs. BupobHuya ainbHuus, agpeca Ta yci
HimeuunHa BMPOGHMWYI onepaldlii 3anuwaTbca He3MiHHnMK. [itoda
pepakuis: NepBUHHe Ta BTOPUHHE NakyBaHHS: [p.
MepBuHHa Ta Binbmap LBabe M6X i Ko. KI', HimeuuunHa / Dr.
BTOpPUHHA Willmar Schwabe GmbH & Co. KG, Germany.
ynakoBKa: MponoHoBaHa pepakuis: MNepBuHHe Ta BTOPUHHE
B. WniTuHep nakyBaHHsi: B. LUniTuHep ApuHanmiTTenbgabpik
ApuHaimiTTenb 'm6X, Himewunna / W. Spitzner Arzneimittelfabrik
abpik Mv6X, GmbH, Germany
HimeuunHa
243.| ®APMACYNI PO34MH ANs iH'eKLN, AT "®apmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpauinHMX maTtepianis: 3MiHu | 3a UA/2318/01/01
H®H 100 MO/mn; no 3 mn TMNy - AOMiHICTpaTuBHI 3MiHW. BunyyeHHs BupobHuyoi |  peuernmom

y KapTpuaxi; no 5
KapTpUoXiB y
Gnictepi; no 1
6nictepy B nayui 3
KapTOHY; No 5 mn

AinbHUUi (BKtoYatoun ginbHuui ans A®I, npomixxHoro
npoaykTy abo rotoBoro nikapcbkoro 3acoby, ginbHuLi
0N NPOBEAIEHHS NaKyBaHHS, BUPOBHMKa,
BiZNOBIgaNbHOro 3a BUNYCK Cepil, Micue NpoOBeAEHHSs!
KOHTpOrHO cepii) abo nocTayanbHUKa BUXigHOro
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IIponmoskeHHs nomaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

abono 10 mny
cdnakoHi; no 1
bnakoHy B nayui 3
KapTOHY

mMaTepiany, peareHTy abo JONOMiKHOI pe4OBUHM
(sKLL0 3a3HaveHo y gocbe) - 3MiHa po3sginy 3.2.5.2.1.,
BMAaneHo ToBapHWUI cknag, SK AinbHULL Mo
BUPOBHMLTBY Nikapcbkoi pevoBuHN. Kpim Toro, po3again
6yrno oHOBMEHO, W06 aganTyBaTn agpecy canty oo
United States Food and Drug administration Facility
Establishment Identifier; 3miHn | Tuny - 3MiHK 3 sKoCTi.
A®I. BupobHuuteo. 3miHa BUpobHWMKa
BVXiAHOro/NPOMIDKHOTO NPOAYKTY/peareHTy, Lo
BUKOPUCTOBYHOTbCS Y BUPOBHMYoMy npoueci AP, abo
3MiHa BUpOGHMKa (BKIOYatoum, e HeobXigHo, micue
NpPOoBeAEeHHs1 KOHTPoro sikocTi) ADI (3a BigcyTHOCTI
cepTuddikaTta BignoBigHOCTI €Bponenchkii
dapmakonei y 3aTBepaxeHoMy
[0Cbe)(3anponoHoBaHU BUPOBHUK HanexuTb o Tiel
camoi BUPOBHUYOI rpynu nignpuemcTs, Lo 1
3aTBepaKeHni) - 3miHa nepenbavae JoaaBaHHA
[04aTKOBOro BUPOBGHMYOro NPUMILLLEHHS Ans Npouecy
depmenTaui A®I - B132A; amiHn | Tuny - 3miHn 3
akocTi. A®Il. Kontponb A®I. 3miHa y napameTpax
crneundikaui Ta/abo AONyCTUMMNX MEX, BUSHAYEHWX Y
crneundikauisx Ha APl, abo BUXigHUA/NPOMIXKHWIA
npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLECI
BUpobHMuTBa ADI (iHWi 3miHM) - 3miHa ao
cneundikauii Ha A®l, a came BHECEHHSI NPUMITKM 40
nokasHuka «CynbdaTtHa 3ona» "Not routinely tested.
Would comply if tested."; 3miHn | Tuny - 3miHu 3 skocTi.
A®I. CtabinbHicTb. 3miHa nepiogy NOBTOPHUX
BunpobyBaHb/nepioay 36epiraHHa abo ymos
36epiraHHst ADI (3a BiACYTHOCTI y 3aTBEPKEHOMY
Aocbe cepTudikaTa BignoBiaHOCTi EBpoNechbkin
capmakonei, Lo BKIoYae nepion NnoOBTOPHOIO
BUNpoOyBaHHs) (3MiHa y 3aTBepaAXXEHOMY NPOTOKONI
cTabinbHocTi) - 3MiHM B NpoTokon nicnsipeecTpauinHoi
CTabinbHOCTI: 4OAAHO YacoBi TOYKKM KOHTPOM T3 Ta
T9

244.

DAPMACYI
H® H 30/70

cycneHsisa ans
iH'ekuin, 100 MO/mn;
no3 mns
KapTpuoxi; no 5
KapTpUaXiB y
GnicTepi; no 1
Gnictepy B nauui 3
KapTOHY; No 5 mMn
abono 10 mny
cdnakoHi; no 1
dnakoHy B nauui 3
KapTOHY

AT "dapmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3MiHu |
TMny - AgMiHICTpaTuBHI 3MiHW. BunyyeHHs BUpoGHUYoi
AinbHUUI (BKNoYatoun ginbHULi ans A®I, npomixxHoro
npoaykTy abo rotoBoro nikapcbkoro 3acoby, AinbHULI
ANs MPOBEAEHHS NMaKyBaHHA, BUPOBHMKa,
BiAnoBiganbHOro 3a BUNycK Cepin, Micue NpoBeAeHHs!
KOHTpOro cepii) abo nocTayanbHWka BUXigHOTO
MaTepiany, peareHTy abo JOMOMDKHOI peYOBUHM
(sKLLO 3a3HaYveHo y aocke). 3miHa po3ainy 3.2.5.2.1,,
BMAaneHo ToBapHUi cknag, sk AinbHULIO No
BMPOBHMLTBY NikapcbKoi pevoBuHU. Kpim Toro, posain
6yno oHoBneHo, Wob aganTyBaTy agpecy canuTy Ao
United States Food and Drug administration Facility
Establishment Identifier. 3mitu | Tuny - 3miHn 3 akocTi.
AQ®l. BupobHuuTBo. 3MiHa BUpobHuMKa

3a
peuenmom

UA/2319/01/01
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IIponmoskeHHs nomaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

BVXiAHOro/NPOMIDKHOTO NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTBLCS Y BUPOBHUYOoMy npoueci ADI, abo
3MiHa BMPOOHMKa (BKNoYatoun, e HeobxigHo, Micue
NPOBeAEHHST KOHTPOIO skocTi) APl (3a BigcyTHOCTI
cepTudikaTta BignoBigHOCTI €BpONENnchbKin
dapmakonei y 3aTBepmKeHOMyY
[0Cbke)(3anponoHoBaHU BUPOBHUK HaNexuTb o Tiel
camoi BUpPOBHMYOT rpynu NignpuemcTs, Lo i
3aTBepakeHnin). 3miHa nepegbadae gogaBaHHs
[04aTKOBOro BUPOBGHWMYOro NPUMILLLEHHS AN npoLecy
depmenTaui APl - B132A. 3minHu | Tuny - 3miHn 3
skocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
crneundikaui Ta/abo AONyCTUMMNX MEX, BUSHAYEHUX Y
cneuudikauisx Ha A®l, abo BUXiAHNI/MPOMIXKHWI
NpoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NPOLIECI
BnpobHMuTBa ADI (iHwi 3miHM). 3miHa oo cneundikaii
Ha A, a came BHECEHHSI NPUMITKM 0O MOKa3HMKa
«CynbdaTtHa 3ona» "Not routinely tested. Would
comply if tested."3minu | TUNY - 3MiHK 3 akocTi. ADI.
CrabinbHicTb. 3MiHa nepiogy NOBTOPHMX
BunpobyBaHb/nepiogy 36epiraHHst abo ymoB
36epiraHHs A®I (3a BigCyTHOCTI y 3aTBEpIKEHOMY
[ocbe cepTudikaTa BignoBiAHOCTI €BpoONEnChKin
cbapmakonei, Lo BKNtoYae nepios NOBTOPHOro
BMNPOOYBaHHS) (3MiHa y 3aTBEPKEHOMY NMPOTOKOSI
cTabinbHocTi). 3MiHM B MpOTOKON nicnspeecTpauiiHol
cTabinbHOCTI: 4OAaHO YacoBi TOYKM KOHTpono T3 Ta
T9.

245,

DAPMACYTI
H® H NP

cycneHsia ans
iH'ekuin, 100 MO/mnm;
no3 mns
KapTpumxi; no 5
KapTpuoXis y
6nicTepi; no 1
6nictepy B nayui 3
KapTOHY; No 5 mn
abono 10 mny
cdnakoHi; no 1
cdnakoHy B nayui 3
KapTOHY

AT "®apmak”

YkpaiHa

AT "®apmak”

Ykpaina

BHECEHHS 3MiH O peecTpauiiHix maTtepianis: 3miHu |
TMNy - AgMiHICTpaTuBHI 3MiHW. BunyyeHHst BUpoGHUYOi
AinbHUUI (BkNoYatoun ginbHULi ans A®I, npomixxHoro
npoaykTy abo rotoBoro fikapcbkoro 3acoby, AinbHuLi
ANs NpoBeAeHHs NaKyBaHHS, BUPOOHWMKa,
BiANoBigansHOro 3a BUNycK cepin, Micue NpoBeaeHHs!
KOHTPOIIO cepii) abo nocTayanbH1Ka BUXigHOro
marepiany, peareHTy abo JONOMiXHOT pe4OBUHN
(sKLWO 3a3Ha4veHo y focke) - 3MiHa po3giny 3.2.5.2.1.,
BMAaneHo ToBapHWUI cknag, SK AinbHULIK Mo
BUPOGHMUTBY nikapcbkoi pevoBuHU. Kpim Toro, po3ain
6yno oHoBneHo, Wob aganTyBaTh agpecy canty Ao
United States Food and Drug administration Facility
Establishment Identifier; 3amiHn | Tuny - 3miHn 3 sikocTi.
A®I. BupobHuuTBO. 3MiHa BUpo6HMKa
BVXiAHOro/MpOMIDKHOTO NMPOAYKTY/peareHTy, Lo
BMKOPUCTOBYOTLCS Y BUpOBHUYOMY npoueci AdDI, abo
3MiHa BUpOGHMKa (BKIovatoum, e HeobxigHo, micue
npoBeaeHHs KOHTponto sKkocTi) ADI (3a BiACyTHOCTI
cepTudpikaTa BignosigHOCTi EBponenchkin
dapmakonei y 3aTBepmKeHOMY
[0ChE)(3anponoHOBaHUA BUPOBHUK HaNexXuTb o Tiel
camoi BUpPOBHMYOI rpynu nNignpuemMcTs, Lo 1

3a
peuenmom

UA/2320/01/01
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

3aTBepaKeHni) - 3MiHa nepepdavae foaaBaHHA
[04aTKOBOrO BUPOGHMYOrO NPUMILLLEHHS! Ans NpoLiecy
depmeHTani AdDI - B132A; 3MiHu | Tuny - 3miHu 3
sikocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneuydikaui Ta/abo 4ONyCTUMUX MeX, BUSHAYEHNX Y
cneundikauisix Ha APl, abo BUXigHUA/MPOMIKHWIA
NpoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NPOLIECI
BUpobHMUTBa A®I (iHWi 3miHK) - 3MiHa o
cneumndikauii Ha A®l, a came BHECEHHSI NPUMITKM 40
nokasHuka «CynbdaTtHa 3ona» "Not routinely tested.
Would comply if tested."; 3miHn | Tuny - 3miHn 3 gKocTi.
Ao®I. CtabinbHicTb. 3MiHa nepiogy NOBTOPHMX
BunpobyBaHb/nepiogy 36epiraHHst abo ymoB
36epiraHHs A®I (3a BiACYTHOCTI y 3aTBEpAKEHOMY
[ocbke cepTudikaTa BignoBigHOCTI €Bponeincbkin
cbapmakonei, Lo BKNtoYae nepios NOBTOPHOro
BMNPOOYBaHHS) (3MiHa y 3aTBEPMKEHOMY NPOTOKONI
cTabinbHOCTI) - 3MiHX B MPOTOKON NicnsipeecTpauinHoi
CTabinbHOCTI: 4OAaHO YacoBi TOYKKM kOHTposto T3 Ta
T9

246.

DIACM®
OJIEKCTAY®

PO34MH NS iH'EKLiN,
100 Of/mn; no 3 mn
y KapTpugxax,
BKMageHux y
nonepegHLo
3aMoBHEHY
HaraTtonosoBy
0HOPa30BY LUNPUL-
py4ky; ogHa abo
n'ATb NonepeaHL0
3aMoBHEHNX LUNPULL-
py4ok (PnekcTau)
6e3 ronok B
KapTOHHiI kopobui

A/T HoBo
Hopgaick

LaHisa

Bunyck cepii.
Bupo6HuLTBO
npoaykKTy,
HaMoBHEHHS
KapTpPUaXy Ta
nepesipka
KapTpUaKy
ob6'emom 3 mn;
KOHTPOMb SKOCTI
KapTpUaKy
ob6'emom 3 mn:
A/T Hoeo
Hopaick, OaHis
KomnnektyBaHH
1, MapKyBaHHS!
Ta BTOpPWHHE
nakyBaHHsi
roTOBOrO
NpoAyKTy 'y
LNpULL-pYy4KYy
NS BBEEHHS
PDS290,
KOHTPOMb SIKOCTI
KapTpUIKy
ob6'emom 3 mn,
LLINPUL-PYYKM
NS BBEEHHS
PDS290:
A/T HoBo
Hopgaick, OaHis
BupobHuuTBO

Hanis/
CnonyuyeHi
Wratn

BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu |
TMny - 3MiHKM 3 sikocTi. FoToBUIA NikapchkMi 3aci6.
lMpoeKTHMI NpocTip Ta nicnapeecTpauiiHin NPOTOKON
ynpaeniHHA 3MiHamu. BHeceHHS 3MiH, LWo
nepenbadyeHi y 3aTBepaXeHOMy NPOTOKONi ynpaBniHHA
3MiHaMu (BHECEHHS 3MiHM ANns
GionoriyHoro/iMyHonoriYHoro fnikapcekoro 3acoby)
BHECEHHS 3MiHW, Lo nepeabayeHa y 3aTBepaKeHOMyY
NPOTOKOMi yNpaBniHHA 3MiHaMK, a came [oAaBaHHS
eTany A4o4aTKoBOi CTepunbHOI inbTpauii nepeq
HanoBHEHHAM. TakoX BHeCeHi peJakTopChKi 3MiHW A0
po3ginis 3.2.P.3.3.0nuc BupobHmnyoro npouecy Ta
KOHTponto npouecy, 3.2.P.3.4. KOHTPOb KpUTUYHUX
cTagin i NpOMDKHOI NpogYyKLUil.

3a
peuenmom

UA/19641/01/01
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
NnpoaykTy,
HanoBHEHHS
KapTpuaxy Ta
nepesipka
KapTpumxy
o6’emom 3 mn;
KOMMNIEKTyBaHHS
, MapKyBaHHs Ta
BTOPWHHE
nakyBaHHS
roTOBOroO
NPOAYyKTYy 'y
LNpu1u-py4Ky
ANsl BBeAEHHSI
PDS290,
KOHTPOMb AKOCTI
KapTpuaxy
o6’emom 3 mn,
LUNPUL-PYYKN
ANsl BBeAEHHSI
PDS290:
Hoso Hopgaick
dapmachbtoTikan
IngacTpis, JI1.,
Cnony4eHi
Ltatn
247.| ®©INAN TabneTkn, BKpUTI CaH IHAis CaH IHpia BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | 3a UA/14350/01/01
o6onoHkot, no 50 dapmacbloTUK dapmacbioTmkan Tuny - 3MiHn 3 sikocTi. CepTudikaT BignosigHocTi/lE- peuenmom
Mr o 1 Tabnetui y an IHpactpis IHpacTpi3 cepTudikaT BignoBigHOCTI €EBpONenchKi
6nicTepi, no 1 Nimiteq Timiteq apmakonei/moHorpadii. MogaHHsA HoBoro abo
Gnictepy B OHOBMEHoro cepTudikaTta BignoBigHocTi abo
KapTOHHI kopobuyj; BUIyYeHHA cepTudikaTa BiAnoBiaHOCTi EBpONENChKIn
no 4 tabnetku y dapmakonei: gna A®l; ons BUxigHoro
6nicTepi, no 1 MaTepiany/peareHTy/NpOMiXXHOrO NPOAYKTY, L0
6nictepy B BMKOPWCTOBYIOTBECS Y BUPOOHMUTBI APIl; ang
KapTOHHI kopobui [OOMOMIXXHOT peqoBUHU (cepTudikaT BignoBiaHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHWI cepTudikat
BiJ, y>Ke 3aTBepKeHoro BupobHuka. NogaHHs
OHOBMEHOro cepTudikaTa BignoBigHOCTI €Bponeinchkii
dapmakonei Ne R1-CEP 2013-002 - Rev 00
(3aTBepmkeHo: RO-CEP 2013-002 - Rev 04) ansa AdI
cunpeHadiny uMTpaTy Bif 3aTBepAXKeHOro BUpobHUKa
Hetero Drugs Limited, India
248.| ®INAN TabneTtkn, BKpUTI CaH IHAis CaH IHais BHECEHHS 3MiH O peecTpaLiiHMX maTtepianis: 3miHn | 3a UA/14350/01/02
o6onoHkoto, no 100 dapmacbloTUK dapmacbioTumkan Tuny - 3MiHK 3 sikocTi. CepTudikaT BignosigHocTi/lE- peuenmom
Mr, no 1 Tabnetui y an IHgacTpis IHpacTpi3 cepTudikaT BignoBigHOCTI €EBponenchbkii
6nicTepi, no 1 Timiteq Timiteq dapmakonei/moHorpadii. MogaHHA HoBoro abo

Gnictepy B
KapTOHHiI kopobui

OHOBMEHoro cepTudikaTta BignosigHocTi abo
BUIYyYeHHs1 cepTudikata BignosiaHoCTi EBponenchbkin
dapmakonei: gna ADI; onsa BUxigHoro
MaTepiany/peareHTy/NPOMiXXHOIO NPOAYKTY, L0
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
BUKOPUCTOBYHOTLCS Y BUPOBHULTBI ADI; ans
AOMNOMIKHOI peqoBUHU (cepTudikaT BiANOBIAHOCTI
€Bponecbkin dapmakonei) - OHoBNeHu cepTudikaT
Bif yxe 3aTBepmxeHoro BupobHuka. MogaHHs
OHOBMEHOro cepTudikaTta BigNoBIAHOCTI €BponencobKii
dapmakonei Ne R1-CEP 2013-002 - Rev 00
(3aTBepakeHo: RO-CEP 2013-002 - Rev 04) gns AdI
cunpeHadiny umMTpaTy Bif 3aTBepAXKeHOro BUpobHuka
Hetero Drugs Limited, India
249.| ®JIOPUCEL- kancynv no 10 TOBAPUCTB YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux maTepianis: 3amMiHa be3 UA/8853/01/01
3[00POB'A Kancyn y énictepi; 03 obmexeHo 3assHuka 13 (MIBI) (BnacHvka peecTpauiiHoro peuyenma
no 2 6nictepny OBMEXEHO BianosiganbHicT noceigyeHHst) (3rigHo Hakasdy MOS Big 23.07.2015 Ne
KapTOHHIl kopobui 10] 10 460). BBegeHHs 3MiH npoTsirom 6-Tu MicsauiB nicns
BIAMNOBIOAIN "®apmaueBTUYH 3aTBepAKeHHA. 3MiHu | Tuny - 3miHK Wwoao
bHICTHO a KoMnaHis 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
«KOPMOPALJ "3popos's" BBepneHHs abo 3MiHM 0 y3aranbHEeHUX AaHuX Npo
A cucteMy papmakoHarnagy (BBeAeHHS y3ararnbHeHuX
«3[00POB’A» OaHuX Npo cucteMy chapMakoHarnsigy, aMmiHa
YNOBHOBa)eHOi 0cobu, BignoBigansHoi 3a 34iACHEHHS
hapmakoHarnsay; KOHTaKTHOi ocobu 3
bapmakoHarnagy 3asiBHUKa ANs 30iNCHEHHSA
chapmakoHarnagy B YkpaiHi, SKLWO BOHa BigMiHHA Big
YNOBHOBaXeHOi 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
hapMakoHarnagy (BKMovar4mn KOHTaKTHI AaHi) Ta/abo
3MiHW Yy pO3MilLleHHI macTep-charnna cuctemm
dapmakoHarnsgy).
3miHa ynoBHOBaxeHOT 0cobu 3asiBHUKa,
BignosiganeHoi 3a hapMakoHarnsag. [itova pegakuis:
LLleBueHko OneHa lropiBHa.
MponoHoBaHa pepakuis: MaHoBa OneHa
MwukonaiBHa.3MiHa KOHTAKTHUX AaHVX YNOBHOBaXEHOI
ocobu 3asBHUKa, BiAMOBIAANbLHOI 3a hapmakoHarnsag.
3miHa Homepa macTep-ganna cuctemm
dapmakoHarnsgy.
250.| ®NOPUCEQD- | xancynu no 10 TOBAPUCTB YkpaiHa ToBapucTso 3 Ykpaina BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3miHu | bes UA/8853/01/01
300POB'A Kancyn y énictepi; 03 obmexeHo TMny - 3MiHK 3 sikocCTi. [oTOBMIA Nikapcbkui 3acib. peuenma
no 2 6nictepuny OBMEXXEHO BignoBiganbHicT Cuctema KoHTenHep/3akynoptoBarnbHuii 3acib. 3miHa
KapTOHHiI kopobLi O 10 nocTavarnbHuKa nakyBanbHUX MaTtepianis abo
BIANOBIOAN "®apmMaueBTUYH KOMMMEKTYHUMX (SIKLLO 3a3HAaYeHO B JOCHE)
bHICTIO a KomMaHis (BUNYYEHHN NnocTayanbHuka) - BunyyeHHst BupobHuka
«KOPMOPALJ "3popos's" nniBkv nonisiHinxnopugHoi TOB «KnekHep
A MeHTannact Pyc», Pocis y 38’a3Ky 3 IPUNUHEHHAM
«300POB’A» B3aemogii 3 4aHUM BUPOGHMKOM. 3MiHu | Tuny - 3MiHK

3 AkocTi. FoToBUIA nikapcekuii 3acib. Cuctema
KOHTelHep/3aKkynoptoBanbHuiA 3aci6. 3miHa
nocravanbHWKa nakyBanbHUX maTepianis abo
KOMMMEKTYIoUMX (SIKLLO 3a3HaYeHOo B AOChE) (3aMiHa
abo gonaBaHHs nocTavanbHuka) - CynyTHS 3MmiHa -
3MiHu 3 sikocTi. FoToBMIA Nikapcbkuii 3acib. Cuctema
KOHTeMHep/3akynoptoBanbHuii 3aci6. 3miHa y
NepPBUHHIN yNakoBLi rOTOBOro fikapcbkoro 3acoby
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

(sKicHUI Ta KinbkicHWI cknag) - Teepai nikapcbki
dopmu - - 3MiHK 3 siKoCTi. FOoTOBMIA NikapcbkuiA 3aci6.
CuctemMa KoHTelHep/3akynoptoBanbHuiA 3acib. 3miHa

dopmu abo po3mipy KOHTeHepa Ymn
3aKynoptoBasbHOro 3acoby (MepBUHHOI yNakoBKM)

(HecTepunbHi nikapcbki 3acobu) - BHECEHHS 3MiH 40 p.

3.2.P.7 CucTtema KoHTelHep/3akynoptoBarnbHui 3acib,
a came J04aTKOBO [10 3aTBEPMAXXEHOr0 BUPOOHUKA
NEPBUHHOIO NakyBaHHA MAiBKM NOMIBIHINXNOpUAHOI
BBOOSATLCS HOBi BUPOOHUKM NAiBKM 4BOLLAPOBOT
nonisiHiNxnopuaHoi/ nonieiHiNigeHxnopnaHoi — Liveo
Research GmbH, Germany Ta MKF-ERGIS Sp.z.0.0.,
Poland. Ta, sik Hacnigok, Bigbynucst amiHn y sikicHomy,
KinbKiCHOMY cKknagi maTtepiany onictepy, po3mipax
NepBMHHOIO NakKyBaHHS Ta BHECEHI BignoBigHi 3MiHM
0o p. «Ynakoeka» MKA J13. 3aTBepmxeHo: Ynakoska.
Mo 10 kancyn y 6nicTtep i3 NMiBKM NOMIBIHINXNOPUAHOI
Ta chonbru antoMiHieBoi. [1ea 6nictepu no 10 kancyn
pa3oM 3 iHCTPYKLieo AN MEANYHOrO 3aCTOCYBaHHS
MOMILLIaIOTb Y KAPTOHHY KOPOOKY. 3anponoHoBaHo:
Ynakoska. Mo 10 kancyn y 6nictep i3 nniBku
nonisiHinxnopuaHoi abo 3 nniBkK 4BOLLAPOBOI
NoniBiHINXNoOpMAHOI/ NOMiBiHINiAEHXNOPMAHOI Ta
donbry antominiesoi. [1sa 6nictepu no 10 kancyn
pa3oMm 3 iHCTPYKLieo AN MEAUYHOIO 3aCTOCYBaHHS
NOMILLIaI0Tb Y KAPTOHHY KOPOOKY. YTOYHEHHS Ha3BM
3aTBepaxeHoro BupobHuka nnisku NMBX Rockman
Company Ltd, China, a came: 3aTBepaxeHo0: KOMNaHis
Rockman Company Ltd, China € kepytoyoto
KoMnaHieto, a komnanis Shantou Hua Xiang Plastic
Co., Ltd, China € BUpoGHUMYOIO OinbHULELD;
3anponoHoBaHo: koMmnaHiss Rockman Company Ltd,
China € kepyto4oto kKoMnaHieto, a komnaHist Shantou
Huadafu Plastic Co., Ltd, China € Bupo6Hu4oto
AinbHULIEIO.

251.

®JIOPUCEL-
300POB'A
®OPTE

kancynu in bulk: no
3000 kancyny
nakeri
nonieTuneHoBomy y
KOHTeWHepi

TOBAPUCTB
03
OBMEXXEHO
O
BIAMOBIOAN
bHICTIO
«KOPMOPALLI
A
«300POB’A»

YkpaiHa

ToBapucTtBo 3
obBMexeHo
BignoBiganbHicT
10
"®apmMaueBTUYH
a KoMnaHis
"3popos's"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiHux MaTepianis: 3miHu |
TMny - 3MiHK 3 sikocCTi. [oTOBMIA Nikapcbkui 3acib.
Cuctema KOHTenHep/3akynoptoBanbHui 3acib. 3miHa
nocravanbHuKa nakyBanbHUX maTepianis abo
KOMMINEKTYIOUMX (SIKLLO 3a3Ha4YeHO B AOCHE)
(BUNYyYeHHs nocTayanbHuka) - BunyyeHHst BUpobHuka
nnieky nonisiHinxnopuaHoi TOB «KnekHep
MeHTannact Pyc», Pocis y 38’a3Ky 3 IPUNUHEHHAM
B3aeMOAIi 3 AaHUM BUPOGHMKOM. 3MiHu | TNy - 3MiHK
3 sikocTi. FoTOBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBanbHUiA 3aci6. 3miHa
noctavanbHuka nakyean - CynyTHs 3mMiHa
- 3miHu 3 sKkocTi. FoToBUMIA Nnikapcbkuii 3acib. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3acit. 3MiHa y
NEepPBUHHIN YNakoBLi rOTOBOTO flikapCbKoro 3acoby
(siKicHMIA Ta KinbkicHWIA cknag) - Teepai Nikapcbki

UA/14685/01/01
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

dopmm - 3MiHM 3 sIKOCTi. [O0TOBMI NikapcbkuiA 3acib.
Cuctema KoHTelHep/3akynoptoBanbHui 3aci6. 3miHa
dopmu abo po3mipy KOHTEHEpa Yn
3aKynoptoBasibHOro 3acoby (NepBMHHOT yNakoBKM)

(HecTepunbHI nikapcbki 3acobn) - BHeCeHHst 3MiH Ao p.

3.2.P.7 CucTtema KoHTelHep/3akynoptoBarnbHui 3acib,
a came J00aTKOBO [0 3aTBEPAKEHOro BUPObHUKa
NepBUHHOIO NaKyBaHHS MMiBKW NONIBIHINXMOPUAHOI

BBOOSATLCS HOBi BUPOOHUKM NAiBKM 4BOLLAPOBOT

nonisiHiNxnopuaHoi/ nonieiHinigeHxnopnaHoi — Liveo

Research GmbH, Germany Ta MKF-ERGIS Sp.z.0.0.,

Poland. Ta, sik Hacnigok, Bigbynucst amiHn y sikicHomy,
KinbKicHOMY cknagi maTepiany Gnictepy, po3mipax
NEepPBMHHOIO NaKyBaHHS Ta BHECEHI BiANOBIOHI 3MiHM

0o p. «Ynakoeka» MKA J13. 3aTBepmxeHo: Ynakoska.

Mo 10 kancyn y Gnictep i3 nniBku noniBiHINXnopuaHoi

Ta donbru antoMiHieBoi.

[Ba Gnictepun no 10 kancyn pasom 3 iHCTPYKLieto s
MeAMYHOrO 3aCTOCYBaHHSI MOMILLATb Yy KAPTOHHY
KopobKy. Ynakoeka in bulk: no 3000 kancyn y nakeTi
NnonieTUNeHoBOMY Yy KOHTENHEPI NNacTMacoBOMYy.
YnakoBka 3abe3neveHa eTUKEeTKOK. 3anponoHOBaHO:
YnakoBka.

Mo 10 kancyn y Gnictep i3 nniBku noniBiHiNXnopuaHoi
abo 3 nniBku ABOLLAPOBOI NOMIBIHINXNOPUAHOI/
nonisiHiNigeHxnopuaHoi Ta honbrn antomiHieBoi. [ga
Gnictepu no 10 kancyn pa3oM 3 iHCTPYKLie Ans
MeAMYHOrO 3aCTOCYBaHHsI MOMILLATb Yy KAPTOHHY
KOPOOKY.

Ynakoska in bulk: no 3000 kancyn y nakeTi
nonieTMrneHOBOMY Y KOHTEWHepi NNacTMacoBOMY.
YnakoBka 3abe3sneveHa eTUKeTKO.
YTOYHEHHS1 Ha3BW 3aTBEPAXKEHOrO BUPOGHYMKA MIiBKU
MBX Rockman Company Ltd, China, a came:
3aTBepaxeHo: komnaHis Rockman Company Ltd,
China € kepyto4oto KomnaHieto, a komnaHis Shantou
Hua Xiang Plastic Co., Ltd, China € Bupo6Hu4oto
OinbHULEto;
3anponoHoBaHo: koMmnaHiss Rockman Company Ltd,
China € kepyto4yoto koMnaHieto, a komnaHist Shantou
Huadafu Plastic Co., Ltd, China € Bupo6Huyoto
OinbHULIEIO.

252.

®NOPUCER-
3[10POB'SA
®OPTE

kancynu, no 10
kancyn y énicrepi;
no 2 6nictepu B
KapTOHHiI kopobui

TOBAPUCTB
03
OBMEXXEHO
O
BIOMNOBIOAN
bHICTIO
«KOPMOPALLI
|
«300POB’A»

YkpaiHa

ToBapucTtBo 3
obMexeHow
BignoBiganbHicT
10
"®apmaueBTUYH
a KoMnaHis
"3popos's"

YkpaiHa

BHECEeHHS1 3MiH 4O peecTpauiiHux maTtepianis: 3MiHu |
TMny - 3MiHK 3 SKoCTi. [0TOBMI Nikapcbkui 3acib.
Curctema KOHTeHep/3akynoptoBarbHuii 3acib. 3miHa
nocravanbHWKa nakyBanbHUX maTepianis abo
KOMMIEKTYIOUMX (SIKLLO 3a3Ha4YEHO B AOCHE)
(BNyYeHHs nocTayanbHuka) - BunyyeHHs BUpobHuka
nniBky nonisiHinxnopuaHoi TOB «KnekHep
MeHTannact Pyc», Pocis y 38’A3Ky 3 NPUNMHEHHAM
B3aemogii 3 4aHUM BUPOGHMKOM. 3MiHu | Tuny - 3MiHK

6e3
peuenma

UA/8853/01/02
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IIponmoskeHHs nomaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

3 AKocTi. [oToBMIA Nikapcbkmit 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHUiA 3aci6. 3miHa
nocravanbHuka nakysan - CynyTHsi 3amiHa
- 3MiHuM 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTEeWHep/3aKkynoptoBanbHui 3acio. 3MiHa y
NEePBUHHIN yNakoBLi FOTOBOro Nikapcbkoro 3acoby
(sKicHUI Ta KinbkicHWI cknag) - Teepai nikapcbki
opmu - 3MiHK 3 siKoCTi. FO0TOBMIA Nikapcbkuii 3aci6.
CucrtemMa KoHTelHep/3akynoptoBanbHui 3acib. 3miHa
dopmu abo po3mipy KOHTeHepa Ymn
3aKynoptoBasbHOro 3acoby (MepBUHHOI YNakoBKW)

(HecTepunbHi Nikapcbki 3acobu) - BHeceHHs 3MiH go p.

3.2.P.7 CucTtema KoHTelHep/3akyrnoptoBarnbHuiA 3acio,
a came J04aTKOBO A0 3aTBEPAKEHOro BUPOBHUKa
NepBMHHOIO NakyBaHHA NAIBKW NONIBIHINXNOPUAHOI

BBOOSATLCS HOBi BUPOBHUKM MAiBKM 4BOLLAPOBOT

noniBiHINXNopvaHoi/ nonisiHiNniaeHxnopuaHoi — Liveo

Research GmbH, Germany Ta MKF-ERGIS Sp.z.0.0.,

Poland. Ta, sik Hacnigok, Bigbynucst amiHn y sikicHomy,
KinbKiCHOMY CKrnagi matepiany onictepy, posmipax
NepBMHHOIO NakyBaHHS Ta BHECEHI BignoBigHi 3MiHM

0o p. «Ynakoeka» MKA J13. 3aTBepaxeHo: YnakoBka.

Mo 10 kancyn y 6nicTtep i3 NMNiBKM NOMIBIHINXNOPUAHOI

Ta honbrn antoMiHieBOI.

[Ba Gnictepun no 10 kancyn pasom 3 iHCTPYKLieo s
MEeAMNYHOro 3aCTOCYBaHHS MOMILLAITb Y KAPTOHHY
Kopo6Ky. YnakoBka in bulk: no 3000 kancyn y nakeTi
nonieTMrneHOBOMY Y KOHTEWHepi NNacTMacoBOMY.
YnakoBka 3abe3neveHa eTUKeTKo. 3anponoHOBaHO:
YnakoBka.

Mo 10 kancyn y 6nicTep i3 NNiBKM NONIBIHINXNOPUAHOI
abo 3 nniBKky ABOLLAPOBOI NONIBIHINXIOPUAHOI/
nonisiHiNigeHxnopuaHoi Ta ponbrn antomiHieBoi. [Ba
6nictepu no 10 kancyn pa3oM 3 iHCTpYKLieto Ans
MEeAMNYHOro 3aCTOCYBaHHS MOMILLAITb Y KAPTOHHY
KOPOOKY.

Ynakoska in bulk: no 3000 kancyn y nakeTi
nonieTUNeHoBOMY Y KOHTEMHEPi MnacTMacoBoMy.
YnakoBka 3abesneveHa eTUKeTKOH.
YTOUHEHHs Ha3BW 3aTBEPKEHOro BUPOOHWMKA MNiBKu
MBX Rockman Company Ltd, China, a came:
3aTBepaxeHo: komnaHis Rockman Company Ltd,
China € kepyto4yoto koMnaHieto, a komnaHist Shantou
Hua Xiang Plastic Co., Ltd, China € Bupo6Hu4yoto
AinbHULEto;

BanponoHoBaHo: komnaHisi Rockman Company Ltd,
China € kepytoyoto koMnaHieto, a komnarig Shantou
Huadafu Plastic Co., Ltd, China € Bupo6Huyoto
AinbHULE.

253.

®JIOCIH®

Kancynv Teepai 3
MoaudpikoBaHUM

MeHapiHi
IHTepHelLoHan

JTrokcembypr

MeHapiHi-PoH
XeligeH M'm6X,

Himeyuunna/
IcnaHis/

BHECEHHS 3MiH [0 peecTpaLiiHuX MaTepianis: 3miHu |
TMny - 3MiHK Wwoao Ge3nekn/edekTUBHOCTI Ta

3a
peuenmom

UA/8350/01/01
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
BUBINbHEHHAM MO OnepenLoHe Himeyumna [peuia capmakoHarnsgy. BHeceHHs abo 3amiHa(n) oo
0,400 mr o 10 Tiokcembypr (nakyBaHHs, 3000B'si3aHb Ta YMOB BMAaYi peecTpauiiHoro
kancyn y énicrtepi; C.A. KOHTPOIb Ta noceigyeHHs, BknoYvaroum MNnaH ynpasniHHA pusmkamm
no 3 Gnictepny BUNYCK CEPIN); (iHWi 3miHW) - 3asiBHMKOM HaZaHO OHOBIEHMI NnaH
KapTOHHi kopobui PotTteHpgopd ynpasniHHA pu3nkamu Bepcis 2.0 - 3MiHM BHECEHO A0
dapma 'M6X, yactuH: | «3aranbHa iHdopmauisa», || «Crneumndikauis 3
Himeyunna 6e3nekn», V «3axoam 3 MiHiMi3auii puaukiey, VI
(BMPOBHMLTBO «Pestome nnaHy ynpasniHHA puankamm» y 38’a3Ky 3
"in bulk", OHOBIEHHAM crneundikaii 3 6e3nekn Ta Nepexonom
KOHTPOMb Cepilt); Ha HoBuI chopmat (EU-RMP).
CiHTOH XicnaHis
C.J1., IcnaHis
(BUPOBHMLTBO
"in bulk",
nakyBaHHs,
KOHTPOJb Cepilt);
damap AB.E.
AHTOYyCCa MnaHT
, M'peuia
(BpPOBHMLTBO
"in bulk",
nakyBaHHs,
KOHTPOIb Cepilt)
254.| ®JIYKOAAP PO34MH Ans iHdY3in, AAP ®APMA O6'egHaHi €sponand IHais BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a He UA/15995/01/01
B/B 200 mr/100 mn; no O3-111C Apabcbki XenTkeap lMBT. Tmny - 3MiHuM wopo 6eanekn/edekTMBHOCTI Ta peuenmom | nidnsieae
100 mny EwmipaTn INro. dapmakoHarnsaay. 3miHW y KOPOTKil XapakTepuctuui
KOHTeWHepi; no 1 nikapcbKkoro 3acoby, TEKCTi MapKyBaHHsI Ta iHCTPYKUiT
KOHTeWHepy B NniBLi Onsi MEOUYHOTO 3aCTOCYBaHHS
B KOpoOUj reHepuyaHnx/ribpnaHnx/6ionoAibHux nikapcekmx
3acobiB nicns BHECEHHS TiET caMoi 3MiHW Ha
pedbepeHTHUIN Npenapart (3mMiHa He NoTpebye HagaHHSA
YKOZHUX HOBUX A0AATKOBUX AaHUX) 3MiHM BHECEHO 00
IHCTPYKLUii ANS MeAMYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3ainu: "Baaemogis 3 iHWKMMU nikapcbkumMm
3acobamu Ta iHWi BUAK B3aemogin", "3actocyBaHHS y
nepioa BariTHocTi abo rogyBaHHs rpyaato” BignoBigHo
0o iHdopmaLii LWoAO MeaNYHOro 3aCTOCyBaHHSA
pedepeHTHOro nikapcbkoro 3acoby (QUPINKOKAH,
PO34MH ANs iHdy3in).
255.| ®OTUN® Kpanni o4Hi no 5 mn CaHTeH AT DiHnaHais BnpobHuk PiHnanais/ BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis: 3MiHu | 3a UA/2384/01/02
DOPTE y nonieTuneHoBoMy BignoBiganbHUN Hinepnangm TMny - 3MiHM Wwopao 6e3nekn/edpekTMBHOCTI Ta peuenmom

dnakoHi-
KpanenbHuui; no 1
dnakoHy B
KapTOHHiI kopobui

3a BUPOBHMLTBO
in bulk,
NepBUHHY Ta
BTOPUHHY
yNaKoBKy,
KOHTPOSb SIKOCTi:
Hekct®apma
AT, ®iHnsaHgis;
AnbTepHaTUBHM
1 BUPOBHUK,

apmakoHarnsigy. BeegeHHst abo 3miHu go
y3aranbHeHVX AaHUX Npo cuctemMy dpapmMakoHarnsay
(BBEAEHHS y3aranbHEHMX OAHMX NPO CUCTEMY
dapmakoHarnsigy, 3MiHa ynoBHOBaXeHOi ocobu,
BiAnoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0CO0M 3 (hapMakoHarnsigy 3asiBHuUKa Ans
34icHeHHs hapmakoHarnsgy B YKpaiHi, SKWo BoHa
BiAMiHHa Big ynoBHOBaxeHOi ocobu, BianosiganbHoi
3a 3[iNCHeHHsA dhapmakoHarnsgy (BKro4vaym
KOHTaKTHi gaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
BignosigansH1Mn canina cuctemn chapmakoHarnsgy). 3miHa
3a BTOpUHHE YNOBHOBaXeHOi 0cobu 3asiBHUKA, BignoBiganbHoi 3a
nakyBaHHs: dapmakoHarnsg.
MaHydakTypiHr [itoya pepakuia: OensdiHa beptpam. NponoHoBaHa
Makarinr pepakuisa: Tanio Kepttyna. 3miHa KOHTAKTHUX faHWX
dapmaka (MMNP) YNOBHOBa)eHOI 0cobu, BignoeigansHoi 3a
B.B., chapmakoHarnag
Higepnanau;
Bupo6Humk
BignoBiganbHUn
3a BUNyCK cepii:
CaHteH AT,
diHnaHaia
256.| XENMNEKC® NMOPOLLIOK ANA TOB «Mosi Ykpaina BMPOGHMLUTBO 3a | LBenuapis/ BHECEHHS 3MiH 4O peecTpauinHuX maTepianis: 3miHu | bes UA/17630/01/01
AHTUKONAO oparnbHOro PO3ymHy; Xenc» NOBHMM LIMKITOM: ITanis TMny - 3MiHKM 3 sikocTi. FoToBUIA NikapcbkMi 3aci6. peuenma
HEO IMBUP no 4 r NopoLLKy B Annekc ®apma 3MiHM y BUpOBHMUTBI. 3MiHM y Npoueci BUpoGHMLTBA
cawwe; no 10 cawe y CA, Weewuapis rOTOBOIO fiKapCbKOro 3acoby, BKIOYaoUM MPOMiXKHUN
KapTOHHIN nayui nepBuHHE Ta NPOAYKT, L0 3aCTOCOBYETLCS NP BUPOOHULITBI
BTOPUHHE roToBOro nikapcbKoro 3acoby (He3HayHa 3miHa y
nakyBaHHS: npoteci BUPOBGHMLTBA) 3MiHM y Mpoueci BUpobHMLTBa,
Jlamn CaH a came: 36inbLlUeHHs 06’eMy pPO34MHY Ha cTagii
Mpocnepo CIA, rpaHynauii, B pesynbTaTi 4Yoro TemnepaTtypy Ha etani
ITanis CYLUKW TPaHynaTy NigBULLEHO.
257.| UE®PA3OIJIIH- | nopoliok gns MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH O peecTpaLinHuX maTepianis: 3MiHu | 3a UA/6216/01/01
OAPHUUA pO34mnHy Ans iH'ekuin | "dapmauestu "®apmaueBTUYH Tmny - 3MiHK 3 SKoCTi. [O0TOBMI Nikapcbkuin 3acib. peuenmom
no 0,5, 1 dnakoH 3 YyHa dipma a cipma 3MiHn y BUPOGHMLTBI. 3MiHK Y npoLieci BUpoGHMLTBa
NOPOLLKOM B MavLy; "OapHuus” "OapHuus" roTOBOrO fikapcbKoro 3acoby, BKIYaoum NPOMiXKHUIA
5 dnakoHis 3 NPOAYKT, LLIO 3aCTOCOBYETLCS NPY BUPOOHMLITBI
NOPOLLIKOM B rOTOBOrO fikapCbKoro 3acoby (iHLi 3MiHW) BHECEHHS
KOHTYPHIW 3MiH B po3ain 3.2.P.3.3. Onuc BMpobHUYoro npotecy
YapyHKOBIN Ta KOHTPOIO NpoLeCy, a8 Came BHECEHHAM He3Ha4HoI
ynakosui; no 1 AeTanisauii 10 cxemMu Ta onucy TEXHOJOTYHOro
KOHTYpHilA npouecy 6e3 3miH1 camoro npotecy BUpobHULTBa
YapyHKOBIN ynakoBLi nikapcbkoro 3acoby: Ctagis 2 HanoBHeHHs i
B nayui; 1 dorakoH 3 3aKynoproBaHHSA (hNakoHiB: AONOBHEHa iHopMaLieo
NOPOLLIKOM Y LLoAo NPOMiXKHOro 36epiraHHs Hepo3dacoBaHol
KOMMAMEKTi 3 1 npoaykuii BignosigHo go Cneuudikauii Ha
amMnyrot Hepo3dacoBaHy npoaykuito, Ha Ctagii 3 MapkyBaHHS,
po3uunHHuka (Boga nakyBaHHsi, BiBaHTa)XeHHsI FOTOBOrO MPOAYKTY:
ans iH'ekuin- BHECEeHi He3Hau4Hi yTOYHEHHS Ta KOpUryBaHHs Ta BCi
[apHuus) no 5 mn B po3ainu npouecy BUpOOHULTBA NMikapCbkoro 3acoby
KOHTYPHIV npuegeHo go CTD-copmarty.
YapyHKOBIN
ynakosui; no 1
KOHTYPHIV
YapyHKOBIN ynakoBLi
B nayuj; 40
cdriakoHiB 3
NMOpPOLLIKOM Y KopobLi
258.| UE®PA3OIIH- | nopowok ang MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3miHu | 3a UA/6216/01/02
OAPHULUA pPO34MHy Ans iH'ekuin | "PapmaueBtu "®apmMaueBTUYH TMny - 3MiHK 3 sikocTi. [oToBMI Nikapcbkui 3acib. peuenmom
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
no 1,0 r, 1 conakoH 3 YHa chipma a ipma 3MiHV y BUpOBHMUTBI. 3MiHM y Npoueci BUpobHULTBa
MOPOLLKOM B NavLyj; "NapHuug" "AapHuus" roTOBOIO fiKapCbKoro 3acoby, BKINOYa4mn NpoMiKHUIA
5 dnakoHis 3 NPOAYKT, L0 3aCTOCOBYETLCH NPY BUPOOHULITBI
NOPOLLKOM B roTOBOrO JlikapCbKoro 3acoby (iHLi 3MiHM) BHECEHHS
KOHTYPHIW 3miH B po3ain 3.2.P.3.3. Onvc BupobHuyoro npouecy
YapyHKOBIN Ta KOHTPOIO NpoLEecy, a caMe BHECEHHSIM HE3HAYHOI
ynakosui; no 1 AeTanisauii 40 cxemu Ta onucy TEXHOMOTYHOro
KOHTYPHIW npouecy 6e3 3MiH1 camoro npouecy BUpoGHULTBA
YapyHKOBI ynakosLi nikapcbkoro 3acoby: Ctagis 2 HanoBHeHHS i
B nayi; 1 donakoH 3 3aKynoptoBaHHA (oriakoHiB: JONOBHEHa iHbopMaLieo
NOPOLLIKOM Y OO0 NPOMiXHOTO 36epiraHHs Hepo3dacoBaHoOI
KOMMMeKTi 3 1 npoaykuii BianosigHo ao Cneundikauii Ha
amnynoto Hepo3adacoBaHy npoaykuito, Ha Ctaaii 3 MapkyBaHHs,
posunHHuka (Boaa naKkyBaHHS, BiABaHTaXXEHHsSI FOTOBOTO MPOAYKTY:
Ons iH'ekuin- BHECEHI HE3HAYHi YTOMHEHHS Ta KOPUryBaHHSA Ta BCi
HapHuus) no 10 mn po3ainu npouecy BMpoGHULTBA NikapCcbkoro 3acoby
B KOHTYPHIl npueeaeHo Ao CTD-copmarty.
YapyHKOBIn
ynakosui; no 1
KOHTYPHIW
YapyHKOBI ynakoBLi
B nauyui; 40
dnakoHiB 3
NOpPOLLIKOM Y Kopobui
259.| LUE®ONEPA3 | nopoLuok gns xeHodbapm Benwka HCIMC Xeben Kutan BHECEHHS1 3MiH O peecTpauinHMX maTtepianis: 3miHu | 3a He UA/17754/01/01
OH po34nHy Ans Iitg Bputanis XyamiH Tmny - 3MiHK 3 SKoCTi. [OTOBMI NiKapcbkuin 3acib. peuyenmom | nidnseae
iH ekuin no 1000 mr, dapmachbtoTikan Cuctema KoHTeHep/3akynoptoBarnbHuii 3acib. 3miHa
no 10 cpnakoHiB y KomnaHi Nimiteq pO3Mipy yNakoBKU rOTOBOrO fikapcbkoro 3acoby
KapTOHHiI kopobLi (BUMYYEHHS ynakoBKu NEBHOro po3Mipy). BunyyeHHs
BUAY YNaKOBKM, LLIO HE KOPUCTYETLCS MOMUTOM
crnoxuBaya nig Yac npogaxy. 3MiHM BHECeHi B po3gin
"YnakoBka" B iHCTPYKLilO ANs MeAUYHOro
3aCTOCyBaHHS Y 3B'I3KY 3 BUITyYEHHSIM NEBHOIO
pO3Mipy YNakoBKW Ta SIK HACNIAOK - BUMYYEHHS! TEKCTY
MapKyBaHHS Bi4NoOBiAHOI YNaKoBKW NikapCbKOro
3acoby.
260.| LE®ONEPA3 | nopouiok ans xeHodpapm Benuka HCIC Xeben Kutaw BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | - UA/17755/01/01
OH po34nHy Ans Iitg Bputanis XyamiH Tmny - 3MiHK 3 SKoCTi. [0TOBMI Nikapcbkui 3acib.
iH ekuin no 1000 mr dapmachbtoTikan Cuctema KoHTenHep/3akynoptoBarnbHuii 3acib. 3miHa
in bulk: no 10 KomnaHi Nimiteq pO3Mipy YNakoBKM rOTOBOIO fikapcbkoro 3acoby
dnakoHiB 3 (BUMYYEHHS yNnakoBKu NEBHOro po3Mipy). BunyyeHHs
MOPOLLIKOM B BUAY YNAKOBKM, LLIO HE KOPUCTYETLCS MOMUTOM
KapTOHHI kopobui crnoxweaya nig Yac npogaxy.
261.| UE®TA3UNOU | nopoluok s MicTtpan AHrnia BUPOOHMLTBO ITanis/ BHECEHHS 3MiH O peecTpaLiHMX maTtepianis: 3miHn | 3a UA/18227/01/01
M-BICTA PO34MHY AN iH'eKuin Kenitan roToBOro Kopes Tuny - 3MiHK 3 sikocTi. CepTudikaT BignosiaHocTi/lE- peuenmom
noir,mo1lr MeHemxmeHT nikapcbkoro cepTudikaT BignoBigHOCTI €EBpoNenceKi
NMOPOLLKY Y TimiTen 3acoby Ta dapmakonei/moHorpadii. MogaHHsA HoBoro abo
CKIMSAHOMY ChNaKoHi BUNYCK cepii: OHOBMEHoro cepTudikaTta BignosigHocTi abo
3aKyrnopeHomy ALC OOB®AP BUITy4YeHHS cepTudikaTa BignoBiaHOCTi EBpONENChKin
B6pombyTrnosoro C.M.A., ltanis dapmakonei: gna ADI; onsa BUxigHoro

ryMOBOI0 Npo6koto,

BMPOGHMLTBO Ta

Matepiany/peareHTy/npoMiKHOro NPOAyKTY, Lo
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sika obxaTa
anoMiHiEBUM
KoBnaykom; no 1 abo
no 10 conakoHie B
KapTOHHi kopobui

KOHTPOMb SIKOCTI
CTepunbHoI
cymiwi: XAHMI
SANH KEMIKAN
KO., NTA.,
Kopes

BUKOPUCTOBYHOTLCS Y BUPOBHULTBI ADI; ans
AOMNOMIKHOI peqoBUHU (cepTudikaT BiANOBIAHOCTI
€Bponecbkin dapmakonei) - OHoBNeHu cepTudikaT
Bif yxe 3aTBepmxeHoro BupobHuka. MogaHHs
OHOBMEHOro cepTudikaTta BigNoBIAHOCTI €BponencobKii
dapmakonei Ne R1-CEP 2010-096 - Rev 04
(3aTBepakeHo: R1-CEP 2010-096 - Rev 03) gnis
aitoyoi pevosnHn Ceftazidime pentahydrate with
sodium carbonate for injection, Sterile Big Bxe
3aTBepmxeHoro BupobHuka HANMI FINE CHEMICAL
CO., LTD. 3minu | Tuny - 3miHn 3 akocti. Ceptudikat
BignosigHocTi/lE-cepTudikaT BignoBigHoCTI
€BponeWcbkin dapmakonei/MoHorpadii. NMogaHHs
HoBoro abo oHoBneHoro ceptudikaTa BiANOBIAHOCTI
abo Buny4YeHHs ceptudikata BignosigHOCTI
€Bponeicbkin hapmakonei: gns APl; ons BuxigHoro
MaTepiany/peareHTy/MpOMiXXHOro NPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMDKHOI pe4OBUHM (CepTudikaT BiANoBIAHOCTI
€sponelicbkin hbapmakonei) - OHoBneHnn ceptudikar
Bif yxe 3aTBepmxeHoro BupobHuka. MogaHHs
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI €Bponenchkil
dapmakonei Ne R1-CEP 2002-069 - Rev 07
(3aTBepakeHo: R1-CEP 2002-069 - Rev 06) gns
niroyoi pevosuHu Ceftazidime Pentahydrate, Sterile
Bif, BXXe 3aTBepaxeHoro BupobHuka HANMI FINE
CHEMICAL CO., LTD.

262.

LLE®TPUAKC
OH-
OAPHUUA

NopoLLOK Ans
PO34MHy Anis
iH'ekuin, no 0,5ry
cdnakoHi; 1 dnakoH
i3 MopoLLKOM y
nadui; 5 gonakoHis 3
MOPOLLIKOM Y
KOHTYPHIW
YapyHKOBIN
ynakosui, no 1
YapyHKOBIN ynakoBLi
y nayui; 1 donakoH 3
MOPOLLIKOM Y
KoMnnekTi 3 1
amnyno
po3uunHHuka (Boaa
ans iH'ekuin-
OapHuus) no 5 mn B
KOHTYPHIV
YapyHKOBIN
ynakosui, no 1
KOHTYPHIV
YapyHKOBIN ynakoBLi
y navui; no 40

MpAT
"®apmaneBTn
YHa dipma
"OapHuus”

YkpaiHa

MpAT
"®apmMaueBTUYH
a dipma
"OapHuus"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3miHn |
Tmny - 3MiHK 3 SKocTi. [oTOBMI NiKapcbkui 3acib.
3MiHn y BUpOGHMUTBI. 3MiHM Y npoLeci BUpoGHMLTBA
roTOBOrO fikapCbKoro 3acoby, BKNYaoun NpoMiKHUIA
NPOAYKT, LLIO 3aCTOCOBYETLCS NPY BUPOOHMLITBI
roTOBOrO fikapcbKoro 3acoby (iHLi 3MiHW) BHECEHHS
3MiH B po3ain 3.2.P.3.3. Onuc BupobHuYoro npouecy
Ta KOHTPOIIO MpoLiecy, a caMe BHECEHHSM HE3HAYHOI
AeTanisauii 40 cxemMu Ta onucy TEXHOMNOFYHOro
npouecy 6e3 3MiH1 camoro npouecy BUpoGHULTBA
nikapcbkoro 3acoby: Ctagia 2 HanoBHeHHs i
3aKynoploBaHHA (OakoHiB: AONOBHEHa iHopMaLieo
LLoAo NPOMiXKHOro 36epiraHHs Hepo3gacoBaHoi
npoaykuii BianosigHo o Cneuundikavii Ha
Hepo3dacoBaHy npoaykuito, Ha Ctagii 3 MapkyBaHHs,
nakyBaHHs, BiiBaHTaXXEHHS rOTOBOrO NPOAYKTY:
BHECEHi He3HaYHi YTOYHEHHS Ta KOPUryBaHHS Ta BCi
po3ainu npouecy BUpOGHMLTBA Nikapcbkoro 3acoby
npuseaeHo no CTD-cdopmaty

3a
peuenmom

UA/6340/01/01
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IIponmoskeHHs momaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
drakoHiB y kopobui
263.| ULE®TPUAKC | nopoluok gns MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3MiHu | 3a UA/6340/01/02
OH- pPO34MHy s iH'ekuin | "dapmaueBtn "®apmMaueBTUYH TMny - 3MiHM 3 sikocTi. FoTOBUIA NikapcbkMin 3aci6. peuenmom
OAPHUUA no 1,0 r; 1 dnakoH 3 YyHa dipma a cbipma 3MiHW y BUpoBHMUTBI. 3MiHW ¥ npoueci BUpobHuLTBa
MOPOLLKOM B NavLyj; "NapHuug" "AapHuus" roTOBOrO MiKapCbKoro 3acoby, BKIMYaymn NpoMiKHUIA

5 dnakoHis 3
NOPOLLIKOM B
KOHTYPHIW
YapyHKoOBI
ynakosui, no 1
KOHTYPHIW
YapyHKOBI ynakoBLi
B nayuj; no 1
dnakoHy 3
MOPOLLIKOM Y
KoMnnekTi 3 1
amMnyroto
po34nHHKKa (Boaa
0N iH ekuin-
HapHunus) no 10 mn
B KOHTYpPHI
YapyHKOBIn
ynakosui, no 1
KOHTYPHIN
YapyHKOBI ynakoBLi
B navui; no 40
cdrakoHiB 3
NMOPOLLKOM B KOPOOLi

NPOAYKT, L0 3aCTOCOBYETLCS NPY BUPOBHMLTBI
roTOBOrO MiKapCbKoro 3acoby (iHLi 3MiHW) BHECEHHSI
3miH B po3ain 3.2.P.3.3. Onvc BupobHuyoro npouecy
Ta KOHTPOIO NpoLecy, a caMe BHECEHHSIM HE3HaYHOI

AeTanisauii 0 cxemMu Ta onucy TEXHOSOrYHOro

npouecy 6e3 3MiH1 camoro npouecy BUpoGHULTBA
nikapcbkoro 3acoby: Ctagis 2 HanoBHeHHs i
3aKynoptoBaHHA riakoHiB: [ONOBHEHA iHbopMaLieto

LLI0AO NPOMIXKHOrO 36epiraHHs Hepo3dacoBaHol

npoaykuii BianosigHo ao Cneundikauii Ha
Hepo3adacoBaHy npoaykuito, Ha Ctaaii 3 MapkyBaHHs,
nakyBaHHS, BiABaHTaXX€HHSA rOTOBOrO NPOAYKTY:
BHECEHI He3HaYHi YTOYHEHHS Ta KOPUryBaHHS Ta BCi
po3ginu npotecy BMpobHULITBaA NikapcbKoro 3acoby
npuseaeHo ao CTD-cdopmaty

*y pa3i HeceHHs1 3MiH 0o iHCmpyKuyii Npo MmeduYyHe 3acmocyeaHHs!

HavaabHukK
DdapManeBTUYHOTO YIIPABJIIHHS

Tapac JIICKOBChbKUM




