NEPENIK

Dopatok 3

po Haka3sy MiHictepcTBa 0XOpOHM

300poB’a YKpaiHu
07.02.2018 Ne 213

NIKAPCbKNX 3ACOBIB (MEOUYHUX IMYHOBIOJIOINYHUX MPEMNAPATIB), LLIOOO AKUX BYJIU BHECEHI 3MIHU 10 PEECTPALINHNX
MATEPIANIB, AKI BHOCATbLCA A0 OEPXKABHOI'O PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

Ne
n/n

Hasea nikapcbko20
3acoby

®dopma sunycKy
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
euUpobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
eidnycky

Homep
peecmpauyitiHo
20
noceio4yeHHs1

ABAHTAH®

*upHa ma3b 0,1 % no 5
rabo no 15 ry Ty6i; no 1
Ty6i B KapTOHHIN nayui

Bbariep ®apma Al

HimeuunHa

Banep
XencKep
MaHydakTypiH
r C.P.1.

ITanis

BHECEHHS 3MiH 10 peecTpaLinHmMX maTepianis:
3MiHu | TUNY - 3MiHa y MeToAax BUNpobyBaHHs
NepBUHHOI YMakoBKM FOTOBOrO NiKapCbKoro 3acoby -
BHECeHHs 3MiH o p. 3.2.P.7. Cuctema
KOHTeViHep/3aKynoptoBanbHWUi 3aci6: peaakuinHui
nepernsa po3gainy; OHOBNEeHHs cneumndikavii Ta
MeTOAiB KOHTPOSHO SIKOCTi NEPBUHHOI YNAKOBKM
(antomiHieBNx TyD), BBOAATLCS HE3HAYHI 3MiHM A0
meTtoay FT-IR-absorption spectrophotometry,
3Ha4yeHHs Adiana3oHy cnekTpodoToMeTpa 3MiHEHO
Big 4000-650 cm-1 go 4000-600 cm-1

bes
peuenma

UA/0784/03/01

AIBAHTAH®

kpem 0,1 % no 5 r abo
15y T1y6i; no 1 Ty6i B
KapTOHHiI kopooLj

Bbariep ®apma Al

HimeuunHa

Banep
XencKep
MaHydakTypiH
r C.P.1.

ITanis

BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis:
3MiHu | TMNY - 3MiHa y MeTogax BUNpobyBaHHS
NepBUHHOI YMakoBKM FOTOBOrO NiKapCbKoro 3acoby -
BHECeHHs 3MiH o p. 3.2.P.7. Cuctema
KOHTEeWHep/3aKynoptoBarnbHUiA 3acit: peaakuinHui
nepernsa po3sginy; OHOBNEeHHs cneumdikavii Ta
MeTOAiB KOHTPOIHO SIKOCTi NEPBUHHOI YNAKOBKM
(antoMiHieBKx Ty6), BBOAATLCSI HE3HAYHI 3MiHM [0
meTtoay FT-IR-absorption spectrophotometry,
3Ha4yeHHs Adiana3oHy cnekTpodoToMeTpa 3MiHEHO
Bia 4000-650 cm-1 go 4000-600 cm-1

bes
peuenma

UA/0784/01/01

AIBAHTAH®

masb 0,1 % no15ry
Ty6i; no 1 Ty6i B
KapTOHHiI kopobui

Bariep ®apma Al

HimeuunHa

Barep
Xenckep
MaHydakTypiH
r C.P.J1.

ITanis

BHECEHHS 3MiH O peecTpaLiHMX maTepianis:
3MiHu | TMNY - 3MiHa y MeTogax BUNpobyBaHHS
NepBUHHOI YNaKOBKM FOTOBOrO NiKapCbKoro 3acoby -
BHECeHHs 3MiH o p. 3.2.P.7. Cuctema
KOHTeWHep/3aKynoptoBarnbHUiA 3acit: peaakuinHuin
nepernsg po3ainy; OHOBNEHHA crneumdikauii Ta
MeTOoZiB KOHTPOIHO AKOCTi NEPBMHHOI YNaKoBKM
(antoMiHieBKx Ty6), BBOAATLCSI HE3HAYHI 3MiHM [0
meToay FT-IR-absorption spectrophotometry,
3HaYeHHs Aiana3oHy cnekTpodoToMeTpa 3MiHEHO
Big 4000-650 cm-1 go 4000-600 cm-1

3a
peuenmom

UA/0784/04/01

ALOPEHANIHY
TAPTPAT

KpucTaniyHUi NopoLLIOK
(cybeTaHuis) y nakeTtax
nonieTUNeHoBux Ans
BMPOGHMUTBA
CTepUNbHNX NiKapCbKnx
¢opm

TosapucTBo 3
oBMeXxeHo
BiANoBiganbHiCTIO
"PapmaueBTnYHa
KOMMNaHis
"3gopos's"

YkpaiHa

YxaHb Y50
dapmacbloTika
n Ko., Nta.

Kutan

BHECEHHS 3MiH IO peecTpaLinHMX maTepianis:
3Minu | TUny - 3miHm 3 gkocTi. CepTudikar
BignosigHocTi/lE-cepTudikaT BianoBigHOCTI
€Bponewncbkin dapmakonei/MoHorpadii. 3miHun,
noB'si3aHi 3 HeOOXiAHICTIO NPUBEAEHHS Y
BiANoBIgHICTb A0 MoHorpadii AdPY abo

UA/10092/01/01




2

[IponoBxkenHs noxarka 3

Ne
n/n

Ha3sea nikapcbko20
3acoby

®dopma sunycKy
(nikapcbka ¢hopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
eionycky

Homep
peecmpauyitiHo
20
noceio4yeHHs!

€Bponencbkoi hapmakonei, abo iHwoi
HauioHanbHoi hapmakonei gepxasu €C (iHLwi
3MiHW) (YTOYHEHHS BUKNaAeHHS TEXHOMOTIYHOT
dopmu ADI (cbopma Bunycky); 3miHm | Tuny -
AamiHicTpaTvBHI 3MiHW. 3MiHa HaliMeHyBaHHSA
Ta/abo agpecy 3asiBHMKa (BNacHWKa
peecTpauinHoro noceigveHHs) (3miHa agpecu
3asBHUKA); 3MiHK | TUNY - AOMIHICTPaTUBHI 3MiHW.
3MmiHa Ha3em AD| abo fOMOMiIXKHOT pevoBUHM (3MiHa
Ha3su A®I 3 npuBeaeHHsM Ao moHorpadii EP
[itoyoro BUAaHHs, mactep-ganny Ha AdI Ta
BHECEHHS peAakLUinHUX YTOYHEHb [0 TEeKCTY
cneundikauii Ta meTogis BunpoboyBaHHsA AP 3a
nokasHukom «KinbkicHe BU3Ha4YeHHsA» CynyTHsi
3MiHa - 3MiHu 3 sikocTi. A®Il. KoHTponb A®L. 3miHa y
napameTpax crneundikadi Ta/abo gonyctummx
MeX, BU3Ha4YeHux y cneumdikauisx Ha AP, abo
BMXiOHWUIA/NPOMIDKHUIA NpOAYKT/pearexT, Lo
BVIKOPVCTOBYIOTBCS Y npoLeci BupobHuutea AdI
(iHWi 3MiHN) - 3miHK 3 AkocTi. APl. KoHTpons ADI.
3miHa y MeToaax BunpobysaHHs AD| abo
BUXIOHOrO MaTepiany/npoMixkHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS Y
npoueci BUpobHMuTBa AD| (HE3HAYHI 3MiHN Y
3aTBepAKeHVX MeTofax BunpobyBaHHs); 3MiHu |
Tuny - 3miHn 3 akocti. A®Il. BupobHuuTteo. 3miHa
BUPOBHMKa BUXiAHOMO/MPOMIXXHOMO
NpoAYyKTy/peareHTy, WO BUKOPUCTOBYIOTLCS Y
BMpo6HM4omy npoueci A®I, abo 3miHa BUpOGHMKa
(Bkntovatoun, e HeobxiaHO, MicLie NPOBEAEHHS
KOHTponto sikocTi) AdI (3a BiacyTHOCTI cepTudpikaTta
BiAMOBIAHOCTI €Bponencekin dapmakonei y
3aTBEpPAKEHOMY [0ChE )(3anpornoHOBaHWM
BMPOBHWK HanexuTb Jo Tiel camoi BUpOBHUYOI
rpynv NianpyeMCTB, Lo 1 3aTBEPAKEHWN) (3MiHa
appecu BupobHuka Wuhan Wuyao Pharmaceutical
Co., Ltd., Kutan/ YxaHb Y0 dapmacktoTikan Ko.,
JIta., Kuta Ta yToYHEeHHst Ha3BM BUPOGHMKA)

AMAPUN®

Tabnetku no 2 mr Ne 30
(15x2): no 15 Tabnetok
y bricTepi; no 2
GnicTepu B KAPTOHHIN
Kopobui

TOB "CaHodi-
ABeHTiC YKpaiHa"

YkpaiHa

CAHO®!I
C.NnA

ITanis

BHECEHHS 3MiH IO peecTpaLinHMX maTepianis:
3MiHn | Tuny - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI
Ta cdhapmakoHarnsaay. BeegeHHst abo 3miHm go
y3aranbHeHWX AaHuX npo cucTemy
hapmakoHarnagy (BBeAeHHs y3aranbHeHUX faHnx
npo cuctemy capmMakoHarnsgy, aviHa
yNOBHOBaXeHOI ocobw, BignosigansHoi 3a
3AiMCHEHHSA (hapMaKoHarnsay; KOHTakTHoI ocobu 3
dapmakoHarnsay 3asBHUKa ANs 30iNCHEHHSA
dapmakoHarnagy B YKpaiHi, AKLWo BoHa BiAMiHHA
BiJj yNnoBHOBaXkeHOi ocobu, BignoBigansHoi 3a

3a
peuerimom

UA/7389/01/01




3

IIponosxeHHs nonaTka 3

Ne
n/n

Ha3sea nikapcbko20
3acoby

®dopma sunycKy
(nikapcbka ¢popma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
eionycky

Homep
peecmpauyitiHo
20
noceio4yeHHs!

3AiMCHEHHS hapmakoHarnsgy (BKrovaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLleHHi MacTep-
arina cuctemu papmakoHarnsgy) - 3miHa
yMOBHOBaXeHOoi ocobw, BiAnoBiganbHoi Ans
3pincHeHHs hapmakoHarnagy: [iroya pegakuis -
BowiteHko AHTOH ["eopriioBuy. NponoHoBaHa
peaakuis — KniwmH AHTOH Mykonanosuy.
3MiHa KOHTaKTHMX AaHWX YMOBHOBaXEHOI 0cobu,
BignoBiganbHOI ANs 34iMCHEeHHs dhapmakoHarnsgy

AMAPUN®

Tabnetku no 3 mr Ne 30
(15x2): no 15 Tabnetok
y 6ricTepi; no 2
onictepun B KQpTOHHIW
kopoobui

TOB "CaHodi-
ABeHTiC YKpaiHa"

YkpaiHa

CAHOOI
C.NA

ITanis

BHECEHHS 3MiH O peecTpaLiHMX maTepianis:
3MiHu | TUny - 3MiHK Wwopo 6e3neku/edekTUBHOCTI
Ta chapmakoHarnsiay. BeegeHHst abo 3amiHu oo
y3aranbHeHVX AaHuX Npo cucTemy
bapmakoHarnsiay (BBeAeHHs y3aranbHEHUX AaHWX
npo cuctemy apMakoHarnsgy, amiHa
ynoBHOBaXeHoi ocobu, BignosigansHoi 3a
30iACHEHHS (hapMaKkoHarnsiay; KOHTakTHoI ocobu 3
dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHS
dapmakoHarnagy B YKpaiHi, AKLo BOHa BiAMiHHA
Bi ynoBHOBaxeHOi ocobu, BignoBigansHoi 3a
30iACHEHHS (hapMakoHarnsiay (Bkrovaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLleHHi MacTep-
(hanna cuctemu papmakoHarnagy) - 3miHa
yMNOBHOBaXeHoI ocobu, BianosiganbHoi Ans
3piicHeHHs1 hapmakoHarnagy: Hitoya pepakuis -
BowiteHko AHTOH "eopriioBuy. NponoHoBaHa
peaakuis — KniwwnH AHTOH Mukonanosuy.
3MiHa KOHTaKTHMX AaHWX YNOBHOBaXEHOI 0cobu,
BignoBiganbHOI ANs 34iMCHEHHs hapmakoHarnsgy

3a
peuenmom

UA/7389/01/02

AMAPUN®

Tabnetku no 4 mr Ne 30
(15x2): no 15 Tabnetok
y 6nicTepi; no 2
GnicTepu B KApTOHHIN
Kopobui

TOB "CaHodi-
ABeHTiC YKpaiHa"

YkpaiHa

CAHO®!I
C.NnA

ITanis

BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis:
3MiHn | Tuny - 3MiHK Wwopo 6esnekn/edekTUBHOCTI
Ta chapmakoHarnsiay. BeegeHHst abo 3miHu oo
y3aranbHeHUX AaHnX Npo cUcTemy
dapmakoHarnsay (BBeAeHHS y3aranbHEeHUX AaHuX
npo cuctemy papmakoHarnsgy, amiHa
yNOBHOBaXeHOI 0cobu, BignosigansHoi 3a
30iMCHEHHS (hapMaKoHarnsay; KOHTakTHoI ocobu 3
dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHS
dapmakoHarnagy B YKpaiHi, Ko BoHa BiAMiHHA
BiJl yNOBHOBaXeHOi 0cobu, BignoBiganbHoi 3a
30iACHEHHS (hapmakoHarnsiay (Bkrovaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLeHHi macTep-
hanna cuctemu papmakoHarnagy) - 3miHa
yrNoBHOBaXeHoi ocobu, BianosiganbHoi Ans
3aincHeHHa pbapmakoHarnagy: Oitova pegakuis -
BonTeHko AHTOH l"eopriioBuy. MNponoHoBaHa
peaakuis — KniwwnH AHTOH Muykonanosuy.
3MiHa KOHTaKTHUX AaHUX YNIOBHOBaXeHOi ocobu,
BiANoOBIganbHOI ANS 34iViCHEHHA ddapMakoHarnsgy

3a
peuerimom

UA/7389/01/03
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[IponoBxkenHs noxarka 3

Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
8. | AMBPOKCOI- cupon, 30 mr/5 mn no ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: bes UA/5897/01/02
300POB’'A ®OPTE 100 mn y donakoHi, no 1 obmexeHo BMPOGHMLTBA, 3MiHu Il Tuny - 3MiHK Wwopao Gesnekn/edekTUBHOCTI peuenma
dnakoHy pa3om 3 BignoBiganbeHicTo KOHTPOMb Ta chapmakoHarnsay. BHeceHHs abo 3miHa(1) oo
MipHOK JTOXKOIO "PapmaueBTUyHa AKOCTI, BUMYCK 3000B'A3aHb Ta YMOB BuAadi peecTtpauiiHoro
KOMNaHis cepii: nocBigYeHHs1, BKIMtoyatoum MNnaH ynpasrniHHA
"3popos'a" ToBapucTtBo 3 pu3nKamm (3acTocyBaHHS 3MiH(1), siki(a)
obmexeHoto BMMaraloTb(€) NoganbLIoro 06rpyHTyBaHHS HOBUMU
BignosiganbHi [00aTKOBMM AAHUMM, LLO MaloTb HagaBaTucs
cTio KOMMNETEHTHVMM OpraHoM, OCKifNbK1 BUMaraeTbCcs
"®apmaueBTu CyTTeBa OLjiHKa KOMMETEHTHNM OpraHoM)
YHa KOMNaHis (BukoHaHHs1 3060B'A3aHb BiANOBIAHO A0 NIAMYHKTY
"3gopos'sa”, 1.13 nyHKTY 1, NignyHKTy 2.3 NyHKTY 2 goaatky 15
YkpaiHa; 0o Mopsaky NpoBefAeHHS ekcnepTusm
BCi cTagii peecTpauinHux MaTepiarnis Ha nikapcbki 3acobu, Lo
BMPOOHMLITBA, nodaloTbCs Ha AepXKaBHY peecTpaLiiio
KOHTPOb (nepepeecTpalio), a Takox ekcnepTuan matepianis
AKOCTI: NpO BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis
ToBapucTtBo 3 NpPOTSArom Aii peecTpauiiHoro NocBigYeHHs,
obmexeHot 3aTBepmxeHoro Hakasom MO3 Big 26.08.2005 Ne
BignoBiganbHi 426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
cTio 460)
"XapkiBcbke
dapmaueBTny
He
nignpueMcTBo
"3popoB'sa
Hapoay",
YkpaiHa
9. | AHANbIIH- TabneTku no 500 mr no 6 ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLuiiHix maTepianis: be3 UA/5706/01/01
300POB'A abo no 10 TabneTok y obmexeHo obmexeHo 3MiHM | TUNY - 3mMiHa napameTpiB cneumdikaLin peuenma
6nictepi; no 1 6nictepy BignoBiganbHicTo BignoBiganbHi Ta/abo [oMyCTUMUX MeX roTOBOro MiKapCbKOro
Y KapTOHHIl kopobui; no "®apmaueBTnyHa cTio 3aco0y (BWy4eHHS He3HaYHOro MoKasHuKa
6 abo no 10 TabneTok y KOMNaHis "PapmaneBTn (Hanpvknag 3acTapinoro NokasHuka, Takoro siK
6nictepax; no 10 "3popos'a" YHa KOMMNaHisi 3anax Ta cmak, abo igeHTudikauis 6apBHUKIB Yn
TabneTok y 6nictepax "3popoB's"” cMakoBux fobaBok))
10. | ACKOPIN cupon no 100 mn a6o no neHmapk IHAis "meHmapk IHAisn BHECEHHS 3MiH 10 peecTpaLuiiHix maTepianis: 3a UA/8670/01/01
EKCNEKTOPAHT 200 mn y nnacTuKoBmX dapmacbioTrkana dapmachkoTrk 3miHu | Tvny - 3miHKW 3 AkocTi. FoToBUIA NikapchKnii peuernmom
abo cknaHMX nakoHax, nra. ans Jlita. 3aci6. 3MiHM y BUpOGHUMLTBI. 3MiHa

no 1 pnakoHy pasom 3
MiIPHVM KOBMaYkom y
KapTOHHIN ynakoBLi

iMnopTepa/amiHn, Lo CTOCYHOTLCS BUMYCKY cepii Ta
KOHTPOIHO SIKOCTi FOTOBOIO iKapCbKoro 3acoby
(3amiHa abo foaaBaHHs BUPOGHMKa, Lo Bignosigae
3a BBe3eHHs Ta/abo Bunyck cepii) - Bkrtovatoum
KOHTpOnb/BUNpobyBaHHS cepii (BBeOEeHHS
[o[aTtkoBol AinbHULUI BUpobHuUTBa: 'neHmapk
dapmacbeiotukana Jitg. Ceno Kiwaxnypa, baggi -
Hanarapx Poya, texcin Baagi, p-H Conan, (X.I1.)
173 205, IHgis) (TepMiH BBEAEHHS 3MiH NPOTSIroM
6-Tn MicauiB nicnsa 3aTBegXeHHs); 3MiHu | Tuny -
3MiHK 3 AkocTi. [oToBMIA Nikapcbkuii 3acib. 3miHn y




5

[IponoBxkenHs noxarka 3

Ne
n/n

Ha3sea nikapcbko20
3acoby

®dopma sunycKy
(nikapcbka ¢hopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
eionycky

Homep
peecmpauyitiHo
20
noceio4yeHHs!

BMpobHMUTBI. 3amiHa abo BBeAeHHS 40AaTKOBOI
AinbHULI BUpoBHULITBA AN YacTUHKM abo BCbOro
BMPOBHMYOro MNpoLecy rotToBoro Nikapcbkoro
3acoby (AinbHMLA, Ha SKin NpoBoAATbLCS Oyab-AKi
BMPOGHWYI CTafii, 32 BUHATKOM BUIMYCKY Cepil,
KOHTPOIO AKOCTi, NEPBUHHOIO Ta BTOPUHHOTO
nakyBaHHs, AN HECTEPUNbHUX MiKapCbKnx 3acobiB)
(BBEOEHHSA 0OOATKOBOI AiNbHUL BUPOOHMLTBA:!
menmapk ®apmacbtotukans Jlta. Ceno
Kiwannypa, bagai - Hanarapx Poyga, Texcin baagai,
p-H Conan, (X.N.) 173 205, IHaisa) (TepmiH
BBeJEHHS 3MiH MPOTAroM 6-Tu MmicsauiB nicns
3aTBepaxeHHs) CynyTHSA 3MiHa
- 3MiHu 3 gKkocTi. FoToBUIA Nikapcbkuii 3acib. 3miHn
y BUpobHMLTBI. 3amiHa abo BBegEHHS AoaaTKOBOT
[inbHULI BUpOOHULTBA ANst YacTUHU abo BCbOro
BMPOBHMYOro MNpoLecy roToBoro Nikapcbkoro
3acoby (AinbHULA AN BTOPUHHOIO NaKyBaHHS) -
3MiHn 3 gKocTi. FoToBMIA Nikapcbkuii 3acid. 3miHn y
BMpobHMUTBI. 3amiHa abo BBeAeHHS J0AaTKOBOI
AinbHNLI BUpOGHULTBA ANS YacTMHM abo BCbOro
BMPOBHMYOro MNpoLecy roToBoro Nikapcbkoro
3acoby (AiNbHULA ANA NEPBUHHOIO NakKyBaHHS)

11.

ATOPMAK

TabneTku, BKPUTI
NNiBKOBOIO 0BOOHKOM,
no 10 mr no 10 TabneTok
y cTpuni; no 1 ctpuny B
KapTOHHiI kopooLi

Makneoac
dapmackloTrKarnc
Nimiten

IHAis

Makneoac
dapmachkoTrk
anc Jlimiteq

IHAis

BHECEHHS 3MiH IO peecTpaLinHMX maTepianis:
3MiHu | TUNY - 3MiHa y MeToAax BUNpobyBaHHs
roTOBOrO fikapcbKoro 3acoby - He3HayHa 3miHa y
3aTBEepAKEHUX MeToaax BUNPobyBaHHS - 3MiHa [0
MeToauku T. "lgeHTudikauis”. MoHco 4 R" - 3miHEHO
NpUroTyBaHHs CTaHAapPTHOrO Ta BUNPOOyBaHOro
PO34MHY

3a
peuerimom

UA/8423/01/01

12.

ATOPMAK

TabneTkn, BKpUTI
NNiBKOBOK 0BOMOHKO0,
no 20 mr no 10 TabneTok
y cTpwvni; no 1 ctpuny B
KapTOHHI kopobui

Makneogc
dapmacbloTmkarnc
Nimiten

IHgis

Makneopc
dapmacbioTrK
anc Jlimiteq

IHais

BHECEHHS 3MiH O peecTpaLiHMX maTepianis:
3MiHu | TUNY - 3MiHa y MeTogax BUNpobyBaHHS
roTOBOrO fikapcbKoro 3acoby - He3HayHa 3miHa y
3aTBepKeHNX MeTofax BUNpobyBaHHS - 3MiHa Ao
MeToaukm T. "lgeHTudikauia". MoHco 4 R" - 3miHeHO
NPUroTyBaHHsI CTaHAAPTHOrO Ta BUNPOGYyBaHOro
PO34UHY

3a
peuenmom

UA/8423/01/02

13.

ALIECOJ1b

pO34MH Ans iHdy3in no
400 mn y nnsiwkax

MpuBaTHe
akuioHepHe
TOBapuCTBO

"lHcpysia”

YkpaiHa

MpuBaTHe
akuioHepHe
TOBapWCTBO

"lHcpy3ia”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis:
3MiHu | TUNY - 3MiHa y MeTogax BUNpobyBaHHS
roTOBOrO MikapCcbKoro 3acoby (He3HayHa 3MiHa Yy
3aTBEpPOKEHNX MeToAax BUNPODBYBaHHS); 3MiHM |
TMNy - 3MiHa NapameTpiB cneumdikauin Ta/abo
[OMYCTUMUX MEX roTOBOrO NiKapcbkoro 3acoby
(BMNyYEHHs1 HE3HAYHOrO NoKasHMKa (Hanpuknag
3acTapinoro nokasHuka, Takoro sik 3anax Ta cmak,
abo igeHTuUdikauis 6apBHMKIB YN CMaKOBUX
no6aBok)); cynyTHsi 3aMiHa: 3MiHK 3 sikocTi. [oToBMIA
nikapcbkuii 3aci6. KoHTponb rotoBoro nikapcbkoro
3acoby -

3a
peuenmom

UA/11769/01/01
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IIponosxeHHs nonaTka 3

Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
3MiHN BUNpobyBaHb abo AONYCTUMUX MEX,
BCTAHOBMEHMX Yy cneumdikauisx, nig yac
BMPOGHMLTBA rOTOBOTO fikapcbkoro 3acoby
(BMNyYeHHs1 HecyTTeBOro BUNPOOYBaHHSA B NPoLEC
BMPOGHMLTBA)
14. | AUL® 100 MOPOLLIOK ANsi Canpos CrioBeHisa TecTyBaHHS, Himeyumna/ BHECEHHS 3MiH 10 peecTpaLuiiHix maTepianis: b6e3 UA/2030/02/01
opanbHoro pos4ymHy 100 dapmacbloTikana nakyBaHHs, LLiseviyapis 3miHu | Trny - 3miHKM 3 AkocTi. FoToBUIA NikapcbKnii peuenma
MF No 3 T NMOpOLLKY Y a.a. BUMNYCK cepii 3aci6. CtabinbHicTb. 3miHa y TepMiHax npugaTHoCTi
nakeTuky ; no 20 CanwTtac abo ymoBax 36epiraHHsi rOTOBOrO fikapcbKoro
NaKeTWKIB Y KapTOHHIl dapma 'M6X, 3aco0y (3MeHLUEHHSI TepMiHy NMPUAATHOCTI FOTOBOrO
kopoobui HimevuunHa; nikapcbkoro 3acofy) - [ins ToproBoi ynakoBku
BupobHuuteo (3MeHLeHHs TepmiHy npugaTtHocTi [T13 3 4-x go 3-x
in bulk, pokiB) (TepMiH BBEAEHHSA 3MiH NPOTArom 6 -Tn
TECTyBaHHS, MicsiLiB nicns 3aTBEPAXEHHS)
nakyBaHHs
Tlinpodapm
m6X,
HimevumnHa;
3amboH
CeiT3enaHa
nTa,
Lseriyapis
15. | AULU® 200 MOPOLLIOK ANsi Canpos CrnioBeHia TecTyBaHHsS, Himeyumna/ BHECEHHS! 3MiH 10 peecTpauiiHix maTepianis: b6e3 UA/2031/02/01
opanbHoro po3uuHy 200 dapmacbloTikana nakyBaHHs, LLisenuapis 3MmiHn | Trny - 3MiHK 3 sKoCTi. [OTOBUI NiKapCbKK peuenma
MF Mo 3 T NMOPOLLKY Y Aa.a. BUMNYCK cepii 3aci6. CtabinbHicTb. 3miHa y TepMiHax npugaTHoCTI
nakeTuky; no 20 CanwTtac abo ymoBax 36epiraHHsi rOTOBOrO fikapcbKoro
NakeTUKIB Y KAPTOHHIN dapma MM6X, 3acoby (3MEHLUEHHSI TepMiHY NPUAATHOCTI FOTOBOrO
kopooui HimeuyuunHa; nikapcbkoro 3acoby) - [ins ToproBoi ynakoBku
BupobHuuteo (3MeHLeHHs TepmiHy npugaTtHocTi [T13 3 4-x go 3-x
in bulk, pokiB) (TepMiH BBEAEHHS 3MiH NPOTArom 6 -Tu
TEeCTyBaHH4, MicaLiB nicns 3aTBepAXXeHHS)
nakyBaHHs
Jlinpodapm
v6X,
HimevuunHa;
3amboH
CsiT3enaHg
nTa,
LLiseriLapis
16. | BENAOOHHU CynosuTopii pekTanbHi MAT "MoHdpapm" YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: bes UA/7335/01/01
EKCTPAKT no 0,015rno 5 "MoHdapm" 3MiHu | TUny - 3MiHK Wwopo Ge3neku/edhekTUBHOCTI peuenma

Cyno3nTopiiB y CTpuni;
no 2 cTpunu B naywi 3
KapTOHY

Ta chapmakoHarnsiay. BeegeHHst abo 3miHu oo
y3aranbHeHVX AaHnX Nnpo cucTtemy
bapmakoHarnsay (BBeAeHHs y3aranbHEHUX AaHWX
npo cuctemy apmMakoHarnsgy, amiHa
ynoBHOBaXeHoi ocobu, BignosigansHoi 3a
30iACHEHHS (hapMaKoHarnsiay; KOHTakTHoOI ocobu 3
dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHS
dapmakoHarnsay B YKpaiHi, SKLWo BOHa BigMiHHA




7 [IponoBxkenHs noxarka 3
Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs
BiJj ynoBHOBaXkeHOi ocobw, BignoBigansHoi 3a
3aincHeHHA bapmakoHarnsagy (Bkmnovaroum
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLleHHiI MacTep-
anna cuctemu papmakoHarnagy) - 3miHa
YNOBHOBaXeHOi 0coby ANns 3AiNCHEHHS
dapmakoHarnagy.
[itoya pepakuis - lwyk Hatanka MNeTpiBHa.
MponoHoBaHa pepakuisi - Cosrmupa Ceprin
Ceprinosuy. 3MiHa KOHTaKTHUX AaHUX
YNOBHOBaXeHOi ocobu 3 dhapmakoHarnsgy
17. | BEHOAMYCTUH- MOPOLLIOK ANsi Mictpan Kenitan Benuka CiHgaH ®apma PymyHis BHECEHHS! 3MiH 10 peecTpaLuiiHix maTepianis: 3a UA/15258/01/01
BICTA NPUroTYBaHHS MeHegXMeHT Bputanis C.P.JL 3miHu | Tvny - AgMiHicTpaTMBHI 3MiHWU. 3MiHa peuenmom
KOHLeHTpaTy Ans Tlimiteq HalMeHyBaHHS Ta/abo agpecu 3asBHMKa (BNacHuka
NPUroTYBaHHSA PO3YNHY peecTpauinHoro noceigvyeHHs) (3miHa agpecw i
ans iHgysin, 2,5 mr/mn, Ha3BW 3asBHVKA)
no 25 mr a6o no 100 mr
NOPOLLKY Y donakoHi; no
1 donakoHy y KapTOHHIN
Kopobui
18. | BETAKINNAB® TabneTku, BKPUTI KPKA, a.a., HoBo CrnioBeHia BUPOGHULITBO Inpia/ BHECEHHS 3MiH 10 peecTpaLuiiHix MaTepianis: 3a UA/15849/01/01
nniBkoBO 06ONOHKOIO, MecTo "in bulk", CnoseHis 3miHn | Trny - 3MiHK 3 sKoCTi. [OTOBUI NiKapCbKK peuenmom
875 mr/125 mr, no 10 nepBuHHE Ta 3aci6. Cuctema KoHTenHep/3aKynoptoBanbHUiA
abo no 14, a6o no 30 BTOPUHHE 3aci6. 3MiHa y NepBUHHIN yNakoBLji roTOBOro
TabneTok B cTpuni y naKyBaHHs: nikapcbkoro 3acofy (Tvn koHTenHepa abo
KapTOHHiIN kopobuj; no 7 Mikpo J1abc [o[aBaHHS HOBOTO KOHTeVHepa) - TBepai, M'ski Ta
TabneTok y 6nictepi, no Nimiten, IHgis; HecTepunbHI pigki nikapcbki opmm - BBEAEHHSA
2 6nictepa B KapTOHHil BTOPUHHE [opaTtkoBol nepBMHHOI ynakosku [13: 6nictep 3
kopobui; no 10 TabneTok nakyBaHHS, ONA/An/TIBX-An (no 7 Tabnetok y 6nictepi, no 2
y 6nicTepi, no 1 abo no KOHTpOrnb Ta 6nicTepa B kapTOHHIl kopobui; no 10 TabneTok y
3 bnicTepu y kKapTOHHI BUMYCK cepii 6nictepi, no 1 abo no 3 GricTepu y KapTOHHIN
kopooui KPKA, o.4., kopo6Li) 3 BiANOBIAHNMMN 3MiHAMU B P. «YMaKoBKay.
HoBo mecTo, 3miHu | Tvny - 3MiHKM 3 sikocTi. FoTOBUIA NikapCbKuMii
CnoBeHis; 3aci6. CtabinbHicTb. 3miHa y TepMiHax npugaTHoCTI
BTOPUHHE abo ymoBax 36epiraHHsi roTOBOrO fikapCbKoro
nakyBaHHs: 3acoby (3MeHLLEHHs TepMiHy NpuAaTHOCTi FOTOBOrO
KPKA, a.4., nikapcbkoro 3acoby) - [inst ToproBoi ynakoBku -
HoBo mecTo, 3MEHLUEHHsI TepMiHY NpMAATHOCTI ANs FOTOBOrO
CrioBeHisi; nikapcbkoro 3acoby. 3aTBepaXeHHs: 3 poku,
KOHTPOMb 3anponoHOBaHO: 2 POKWU.
cepii:
KPKA, a.4.,
Hoso mecrTo,
CrioBeHis
19. | BETAKINAB® TabneTku, BKPUTI KPKA, a.a., HoBo CrioBeHisa BUPOGHULITBO Inpia/ BHECEHHS 3MiH 10 peecTpaLuiiHix maTepianis: 3a UA/15848/01/01
nniBkoBO 06OMOHKOIO, MecTo "in bulk", CnoseHis 3miHn | Trny - 3MiHK 3 aKoCTi. [OTOBUI NiKapCbKK peuenmom
500 mr/125 mr no 10 abo nepBuHHE Ta 3aci6. Cuctema KoHTenHep/3aKynoptoBarnbHWiA
no 14, abo no 21, a6o BTOPUHHE 3aci6. 3MiHa y NepBUHHIN yNakoBLji roTOBOro
no 30 TabneTok B cTpUni nakyBaHHs: nikapcbkoro 3acofy (Tvn koHTelHepa abo
Y KapTOHHI kopobui; no Mikpo J1abc [0[aBaHHS HOBOTO KOHTeVHepa) - TBepai, M'siki Ta
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IIponosxeHHs nonaTka 3

Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
7 TabneTok y 6nictepi, Nimiten, IHgis; HecTepunbHI pigKi nikapcbki hopmu (BBEAEHHS
no 2 abo 3 Gnictepa B BTOPUHHE nopaTtkoBol nepBMHHOI ynakosku [13: 6nictep 3
KapTOHHiIl kopobLj; no nakyBaHHs1, OMA/An/TIBX-An (no 7 Tabnetok y 6nictepi, no 2
10 TabneTok y 6nictepi, KOHTpOrb Ta abo 3 GnicTtepa B kapTOHHIN kopobui; no 10
no 1 abo no 3 6nicrepu BUMNYCK cepii TabneTok y 6nictepi, no 1 abo no 3 Gnictepn y
Y KapTOHHIl kopoobLUi KPKA, a.4., KapTOHHiIl kopobLi) 3 BigNoBiAHUMM 3MiHaMK B p.
HoBo mecrTo, «YnakoBka»); 3miHu | Tuny - 3miHK 3 AKOCTi.
CnoBeHis; [oToBMI Nikapcbkui 3aci6. CtabinbHicTb. 3miHa y
BTOPUHHE TepMiHax npugaTHocTi abo ymoBax 36epiraHHs
nakyBaHHs: rOTOBOrO flikapCbKoro 3acoby (3MeHLUEHHS TEPMiHY
KPKA, o.4., npuaaTHOCTI rOTOBOrO MikapcbKoro 3acoby) - Ans
HoBo mecTo, TOProBOi YNaKoBKW (3MEHLLEHHSI TEPMiHY
CrnoBeHisi; npuaaTHOCTI AN rOTOBOro Nnikapcbkoro 3acoby 3 3-
KOHTPOIb X [0 2-X pOKiB)
cepii:
KPKA, a.4.,
HoBo mecrTo,
CnoBeHis
20. | BIO®JIOPAKC cupon, 670 mr/mn no ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: bes UA/12878/01/01
100 mn a6o 200 mny obmexeHo obmexeHo 3MiHuM | TUNY - 3MiHa NocTavanbHUKa NakyBanbHUX peuenma
donakoHi; no 1 conakoHy BignoBiganbHicTo BignosiganbHi maTepianis abo KOMMNEKTYOUUX (SKLLO 3a3Ha4YeHOo
y KopoOLji 3 KapTOHy "XapkiBcbke cTio B [OCbE) (3amiHa abo fodaBaHHA nocTavanbHvKa);
dapmaLeBTUYHe "XapkiBCcbke CyNyTHS 3MiHa: 3MiHa Yy NEPBUHHIN ynakoBLi
nignprueMcTBO dapmaneBTny roTOBOrO NikapCbKoro 3acoby (sikicHuiA Ta
"3popos'sa He KINbKiCHUIA cKag) - M'SKi Ta HeCTepUIbHI pifki
Hapogay" nigNpUEMCTBO nikapcbki opmu - BBEAEHHSI JOAATKOBOIro
"3popos's 3aKynoptoBanbHoro 3acoby (kpuLkv nig pisb6osy
Hapozay", rOProBKHY 3 KOHTPOJSIEM NEPLLIOTO PO3KPUTTS TUMY
YkpaiHa KKIMB) Big HoBoro BupobHuka TOB
(dbacyBaHHs i3 «®apmaueBTnyHa ipma «BepTekey, YkpaiHa, K
dopmm "in Hacnigok, 3MIHETLCS AKICHUIA Ta KiNbKiCHWIA cknag,
bulk" cipmu- 3aKynoproBarnbHOro 3acoby
BUPOGHMKa
"Fresenius
Kabi Austria
GmbH",
ABCTpis)
21. | BIUKKNON TabneTtkn no 25 mr no 9 BenpxiHr KOHioH Kutait BenpxiHr KuTan BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3a UA/1736/01/01
TabneTok y 6nictepi; no dapmachbioTikan FOHioH 3MmiHn | TMny - AgMiHicTpaTuBHI 3MiHK. 3MiHa peuenmom
2 Bnictepu B nayui dekTopi dapmacbloTika HalMeHyBaHHS Ta/abo agpecu 3asiBHMKa (BNacHuka
n dekTopi peecTpauinHoro nocsigyeHHs) (3miHa agpecu

3asBHUKa); 3MiHu | Tuny - 3miHn 3 akocTi. FoToBKN
nikapcbkuii 3aci6. 3miHn y BUpoOHULTBI. 3miHa
iMnopTepa/amiHn, Lo CTOCYHOTbCS BUMYCKY cepii Ta
KOHTPOIMHO SIKOCTi FOTOBOrO NikapCbKoro 3acoby
(3amina abo foaaBaHHA BUPOGHMKa, WO BigMoBiaae
3a BBe3eHHs Ta/abo Bunyck cepii) - Bkntovatoum
KOHTpOnb/BUNpobyBaHHs cepii (3amiHa BUpOBHUYOI
AinbHuui benpxinr KOHioH ®apmacktoTikan PekTopi,




IIponosxeHHs nonaTka 3

LMKIOM,

9
Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
sika BiAnoBiJae 3a BUMyCK cepii, BKMoYaym
KOHTponb/BunpobysaHHs 13); 3minu Il Tuny -
3MiHK 3 sikocTi. [0TOBMIA Nikapcbkuii 3aci6. 3miHu y
BMpoBbHMUTBI. 3amiHa abo BBeAeHHS A0AaTKOBOI
AinbHWLI BUpobHUUTBa ANs YacTuHn abo BCboro
BMPOBHMYOro MNpoLecy rotToBoro nikapcbkoro
3acoby (iHwWi 3MiHK) (3aMiHa BUPOBHMYOI AinbHULI
BenpxiHr FOHioH ®apmacbktoTikan PekTopi, aka
BiANoBigae 3a BUpoBOHULTBO HEpO3dhacoBaHOro
NPOAYKTY, MEPBUHHOIO Ta BTOPUHHOIO MaKyBaHHS)
22. | BOM-BEHTE masb no 30 r y Tyb6ax; no MPAT YkpaiHa MPAT YkpaiHa BHECEHHS! 3MiH 10 peecTpaLuiiHix maTepianis: be3 UA/8240/01/01
25 r y 6aHkax "®ITOPAPM" "®ITOPAPM" 3MiHu | TUNY - 3MiHa y MeTogax BUNpobyBaHHS peuenma
roTOBOrO MikapCbKoro 3acoby (He3HayHa 3MiHa Yy
3aTBEpAKEHNX MeToAax BUNPOBYBaHHS); CynyTHS
3MiHa: 3MiHa napameTpiB creumdikauin Ta/abo
[ONYCTUMKX MEX roTOBOrO fliKapcbKoro 3acoby;
3MiHu |l TUny - 3miHa BUpobHUKa
BMXiQHOro/NMpoMiXHOro NpoayKTy/peareHTy, Lo
BMKOPUCTOBYIOTbCH Y BUpoBbHUYoMy npotieci AdI,
abo 3miHa BUpobHuKa (BKNoYatoun, e HeobxiaHo,
MicLie NpoBeAeHHs KOHTporo skocTi) ADI (3a
BiJCYTHOCTI cepTudikaTta BignoBigHOCTI
€Bponeicbkiii hapmakonei y 3aTBepaKeHoOMy
[ocbe)(BBEAEHHS HOBOTO BUPOGHMKa ADI 3
HaJaHHsaM MmacTep-davina Ha A®l) - BBeaeHHS
[00aTKOBOro BUPOGHMKa Aito40i pevoBUHN
NeBOMEHTONY Ta pefakuiviHi npasku p."Cknag"
23. | BPAUOAH® po34mH ans iH'ekuin, 100 LWepiHr-Mnay LLiseriapis BUPOOHMLUTBO Ipnangis/ BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: Bacmocosye | UA/10458/01/01
Mr/mn no 2 mn abo 5 mn CeHtpan lct Al Hepo3adpacoBa CLWA/ 3MmiHn | TMny - AgMiHicTpaTMBHI 3MiHW. 3MiHa mbcs
y cbnakoHi; no 10 HOI NpoayKuii, Higepnanaun HalMeHyBaHHs1 Ta/abo agpecu MicLs NpoBaaKeHHS! minbKu 8
(bnaKoHIB y KapTOHHIl nepBUHHE nisnbHOCTI BUpOGHMKa/imnopTepa rotoBoro ymosax
ynakoBLji nakyBaHHs, nikapcbkoro 3acofy, BKMOYa4m AirbHULL BUMYCKY cmauioHapy
KOHTPO~b cepii cepii abo micLe NpoBeAEeHHS KOHTPOSH SIKOCTi.
B NEpBUHHOMY (misnbHicTb, 3a AKy Bignosiaae BMpobHUK/imnopTep,
nakyBaHHi Ta BKIO4AK4M BUMYCK cepilt) (3miHa agpecu
nig 4Yac BMpoGHuka H.B.OpraHoH, HinepnaHau Ta 3amiHa
BMNpobyBaHb topuanyHoi agpecu Ha dakTuyny) (TepmiH
cTabinbHOCTI: BBeJEHHS 3MiH MPOTArom 6-Tu micsauiB nicns
OpraHoH 3aTBEPAKEHHS)
(Ipnangis)
nra.,
Ipnangis;
MaTeoH
MaHydek4ypiH
r Cepsices En.
En. Ci., CLLA;
BupobHuuteo
3a NOBHUM
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[IponoBxkenHs noxarka 3

Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs
BKIIO4A04M
[03Bin Ha
BUMYCK cepii:
H.B. OpraHoH,
Higepnanamn
24. | BPOMIEKCHUH- Tabnetku no 8 mr no 10 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLuiiHix maTepianis: be3 UA/5902/01/01
OAPHMUA TabneTok y KOHTYPHIin "PapmaLeBTuyHa "PapmaneBtn 3Minum |l TUny - 3MiHn wopo 6esnekn/edekTUBHOCTI peuenma
YapyHKOBIN ynakoBLi; No dipma "OapHuus” YHa hipma Ta chapmakoHarnsiay. BHeceHHs abo 3miHa(1) oo
5 KOHTYPHUX YapyHKOBUX "OapHuus” 3060B's13aHb Ta YMOB BMAaui peecTpayinHoro
ynakoBoOK y nayui; no 10 nocBigYeHHs!, BKIMtoyatoum MNnaH ynpasniHHS
TabrneTok y KOHTYPHMUX pu3nKamm (3acTocyBaHHS 3MiH(1), siki(a)
YapyHKOBMWX yrnaKoBKax; BMMaratTb(€) NofanbLLIoro obrpyHTyBaHHS HOBUMU
no 20 TabneTok y [0AaTKOBMM AAHUMM, LLO MaloTb HagaBaTucs
KOHTYPHMX YapyHKOBUX KOMMNETEHTHVUM OpraHoM, OCKifNlbK1 BUMaraeTbCcs
ynakoBkax CyTTEBA OLIiHKA KOMMETEHTHNM OpraHom)
(BukoHaHHS 3060B'A3aHb BigNOBIAHO A0 MiANYHKTY
1.13 nyHKTY 1, NignyHKTy 2.3 NyHKTY 2 goaatky 15
o MNopsigky NPoBeAEHHS eKCrnepTuan
peecTpauiiHMX MaTepiarniB Ha Nnikapcbki 3acobu, LWo
nofdaloTbCs Ha AepXKaBHy peecTpaLiiio
(nepepeecTpalio), a TaKox ekcnepTuan Matepianis
NpoO BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis
NpOTSArom Aii peecTpauiiHoro NoCBigYeHHs,
3aTBepakeHoro Hakasom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)
25. | BYCTPUKC™ cycneHsis ans iH'ekuin, MnakcoCmiTKnainH Benuka nakcoCmiTKn Benbria BHECEHHS 3MiH 10 peecTpaLuiiHix maTepianis: 3a UA/14955/01/01
KOMBIHOBAHA 0,5 mn/po3y no 1 posi 'y EkcnopT Nimiten BpuTaHis ANH 3MiHu | TUNY - 3MiHW B Npoueci BuUpobHuutea APl - peuernmom
BAKLUUHA On4A ronepeaHLo Bionomxikana apanTauisi Ta rapMoHi3aLis npouecy
MPO®INAKTUKU HamnoBHEHOMY LUNpUL; C.A. hroKynsUii/MpoMMBaHHS aHTUrEHY NepTaKTUHY
OU®TEPIT, NPABLS, | no 1 nonepeaHLo (PRN) nig yac ekcTpakuii; 3mMiHu | Tuny - 3miHu
KALLITIOKY 5 HamnoBHEHOMY LUNpULY Y BMNpobyBaHb abo AONYCTUMMX MeX Y NpoLieci
(ALUENONAPHUN KOMMMeKTi 3 ABOMa BUpOGHMUTBa ADI, O BCTAHOBEHI Y
KOMMOHEHT) rornkamv B creumdikauisx (nogaBaHHa abo 3amiHa
(AACOPBOBAHA, 31 | nnactukoBomy BMNPODOYBaHHS 3a pe3ynbTaTaMu JOCNIAXKEHb 3
SMEHLUEHUM KOHTeWHepi; no 1 6e3nekn abo AKOCTI) - JoAaBaHHA TECTY
BMICTOM KOHTEWHepY y KapTOHHIl BM3HAYEHHs1 eHAO0TOKCHHIB Nicnst donokynsuii Ta
AHTUTEHIB) kopoobui TEnnoBoi akTUBaLii AN NOKPaLLEHHSI MOHITOPUHTY
BMICTy €HAOTOKCUHIB NMPOTSIrOM BCbOrO NpoLiecy
BMpo6HMUTBa nepTakTnHy (PRN)
26. | BYCTPUKC™ cycneHsis ans iH'ekuin, MnakcoCmiTKnainH Benuka nakcoCmiTKn Benbria BHECEHHS 3MiH 10 peecTpaLuiiHix maTepianis: 3a UA/14955/01/01
KOMBIHOBAHA 0,5 mn/po3y no 1 posi'y EkcnopT Jimiteq Bputanis ANH 3MiHu Il Tuny - 3miHu B npoueci Bupo6HuuTBa Ad| peuenmom
BAKLUIMHA OnA nonepegHbLO Bionoaxikana (3miHa cTOCYETLCA aKTMBHOI PE4OBUHN
MPO®INAKTUKU HarnoBHEHOMY LUNpUL; C.A. 6ionoriyHoro/iMyHOMNoriYHoro Noxo4keHHs abo
OUOTEPIT, NPABLUS, | no 1 nonepeaHso BUKOPUCTaHHSI XiMiYHUX AD| y BUpOBHULTBI
KALLJTHIOKY 5 HamnoBHEHOMY LUNpULY Y nikapcbkoro 3acoby 6ionoriyHoro/iMyHONoriYHOro
(ALUENONAPHUN KOMMMeKTi 3 ABOMa NOXOPKEHHS, IKa MOXe MaTWn 3HaYHUIA BNNUB Ha
KOMIMOHEHT) ronkamu B sIKiCTb, 6e3neky Ta edPeKTUBHICTb NMikapCbKoro
(AACOPBOBAHA, 31 | nnactukoBomy 3acoby, i He CTOCYETbCA MPOTOKOAY) - 3aMiHa
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[IponoBxkenHs noxarka 3

Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
3MEHLIEHUM KOHTelHepi; no 1 6araTtopa3oBoi MeMbpaHu Ans ynbTpadineTpadii
BMICTOM KOHTEWHepY Y KapTOHHIl Ha ogHopa3oBYy MeMBpaHy Ans ynbTpadinsTpadii B
AHTUIEHIB) kopoobui npoLeci BUpOGHMLTBA MPOMIXKHOIO NPOAYKTY
Pertussis toxoid (PT) nicna getokcumkauii
27. | BYCTPUKC™ NONIO | cycneHsist ons iH'ekuii MnakcoCmiTKnainH Benuka nakcoCmiTKn Benbria BHECEHHS 3MiH 10 peecTpaLuiiHix maTepianis: 3a UA/15071/01/01
KOMBIHOBAHA no 1 gosi (0,5 mn/go3y), EkcnopT Jimiteq Bputanis ANH 3MiHu | TURY - 3MiHK B NpoLeci BUpobHuutea AdI - peuenmom
BAKUWHA OnA no 1 gosi y nonepegHbL0 Bionogxikans apanTauis Ta rapMoHi3aLis npouecy
MPO®INAKTUKU HarnoBHEHOMY LUNpUL; C.A. roKynsAUii/MpoOMMBaHHS aHTUFEHY NepTaKTUHY
OUOTEPIT, NPABLUS, | no 1 nonepeaHso (PRN) nig 4ac ekcTpakuii; amiHu | Tuny - 3amiHm
KALLJTHIOKY 5 HamnoBHEHOMY LUNpULY Y BMNpobyBaHb abo AoNyCTUMUX MEX y npoLeci
(ALUENONAPHUN KOMMMeKTi 3 ABOMa BUpOGHMUTBa ADI, L0 BCTAHOBEHI Y
KOMMOHEHT) TA ronkamv B creumdikalisx - oAaBaHHS TECTY BU3HAYEHHS
noniomienity nnacTuKoBOMYy €HAO0TOKCUHIB nicna donokKynsLii Ta Tennosoi
(IHAKTUBOBAHA) KOHTelHepi; no 1 aKkTuBaLii ANs NOKPaLLLEHHS MOHITOPUHIY BMICTY
(AACOPBOBAHA, 31 | koHTelHepy Yy KapTOHHil €HOOTOKCUHIB NPOTArOM BCLOro NpoLiecy
SMEHLUEHM Kopooui BMpo6HMLUTBa nepTakTuHy (PRN)
BMICTOM
AHTUIEHIB)
28. | BYCTPUKC™ MNONIO | cycneHsis ons iH'ekuin MmakcoCmiTKnsamH Benwka makcoCmiTKn Benbris BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/15071/01/01
KOMBIHOBAHA no 1 gosi (0,5 mn/go3y), EkcnopT Jimiteq Bputanis ANH 3MiHu Il Tuny - 3amiHu B npoueci Bupo6HuuTea Ad| peuenmom
BAKLUUHA On4A no 1 nosi y nonepeaHbLo Bionomxikana (3MiHa cTOCYETBLCS aKTUBHOT PEYOBUHM
MPO®INAKTUKHN HamnoBHEHOMY LUNpUL; C.A. 6ionoriyHOro/iMyHONOrYHOro NOXoAXeHHs abo
OUOTEPIT, NPABLUS, | no 1 nonepeaHso BUKOPUCTaHHSI XiMiyHUX AD| y BUpOBHULTBI
KALLITHOKY HamnoBHEHOMY LUNpULY Y nikapcbkoro 3acoby bionoriyHoro/imyHonori4Horo
(ALLETIONAPHUNA KOMMNIEKTi 3 ABOMA MOXOMMKEHHS, SKa MOXe MaTh 3HaYHUIA BNMB Ha
KOMMOHEHT) TA ronkamu B sIKiCTb, 6e3neky Ta edPEKTMBHICTb MikapcbKoro
noniomienity nnacTyKoBOMY 3acoby, i He CTOCyeTbCA NPOTOKOIY) - 3aMiHa
(IHAKTUBOBAHA) KOHTeWiHepi; no 1 6araTtopa3oBoi MeMbpaHu Ans ynbTpadineTpadii
(AACOPBOBAHA, 31 | koHTelHepy Yy KapTOHHil Ha ogHopas3oBy MeMbpaHy Ans ynbTpadinbTpadii B
SMEHLUEHUM kopoobui npoueci BUpoBHMLTBa NPOMiIXXHOIO NPOAYKTY
BMICTOM Pertussis toxoid (PT) nicna aetokcukauii
AHTUIEHIB)
29. | BA3UNIN® TabneTku, BKPUTI KPKA, a.a., HoBo CnoBeHis BUPOGHULITBO CnoBeHis BHECEHHS 3MiH 10 peecTpaLliiHix maTepianis: 3a UA/3792/01/04
NNiBKOBOIO 0BOOHKOM, MecTo "in bulk", 3miHu | Tvny - 3miHKM 3 AkocTi. FoToBUIA NikapcbKnii peuenmom
no 40 mr no 7 TabneTok nepBUHHE Ta 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHW Y npoLeci
y 6ricTepi; no 2 abo no BTOPUHHE BMPOGHMLTBA rOTOBOrO fikapcbkoro 3acoby,
4, abo no 12 6nictepiB y nakyBaHHs, BKITHO4A0UM NPOMIXKHUIA NMPOAYKT, WO

KapTOHHIl kopobui

KOHTpOrnb Ta
BUMYCK Cepint:
KPKA, a.4.,
HoBo mecTo,
CnoBeHis;
KOHTPOIb
cepint:
KPKA, a.4.,
HoBo mecTo,
CnoBeHis;
NabeHa 0.0.0,
CnoBeHis

3aCTOCOBYETLCS NPY BUPOOHULITBI rOTOBOrO
nikapcbkoro 3acoby (iHLWi 3MiHW) (HE3HaYHI 3MiHK Y
npoueci BUpobHMLTBA: 4OAAHO NepepaxyHoK
CYMBaCTaTUHY 3a (PaKTUYHUM BMICTOM Ta MOro
KOMMeHcaLii NakTo300 MOHOrigpaT; NpoayBaHHs
HEBENMKOHO KiNbKICTIO MarHito cteapaTomM
obnagHaHHs nig Yac TabneTyBaHHSA Ta HAHECEHHS
HEBEMNUKOI KINIbKOCTi TanbKy Ha TabneTku BKpUTI
NniBKOBOI 0BONOHKOI0 B KiHL|i HAHECEHHS
NNiBKOBOrO NOKPUTTS; pedaKkuiviHi NpaBku Mo TEKCTY
onucy BUpobHuyoro npouecy); 3MiHn | Tuny - 3MiHu
3 AkocTi. FoToBUIA Nnikapcbkuii 3acib. 3miHn y




12 [IponoBxkenHs noxarka 3
Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
BUPOOHMUTBI. 3MiHa iMnopTepa/3amiHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOSO SKOCTi
roTOBOro fikapcbkoro 3acoby (3amiHa abo
[ofaBaHHs OinbHWLI, Ha AKi 34iIMCHIOETECA
KOHTpOnb/BUNpobyBaHHs cepii) (AoaaBaHHA
[iNbHUUbB, Ha KX 3AINCHIOETLCA KOHTPOIb cepii)
30. | BA3UNIN® TabneTtkn, BKpUTI KPKA, o.a., Hoso CnoBeHisi BUPOOHMLUTBO CnoBeHisi BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/3792/01/01
nniBkOBO 06ONOHKOIO, MecTo "in bulk", 3MmiHn | Trny - 3MiHK 3 aKoCTi. [O0TOBUI NiKapCbKK peuenmom
no 10 mr no 7 TabneTok nepBUHHE Ta 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHW Y npoLeci
y bricTepi; no 2 abo no BTOPUHHE BMPOGHMLITBA roTOBOrO flikapcbkoro 3acoby,
4 6nicTepy y KapTOHHiW naKyBaHHs, BKITHO4AI0YM MPOMDKHUI NPOAYKT, WO
KopobLi KOHTpOmb Ta 3aCTOCOBYETLCS NPY BUPOOHULITBI FOTOBOrO
BWNYCK Cepin: nikapcbkoro 3acoby (iHLwi 3MiHK) ((He3HaYHi 3MiHK y
KPKA, a.4., npoteci BUpoGHMLTBA: J0AAHO NepepaxyHoK
HoBo mecTo, cvMBacCTaTUHY 3a GaKTUYHUM BMICTOM Ta MOro
CnoBeHis; KOMMeHcaLii NakTo30t0 MOHOTiAPaT; MPOAYBaHHA
nepBuHHe Ta HEeBENWKOIO KINbKICTIO MarHito cteapaToM
BTOPWHHE obnagHaHHs nig Yac TabneTyBaHHSA Ta HAHECEHHS
nakyBaHHs: HEBENUKOI KINIbKOCTi TanbKy Ha TabrneTku BKpUTI
Mapudpapm NniBKOBOK 0BOMOHKOI0 B KiHLi HAHECEHHSI
g.o.o., NNiBKOBOrO NOKPUTTS; pefaKkuiviHi NpaBKku Mo TEKCTY
CnoBeHis; onucy BMpobHu4oro npotecy); 3minu | Tuny - 3MiHn
KOHTPOb 3 AkocTi. FoTOBUIA NikapcbKuii 3aci6. 3miHn y
cepin: BMPOGHMUTBI. 3MiHa iMnopTepa/amiHu, Lo
KPKA, a.4., CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOSO SAKOCTI
HoBo mecTo, roToBOro fnikapcbKkoro 3acoby (3amiHa abo
CrnoBeHisi; [oAaBaHHS AiNbHULI, Ha SKiA 30INCHIOETLCS
JlabeHa pg.0.0, KOHTpOnb/BUNpobyBaHHS cepii) (AoaaBaHHA
CnoBeHis [iNbHUUbB, Ha KX 3AINCHIOETLCA KOHTPOIb cepii)
31. | BA3UNIN® TabneTku, BKPUTI KPKA, a.a., HoBo CnoBeHis BUPOGHULITBO CnoBeHis BHECEHHS 3MiH 10 peecTpaLliiHix MaTepianis: 3a UA/3792/01/02
NNiBKOBOIO 0BOOHKOM, MecTo "in bulk", 3miHu | Trny - 3miHKM 3 AkocTi. FoToBUIA NikapchKnii peuenmom
no 20 wmr, no 7 TabneTok nepBUHHE Ta 3aci6. 3MiHU y BUPOGHMLTBI. 3MiHW Y NpoLeci
y 6ricTepi; no 2 abo no BTOPUHHE BMPOGHMLTBA rOTOBOrO fikapcbkoro 3acoby,
4, abo no 12 6nictepiB y nakyBaHHs, BKITHO4A0UM NPOMIXKHUIA NMPOAYKT, WO

KapTOHHI kopobui

KOHTpOnb Ta
BUMYCK Cepint:
KPKA, a.4.,
HoBo mecTo,
CnoBeHis;
nepBrHHE Ta
BTOPUHHE
nakyBaHHs:
Mapudpapm
n.0.0.,
CnoseHis;
KOHTPOIb
cepint:
KPKA, a.4.,
HoBo mecTo,

3aCTOCOBYETLCS NPY BUPOOHULITBI rOTOBOrO
nikapcbkoro 3aco0y (iHLwi 3MiHKM) ((HEe3Ha4YHI 3MiHK y
npoueci BUpobHMLTBA: 4OAAHO NepepaxyHokK
CyMBaCTaTUHy 3a PaKTUYHUM BMICTOM Ta NOro
KOMMeHcaLii akTo300 MOHOriApaT; NpoayBaHHs
HEBEJMKOHO KiNbKICTIO MarHito cteapaToM
obnagHaHHs nig Yac TabneTyBaHHSA Ta HAHECEHHS
HEBEMNUKOI KINIbKOCTi TanbKy Ha TabneTku BKpUTI
NniBKOBOI 0BONOHKOI0 B KiHL|i HAHECEHHS
NNiBKOBOrO NOKPUTTS; pefaKkuiviHi NpaBku Mo TEKCTY
onucy BMpobHuyoro npouecy); 3MiHn | Tuny - 3MiHu
3 gkocTi. FoToBUIA nikapcbkuii 3aci6. 3miHn y
BMPOGHMUTBI. 3MiHa imnopTepa/amiHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOSO SAKOCTi
roTOBOrO flikapcbKoro 3acoby (3amiHa abo
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IIponosxeHHs nonaTka 3

Ne
n/n

Ha3sea nikapcbko20
3acoby

®dopma sunycKy
(nikapcbka ¢popma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
eionycky

Homep
peecmpauyitiHo
20
noceio4yeHHs!

CnoBeHis;
NabeHa a.0.0,
CnoBeHis

[ofAaBaHHSA AinbHWLI, Ha AKi 30iNCHIOETLCA
KOHTpOnb/BUNpobyBaHHs cepii) (qoaaBaHHS
[iNbHUUbB, Ha KX 3AINCHIOETLCA KOHTPOIb cepii)

32.

BAJNEPIAHU
EKCTPAKT

TabneTtkn, BKpUTI
o6ornoHkoto, no 20 wmr,
no 10 Tabnetok y
6nictepi, no 5 6nictepis
y nayui; no 50 TabneTok
y brnictepax

MAT "Tannudapm”

YkpaiHa

NAT
"lannydapm”

YkpaiHa

BHECEHHS 3MiH O peecTpaLiiHMX maTepianis:
3MiHu Il TUny - 3MiHK Wwopao Ge3nekn/edekTUBHOCTI
Ta chapmakoHarnsay. BHeceHHs abo 3miHa(1) oo
3000B'A3aHb Ta YMOB BuAadi peecTtpauiiHoro
nocBiaYeHHs, BktoYatoun NnaH ynpaeniHHA
pu3nKamm (3acTocyBaHHS 3MiH(1), siki(a)
BMMaraloTb(€) NoganbLIoro 06rpyHTyBaHHS HOBUMU
[00aTKOBMM A@HNMW, LLO MaloTb HagaBaTucs
KOMMNETEHTHVMM OpraHoM, OCKIifNlbK1 BUMaraeTbCcs
CyTTeBa OLjiHKa KOMMETEHTHNM OpraHoM)
(BukoHaHHs1 3060B'13aHb BiANOBIAHO A0 MiANYHKTY
1.13 nyHKTY 1, NignyHkTy 2.3 NyHKTY 2 goaatky 15
0o Mopsaky NpoBefeHHS ekcnepTusm
peecTpauinHux MaTepianis Ha nikapcbki 3acobu, Lo
noJatTbCs Ha AepXKaBHy peecTpaLiiio
(nepepeecTpalio), a Takox ekcnepTusn matepianis
Npo BHECEHHS 3MiH 4O peecTpaLiiH1X MaTepianis
NPOTSArom Aii peecTpauiiHoro NocBigYeHHs,
3aTBepmkeHoro Hakasom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)

6e3
peuenma

UA/0265/02/02

33.

BAJICAPTAH

MOPOLLIOK (CyBCcTaHuUist) y
nonieTuneHoBoMy nakeTi
Onsi BUpoGHMLUTBa
HeCTepUnbHNX
nikapcbkux gopm

dapmaxem CA
M&M

LLiseniapis

MaiinaH
JlabopaTtopis
Nimiten

IHgis

BHECEHHS 3MiH O peecTpaLiHMX maTepianis:
3MiHu | TMny - 3miHun 3 aKkocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT BignoBigHOCTI
€Bponencokin dapmakonei/moHorpadii. MogaHHA
HoBOro abo OHOBreHOro cepTugikata
BignoBigHOCTi abo BUNy4eHHs1 cepTudikata
BignoBigHoCTi €Bponewchkin dapmakonei: ana Adl;
Ons BUXigHOro matepiany/peareHTy/npoMixxHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI
A®I; ona 4OMOMIXKHOI peqoBUHM (cepTudikaT
BignoBigHoCTi €Bponenchkii hapmakonei) -
OHoBneHWI cepTudikaT Bif y>ke 3aTBepaKEHOrO
BMpOo6HYKa (MogaHHA OHOBIIEHOTO cepTudikaTa
BignosigHocTi €Bponeiickkint hapmakonei Ne R1-
CEP 2009-396-Rev 01 ans gito4oi pe4oBrnHU
Valsartan Big Bxe 3aTBepAXeHOro BUpobHuka
MYLAN LABORATORIES LIMITED 3i 3miHoto
agpecu BUPOBHUYMX QiNbHULG)

UA/7168/01/01

34.

BAPIIPUKC™ /
VARILRIX™
BAKUWHA OAna
NPO®IIAKTUKHN
BITPAAHOI BICMNU
XBA
ATEHYWOBAHA

nioginiaaT Ans po34nHy
ans iH'ekuin no 1 goasi; 1
dnakoH 3 niodpinizatom
Ta 1 amnyna 3
PO34YMHHMKOM (BOAA ANsi
iH'ekuin) B
nnacTyKoBOMYy

MmakcoCmiTKnsamH
Ekcnopt Nimiteq

Benwka
BpuTaHis

makcoCmiTKn
SANAH

Bionopyikan3a
C.A.

Benbris

BHECEHHS 3MiH O peecTpaLiiHMX maTepianis:
3MiHu | TUNYy - 3mMiHa napameTpiB cneundikain
Ta/abo AoNyCTUMUX MEX Ans [ONOMIKHOI
PEYOBUHY (iHLLI 3MiHW) - BUNYYEHHSI NapameTpy
cneundikauii 3 BignoBiAHMM METOLOM KOHTPOMO
[aKocTi “non-antigenicity on guinea pigs” 3i
cneundikauii 4ONOMiIXKHOT Ppe40OBUHM -

3a
peuenmom

UA/15966/01/01
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Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
KOHTENHEpi B KAPTOHHIW aMiHOKMCIOTY Ans iH'eKuin
kopo6ui; 1 donakoH 3
niocpinizatom Ta 1
nonepegHL0
HamnoBHEHWUIA LLNpUL, 3
PO34YMHHMKOM (BOAA Ansi
iH'EKLiN) Yy KOMMNEKTi 3
[BOMa ronkamu B
nnacTuKoBOMY
KOHTEWHepi B KAPTOHHIN
kopo6ui; 100 cprakoHis 3
niocpinizatom Ta 100
amnyn 3 PO34YMHHUKOM
(Boga anst iH'exuin) (B
YapyHKOBIV ynakoBLi) B
OKPEeMMX KapTOHHUX
Kopobkax
35. | BAPOAPUH-®PC Tabnetku no 2,5 mr, no TOB "dapma YkpaiHa TOB "®apma YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHix mMaTepianis: 3a UA/5747/01/01
10 TabneTok y 6nictepi, Crapt" Crapt" 3Minum |l TUny - 3MiHn wopo 6esnekn/edekTUBHOCTI peuenmom
no 1, 3 abo 10 Gnictepis Ta chapmakoHarnsay. BHeceHHs abo 3miHa(1) oo
y nayi 3 KapToHy 3060B's13aHb Ta YMOB BMAaui peecTpayinHoro
nocBigYeHHs!, BKItoyatoum MNnaH ynpasniHHA
pu3nKamm (3acTocyBaHHS 3MiH(1), siki(a)
BMMararTb(€) NoganbLIoro 06rpyHTyBaHHs HOBUMU
[O[AaTKOBMM AaHMMMU, Lo MaloTb HagaBaTucs
KOMMETEHTHUM OpraHoM, OCKiNbK/ BUMaraeTbes
CyTTeBa OLjiHKa KOMMNETEHTHUM OpraHoM)
(BukoHaHHS 3060B'A3aHb BiANOBIAHO A0 MiANYHKTY
1.13 nyHKTY 1, NignyHKTy 2.3 NyHKTY 2 goaatky 15
0o Mopsaky NpoBeAEHHS ekcnepTusm
peecTpauinHMX MaTepiarniB Ha Nnikapcbki 3acobwu, LWo
nofatTbCsl Ha AepXKaBHY peecTpaLiiio
(nepepeecTpalio), a Takox ekcnepTuan Matepianis
NpO BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis
NPOTArom Aii peecTpauiiHoro NocBigYeHHs,
3aTBepakeHoro Hakasom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)
36. | BAPOAPUH-®PC Tabnetku no 3 mr, no 10 TOB "dapma YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH 10 peecTpaLliiHix MaTepianis: 3a UA/5747/01/02
TabneTok y 6nictepi, no Crapt" Crapt" 3Minum |l TUny - 3MiHn wopo 6esnekn/edekTUBHOCTI peuenmom

1, 3 abo 10 6nictepiB y
nadui 3 KApTOHy

Ta chapmakoHarnsay. BHeceHHs abo 3miHa(1) oo
3060B's13aHb Ta YMOB BMAaui peecTpalinHoro
MOCBiAYEHHS, BKMOYao4um [naH ynpasniHHA

pu3nKamm (3acTocyBaHHS 3MiH(1), siki(a)
BMMararTb(€) NoganbLIoro 06rpyHTyBaHHst HOBUMU
[00aTKOBMM AAHUMM, LLO MaloTb HagaBaTucs
KOMMETEHTHVUM OpraHoM, OCKINbK1 BUMaraeTbCcs
CyTTEBA OLIiHKA KOMMETEHTHNM OpraHom)
(BukoHaHHS 3060B'A3aHb BigNoBiAHO A0 MigNYHKTY
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[IponoBxkenHs noxarka 3

Ne
n/n

Ha3sea nikapcbko20
3acoby

®dopma sunycKy
(nikapcbka ¢hopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
eionycky

Homep
peecmpauyitiHo
20
noceio4yeHHs!

1.13 nyHkTy 1, NignyHKTy 2.3 NyHKTY 2 gopatky 15
0o Mopsaky NpoBeAeHHs ekcnepTusu
peecTpauinHux MaTepianis Ha nikapcbki 3acobu, Lo
noaalTbCH Ha AepXXaBHY peecTpaLito
(nepepeecTpalilo), a TaKoX ekcrnepTn3n Matepiarnis
Npo BHECEHHS 3MiH 4O peecTpaLiiHX MaTepianis
NPOTArom Aii peecTpauiiHoro NocBigYeHHS,
3aTBepakeHoro Hakazom MO Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)

37.

BIFOP-CAHTO

PO34MH oparnbHU No
100 mn a6o 200 mny
dnakoHax, no 500 mn y
nnsLwKax

TosapucTBo 3
oBGMeXeHo
BignoBiganbHicTo
"TEMO®APM"

YkpaiHa

TOB
"BrupoGHuye
o6'egHaHHA "

TeTepis"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis:
3MiHu | TUny - 3miHKn Wwopo 6e3nekn/ePekTUBHOCTI
Ta cbapmakoHarnsaay. BeegeHHst abo 3miHm go
y3aranbHeHUX AaHuX Npo cUcTemy
papmakoHarnsiay (BBeAeHHs y3aranbHEeHUX AaHWX
npo cuctemy chapmakoHarnsgy, aMmiHa
yNoBHOBaXeHOoI ocobw, BignosigansHoi 3a
30iACHEHHS (hapMaKkoHarnsiay; KOHTakTHOI ocobu 3
dapmakoHarnsay 3asBHUKa ANs 30iNCHEHHSA
dapmakoHarnagy B YKpaiHi, AKLWo BoHa BiAMiHHA
BiJ ynoBHOBaxeHOi ocobwu, BignoBigansHoi 3a
3AiMCHEHHSA hapmakoHarnsgy (BKrovanym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLleHHiI macTep-
(hanna cuctemu papmakoHarnsgy) (ditoua
pefakuisi: ynoBHoBaXkeHa ocoba, BignosigansHa 3a
apmakoHarnsig — CeuasiHcbka [aHHa
B’auecnasiBHa, 3anponoHoBaHa peJakuis:
depopeHko OneHa MuxavniBHa, 3MiHa KOHTAKTHUX
[OaHunx yrnoBHoBaxeHoi ocobu. 3miHa micus
30iICHEeHHS OCHOBHOI AisfiNbHOCTI 3
dapmakoHarnsgy. 3miHa agpecu mactep-caiina.
3MiHa Homepa macTep-anna); 3miHa 3asBHMKa
(BnacHuka peecTpaLiiHOro NoceiaYeHHs) (3rigHo
Hakady MOS Big 23.07.2015 Ne 460)

no 100 mn,
200 mn y -
6e3
peuenma;
o 500 mn —
3a
peuenmom

UA/15304/01/01

38.

BIHOPEJIbBIH-
BICTA

KOHLieHTpaT Ans
po34ymHy aAns iHgysin, 10
mr/mn, no 1 mn (10 mr),
5 mn (50 mr) y conakoHi;
no 1 cpnakoHy B nauui
KapTOHHIN

Mictpan Kenitan
MeHemXMeHT
Nimiten

Benwka
BpuTaHis

AkTasic ITanis

C.n.A,, Itanis;

CingaH ®apma
C.P.J,
PymyHis

ITanis/
PymyHis

BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis:
3MmiHn | TMny - AgMiHicTpaTMBHI 3MiHK. 3MiHa
HalMeHyBaHHS Ta/abo agpecu 3asBHMKa (BNacHmKa
peecTpauinHoro noceigvyeHHs) (3miHa agpecu i
Ha3BW 3asBHKKA)

3a
peuenmom

UA/14709/01/01

39.

FEKCAKCUM /
HEXAXIM BAKLIMHA
ans
MPODINAKTUKM
OUOTEPII, NPABLIS,
KALLITIOKY
(ALEMIONSAPHUN
KOMMOHEHT),
FENATUTY B

cycneHsisa ans iH'ekuin
no 0,5 mn (1 go3a) B
nonepeaHLo
3anoBHEHMX Wnpuuax 3
1-eto (abo 2-ma)
okpemummu rofnikamm Ne 1
aboNe 10Tay
dnakoHax Ne 10

CaHodpi Nactep
C.A.

PpaHuis

MOBHUIN LMK
BMPOGHMLTBA,
BWNYCK Cepil:
CaHodi
Mactep C.A,,
PpaHuis
BTOPUHHE
nakyBaHHs:
3AT "CaHodi-

PpaHuis/
YropLuHa

BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis:
3MiHu | TUny - 3miHKn Wwopo 6e3nekn/ePekTUBHOCTI
Ta bapmakoHarnsagy (iHwi 3miHn) (3amiHa
rpadiyHoro 306pakeHHs1 ynakoBKu Ha TEKCT
MapKyBaHHS A5 NEPBUHHOI, BTOPUHHOI YNaKoBKM
Ta CTVKepy AN NpvBeAeHHs y BiANOBIAHICTb A0
Hakasy MOS3 Ykpainu Ne 426 Big 26.08.05 (y
penakuii Hakasy MOS YkpaiHu Ne460 Big
23.07.2015 p.); Sminm Il Tvny - 3mibn wopo

3a
peuenmom

UA/13080/01/01




16

IIponosxeHHs nonaTka 3

Ne
n/n

Ha3sea nikapcbko20
3acoby

®dopma sunycKy
(nikapcbka ¢popma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
eionycky

Homep
peecmpauyitiHo
20
noceio4yeHHs!

PEKOMBIHAHTHA,
nonioMiENITY
IHAKTUBOBAHA TA
3AXBOPIOBAHb,
CMPUYUHEHUX
HAEMOPHILUS
T™MNY B
KOH'IOrOBAHA,
AICOPEOBAHA,
PIOKA

ABeHTIC",
YropwuHa

6e3nekn/edekTMBHOCTI Ta hapmakoHarnagy. 3MiHn
Y KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKUii Anst MeanyHoro
3aCTOCYBaHHS y 3B’A3KY i3 HOBUMMW AaHUMU 3 SKOCTI,
OOKNIHIYHUMM, KMiHIYHUMM AaHVMU Ta JaHUMK 3
dapmakoHarnagy (3MiHM BHECEHO A0 iHCTPyKUii
ONst MEAMYHOro 3aCTOCYBaHHS fikapcbKoro 3acoby
0o po3sginis: "lMNokasaHHa" (pegaroBaHo TeKCT
po3giny), "IMmyHonoriyHi i 6ionoriyHi BnactueocTi",
"OcobnusocTi 3actocyBaHHs", "AiTn", "MobiyHi
peakuii”); 3miHu Il Tuny - 3miHn wopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnagy. 3MiHun
Y KOPOTKili XapaKTepucTumLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Anst MeanyHoro
3acTOCyBaHHS Yy 3B’A3KY i3 HOBMMW Ja@HUMM 3 SIKOCTI,
DOKMIHIYHUMU, KNIHIYHUMKW JaHUMW Ta JaHUMK 3
dapmakoHarnagy (3MiHM BHECEHO [0 iHCTPYKUii
ANs MeguyHOro 3acTocyBaHHS Nikapcbkoro 3acoby
Ao po3giny: "Mo6iuHi peakuii"); 3miHu Il Tuny -
3MiHM Wwoao 6e3nekn/ePeKTUBHOCTI Ta
dapmakoHarnsgy. 3miHu y KopoTKii
XapaKTepucTuLi Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUii A4ns Mean4Horo
3acTOCyBaHHS Yy 3B’A3KY i3 HOBUMW JaHUMM 3 SIKOCTI,
LOKNIHIMHUMMW, KNIHIYHUMW JaHUMKW Ta AaHUMK 3
dapmakoHarnagy (3MiHM BHECEHO [0 iHCTPyKUii
ONst MEAMYHOrO 3aCTOCYBaHHS nikapcbkoro 3acoby
[0 po3giny: "B3aemogis 3 iHLIMMMK NikapCbKUMU
3acobamu Ta iHWi Buan Bzaemogin"); 3minm Il Tuny -
3MiHM Wwoao 6e3nekun/ePeKTUBHOCTI Ta
dapmakoHarnsaay. 3mMiHW y KOpoTKiW
XapaKTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUiT A4ns Mean4Horo
3aCTOCYBaHHS y 3B’AI3KY i3 HOBUMYW JAHVMMM 3 SIKOCTI,
LOKNIHIMHAMMW, KNIHIYHUMW JaHUMKW Ta AaHUMK 3
hapmakoHarnsigy (3miHu BHeCEHO A0 IHCTpYKLUii
0N MeQMYHOro 3aCTOCYBaHHS NikapCbKOro 3acoby
00 po3ginis: "IMyHonorivHi i GionorivHi
BnacTmBocTi", "Cnocib 3acTocyBaHHsi Ta 1o3n")

40.

FEMATOKC

KOHLieHTpaT Ans
PO34uHy ONs iHdY3in,
500 mr/mn no 10 mn B
amnyni; no 10 amnyn y
nayi 3 KapToHy

TOB
"®APMACEN"

YkpaiHa

BTopuHHa
ynakoBka,
KOHTpO~b:
XONOMNAK
PepnakyHrcte
XHiK TMOX,
HimeuyuunHa;
BupoGHuLTBO
Hepo3adpacoBa
HOI MpoAyKuii,

HimeyumnHa/
YkpaiHa

BHECEHHS 3MiH O peecTpaLiHMX maTepianis:
3miHu | Tvny - 3miHmM 3 AkocTi. FoToBUIA NikapchKnii
3aci6. 3MiHM y BUpOGHUMLTBI. 3amiHa abo BBEAEHHS

[04aTKOBOI AiNbHULI BUPOBHMUTBA Anst YaCcTUHU
abo BCbOro BUPOBGHMYOrO NpoLecy rotoBoro
nikapcbkoro 3acoby (AinbHULS, Ha siKil
npoBoasTbcs 6yab-Aki BUpobHuyi cTagii, 3a
BMHSITKOM BUMYCKY Cepii, KOHTPOMIO AKOCTi Ta
BTOPUHHOIO NaKyBaHHs A5 CTEPUIbHUX
nikapcbkunx 3acobiB (BKNoYaryn BUPOGNeHi

3a
peuerimom

UA/12890/01/01
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IIponosxeHHs nonaTka 3

Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1

nepBuHHa Ta
BTOPWHHA
ynakoBka,
KOHTpO~b:
XONOMNAK
depnakyHrcTe
XHik TMBX,
HimeyvuunHa;
KoHTponb,
BMNYCK cepii:
TOB "HIKO",
YkpaiHa

acenTVYHUM METOAOM), KpiM NikapCbKunx 3acobis
BionoriyHoro/iMyHonoriYHoro noxomkeHHs1) CynyTHs
3MiHa - 3MiHK 3 sikocTi. [oTOBMIA Nikapcbkuii 3acio.
3MiHun y BUpobHMUTBI. 3amiHa abo BBeaeHHS!
[04aTKOBOI AiNbHULI BUPOOHMUTBA Anst YaCcTUHU
abo BCbOro BUPOBGHMYOrO NpoLEeCy roTOBOrO
nikapcbkoro 3acoby (AinbHULA ANsS BTOPUHHOTO
nakyBaHHs1) (3amiHa 3aTBepAXeHOi BUPOOHMYOT
ainbHULi TOB «HIKO» (YkpaiHa, 86123, JoHelbka
o6n., m. MakiiBka, Byn. TanoxHa, 1-1) Ha
BMPOGHMKa Xononak PepnakyHrctexHik MmoX,
HimeuumnHa, Ha AinbHUUAX sikoro ByayTb
BVIKOHYBAaTUCS HacTyMHi BUPOOHWYiI doyHKLT; -
HepoadacoBaHui NpoayKT Ta NepBUHHA ynakoBKa
BUKOHYIOTbCS Ha [inbHuui 2, 3a agpecoro
Banxodwtpace, 73453 A6TcrmioHa-
YHTeprpboHiHreH, Hime4yuunHa; - BTopuHHa
ynakoBKa BMKOHYIOTbCA Ha [inbHuui 2, 3a agpecoto
Banxodwtpace, 73453 A6TcrmioHa-
YHTeprpboHiHreH, HimeyunHa, abo Ha ginbHuui 1,
3a agpecoto baHxodwtpace, 74429 3ynbubax-
INaydeH, HimeuwunHa) (TepMmiH BBeAEHHS 3MiH
npoTArom 3-x MicsauiB nicnsa 3aTBepAXXeHHs1); 3MiHM
| Tuny - 3miHK 3 sikocTi. FoTOBMI Nikapcbkuii 3acib.
3MiHun y BUpoBHMUTBI. 3MiHa po3mipy cepil
(Bkrtovato4mM gianasoH po3Mipy cepii) roToBoro
nikapcbkoro 3acoby (36inbweHHsa go 10 pasis
MOPIBHSHO i3 3aTBEPAXEHUM PO3MipOM)
(36inbLueHHst 06'emy cepii 3 530 n go 1000 n);
3miHu | TMny - 3MiHKM 3 skocTi. FoTOBUIA NiKapChKuMii
3aci6. KoHTponb roToBOro nikapcbkoro 3acofy.
3MiHa y meTogax BUNnpobyBaHHSA roTOBOro
nikapcbkoro 3acoby (iHLWi 3MiHW y MmeTogax
BMNpobyBaHb (BKNtoYaun 3aMmiHy abo
[OMNOBHEHHS)) (HE3HAYHI 3MiHWN B MeTOAML
BM3HAYEHHS PEYOBUH, SKi BUSBNAOTLCA
HiHMAPVHOM — YTOYHEHO HOMEp peakTuBY,
ONTMMI30BaHO Yac CyLLUKM XpoMaTorpadiyHoi
NNacTUHK; y METOAMLI BU3HAYEHHS CYMyTHIX
AOMILLIOK BUNPaBfieHOo NOMUMKY y dopmyni
po3paxyHKy, BHECEHI peaKUinHi NpaBku, B yMOBaXx
XpomaTorpadyBaHHsA AOAATKOBO PpekoMeH/A0BaHa
anbTepHaTVBHa xpomaTtorpacdiyHa KonoHka,
3MiHeHa yMOBa BiAMNOBIAHOCTI OLiHK/ NpuaaTHOCTI
XpomaTtorpadiyHOi CUCTEMU; rapMOHi3aLlis MeToaiB
aHanizy [®Y i3 EP); 3miHu | Tuny - 3miHu woao
6e3nekv/edekTMBHOCTI Ta bapmakoHarnagy. 3miHu
Y KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLUIi ANns MeguyHoro




IIponosxeHHs nonaTka 3

18
Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1

3acTocyBaHHSA reHepuYHUX/riopuaHMx/6ionoaioHmNx
nikapcbkux 3acobiB Nicnsi BHECEHHs! Tiel camoi
3MiHM Ha pedepeHTHUI NpenaparT (3MiHa He
noTpebye HagaHHS >XOAHUX HOBUX AOAATKOBUX
AaHux) (3miHW BHeCceHi [0 iHCTPYKUIii y po3ginu:
"®apmakonorivHi BnactmeocTi", "MpoTunokasaHHs",
"OcobnuBocTi 3acTocyBaHHs", "3acTocyBaHHS y
nepiog BariTHoOCTi abo rogyBaHHS rpyaar”,
"34aTHICTb BNNMBATM Ha LUBUAKICTb peakuii npu
KepyBaHHi aBTOTpaHCNOpTOoM abo iHWKMK
MexaHiamamu", "Cnocib 3acTtocyBaHHs Ta [osu",
"OiTn" (yTouHeHHs), "Mepeno3syBaHHs", "MobiuHi
peakuii”, "HecymicHicTb" 3rigHo 3 iHbopmaLieto
LLIOA0 MEAMYHOrO 3aCTOCYBaHHSA pedepeHTHOro
nikapcbkoro 3acoby MEMA-MEPL, koHueHTpaT ans
po34unHy Ang iHdysin, 500mr/mn) (TepMmiH BBeOEHHS
3MiH MpOTAroM 3-X MicALiB nicns 3aTBEpAXKEHHS);
3miHu | Tvny - 3MiHKM 3 sikocTi. FoTOBMIA NikapChKuMii
3aci6. 3MiHn y BUpoOHMUTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYIOTLCS BUMYCKY cepii Ta
KOHTPOIMIO SKOCTi FOTOBOTO ikapCbKoro 3acoby
(3amiHa abo goaaBaHHSA OiNbHULI, Ha AKin
3[iNCHIOETECHA KOHTPOMb/BUNPOBYBaHHSA cepii)
(BBEOEHHS 0OOATKOBOI AiNbHULI AN NPOBEAEHHS
KOHTpOrto/BUNpobyBaHHsi cepii T13: Xononak
depnakyHrcTexHik FTmoX, HimewuunHa, OinbHuua 1,
agpeca micuesHaxomxeHHs: banxodwrpace,
74429 3ynbubax-NaydeH, HimewunHa; Ta dinbHuus
2, agpeca micue3sHaxoakeHHsi: banxodtpace,
73453 AGTCrMIOHA-YHTEprpboHiHreH, HimeuunHa)
(TepmiH BBeOEHHS 3MiH NPOTSAroM 3-x MicauiB nicns
3aTBepAKeHHS); 3MiHu | Tuny - 3MiHK 3 SKOCTiI.
[oToBWI Nikapcbkuit 3aci6. 3MiHW Y BUPOGHMLTBI.
3miHa iMnopTepa/3miHu, WO CTOCYITLCS BUMYCKY
cepii Ta KOHTPOIO AKOCTi FOTOBOrO NiKapCbKOro
3aco0y (3amiHa abo gofgaBaHHs BUpODOHUKa, LU0
BignoBigae 3a BBe3eHHsi Ta/abo Bunyck cepii) -
Bkntoyatoumn koHTponb/BunpobyBaHHs cepii (3amiHa
BMPOOHWKa, BiANOBIAANbHOrO 3a KOHTPOMb Ta
Bunyck cepii I'113) (TepmiH BBeAeHHSA 3MiH
npoTArom 3-x MicAUIB NiCNsa 3aTBEPMKEHHS); 3MiHN
| Tuny - 3miHn 3 sikocTi. A®L. Kontponb A®I. 3miHa y
meTofax BunpobysaHHA A®l abo BuxigHoro
marepiany/npoMiKHOro NpoaykTy/peareHTy, Lo
BVIKOPVCTOBYETbLCS y npoueci BupobHuuTea Ad|
(He3HayHi 3MiHM y 3aTBEPAKEHNX MeToAax
BUNPODYBaHHS1) (3MiHW Y 3aTBEpAKEHUX MeToAax
BXigHOro koHTposto A®l: rapmoHisauis MeToguk

aHanisy [1®Y i3 notoyHMm BugaHHaM EP; 3a n.
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19
Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
«lpeHTudikauis. Tect A» i «[TuToMe onTUYHe
o6epTaHHs», «pH» A4ONOBHEHO NOCUNAHHAM Ha
BHYTPILLUHIO AOKYMeHTaU,ito; 3a n. «[po3opicTb
PO34MHY» BHECEHO OMUC METOAMKN BU3HAYEHHS
3rigHo DY 2.2.1 Ta onMc NpUrotTyBaHHSA PO34nHy

S; BHECEHO ONMUC METOAMKN BU3HAYEHHS
KonbopoBocTi 3rigHo A®Y 2.2.2. metog Il;
MeToauKa 3a nokasHukom «KoedilieHT
nponycKaHHsi» npusegeHa y BignosigHicTb 4o DMF
Ta AOMOBHEHA NMOCUIAHHAM Ha BHYTPILLHIO
[OKYMEeHTaLito; 3a M. «AMOHIt0 COni» BHECEHO
KOpuryBaHHsi B 06eMi €TanoHHOro po34unHy;
METOAMKM 3a M. «Xropuany BHECEHO OMNUC 3rigHO
OoY 2.4.4., 3a n. «CynbcaTtn» y BiaNoBigHICTb A0
OdY 2.4.13; 3a n. «3anizo» y BignosigHicTs o Y
2.4.9., 3a n. «Baxki MeTanuy y BignoBigHiCTb 40
0oV 2.4.8, metog D; 3a n. «BTtpata B maci npu
BUCYLLYBaHHi» Yac CyLlyBaHHs cyb6cTaHuii
npvBeaeHo y BignosigHicte 4o DMF; onuc 3a n.
«CynbaTHa 30na» NnpuBeAeHo Y BiANOBIAHICTb A0
O®Y 2.4.14; 3a n. «bakTepianbHi eHOOTOKCUHUY
BHECEHO OMNMC METOAMKM Ta NOCUMAHHSA Ha
BHYTPILLHIO AOKYMeHTaLito; 3a n. «KinbkicHe
BU3HAYEHHSA» OMUC NpuBegeHo A0 MoHorpadii
«OrnitinaAspartat» DAB, BHeceHO KopuryBaHHs
LLIOAO KOHLIeHTpaLii BUNIpobyBaHOro po3ynHy,

3MiHn 3 gkocTi. A®Il. KonTponb A®I. 3miHa y
napameTpax cneuudikauiv Ta/abo gonycTummx
MeX, BU3HaYeHNX y cneumdikauiax Ha AP, abo

BVXiAHWIN/NPOMIDKHWIA NpOAYKT/peareHT, Lo
BMKOPWCTOBYIOTBHCS Y Npoueci BupobHuutea AdI

peyoBWHM BionoriyHOro abo iMyHOMNoriYHoro

NoXodXeHHs) napameTpa cneuudikauii 3
BiAMNOBIOHMM MeTOAOM BMNPOOyBaHHs 3a

BMICTY apCeHy, L0 HOPMYETbCA ANst 060X

A®I. BupobHuLTBO. 3MiHa BUPOGHWMKa

BBEJEHO MOCUMaHHs Ha BHYTPILLHIO AOKYMEHTaLito,
i BBElIeHO po3paxyHkoBy dopmyny); 3MiHn | Tuny -

(mopaBaHHsA abo 3amiHa (3a BUHATKOM aKTUBHOI

pe3ynbTatamu gocrnigxeHb 3 6e3nekn abo SKoCTi)
(cneumdpikauito BxigHoro koHTpornto APl fonoBHeHO
BMMOramu crneumadikauii 3a nokasHnkom «CynyTHi
OOMiLLKuM» Ans 3aTBepxeHoro BupobHuka Kiosa
Xakko bio Ko. Jlta., AnoHis; BBeaeHO BU3HAYEHHS

BUpOo6HMKIB ADI); 3miHu I Tuny - 3MiHK 3 AKocTi.

BMXiAHOro/MPOMIXKHOro NPOAYKTy/peareHTy, Lo
BMKOPWUCTOBYIOTBCS Y BUPOBHUYOMY npoueci AdI,

abo 3miHa BUpobHuka (BKntoyatoun, e HeobxigHo,
MicLie NpoBedeHHs KOHTponto SKocTi) ADI (3a
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IIponosxeHHs nonaTka 3

Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1

BiJCyTHOCTI cepTudikaTta BignoBigHOCTI
€Bponewncbkin dapmakonei y 3aTBepaKeHoMy
[ocbe)(BBEAEHHS HOBOTO BUPOGHMKa ADI 3
HapaHHsaM macTep-danna Ha APl) CynyTHs 3MiHa -
3MiHn 3 akocTi. A®Il. KonTponb A®I. 3miHa y
napameTpax crneuudikauivi Ta/abo gonycTummx
MeX, BU3Ha4YeHnX y cneumdikauisx Ha AP, abo
BMXiQHWIN/NPOMIDKHUIA NpoayKT/peareHT, Lo
BMKOPUCTOBYOTBCS Y npoLeci BupobHuutea AdI
(monoBHeHHs cnevumdikaLii HOBUM NMOKa3HUKOM
AKOCTi Ta Bi4MOBIAHMM METOAOM BUNPOOYBaHHS)
(8MmiHu 3 sikocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax crneundikai Ta/abo gonyctummx
MeX, BU3Ha4YeHuX y crneumdikauisx Ha AP, abo
BMXiOHWI/NPOMIDKHUIA NpoAYyKT/peareHT, LWo
BVKOPVCTOBYIOTBCS Y npoLeci BupobHuutea AdI
(pO3LIMPEHHST AONYCTUMMX MEX, BU3HAYEHUX Y
cneumdikalisx Ha BUXigHi MaTepianu/npoMixHi
NpoaYyKTU, SKi MaloTb iICTOTHWUIA BB Ha AKiCTb ADI
Ta/abo rotoBoro nikapcbkoro 3acoby) - 3MiHu 3
sikocTi. A®Il. KoHTponb A®I. 3miHa y napameTpax
cneundikaui Ta/abo gonyCcTUMNX MEX,
BM3Ha4YeHux y cneumdikauisx Ha Adl, abo
BMXiQHWI/NPOMIDKHUIA NpoAyKT/peareHT, Lo
BVKOPVCTOBYIOTBCS Y npoLeci BupobHuutea AdI
(nopaBaHHsA abo 3amiHa (3a BUHATKOM aKTUBHOI
peyoBuWHM BionoriyHoro abo iMyHonoriYHoro
NOXOAXXeHHS) napameTpa cneuudikauii 3
BiAMNOBIOHMM MeTOAOM BMNPOOyBaHHs 3a
pesynbTatamu gocnigxeHb 3 6e3nekn abo sKocTi)
(BBEAeHHs HoBoro BNpobHuka ADI L-opHiTuHY-L-
acnaprtat: EBoHik Pekcim C.A.C., ®paHuis, sk
Hacnigok, y cneuudikauii Ta metogax BXigHoro
KoHTponto APl BBEAEHO HOPMYBaHHSA Ta MeToauka
no SKi METOAOM BMCOKOEMEKTUBHOI PiANHHOT
XpomaTorpadii Bu3HavaTb «CynpoBigHi
OOMILLKMY», BBEAEHO MOKa3HUK SKOCTi «L-ni3uH» Ta
«ApceH»; nokasHukn «MTome onTnyHe obepTaHHA
(lzeHTudikauis (tect A) i «KinbkicHe BU3HauYeHHs»
[AOMNOBHEHI BUMOramu LLIOA0 KOHTPOIo
anbTepHaTUBHOI CybCcTaHLUii HOBOro BUPOBHMKa;
BUMOTW MOKa3HUKIB «AMOHIt0 COMiy», «Xnopuany,
po3LMpeHi BiAMOBIAHO A0 MOHorpadii
«Ornithinaspartat» DAB 2008 ta DMF; BBegeHo
napameTp «Boga» ans koHTponto A®| HoBoro
BUpobHMKa EBoHik Pekcim C.A.C., ®paHuis i3
BCTaHOBIIEHNMM HOPMYBaHHS 3ri4HO MOHorpadii);
3Minun |l Tuny - 3miHn 3 sikocTi. A®I. KoHTtponb AdI.
3miHa y napameTpax cneuudikauin Ta/abo




21

IIponosxeHHs nonaTka 3

Ne
n/n

Ha3sea nikapcbko20
3acoby

®dopma sunycKy
(nikapcbka ¢popma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
eionycky

Homep
peecmpauyitiHo
20
noceio4yeHHs!

[ONYCTUMUX MeX, BUSHaYeHnX y cneumndikauisax Ha
AdI, abo BMXigHWUIA/NPOMIDKHUI NpoAYyKT/pearexT,
LLI0 BUKOPUCTOBYHOTLCS Y NpoLeci BupobHuuTea AdI
(pO3LIMPEHHS AOMYCTUMUX MEX, BU3HAYEHUX Y
cneundikauisix Ha BUXiQHI MaTepianu/npomixHi
NpoayKTK, SKi MaloTb ICTOTHWUIA BNNMB Ha AKiCTb ADI
Ta/abo roToBoro nikapcbkoro 3acoby) CynyTHs
3MiHa - 3MiHn 3 gkocTi. A®Il. Kontponb A®I. 3miHa y
MeToaax BunpobysaHHs A®l abo BuxigHoro
marepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
BVIKOPVICTOBYETbLCS y NMpoueci BUpobHuuTea Ad|
(iHWi 3MiHM y MeTodax BUNPOGyBaHHS (BKMHOYa4m
3amiHy abo gonosHeHHs1) AD| abo
BVIXiAHOrO/NPOMiXKHOro NpoAyKTy) (y cneumdikauii
BXigHOro koHTposnto APl BUMOru 4O NOKa3HUKIB
«AMOHito coni», «Xnopuamn» - po3LLUNPEHO
BiAgnoBiaHO Ao MmoHorpadii «OrnitinaAspartat» DAB.
3MiHu y BUpOGHMUTBI. 3MiHK y npoueci
BMPOBHMLUTBA rOTOBOIO NiKapCbKoro 3acooy,
BKITHO4AI04M NPOMIKHUIA NMPOAYKT, WO
3aCTOCOBYETLCA NPY BUPOOHULITBI FOTOBOIO
nikapcbkoro 3acoBy (iHLLi 3MiHW) (3MiHW B TEXHOIOTIi
BMpobHuuTBa J13, AN HoBOro BMpobHMka Xononak
PepnakyHrcTexHik MM6x, HimeyynHa)

41.

OEKBALOI

TabneTku, ans
PO3CMOKTYBaHHS, Nno 6
TabneTok y 6nictepi; no
3 abo 5 bnicTepiB y
nadui 3 KapToHy

MAT "KuiBcbkuii
BiTamiHHMIA 3aBoa"

YkpaiHa

MAT
"KniBcbkummn
BiTaMiHHWUN

3aBopg"

YkpaiHa

BHECEHHS 3MiH O peecTpaLiHMX maTepianis:
3MiHuM | TUNY - 3mMiHa po3Mmipy cepii (BKno4aoum
[iana3oH po3Mipy cepii) roTOBOro nikapcbKoro
3aco0y - BBe[leHHs1 JOAAaTKOBOro po3mipy cepii; Ans
ynakoBku Ne 18 - gogatkoBuii po3mip cepii 16000
yn.; ans ynakosku Ne 30 - gogaTkoBumn po3mip cepii
9600 yn.

6e3
peuenma

UA/14989/01/01

42.

OE®EHOPM

kancynu Teepai no 500
mr no 10 kancyn y
6nictepi, no 3 6nictepu
y navui

MAT "KuiBcbkuin
BiTamiHHMIA 3aBoa"

YkpaiHa

MAT
"KniBcbkmmn
BiTaMiHHWUIA

3aBoa"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHMX maTepianis:
3MiHn Il Tuny - 3miHn Wwopno 6e3nekn/edeKTUBHOCTI
Ta cbapmakoHarnsaay. BHecenHs abo amiHa(n) oo
3060B's13aHb Ta YMOB BMAaui peecTpavinHoro
NnocBiaYeHHs, Bktovatoun MNnaH ynpaeniHHA
pv3nKamMm (3aCTOCyBaHHs 3MiH(K), ski(a)
BMMararTb(€) NoAanbLIoro 06rpyHTyBaHHs HOBUMU
[00aTKOBMM AaHNMW, LLO MaloTb HagaBaTucs
KOMMETEHTHNUM OpraHoM, OCKINbK/W BUMaraeTbes
CYTTEBA OLjiHKA KOMNETEHTHUM OpraHoM) -
BukoHaHHs1 3060B'si3aHb BigNOBIAHO 40 NiAMYHKTY
1.13 nyHkTy 1 gopatky 15 po MNopsaky npoBedeHHs
eKcnepTm3n peecTpauiiiux matepianis Ha
nikapcbki 3acobu, Lo NoJalTbCsa Ha AepXaBHy
peecTpauito (nepepeecTpallito), a Takox
eKcrnepTuan martepianis Npo BHECEHHS 3MiH 40
peecTpauinHux MaTepiarnis NpoTaroM Aii
peecTpauinHOro NocBiAYeHHs, 3aTBEPAKEHOrO

bes
peuenma

UA/5505/01/01
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Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
Hakasom MOS Big 26.08.2005 Ne 426 (y pepakuii
Haka3y MO3 Big 23.07.2015 Ne 460)
43. | OXA3 TabneTku, BKPUTI Banep ®apma Al HimeuunHa nepBUHHE Ta HimeuunHa BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3a UA/5468/01/01
06onoHkoto, no 28 BTOPUHHE 3MiHM | TUNY - 3miHa napameTpiB crieumdikaLin peuenmom
TabneTok (24 Tabnetku nakyBaHHs1, Ta/abo [onyCTUMUX MEX rOTOBOrO MiKapCbKoro
CBITNO-poXxeBoro + 4 BMNYCK cepii: 3acoby - 3miHa y cneuudikauii T. "laeHTndikauis
Tabnetku (Nnauebo) Banep ®apma eTuHinecTpagiony, ApocnipeHoHy", y 3B 3Ky 3i
6inoro konbopy) y Al, 3amiHot MeToay BunpobyBaHb 3 TLLUX Ha meToa
GnicTepi 3 camMoKInenko HimevuunHa; BETLLX (EP 2.2.27); "laeHTundikauis B -
cTpiykoto; no 1 Gnictepy BUPOOHMLUTBO LIMKINOAEKCTPUHY" 3MiHM nocunaHHa metoay TLUX
Y KapTOHHI navui Hepo3dacosa Ha meTog BETLUX (EP 2.2.27), 3i 3miHOtO
HOI npoaykuii opMyroBaHHSA 4ONYCTUMUX MEX; 3MiHu | Tuny -
Ta 3MiHa y MeTofax BUNpoGyBaHHS roTOBOrO
npoBeAeHHs nikapcbKoro 3acoby - 3MiHW y MeToAax
KOHTpOno BMNpobyBaHb T. "laeHTudikauis eTuHinecTpagiony,
akocTi: barep apocnipeHoHy" 3amiHa meTogy TLWX Ha meTopg
dapma AT, BETLWX (EP 2.2.27); T. "laeHTundikavis 3 -
HimeuuuHa; LMKIOAEKCTPUHY" pedaKLiniHi npaBku
BCi cTaaii
BMPOGHMLTBA:
Banep
Barimap M'M6X
i Ko. KT,
HimeyuunHa
44. | OUBA3O0IJ- Tabnetku no 20 mr, no MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH O peecTpaLiHMX maTepianis: bes UA/4780/02/01
OAPHULA 10 TabneTok y KOHTYpHI | "dapmaueBTnyHa "®apmaueBTu 3MiHu | TUNY - 3MiHa po3Mmipy cepii (BkntoYaroum peuenma
YapyHKOBIN ynakoBLi, Mo dipma "OapHuus” YHa hipma [iana3oH po3Mmipy cepii) roTOBOro fikapcbKoro
1 KOHTYPHIili YapyHKOBI "NapHuus"” 3aco0y - BBe[leHHS [OAaTKOBOro po3mipy cepii,
ynakoBui y nayui; no 10 3anponoHoBaHo: 200,0 kr (195 Tuc. yn.), 520,0 kr
TabrneTok y KOHTYPHMUX (520 Tunc. yn.) Ta gogatkoso 100,0 kr (100 Tuc. yn.)
YapyHKOBMX ynaKkoBKax
45. | AUKNO®EHAK- TabneTku, BKPUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS! 3MiH 10 peecTpauiiHnx maTepianis: 3a UA/4060/02/01
OAPHUUA 060MOoHKO10, "®apmaLeBTnyHa "®apmaueBTu 3MiHn Il Tuny - 3miHn Wwopno 6e3snekn/edeKTUBHOCTI peuenmom
KMLLKOBOPO34MHHI, Mo 25 | dipma "OapHuus” YHa hipma Ta cbapmakoHarnsagy. BHecenHs abo amiHa(n) oo
mr no 10 TabneTok y "OapHuus” 3060B's13aHb Ta YMOB BMAaui peecTpaLinHoro

KOHTYPHI/ YapyHKOBIl
yMakoBLji; N0 3 KOHTYPHI
YapyHKOBi yNaKkoBKM B
navui

NnocBiaYeHHs, BktoYatoun NnaH ynpaeniHHA
pv3nKamMm (3aCTOCyBaHHs 3MiH(K), ski(a)
BMMararTb(€) NoganbsLIoro 06rpyHTyBaHHs HOBUMU
[00aTKOBMM A@HNMW, LLO MaloTb HagaBaTucs
KOMMETEHTHNUM OpraHoM, OCKINbK/W BUMaraeTbCs
CYTTEBA OLjiHKA KOMNETEHTHUM OpraHoM) -
BukoHaHHs1 3060B'si3aHb BigNOBIAHO 40 NiAMYHKTY
1.13 nyHkTy 1, mignyHKTy 2.3 NyHKTY 2 gopatky 15
o MNopsiaky NpoBeAEHHS eKCrnepTuan
peecTpauinHux MaTepianis Ha nikapcbki 3acobu, Lo
noaalTbCH Ha AepXaBHY peecTpaLito
(nepepeecTpalilo), a Takox ekcnepTuan Matepianis
Npo BHECEHHSA 3MiH 4O peecTpaLiiHNX MaTepianis
NPOTSArom Aii peecTpauiiHoro NocBigyYeHHs,
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IIponosxeHHs nonaTka 3

Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs
3aTBepakeHoro Hakazom MOS Big 26.08.2005 Ne
426 (y pepakuii Hakasy MOS Big 23.07.2015 Ne
460)
46. | QUHOPUK®- TabneTtkn, BKpUTI MpAT YkpaiHa MpAT YkpaiHa 3MiHn | TUny - 3MiHK 3 gKocTi. [OTOBMI NikapCbkui 3a UA/6496/01/01
OAPHULA oboroHkoto, no 10 "®apmaLeBTnyHa "®apmaueBTu 3aci6. 3miHn y BUpoGHMUTBI. 3MiHa po3mipy cepii peuenmom
TabneTok y KOHTYpHIl dipma "OapHuus” YHa hipma (BKMNOYao4M giana3oH po3Mipy cepii) roToBOro
YapyHKOBI ynakoBLji, No "OapHuus" nikapcbkoro 3acoby (36inbweHHsa go 10 pasis
1 @60 3 KOHTYpHI MOPIBHSIHO i3 3aTBEPAXKEHUM PO3MIPOM) -
YapyHKOBi yNaKkoBKX B (BBEAEHHA AOAATKOBOrO pPo3Mipy cepii,
nauui 3aTBepakeHo: 80,60 kr; 3anponoHoBaHo: 80,60 kr
(20 Tnc. yn. Ne 10) Ta gogatkoBo 314,34 kr (78 Tuc.
yn. Ne 10). 3miHn | Tuny - 3miHn 3 sikocTi. [oToBMI
nikapcbkuii 3aci6. 3mMiHW y BUpPOOHWLTBI. 3MiHM Yy
npoLeci BUpOGHMLTBA FOTOBOrO NiKapCbKOro
3aco0y, BKIKYa4M NPOMIKHUA NPOAYKT, L0
3aCTOCOBYETLCS MPY BUPOOHULTBI rOTOBOrO
nikapcbkoro 3acoby (He3HayHa 3MiHa y npoueci
BUPOGHMUTBA) - (HE3HAYHI 3MiHM B NMpoLeci
BMPOBHMUTBA, a came pefaKuiiHi npaBku B ONUCI
TEXHOMOriYHOro npouecy)
47. | DIA®OPMIH® TabneTku, BKPUTI MNAT "dapmak” YkpaiHa MAT "dapmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaLliiHix MaTepianis: 3a UA/15141/01/03
NNiBKOBOIO 0BOOHKOM, BUNPaBMEHHS HEBIANOBIgHOCTEN B Hakasi MO3 peuenmom
no 1000 mr no 10 YkpaiHn Ne 203 Big 02.03.2017 wono HanucaHHs
TabneTok y 6nictepi; no npoueaypv B npoLeci BHECEHHS 3MiH, a came:
3 abo 6 bnicTepiB y 3MiHK | TUNY - 3MiHa po3Mmipy cepii (Bknoyaun
nauui Jiana3oH po3Mipy cepii) roTOBOro nikapcbKoro
3acoby (36inbweHHst Ao 10 pasiB NOPIBHSHO i3
3aTBEPKEHUM PO3MIPOM) - BBEAEHHSA AOAATKOBUX
po3mipiB cepili: pekomeHaoBaHo: 87,82 kr (81,99
Tuc. Tabn.) Ta gopgatkoso: 175,64 kr (163,99 Tuc.
Tabn.) Ta 351,49 kr (328,19 Tuc. Tabn.)
3anponoHOBaHO 3rifgHO N1cTa 3asBHUKaA (Bia
05.07.17 Ne02/6431): 87,82 kr (81,99 Tuc. Tabn.) Ta
popaTkoso: 175,64 kr (163,996 Tuc. Tabn.) Ta
351,29 kr (328,001 Tu1c. Tabn.)
48. | AlOKCUAWH MOPOLLIOK (CyBcTaHUist) y ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: - UA/11443/01/01
NOABINHMX oBMeXxeHo obmexeHot BMNpPaBIEHHs TEXHIYHMX NoMunok y Crneumndikawii
nonieTMNeHoBnX Milukax BiANoBiganbHiCTIO BiAgnoBiganbHi MeTOoZiB KOHTPOIMHO SIKOCTi Ha Nikapcbkuii 3acib, 3a
Onsi BUpobHMUTBa "OAPMXIM" cTHO NOKa3HUKOM «3aruLUKOBI KiflbKOCTi OpraHiYHmx
CTEPUIbHUX Ta "PAPMXIM" PO3YMHHUKIB»
HeCTepunbHNX
nikapcbkux goopm
49. | OIOKCU30/b®- po34umH no 50 r abo no MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH O peecTpaLiHMX maTepianis: 3a UA/8021/01/01
OAPHULA 100 r y conakoHax abo "®apmaLeBTnyHa "®apmaueBTu npvBeAEHHS Y BiANOBIAHICTL [0 peecTpauiiHuX | peuyernmom
6aHkax, Mo 1 dnakoHy dipma "OapHuug” YHa dipma maTepianiB HanucaHHA peecTpauinHoi
abo 6aHui y nayui; no "OapHuus" npoueaypu B npoueci BHeCEHHs 3MiH, Hakas3

500 r abo no 1000 r y
nakoHax abo GaHkax

MO3 Ykpainu Ne 12 Big 03.01.2018 - 3minu | Tvny
- AgMiHicTpaTuBHI 3MiHW. BunyyeHHs BUpoOHMYOT
AOinbHUUI (BKNtoYaoum AinbHuui ansg Adl,




24 [IponoBxkenHs noxarka 3
Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
NMPOMiXKHOro NPoAyKTy abo roToBoro fikapcbKoro
3acoby, AinbHULI ANs NpoBeAEHHS NaKyBaHHS,
BMPOGHMKa, BiAnoBiaanbHOro 3a BUMYyCK cepii,
MicLie NpoBeAeHHS KOHTPOo cepii) abo
nocTayarnbHvKa BMUXigQHOTO MaTtepiany, peareHTy
abo [OMOMIXKHOI PEYOBMHM (SIKLLO 3a3HAYEHO Y
[OCbE) - BUNyYeHHs1 pipM-BMPoGHUKiB ADI:
3ateepgxeHo: AN "3aBoa ximiyHux peaktmgis" HTK
"IHcTUTYT MoHoKpucTanis" HAH Ykpainu, YkpaiHa;
TOB "®apmxiM", YkpaiHa; POYIM "CKTb
"TexHonor", Pociicbka ®epepalis;
3anponoHoBaHo: TOB "®apmxiM", YkpaiHa
50. | OPOCHNI®EM 20 TabneTtkn, BKpUTI mibe MmbX HimeuunHa Mibe MmbX HimeuyunHa BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/15867/01/01
NNiBKOBOK 0BOMOHKO0, ApuHanmiTTenb ApuHanmitTen 3MiHuM | TUNYy - 3MiHM 4O IHCTPYKUiT ANS MeanyYHoro peuenmom
no 0,02 mr/3 mr no 28 b 3acTocyBaHHs y po3ginu: "TpoTunokasaHHs",
TabneTok y 6nictepi (24 "B3aemogis 3 iHWK1MKM nikapcbknMmn 3acobamu 1a
aKTUBHI TabneTkn iHWi Buam B3aemogin”, "OcobnmBocTi
POXeBOro Konobopy + 4 3acTocyBaHHs" BiANOBIAHO 40 OHOBMEHOI
TabneTtku nnauebo iHdbopmaLii 3 6e3neku Lityoi pevoBUHM
6inoro konbopy); no 1,
abo no 3, abo no 6
6nicTepiB B KAPTOHHIN
ynakoBLi
51. | APOTABEPUH TabneTku no 40 mr no 10 MAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLuiiHix MaTepianis: be3 UA/6289/01/01
TabneTok y 6nictepi; no "KuiBmegnpenapa "Knismegnpen 3Minum |l TUny - 3MiHn Wwopo 6esnekn/edekTUBHOCTI peuenma
1 abo 2, abo 3 Gnictepun T apat" Ta chapmakoHarnsiay. BHeceHHs abo 3miHa(1) oo
y navui 3060B's13aHb Ta YMOB BMAaui peecTpaliiHoro
nocBigYeHHs1, BKItoyatoum MNnaH ynpasniHHA
pu3nKamu (3acTocyBaHHS 3MiH(1), siki(a)
BMMaratTb(€) NoganbLIoro 06rpyHTyBaHHst HOBUMU
[O[AaTKOBMM AaHMMMU, Lo MaloTb HagaBaTucs
KOMMETEHTHUM OpraHoM, OCKiNbK/ BUMaraeTbes
CyTTEBa OLiHKa KOMMNETEHTHUM OpraHoM)
(BukoHaHHS 3060B'A3aHb BiANOBIAHO A0 MiANYHKTY
1.13 nyHKTY 1, NignyHkTy 2.3 NyHKTY 2 goaatky 15
0o Mopsaky NpoBeAeHHS ekcnepTusm
peecTpauinHMX MaTepiarniB Ha Nnikapcbki 3acobu, LWo
noaarTbCs Ha AepXXaBHY peecTpaLito
(nepepeecTpallio), a TaKox ekcnepTnan Matepianis
NpO BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis
NpPOTSArom Aii peecTpauiiHoro NocBigYeHHs,
3aTBepakeHoro HakasoMm MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)
52. | QPOTABEPUH- TabneTku no 40 mr no 10 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: be3 UA/7468/01/01
OAPHMUA TabneTok y KOHTYPHI "PapmaLeBTryHa "PapmaneBtn 3Minum |l TUny - 3MiHn wopo 6esnekn/edekTUBHOCTI peuenma
YapyHKOBIN ynakoBLi, Mo dipma "OapHuus” YHa hipma Ta chapmakoHarnsiay. BHeceHHs abo 3miHa(1) oo
2 abo 3 KOHTYpHI "OapHuus" 3060B's13aHb Ta YMOB BMAaui peecTpayiinHoro

YapyHKOBi YNaKoBKM y

nocBigYeHHs1, BKIoyatoum MNnaH ynpasniHHs
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Ne
n/n

Ha3sea nikapcbko20
3acoby

®dopma sunycKy
(nikapcbka ¢hopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
eionycky

Homep
peecmpauyitiHo
20
noceio4yeHHs!

navui

pv3nKamMm (3aCTOCyBaHHs 3MiH(K), siki(a)
BMMararTb(€) NoAanbLIoro 06rpyHTyBaHHS HOBUMU
[00aTKOBMM A@HNMW, LLO MaloTb HagaBaTucs
KOMMETEHTHVMM OpPraHoM, OCKIflbK1 BUMaraeTbcs
CyTTEBA OLIiHKA KOMMETEHTHNM OpraHom)
(BukoHaHHs1 3060B'13aHb BiANOBIAHO A0 MiANYHKTY
1.13 nyHkTy 1, mignyHKTYy 2.3 NyHKTY 2 gopatky 15
o lMNopsaky NpoBeAeHHS eKkcnepTuan
peecTpauinHux MaTepianis Ha nikapcbki 3acobu, Lo
noaalTbCs Ha AepXXaBHY peecTpaLito
(nepepeecTpallilo), a TakoX ekcrnepTu3n Matepiarnis
Npo BHECEHHS 3MiH 0O peecTpaLiiHX MaTepianis
NPOTArom il peecTpauiiHoro NocBigYeHHS,
3aTBepmkeHoro Hakasom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)

53.

EKOOAKC®

kpem 1 % no 10 ry Ty6i,
no 1 Ty6i y kKapTOHHIN
Kopobui

TOB "[>XOHCOH i

[XOHCOH YkpaiHa

YkpaiHa

«HOHiK
dapmacbioTrK
an
Jlabopatopis»
(BigaineHHs
ipmm «x. B.
Kewmikana eHg
dapmacbioTrK
ans Jlta.»)

IHAis

BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis:
3MiHW | TUNY - BHECEHHS 3MiH 00 TEeKCTY
MapKyBaHHs: BHECEHHS iHdbopMaLlii Wwoao
HalMeHyBaHHs 3aTBEPAXKEHOrO 3asBHMKA Ha
BTOPUHHY YMaKOBKM MikapCbKoro 3acoby.
BBeneHHs 3miH npoTarom 6 micsauiB 3 gatm
3aTBepAKEHHA

bes
peuenma

UA/3961/01/01

54,

EKTEPMUNO®

pO34uH Ansi
30BHILUHBLOIO
3acTocyBaHHA no 50 mn
abo no 250 mn B NnALWLi
CKNSAHIN, no 1 nnswui B
nauui

NAT

"®APMCTAHOAP

T-BIONIK"

YkpaiHa

NAT
"®APMCTAH
OAPT-BIONIK"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis:
3MiHu |l TNy - 3MiHa y NepBUHHIA ynakoBui
rOTOBOrO fikapcbKoro 3acoby (Tun KoHTeriHepa abo
[oAaBaHHS HOBOTO KOHTeVHepa) - CTepUrbHI
nikapcbki 3acobu Ta nikapcbki 3acobu
6ionori4Horo/iMyHOMNOr4YHOro NOXOAXEHHS -
BBeOEHHS 40AATKOBOI YNAaKOBKWN MIISILLKM CKNSHI Ans
KpOBI, Nnikapcbkux 3acobiB, iHPY3iAHKX i
TpaHcgysilHUX NpenaparTiB, O4HOPa30BOro
BUKopucTaHHs no 50 mn ta no 250 mn Tuny I1-5061-
2 Ta Tuny 11-25061-2 Big 3aTBEpAKEHOrO
BMPOGHWKa, 6€3 3MiHW NepBUHHOTO MakyBarnbHOro
maTepiany Ta 3aKkyrnoptoBanbHuX 3acobis: Npobku
6pombyTunosoi rymosa Tuny 28-B-1 Big HoBOro
BMPOGHMKa 3i 3MIHOIO SIKICHOTO Ta KiNlbKiCHOTO
cknafy nakyBanbHOro matepiany Ta koBnayka
antominieBoro Tuny K-3-28; cynyTHs 3miHa: 3miHa
dopmu abo po3mipy KOHTENHepa 4u
3aKynoptoBanbHOro 3acoby (NepBUHHOI ynakoBKM)
(cTepunbHi nikapcbki 3acobu)

bes
peuenma

UA/5630/01/01

55.

ETAUMAO

cnper HasanbHUi,
[030BaHUi, CyCcneHsis,
50 mkr/po3a, no 18 r
(140 po3) y donakoHi; no

yorPng
MEAOWLNH
OPTAIbMIKC
INAYNAPI NTA.

TypeuunHa

yoprng
MEOMLUNH
IJTAY CAH. BE
TIK ALLLL

TypeyunHa

BHECEHHS 3MiH O peecTpaLiHMX maTepianis:
3MmiHn | TMny - AgMiHicTpaTMBHI 3MiHK. 3MiHa
HallMeHyBaHHs Ta/abo agpecu 3asiBHWKA (BNacHuka
peecTpauinHoro noceigveHHs) (3miHa agpecu

3a
peuenmom

UA/16256/01/01




26 [IponoBxkenHs noxarka 3
Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
1 donakoHy B KapTOHHIN LTI, 3asBHUKa (BracHUKa peecTpaLiiHoOro nocBia4YeHHs)
kopobui
56. | ETUNOBUU E®IP 6- MOPOLLIOK (CyBGcTaHUist) y ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS! 3MiH 10 peecTpauiiHix maTtepianis: - UA/10262/01/01
BEPOM-5-T'IOPOKCHU- nonieTUNEeHoBMX Milkax oBMexeHo obmexeHot 3MiHu | TUNY - 3MiHa y NapameTpax creumdikauin
1-METUN-4- Onsi BUpobHMUTBa BignoBiganbHICTIO BignosiganbHi Ta/abo [onyCTUMUX MEX, BUSHAYEHUX Y
OUMETUNAMIHOME HeCTepUnbHUX "OAPMXIM" CTHO cneumdikauisx Ha A®l, abo BUXiAHUA/MPOMIKHUIA
TUN-2- nikapcbkux oopm "PAPMXIM" NpoAyKT/peareHT, L0 BUKOPUCTOBYIOTBCS Y NPOLIECI
GEHINTIOMETUNIHA, BMpoGHMLUTBa ADI (4ONOBHEHHS cneuumdikauii
0O-3-KAPBEOHOBOI HOBWM MOKA3HUKOM SIKOCTi Ta BiANoBiAHUM METOA0M
KUCIIOTH BMMPOBYBaHHS); 3MiHW | TUMY - 3MiHK LWOAO
rigapoxnorua 6e3nekun/edeKTUBHOCTI Ta hapmakoHarnsgy —
MOHOTIAPAT BUMyYeHHs 3 po3ainy «MapkyBaHHsA» dpasn «gata
BWMYCKy»; 3MiHu | TUNy - 3MiHa y meTopax
BMNpobyBaHHa APl abo BuxigHoro
marepiany/npoMixxHOro NpoaykTy/peareHTy, Lo
BVIKOPVICTOBYETbLCS y npoueci BupobHuuTea Ad|
(He3HayHi 3MiHM y 3aTBEPAXXEHUX MeToaax
BMNpoOyBaHHS); 3MiHM | TUNY - 3mMiHa y napameTpax
cneundikaui Ta/abo gonycTUMKNX MeX,
BM3HaYeHUX y cneumdgikauisx Ha Adl, abo
BMXiQHWUI/NPOMIDKHUIA NpOAYKT/pearexT, Lo
BVIKOPVCTOBYIOTBCS Y npoLeci BupobHuutea AdI
(iHLWi 3MiHK)
57. | ETONO3UA KOHLIEHTpaT Ans EBEBE ®apma ABCTpis MOBHUIA LINKN ABCTpis BHECEHHS 3MiH 10 peecTpaLuiiHix MaTepianis: 3a UA/2569/01/01
"EBEBE" po3uuHy ans iHdysin, 20 [ec.m.6.X. Hor. BUpobHMUTBA: 3MiHM | TMNY - 3MiHW, NOB'A3aHi 3 HeOBXiAHICTIO peuernmom
mr/mn no 2,5 mn (50 mr), KIr EBEBE nNpvBeAEHHSs Y BiANOBIAHICTb A0 MOHorpadii AdY
abo no 5 mn (100 wmr), dapma abo €sponelicbkoi hapmakonei, abo iHwoTl
abo no 10 mn (200 mr), lec.m.6.X. HauioHanbHoi hbapmakonei aepxasu €C -
abo no 20 mn (400 mr) y Hoor. KT, npuBeAeHHs y BianoBiaHicTb 4o EP npouenypu
donakoHi; no 1 nakoHy ABCTpiS; TecTyBaHHs A®I Wwoao BiAOMMX SOMILLIOK
B KAPTOHHI Kopobui TECTYBaHHS:
Mnn
MikpobGionoriL
ec
Mptocdbnabop
"M6X, ABCTpisi
58. | E®O®E3EN renrbno5r,15r,30r Manpepma CA LLiseniapis JIABOPATOPI DdpaHuis BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/15311/01/01
rento y Ty6i; no 1 Ty6i B I TANOEPMA 3MmiHn | TMny - AgMiHicTpaTuBHI 3MiHK. 3MiHa peuenmom
KapTOHHiIl kopobLj; no HalMeHyBaHHs1 Ta/abo agpecu MicLs NpoBaaKeHHs!
15r,30rrenoy nisnbHOCTI BUpOGHMKa/imnopTepa rotoBoro
KOHTelHepi; no 1 nikapcbkoro 3acofy, BKMOYa4m AirbHULL BUNYCKy
KOHTEeNHepy B KApTOHHI cepii abo micLue NpoBeAEeHHS KOHTPOH SIKOCTi.
Kopobui (misnbHicTb, 3a AKy Bignosiaae BUMpobHUK/imnopTep,
BKIO4aK4M BUMYCK cepilt) (3miHa agpecu
BMPOGHUWKa, 6e3 3MiHM Micusi BUpobHuLTBa) (TepmiH
BBEAEHHS 3MiH MPOTArom 6-Tu micsauiB nicns
3aTBEPOKEHHS)
59. | 30MIKNOH MOPOLLIOK (CyBCcTaHuUist) y BE3 ®apmaxem Xopgarisi LleHTayp IHgis BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: - UA/7721/01/01
NOABINHUX 0.0.0. PapmaceyrTika 3MiHa 3asiBHMKa (BNacHWKa peecTpauiiHoro
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IIponosxeHHs nonaTka 3

Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
nonieTuneHoBmx n3 lMpiBat nocsigyeHHs) (3rigHo Hakazy MO3 Big 23.07.2015
naketax gns Nimiten Ne460)
BMPOGHMUTBA
HeCTepUnbHNX
niKkapcbkux goopm
60. | 30MIKNOH MOPOLLIOK (CyBcTaHUist) y dapmaxem CA LLisenuapis LleHTayp IHAisn BHECEHHS 3MiH 10 peecTpaLuiiHix maTepianis: - UA/7721/01/01
noaBiiHMX M&M PapmaceyTika 3miHu | Tvny - AgMiHicTpaTMBHI 3MiHW. 3MiHa
nonieTuneHoBumx n3 lNpiBat HalMeHyBaHHs1 Ta/abo agpecu MicLs NpoBaaKeHHs!
naketax gns Nimiten LisiNbHOCTI BUPOGHKKa (BKINoYarouun, 3a
BMpOBHMLTBA HeobXiAHOCTI, MicLie NPOBeAEHHS KOHTPOSO
HeCTepUnbHUX sikocTi), abo BnacHuka mactep-ganna Ha Adl, abo
nikapcbkux gopm noctavansHuka Ad®l/BuxigHoro
maTepiany/peareHTy/npoOMiKHOTO MPOAYKTY, Lo
3aCTOCOBYOTbLCS Y BUPOOGHMLTBI ADI (KO
3a3Ha4YeHo Yy A0CbE Ha nikapcbkuii 3acib) 3a
BiJCYTHOCTI cepTudikaTta BianoBigHOCTI
€Bponeicbkiit hapmakonei y 3aTBepaKeHoMy
nocbe, abo BUpobHUKa HOBOI JONOMIXXHOT peYOBUHM
(KO 3a3HaYveHo y AOCkE) (3MiHa aapecu
BMpoGHUKa A, 6e3 3miHM Micus BUpobHULTBA)
61. | IMYHOINOBYIIH po3uuH ans iH’ekuin no 1 | TOB "BIO®PAPMA YkpaiHa BMPOGHMLTBO, YkpaiHa BHECEHHS 3MiH 10 peecTpaLliiHix MaTepianis: 3a UA/13033/01/01
AHTUPE3YC RHO(D) | mn (300 mkr MNA3MA" nepBuHHE Ta 3MiHM | TUNY - 3mMiHa Ha3BW BUPOGHMKa Aitoyoi peuernmom
NoanHU iMyHOrnoGyniHy npu BTOPUHHE peyoBMHY 6e3 3MiHU MicLis BUPOGHMLTBA
TmTpi 1:2000) B amnynax nakyBaHHs,
Ne 1, Ne 3 a6o Ne 5 BUMYCK Cepii;
BTOPWHHE
nakyBaHHs1,
BWNYCK Cepin:
TOB
"BIO®PAPMA
MIIASMA"
62. | IMYHOINOBYIIH po3uuH ans iH’ekuin no 2 | TOB "BIOPAPMA YkpaiHa BMPOGHMLTBO, YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3a UA/13033/01/02
AHTUPE3YC RHO(D) | mn (300 mkr MNA3MA" nepBUHHE Ta 3MiHM | TUNY - 3MiHa Ha3BW BUPOGHMKa Aitodol peuenmom
noaguHu iMyHOrno6yniHy npm BTOPUHHE peyoBuHM 6e3 3MiHN MicLA BUPOBHMLTBA
TmTpi 1:2000) B amnynax nakyBaHHs,
Ne 1, Ne 3 a6o Ne 5 BUMYCK Cepin;
BTOPWHHE
nakyBaHHs1,
BUMYCK Cepint:
TOB
"BIO®APMA
MIA3MA"
63. | IMYHOMOBYNIH po34mH ans iH'ekuin 10 TOB "BIO®APMA YkpaiHa BUPOBHMLTBO, YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/15902/01/01
NIOANHN % no 1,5 mn (1 go3a) Ta MIA3MA" nepBuHHe Ta 3MiHM | TUNY - 3MiHa Ha3BW BUPOGHMKa aitodol peuenmom
HOPMAIbHUM - 3,0 mn (2 gosun) B BTOPUHHE peyoBMHM 6e3 3MiHN MicLA BUPOBHMLTBA
BIO®APMA amnynax Ne 10 nakyBaHHs,
BUMYCK Cepin;
BTOPWHHE

NakyBaHHA,
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[IponoBxkenHs noxarka 3

Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs
BWNYCK Cepint:
TOB
"BIO®APMA
MIIASMA"
64. | IHHKECTA® OKCI PO34uH Anst iH'eKuin MNAT "dapmak” YkpaiHa MAT "dapmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaLuiiHix maTepianis: 3a UA/8922/01/01
12,5% B eTunoneari no 3miHn | TNy - AgMiHiCTpaTMBHI 3MiHW. 3MiHa Ha3BwM peuenmom
1 mn B amnyni; no 5 abo nikapcbkoro 3acoby (byno - IHKECTA OKCI)
10 amnyn y nayui; no 1 (TepmiH BBeOEHHS 3MiH NPOTSArom 6-Tn micauis
M B amnyni; no 5 nicnsa 3aTBepAXeHHs); 3MiHum | Tuny -
amnyn y énictepi; no 1 AamiHicTpaTvBHI 3MiHW. 3MiHa HaliMeHyBaHHSA
abo 2 6nictepu y nayui 3 Ta/abo agpecy MicLs NPOBaMKEHHS AisNbHOCTI
KapTOHY BMPOGHMKa/imnopTepa roToBoro fikapcbKoro
3acoby, BKIoYaK4m AinbHuL BUNycKy cepii abo
MicLie NPOBeAEHHS KOHTPOIHO SKOCTI. (QisNbHICTb,
3a 5Ky BignoBigae BUPOGHUK/IMMOPTEP, BKIOYaK4N
BWMYCK cepiln) (3miHa agpecu BupobHuka M3, 6e3
3MiHU MicLis BUPOGHMUTBA (3aMiHa topUaNYHOT
agpecu Ha hakTuyHy) (TepMiH BBEAEHHS 3MiH
NpoTArom 6-Tu MiCSLiB NicNsi 3aTBEpOXKEHHS);
3MiHu | TUny - 3miHKn Wwopo 6e3neku/edPekTUBHOCTI
Ta chapmakoHarnsgy (iHwi 3amiHu) (3amiHa
rpadiyHoro 306pakeHHs ynakoBKu Ha TEKCT
MapKyBaHHs1 NEPBUHHOI Ta BTOPUHHOI ynakoBku J13
3 BignosigHoto 3amiHoto posginy "lpadivHe
odbopmMrieHHs ynakoBku" Ha po3ain "MapkyBaHHA")
(TepmiH BBElGHHS 3MiH NpOTArom 6-Tn MicsuiB
nicnsa 3aTBepAXXeHHs1)
65. | IH®AHPUKC cycnensis (DTPa-HBV- MmakcoCmiTKnsamH Benwka makcoCmiTKn Benbris BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/16235/01/01
FEKCA™/INFANRIX IPV) ons in’exuin; 1 EkcnopT Jimiteq Bputanis ANH 3MiHu Il Tuny - 3miHu B npoueci Bupo6HuuTea Ad| peuenmom
HEXA™ nonepegHb0 Bionogxikans (3miHa cTOCY€ETBbCS aKTUBHOI PEYOBUHU
KOMBIHOBAHA HanoBHeHWUM C.A. 6ionoriyHoro/iMyHONOrYHOro NOXoAXeHHs abo
BAKLUIMHA ONnA 04HOPAa3oBUI LWNpUL, (Mo BUKOPUCTaHHSI XiMibyHUX AD| y BUpOBHULTBI
MPO®INAKTUKU 0,5 mn (1 gosa)) y nikapcbkoro 3acoby bionoriyHoro/iMmyHonori4Horo
DUOTEPIT, NPABLIA, | komnnexTi 3 ABoMa NOXOOXKEHHS, SIka MOXe MaTh 3HaYHUN BMNNNB Ha
KALLITIOKY 5 rornkamu Ta prnakoH 3 sIKiCTb, 6e3neky Ta ePEKTUBHICTb MikapCbKoro
(ALENONAPHUN niocgpinizatom (Hib) ans 3acoby, i He CTOCyeTbCA NPOTOKOIY) - 3aMiHa
KOMMNOHEHT), 1 403K, L0 3MilYyOTbCA 6araTtopa3oBoi MeMbpaHu Ans ynbTpadineTpauii
FENATUTY B, nepen BUKOPUCTaHHSM Y Ha ogHopas3oBy MeMbpaHy Ans ynbTpadinbTpaLii B
noniomieniTy TA nnacTuKkoBOMYy npoueci BUpOBHMLTBA NPOMiIXKHOIO NPOAYKTY
3AXBOPHOBAHDb, KOHTelHepi; no 1 abo no Pertussis toxoid (PT) nicna aetokcmkauii
3BYOHUKOM AKUX 10 nnacTmkoBmx
€ HAEMOPHILUS KOHTEWHEPIB Y KapTOHHIM
INFLUENZAE TUNY KopobLi
B
66. | IHPAHPUKC™ INB cycneHsis ans iH'ekuin MnakcoCmiTKnainH Benuka nakcoCmiTKn Benbria BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3a UA/13939/01/01
KOMBIHOBAHA no 0,5 mn y nonepegHL0 EkcnopT Nimiten BpuTaHis ANH 3MiHm Il Tuny - 3amiHn B npoueci Bupo6HuuTea Ad| peuernmom
BAKLUMHA ONnA 3anoBHEHOMY Bionoaxikana (3MiHa cTOCYETBLCS aKTUBHOT PEYOBUHM
MPO®INAKTUKU OOHOPa30BOMY LUMPUL Y C.A. 6ionoriyHoro/iMyHOMNoriYHOro Noxo4keHHs abo

OVOTEPII, NPABLS,

KOMMIIEKTI 3 rorko; no

BVIKOPVCTaHHS XiMiyHMX AP| y BUpoBHULTBI
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[IponoBxkenHs noxarka 3

Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
KALLJTHIOKA . 1 abo 10 nonepeaHLO nikapcbkoro 3acoby 6ionoriyHoro/iMyHONoriYHOro
(ALENONAPHUN 3anoBHEHUX NOXOPKEHHS!, IKa MOXe MaTWn 3HaYHUIA BNNUB Ha
KOMMOHEHT) TA 0HOPAa30BMX LUMNPULIB Y sIKiCTb, 6e3neky Ta edPEKTMBHICTb NMikapCbKoro
noniomienity nnacTyKoBOMY 3acoby, i He CTOCyeTbCA NPOTOKOIY) - 3amiHa
KOHTelHepi; no 1 6araTtopa3oBoi MeMbpaHu Ans ynbTpadineTpauii
KOHTEeNHepy B KApTOHHI Ha ogHopa3oBYy MeMbpaHy Ans ynbTpadinsTpadii B
Kopobui npoueci BUPOGHMLITBA MPOMIXKHOIO NPoAyKTy
Pertussis toxoid (PT) nicna getokcumkauii
67. | IHOGAHPUKC™ INB cycneHsis (DTPa-IPV) makcoCmiTKnsanH Benuka akcoCmiTKn Benbris BHECEHHS 3MiH 10 peecTpaLuiiHix maTepianis: 3a UA/15832/01/01
XIB / INFANRIX™ IPV | gns iH’exuint no 0,5 mn (1 EkcnopT Nimiteq BpuTaHis ANH 3MiHn Il Tuny - 3amiHn B npoueci BupobHuutea Ad| peuernmom
HIB KOMBIHOBAHA | nosa)y nonepeaHbo Bionoaxikana (3MiHa cTOCYETBLCS aKTUBHOT PEYOBUHYM
BAKLUUHA On4A HarnoBHEHOMY C.A. 6ionoriyHoro/iMyHOMNoriYHoro Noxo4keHHs abo
MPO®INAKTUKU 0OHOPa30BOMY LLUMPUL BVIKOPVCTaHHS XiMiyHUX AP| y BUpoBHULTBI
OUOTEPIT, NPABLUS, | Ne 1y komnnekTi 3 nikapcbkoro 3acoby 6ionori4HOro/iMyHOMNorYHOro
KALLUNIOKY [BOMa rofikamu Ta NOXOPKEHHS, IKa MOXe MaTWn 3HaYHUIA BNNUB Ha
(ALENIONAPHUN niodpinizat (Hib) y AKICTb, 6e3neky Ta edeKTUBHICTb NikapCbKoro
KOMMOHEHT), nakoHi Ne 1, wo 3acoby, i He CTOCYeTbCSi NPOTOKOMY) - 3aMiHa
noniomieniTy TA 3MilyoTbCs nepeq 6araTopasoBoi MembpaHu Ansa ynbTpadinbTpaii
3AXBOPIOBAHbD, BMKOPUCTaHHAM; no 1 Ha ogHOpa3oBy MeMbpaHy Ans ynbTpadinbTpadii B
36YAHUKOM AKUX nonepeaHLO npoueci BUpOBHMLTBa NPOMIKHOIO NPOAYKTY
€ HAEMOPHILUS HarnoBHEHOMY Pertussis toxoid (PT) nicna geTokcukauii
INFLUENZAE TUNY 0jHOPa30BOMY LLMPULLY
B y KOMMIeKTi 3 ABOMa
ronkamu Ta 1 donakoHom
3 nioginizatom (Hib) y
BaKyyMHIl CTepUnbHIi
ynakosui; no 1
BaKyyMHill CTEPUIIbHIl
ynakoBLUi y KApTOHHI
kopobui
68. | IPUHOTEKAH-BICTA | koHueHTpaT ons Mictpan Kenitan Benwka AkTasic ITanis ITanis BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/14240/01/01
NPUroTYBaHHSA PO3YNHY MeHepXmeHT BpuTaHis C.n.A. 3MmiHn | TMny - AgMiHicTpaTMBHI 3MiHK. 3MiHa peuenmom
ans iHgysin, 20 mr/mn Timiteqn HallMeHyBaHHs Ta/abo agpecu 3asiBHWKA (BNacHuka
no 5 mn (100 mr) abo no peecTpauinHoro Noceia4eHHs) (3MiHa agpecy i
15 mn (300 wmr), abo 25 Ha3BM 3asiBHUKA)
mn (500 mr) y donakoHi;
no 1 dnakoHy B
KapTOHHI kopobui
69. | KAnbUuin-A3 TabneTku xyBarbHi no Takena AC Hopgerisi Takepna AC Hopgerisi BHECEHHS 3MiH 10 peecTpaLuiiHix maTepianis: b6e3 UA/12922/01/01
HIKOME[ 30, abo no 60, abo no 3MiHM | TUNY - 3MiHK y Npoueci BUpobHMUTBa peuenma
OCTEO®OPTE 90 TabneTok y dnakoHi; roTOBOrO fikapcbKoro 3acoby, BKIo4aoum

no 1 cpnakoHy B
KapTOHHiI kopooLj

NPOMIXXHUIA NPOAYKT, LLO 3aCTOCOBYETLCH Npu
BMPOGHMLTBI rOTOBOrO NiKapCbKoro 3acoby -
BBEAEHHS [OAAaTKOBOI BUPOBHUYOI NiHil;
3anpornoHoBaHo: BUPOGHMYA MiHia 1 -
Q00079549/1,0 Ta goaaTkoBO BUPOGHMYA NiHisA 3 —
DN-000016478/1.0; 3miHu | Tvny - 3miHa po3mipy
cepil (BKkMoYvatoum dianasoH po3mipy cepii) rotoBoro
nikapcbKoro 3acoby - BBEAEHHA OAATKOBOro




30 IIponosxeHHs nonaTka 3
Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs
po3wmipy cepii: 1340 kr (BMpobHuya niHia 1) Ta
nopatkoBo 4020 kr (BMpoGHUMYa fiHia 3)
70. | KANbUIYM®OMNIHAT | posuuH ans in'ekuin, 10 EBEBE ®apma ABCTpis EBEBE ABCTpis BHECEHHS! 3MiH 10 peecTpauiiHix maTtepianis: 3a UA/1637/01/01
"EBEBE" mr/mn, no 3 mn (30 mr), [ec.m.6.X. Hor. dapma 3miHu | Trny: 3MiHu Wwopo 6e3nekn/edekTUBHOCTI peuernmom
abo 5 mn (50 mr), abo KIr lec.m.6.X. Ta chapmakoHarnsigy. 3miHa y KopoTkili
no 10 mn (100 mr) B Hdr. KI XapaKTepucTuui nikapcbkoro 3acoby, TEKCTi
amnyni; no 5 amnyn y MapKyBaHHs Ta iHCTPYKLUii Ans Mean4Horo
KapTOHHiI kopobui 3acToCyBaHHS Ha MigcTasi perynsipHo
OHOBIOBAHOIO 3BiTY 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3aCTOCyBaHHS
nikapcbkoro 3acofy B nicnsipeecTpauiiHnin nepioa,
abo sk pe3ynbTaT OLiHKM 3BIiTY 3 AOCNIXKEHb,
npoBeaeHVX BiANOBIAHO A0 NraHy negiaTpuyHux
pocnigxeHb (PIP) (iHwi 3MiHn)(BHeceHi Ao
iHCTpYKUIi y po3ainu: "3aaTHicTb BNNMBaTH Ha
LIBMAKICTb peakLii Mpy KepyBaHHi
aBTOTpaHcnopToM abo iHWMMKU MexaHiamamn"
(peparyBaHHs1), "lMobiyHi peakuii” BignosigHo oo
OHOBMEHOI iHdopmaLlii 3 6e3neku Ailo4oi peyoBMHN)
(TepMiH BeAgHHS 3MiH NPOTArom 6-T MicaUiB nicns
3aTBepaKeHHs); 3MiHu | Tuny: 3miHn wopao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnagy (iHwi
3MiHW)(pO3aineHHs IHCTPYKUiT Ans dnakoHiB Ta
amnyn) (TepMiH BBEAEHHS 3MiH NPOTArom 6-Tu
MicsaLiB nicns 3aTBepAXXeHHS)
71. | KANbUIYM®OMNIHAT | posuuH ans in'ekuin, 10 EBEBE ®apma ABCTpis BUPOGHULITBO Himeyumna/ BHECEHHS 3MiH 10 peecTpaLliiHix MaTepianis: 3a UA/1638/01/01
"EBEBE" mr/mn, no 3 mn (30 mr), [ec.m.6.X. Hopr. Hepo3dacosa ABCTpis 3MmiHK 3 sikocTi. [oTOBMIA NikapcbkuiA 3acib. peuenmom
abo 5 mn (50 mr), abo KIr HOT MpoAyKuii, KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
10 mn (100 wmr), abo no nepBuHHA i MeToAax BUNPOOyBaHHS rOTOBOIO fikapCbKoro
20 mn (200 mr) y BTOPUHHA 3aco0y (iHwWi 3amiHM y MeToaax BUNpobyBaHb
dbnakoHi; no 1 dnakoHy ynakoBka, (BKrtoyatoumn 3amiHy abo JONOBHEHHS))(3MiHU B
B KapTOHHIIN kopobui KOHTPOb aHaniTMYHMX MeTOAMKaxX 3a NokasHUKamu
cepii: «laeHTudikadisi», «CynyTHi JOMILLKM» Ta
[aynT ®apma «KinbkicHe B13HaveHHs») (TepMiH BBEAEHHS 3MiH
Bonbdpatcxa npoTArom 6-Tu MicsiLiB Nicnsi 3aTBEpOXKEHHS);
y3eH 'mbX, 3MiHK 3 sikocTi. [0TOBMIA Nikapcbkuii 3aci6. 3miHn y
HimeyuunHa; BMPOGHMLTBI. 3MiHa po3mipy cepii (BkItoYa4m
[003Bin Ha fianasoH po3mipy cepii) roToBoro nikapcbkoro
BUNYCK cepil: 3aco0y (iHwWi 3miHW)(3miHa po3mipy cepii
EBEBE 3aTBepakeHo: 60, (240) niTpis; 3anpoONoHOBaHO: BiA
dapma 200 go 1000 niTpiB); 3miHK 3 sikocTi. oTOBMI
lec.m.6.X. nikapcbkuii 3aci6. KoHTponb rotoBoro nikapcbkoro
Hdor. KT, 3acoby. 3miHa napameTpiB cneundikaii Ta/abo
ABCTpIA [OMYyCTUMUX MEX roTOBOrO Nikapcbkoro 3acoby

(3BY)X€HHSI ONYCTUMUX MEX)(3MiHa KpUTepiiB
NPUAHSATHOCTI 3a NokasHMKamMu «KonbopoBiCcTby,
«pH» Ta «BakTepianbHi eHOOTOKCUHWY); 3MiHK 3

sikocTi. FoToBMIA Nikapcbkuii 3aci6. 3miHn y
BUPOGHMUTBI. 3MiHa iMnopTepa/3miHu, Lo
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IIponosxeHHs nonaTka 3
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n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
CTOCYKTbCH BUMYCKY Cepii Ta KOHTPOH SKOCTi

roTOBOro fikapcbKkoro 3acoby (3amiHa abo
[oaaBaHHS AiNbHULL, Ha SKiA 30IRCHIOETLCS
KOHTpOnb/BUNpobyBaHHs cepii)(BBeAEHHSA
BMPOOHMKa roTOBOrO MikapCbKoro 3acoby, Lo
BignoBigae 3a KOHTporb akocTi MaynT ®apma
BonbdpaTtcxayseH M6X, HimewunHa); 3miHm 3
sikocTi. [0TOBMI Nikapcbkui 3aci6. 3MiHn y
BMPOGHUMUTBI. 3amiHa abo BBeAeHHS 40AaTKOBOI
[inbHULi BUPOOHULTBA ANst YacTUHU abo BCbOro
BMPOGHMYOro MpoLEeCy roToBOro NikapcbKoro
3acoby (AinbHULSA, Ha ki NpoBOAATLCS Oy Ab-siKi
BMPOGHWYI CTagii, 328 BUHATKOM BUMYCKY cepii,
KOHTPOMIO SIKOCTi Ta BTOPUHHOIO NakyBaHHS Af1s
CTepunbHUX Nikapcbknx 3acobiB (BkNovatoun
BMPOGEHi acenTUYHMM METOA0M), KPiM NiKapCbKnX
3acobiB 6ionoriYHoro/iMyHoNori4YHOro
NOXOXXeHHS)(BBEAEHHS BUPOBHMKA rOTOBOrO
nikapcbkoro 3aco0y, Lo BiAnoBigae 3a
BMPOGHMUTBO in bulk Ta nepByMHHE NakyBaHHS
[aynT ®apma BonbdparcxayseH Mv6X,
HimeyumHa) (TepmiH BBEAEHHSA 3MiH NPOTArom 6-Tu
MicauiB nicnsa 3aTBeppKeHHs); 3MiHN 3 AKOCTi.
loToBMI Nikapcbkuit 3aci6. 3MiHKM y BUPOBHULITBI.
3amiHa abo BBeAeHHSA [0AaTKOBOI AiNbHUL
BMPOGHMLTBa ANS YacTuHM abo BCbOro
BMPOBHWYOro npoLecy rotToBoro Nikapcbkoro
3acoby (AinbHVUSA ANS BTOPUHHOIO NaKkyBaHHS)
(3miHa BMPOGHMKa roTOBOrO NikapCbKoro 3acoby,
LLO BignoBigae 3a BTOPUHHE nakyBaHHs MaynT
dapma BonbdpatcxaydeH TM6X, Himeuunna);
3MiHu 3 gkocTi. FoToBUI Nnikapcbkuii 3acib. Onuc Ta
cknag. 3miHa y cknagi (4onoMibKHUX peYoBUHAX)
rOTOBOrO flikapcbKoro 3acoby (iHLi 4OMOMiXKHI
peyvyoBuHM) - Byab-Aka He3Ha4Ha 3MiHa KifbKiCHOro
cknagy AOMOMIKHUX PEYOBUH y FOTOBOMY
nikapcbkoMy 3acobi(3MiHa KinbKOCTi 4OMNOMIKHOI
pPeYoBUHM HaTpilo xnopuay.
BignosigHi 3amiHn B iHCTPYKUiT ANs Mean4Horo
3acTocyBaHHs y po3ain «Cknaa», «Jlikapcbka
dopmay (LLLoAO OCHOBHMX (Pi3MKO-XiMIYHMX
BrnacTuBocTen); 3MiHu 3 skocTi. FoToBuMiA
nikapcbkuii 3aci6. KOHTponb rotoBoro nikapcbkoro
3acoby. 3miHa napameTpiB cneuundikaui Ta/abo
[OMYCTUMUX MEX roTOBOrO Nikapcbkoro 3acoby
(monoBHeHHs cneuudikaLii HOBUM NOKa3HMKOM 3
BiANOBiAHMM METOAOM BUNPOBYBaHHS)(AONOBHEHHS
crneundikaui Ha BUMYCK Ta TEPMiH NpuaATHOCTI

HOBWM Noka3HUKoM «[po3opicTb»); 3MiHK 3 SKOCTi.
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["oToBMI nikapcbkuii 3acib. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis

ynakoBku (no 3 mn (30 mr) Ta 5 mn (50 mr) (TepmiH
nikapcbkuii 3aci6. KoHTponb rotoBoro nikapcbkoro

(BUNYYEHHS NoKasHWKa, KM MOXe MaTu iCTOTHUI

6e3nekun/edeKTUBHOCTI Ta hapmakoHarnsgy. 3miHa
Y KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLUIi ANs MeanyHoro

cneumdikauin Ta/abo 4ONYCTUMUX MEX FOTOBOrO
nikapcbkoro 3acoby (iHLUi 3MiHW)(3MiHW KpUTepIiB
NPUNHATHOCTI 3a NokasHukamu «Onucy ta «O6’em,
Lo BUyYaeTbCs»); 3MiHM 3 akocTi. [oToBMIn
nikapcbkuii 3aci6. KOHTpornb rotoBoro nikapcbkoro
3acoby. 3miHa napameTpiB cneuudikauin Ta/abo
[ONyCTUMMUX MEX rOTOBOTO fikapcbkoro 3acoby
(3miHa 3HaxoaMTbCS NO3a 3aTBEPAKEHUMM
[ONyCTUMUMK Mexamu crneuundikauin)(3miHa
Npointo AOMILIOK Ta KpUTEPIiB NPUNHSATHOCTI
cynyTHix gomiwok Ha [T13) (TepmiH BBeAEHHS 3MiH
NpoTArom 6-Tn MicsLiB Nicnst 3aTBepOXKEHHS);
3MiHK 3 sikocTi. [oTOBMIA Nikapcbkuii 3acib. 3miHn y
BMPOGHMLTBI. 3MiHK y Npoleci BUpobHuUTBa
roTOBOrO MiKapCbKOro 3acoby, BKI4aoum
NPOMIXKHUIA MPOAYKT, LLIO 3aCTOCOBYETLCS NpH
BUPOOHMLTBI FOTOBOrO Nikapcbkoro 3acoby (cyTTeBa
3MiHa y npoueci BUpOOHMLTBA, ka MOXe MaTu
iCTOTHWI BNMB Ha AKiCTb, 6e3neky Ta eheKTUBHICTb
nikapcbkoro 3acoby)(3miHa B npoueci
BMpOo6HMUTBA) (TepMiH BBEAEHHS 3MiH NPOTArom 6-
TV MicsiLiB nicnsi 3aTBEpAKEHHS); 3MiHM 3 SKOCTI.
[oToBWI Nikapcbkui 3aci6. Cuctema
KOHTeViHep/3aKynoptoBanbHui 3aci6. 3MiHa posmipy
yMaKoBKM rOTOBOrO Nikapcbkoro 3acoby (3miHa
mMacu/ob'emy BMICTy KOHTeliHepa baratogo3oBoro
CTepurbHOro nikapcbkoro 3acoby (abo
0OHOJ030BOr0, YaCTKOBOIO BUKOPUCTAHHS) Ta
©6araTtoo30BOro nikapcbkoro 3acoby
6ionoriYyHoro/iMyHONOrYHOro MOXOAXKEHHs ANs
napeHTepanbHOro 3acTocyBaHHs )(goaaHo 2

BBEAEHHS 3MiH NPOTArom 6-Tu micsAuiB nicns
3aTBepakeHHs); 3MiHu 3 sKocTi. FoToBUIA

3acoby. 3miHa napameTpiB cneuudikauin Ta/abo
[OMyCTUMUX MEX rOTOBOIO fNikapcbkoro 3acoby

BMMB Ha SIKICTb FOTOBOrO flikapCbKoro 3acoby)(
BUIy4eHo 3 cneuudikadii 13 nokasHuka
«lyctuHa»); 3miHn | Trny: 3miHn woao

3acTOCYyBaHHS Ha MiAcTaBi perynspHo

3acoby, abo gocnigxeHb 3 6e3neky 3acTOCyBaHHS

OHOBJIHOBaHOIro SBiTy 3 6esnekn nikapcbKoro
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Ne
n/n

Ha3sea nikapcbko20
3acoby

®dopma sunycKy
(nikapcbka ¢popma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
eionycky

Homep
peecmpauyitiHo
20
noceio4yeHHs!

nikapcbkoro 3acoby B nicnspeecTpauiiHnin nepioa,
abo sk pe3ynbTaT OLiHKM 3BIiTY 3 AOCHIAXKEHb,
nNpoBeAeHNX BiANOBIAHO 40 NnaHy negiatpuyHux
pocnigxeHb (PIP) (iHwi 3MiHn)(BHeCeHi Ao
iHCTPYKUIii y po3ainu: "3aaTHicTb BNNMBaTH Ha
LWBUAKICTb peakuii Npy kepyBaHHI
aBTOTPaHCNOPTOM abo iHWMMK MexaHiamamn"
(peparyBaHHs), "lNMobiyHi peakuii” BignosigHO 0o
OHOBMeEHOI iHdopMaLlii 3 6e3neku Ai4oi peyHoBUHN)
(TepmiH BeAeHHS 3MiH NpoTArom 6-Tv MicAUiB nicns
3aTBepmKeHHS); 3miHu | Tuny: 3miHn woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay (iHwi
3MiHM)(pO3aineHHs IHCTPYKUii ANS drakoHiB Ta
amnyn) (TepmiH BBEAEHHS 3MiH NPOTArom 6-Tu
MicsUiB nicns 3aTBepAXKEHHS)

72.

KAHOIA

PO34MH AN POTOBOI
NopoXHUHK 1 % no 15
My donakoHax i3
npo6koto-kpanenbHULEeo
Ta KoBnaykom; no 1
bnakoHy B KApPTOHHIW
ynakoBLi

"meHmapk

dapmacbioTmkana

nra.

IHgis

CmeHmapk
dapmacbioTrK
ans JlTao.

IHgis

BHECEHHS 3MiH O peecTpaLiiHMX maTepianis:
3MiHuM | TUNY - 3mMiHa po3Mmipy cepii (BKnoYaoum
[iana3oH po3Mipy cepii) roTOBOro nikapcbKoro
3aco0y (3meHLeHHst Ao 10 pasiB) - BBeAEHHA
[04aTKOBMX 3MEHLLEHUX PO3MIpiB Cepii rOTOBOrO
nikapcbkoro 3aco6y 500 n Ta 100 n; 3aTBEpOKEHO:
1000 n, 3anponoHoBaHo: 1000 n (66 666
dnakoHiB), 500 n (33 333 cpnakoris), 100 n (6 666
dnakoHis). BBeaeHHs 3MiH NpoTArom 6-tun
MicsiLiB nicns 3aTBepaXeHHsA

6e3
peuenma

UA/8209/01/01

73.

KAMIKOP®

po34dnH ans iH'ekuii, 500
mr/182,5 mr/5 mn; no 5
MIT PO34MHY Ans iH'eUin
B 1 amnyni; no 10 amnyn
Y KOHTYPHIl YapyHKOBIN
ynakoBLi; no 1
KOHTYPHI/ YapyHKOBIV
ynakoBLi y KApTOHHI
nayui

TOB "OJ1®A"

YkpaiHa

[03Bin Ha
BUNYCK cepii:
AT
«OnaviHdapm
», IlaTBis;
BUPOOHMLUTBO
HepoadpacoBa
HOI NpoayKuii,
nepBuHHa Ta
BTOPWHHA
ynakoBKa:
AT
«Codpapmay,
Bonrapis

Nartsisi/
Bonrapis

BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis:
3MiHu | TMny - AgMiHicTpaTuBHI 3MiHW. 3MiHa Koay
ATX (BHeceHi 3MiHM [0 iHCTPYKLUii ANs MeAUYHOro

3acTocyBaHHs fnikapcbkoro 3acoby y po3ain
"®apmakoTepaneBTunyHa rpyna. Kog ATX"
BiANOBIQHO A0 MixkHapoaHoi knacudikauii BOO3);
3MiHu | TUny - 3miHKn Wwopo 6e3nekn/ePekTUBHOCTI
Ta papmakoHarnsay. 3miHa y KopoTkin
XapaKTepucTuui Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHs Ta IHCTPYKLUiT ANs Mean4Horo
3aCTOCYBaHHS Ha MiACcTaBi perynsipHo
OHOBJTHOBAHOrO 3BiTy 3 6€3MeKn NikapcbKoro
3acoby, abo gocnigxeHb 3 6e3neky 3acToCyBaHHS
nikapcbkoro 3acofy B nicnsipeecTpauiiHnin nepioa,
abo sik pe3ynbTaT OLUiHKW 3BIiTY 3 LOCTIIKEHb,
npoBeAeHuX BigNoBigHO 40 NnaHy negiatpuyHux
pocnigxeHb (PIP) (iHwi 3miHn) (BHeceHi 3miHn fo
iHCTPYKUIT ANS MEAMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ainu "Baaemogis 3
iHLWIMMKM nikapcbkuMy 3acobamu Ta iHLWi Buam
B3aemogin", "OcobnuneocTi 3acTocyBaHHA",

"MepenosyBaHHs" BiANOBIAHO 4O MaTepianis

peecTpaLiiHOro 4ochbe)

3a
peuenmom

UA/12399/02/01

74.

KNAPUTPOMILWH

MOPOLLIOK (CybCcTaHuUist) y

BE3 ®apmaxem

Xopgarisi

Anembik

IHgis

BHECEHHS 3MiH [0 peecTpaLiHuX maTepianis:

UA/7722/01/01
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Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
NOABINHMX 0.0.0. PapmaueyTika 3MiHa 3asiBHMKa (BNacHuKa peecTpauiiHoro
nonieTMneHoBmnx n3 Jlimiten noceigyeHHs) (3rigHo Haka3zy MOS3 Big 23.07.2015
naketax gns Ne460)
BUpPOBHMLTBA
HeCTepuUnbHNX
nikapcbkux goopm
75. | KNEKCAH® 300 PO34MH Ans iH'ekuin no TOB "CaHodi- YkpaiHa DPAMAP XEJC Icnanis/ BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/10143/01/01

10 000 aHTU-Xa MO/Mn ABeHTic YkpaiHa" KEAP HimeuunHa YTOYHEHHS1 peecTpauiiHOi npoueaypy B HaKas3i peuenmom
no 3 mny CEPBICI3 MO3 Ykpainu Big 22.12.2017
6aratogo3oBomMy MAOPWA, Ne 1716 B npoLeci BHECEHHS 3MiH - 3MiHu | Tuny:
donakoHi Ne 1 CAY., 3MiHu 3 AkocTi. [0TOBWIA NikapCbKuWii 3acib.

IcnaHis; Cuctema KoHTelHep/3akynoptoBanbHUiA 3aci6.

CaHodi- 3miHa dhopmu abo po3mMipy KOHTENHepa Ym

ABeHTiC 3aKyrnoproBanbHOro 3acoby (MepBMHHOI YNakoBKW)

Oonunang (cTepunbHi nikapcbki 3acobu) (3miHa hopmm
mo6X, KOHTenHepa Ansa nignpnemctea CaHodi-ABeHTIC
HimeuunHa Donunaxg M6X (conakoHu no 6 mn) (TepmiH

BBeAEHHS 3MiH NpoTsarom 3-x MicsauiB nicns
3aTBepmKeHHS); 3MiHu | Tuny: 3miHun 3 AKocTi.
oToBMI Nikapcbkuii 3aci6. 3MiHM Yy BUPOBHULITBI.
3MiHu BUNpobyBaHb abo AoNyCTUMUX MEX,
BCTAHOBIEHMX Yy cneumdikauisx, nig yac
BMPOGHMLTBA rOTOBOIO fikapcbKoro 3acoby (iHLi
3MiHu) (3MiHM BUNpobyBaHb Nig Yac BUpoGHMLTBA
Ha nignpuemcTtBi CaHodi-ABeHTic JonunaHg MmeX
(3miricHeHHs! ouiHKM hi3nyYHMX BNacTuBoCcTemn
npenapaty y ®paHkdypTi nig 4ac BupobHu4oro
etany |l (po3BeaeHHs); [paHWYHi 3Ha4YeHHsa Ans
BW3HAYEHHS BMIiCTY KUCHIO HE3HAYHO BifpPi3HAETLCS;
'paHuyHi 3Ha4eHHs Ans 06'eMy HAaNOBHEHHS Ha
nianpvemcTsi y ®paHkdypTi HE3HaYHO
BiApi3HaeTbes) (TepmiH BBEAEHHSA 3MiH NpoTArom 3-
X MicaLiB nicns 3aTBepaXeHHs); 3MiHn | Tuny:
3MiHn 3 gKocTi. FoToBMIA Nikapcbkuii 3acib. 3miHn y
BMPOGHMUTBI. 3MiHM BUNpobyBaHb abo AONyCTUMKMX
MeX, BCTAHOBMEHUX Y crneundikauisx, nig vyac
BMPOBHMLTBA rOTOBOIO JiKapCbKOro 3acoby
(nopaBaHHsa HOBOro MeToay BUNPobyBaHHS Ta
ponycTummx mex)([loaaBaHHA HOBOro MeToay
BMNpoOyBaHHS nig Yyac BUPOBHMLTBA rOTOBOrO
nikapcbkoro 3acoby Ha nignpvemctsi CaHoddi-
ABeHTic [Jonunang Mm6X (8o i nicns koxHoro
npouecy dinbTpaLii n(poBoANTLCS BUNPODBYBaHHS
MEeTOAOM MPSAMOro MOTOKY, iKe BiAHOCUTbCS A0
BanigosaHoi npoLeaypy BUNpobyBaHHS Ans
nepesipku winicHocTi inbTpiB) (TepmiH BBEAESHHSA
3MiH NPOTArom 3-X MiCALiB NiCNs 3aTBEPAXKEHHS);
3Minu | TMny: 3MiHn 3 sikocTi. FOTOBWI NikapCbkui
3aci6. 3MiHn y BUpo6HMUTBI. 3MiHK BUNpobyBaHb
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n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1

abo [oMyCTUMUX MEX, BCTAHOBMEHUX Y
cneuudikauisix, nig Yac BUpOOHULITBA rOTOBOrO
nikapcbKoro 3acoby (BUIyYEHHSI HECYTTEBOIO
BMNpoOYyBaHHSA B Npoueci BUpPOOHWULTBA)(BUIyYEHHSI
BuNpobyBaHb "BigHocHa wWinbHicTs", "BMicT
eHokcanapuHy HaTpit" i "BMicT 6eH3unosoro
cnupTy" nig Yac BUpobHULTBa Ha NignpUEMCTBI
CaHodi-AseHTic [Jonunang M'moX) (TepmiH
BBeAEHHS 3MiH NpoTsrom 3-x MicsauiB nicns
3aTBepAkeHHs); 3MiHn | Tuny: 3MiHM 3 AKOCTI.
[oToBWI NikapcbKuii 3aci6. 3MiHM Y BUPOBHULITBI.
3miHa po3Mipy cepii (Bkrovatoum gianasoH po3mipy
cepii) roToBOro nikapcbkoro 3acofy (Macwutab ans
nikapcbkoro 3acoby 6ionoriYyHoro/iMyHoONoriYHoOro
NOXOAXKEHHS 30iNbLUMBCA/3MEHLLMBCSA 6€3 3MiHU
BMpoBHMYOro npouecy (Hanpuknag gyontoBaHHs
niHii))(ans BupobHuka CaHodi-ABeHTic [onynaHg
M6X — po3mip cepii 200 n) (TepmiH BBEAEHHS 3MiH
npoTsArom 3-x mMicsauiB nicnsa 3aTBepAXeHHs); 3MiHM
| Tuny: 3minHu 3 akocTi. FoToBMI Nikapcbkui 3acib.
3MiHu y BUpOGHMUTBI. 3MiHK y npoueci
BMPOBHMLUTBA rOTOBOIO NiKapCbKoro 3acooy,
BKITHO4AI0UM MPOMIDKHUIA MPOAYKT, O
3aCTOCOBYETLCA NPY BUPOOHULITBI FOTOBOIO
nikapcbkoro 3acoby (iHLui 3MiHW)(3miHa
MaKCMMarnbHOro Yacy YTpUMaHHs Anst BUpOGHMYOro
npouecy anbTepHaTUBHOroO BUpobHuka M3
CaHodi-AseHTic [Jonunang M'mbX) (TepmiH
BBEAEHHS 3MiH NpoTsirom 3-x MicsuiB nicrns
3aTBepakeHHs); 3MiHu | Tuny: 3MiHK 3 AKOCTI.
[oToBWI Nikapcbkui 3acib. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BMNpoOyBaHHS rOTOBOrO NiKapCbKoro 3acoby (iHLi
3MiHM Y MeTofax BUnpobyBaHb (BKIOYAO4M 3aMiHy
abo [onoBHeHHS))(3MiHa y MmeTogi "bakTepianbHi
eHpoTokcuHn") (TepmiH BBEAEHHS 3MiH MPOTSArom 3-
X MicauiB nicnsa 3aTBepAXeHHs); 3miHn | Tuny:
3MiHM 3 sikocTi. [OTOBMIA Nikapcbkuii 3acio.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
mMeToAdax BUNpobyBaHHS roTOBOrO fikapCbKoro
3acoby (iHwi 3amMiHn y meToaax BunpobyBaHb
(Bkntoyaroum 3amiHy abo JONOBHEHHS))(3MiHa y
meTogi "CtepunbHicts") (TepmiH BBEAEHHS 3MiH
npoTarom 3-x MicauiB nicns 3aTBepakeHHs); 3MiHu
| Tuny: 3miHu 3 skocTi. MoToBUIA Nikapcbkuin 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
mMeToaax BUNpobyBaHHS rOTOBOTO fiKapCbKOro
3acoby (iHwi 3mMiHn y MmeTodax BunpobyBaHb
(BKkmtoyar4m 3amiHy abo JoNoBHEHHS))(3MiHa y
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MeTogi "MexaHiyHi BKIoYeHHs (HeBUaMMI YacTku)")
(TepmiH BBeAEHHS 3MiH NPOTArom 3-x MicsAuiB nicns
3aTBepOKEHHS); 3MiHM | TMNy: 3MiHW 3 AKOCTI.
[oToBMI nikapcbkuii 3acib. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y metogax
BUNPoBYyBaHHS rOTOBOrO NiKapCbKoro 3acoby (iHLwi
3MiHM Yy MeTofax BUNpobyBaHb (BKOYAK4N 3aMiHy
abo fonoBHeHHS))(3miHa y meToai "BiaHocHa
ryctmHa") (TepmiH BBEOEHHS 3MiH NPOTSiroM 3-x
MicaUiB Micnsa 3aTBepxXeHHs); 3MiHu | Tuny: 3miHn
3 gkocTi. FoToBUIA nikapcekuii 3aci6. KoHTponb
roToBOro fnikapcbkoro 3acoby. 3miHa y meTogax
BMNPoOyBaHHS rOTOBOrO NiKapCbKoro 3acoby (iHLwi
3MiHM Yy MeTofax BUnNpobyBaHb (BKOYAK4N 3aMiHy
abo gonoBHeHHs))(3miHa y meTogi "pH") (TepmiH
BBEAEHHS 3MiH NpoTsrom 3-x micsauiB nicrns
3aTBepmKeHHS); 3MiHu | Tuny: 3miHn 3 AKOCTi.
[oToBWMI Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y metogax
BMNPoOyBaHHSA rOTOBOrO NiKapCbKOro 3acoby (iHLwi
3MiHW y MeToAax BUNpobyBaHb (BKMIOYa0YM 3aMmiHy
abo nonoBHeHHS))( 3MiHa y meTogi "laeHTrdiikauis
HaTpilo (YTBOPEHHS ocaay 3 Kaniem
nipoaHTimoHaToMm)") (TepMiH BBEAEHHS 3MiH
npoTArom 3-x MiCAUIB MiCNsa 3aTBEPMKEHHS); 3MiHN
| Tuny: 3minHu 3 akocTi. FoToBMIA Nikapcbkuin 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
mMeToAax BUNPOoOyBaHHSA roTOBOIO JlikapCbKoro
3acoby (He3HayHa 3MiHa y 3aTBEPAXEHNX MeToAax
BMNpoOyBaHHS)(3MiHa y MeToai "AHTuU-hakTop Xa
aKkTUBHICTb | AHTU-chakTop lla akTmBHicTL") (TepmiH
BBEAEHHS 3MiH NpoTsrom 3-x MicsiliB nicns
3aTBepgkeHHs); 3MiHu | Tuny: 3MiHK 3 AKOCTI.
[oToBMI Nikapcbknin 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y metogax
BMNPOBYBaHHS roTOBOro Nikapcbkoro 3acoby
(He3HayHa 3miHa y 3aTBEepAXKEHUX MeToAax
BMNpobyBaHHA)(3MiHa y MeToAi "laeHTudikauis
eHOoKcanapuHy HaTpito (YTBOPeHHs ocaay 3
npotamiHom cyrnbdatom)") (TepMiH BBEAEHHS 3MiH
NpoTArom 3-x MiCAUIB NiCNsa 3aTBEPMKEHHS); 3MiHN
| Tuny: 3miHu 3 skocTi. MloToBUIA Nikapcbkuin 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
mMeToAdax BUNPobyBaHHS roTOBOIO fikapCbKoro
3acoby (He3HayHa 3MiHa y 3aTBEpMXEHNX MeToAax
BUNpobyBaHHsi)(3miHa y meTopi "laeHTudikauis Ta
KinbKicHWIA BMICT cnupTy 6eHannoBoro”) (TepMiH
BBeAEHHS 3MiH NpoTsrom 3-x MicsuiB nicrns
3aTBepakeHHs); 3MiHu | Tuny: 3MiHM 3 SKOCTI.
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Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1

["oToBMI nikapcbkuii 3acib. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y metoaax
BUNPoByBaHHSA rOTOBOrO Nikapcbkoro 3acoby
(He3HayHa 3miHa y 3aTBepAKEeHUX MeToaax
BMNpoOyBaHHSA)(3MiHa y MeToAj "BuaHayeHHs
cTyneHsi 3abapsrieHHst pianHn") (TepMiH BBeOEHHSI
3MiH MpOTAroM 3-X MicALiB nicns 3aTBEpAXKEHHS);
3Minu | TUny: 3MiHn 3 skocCTi. [oTOBWI NikapCbkuin
3aci6. KoHTponb roToBoro nikapcbkoro 3acoby.
3miHa y MeTogax BMnNpobyBaHHSA roToBOro
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEpAKEHMX MeTofax BUNpobyBaHHs)( 3MiHa Yy
meTogi "BusHavyeHHs Npo3opocTi Ta CTyneHs
KanamyTHocTi pianH") (TepmiH BBEAEHHS 3MiH
npoTarom 3-x MicauiB nicnsa 3aTBEpAXEHHS); 3MiHN
Il Tny: 3miHu 3 gxocTi. FoToBUIA Nikapcbkuii 3aci6.
3MiHu y BUpo6HMUTBI. 3MiHu BUnpobyBaHb abo
OOMyCTUMUX MeX, BCTaHOBIEHMX Y cneumdikauisx,
nig Yac BMPOOHULITBA rOTOBOTO fikapCbKoro 3acoby
(pO3LUMPEHHS 3aTBEPMKEHUX AONYCTUMUX MEX AN
MOKa3HUKIB, SIKi MOXYTb MaTV iCTOTHWIA BNUB Ha
3ararnbHy siKiCTb FOTOBOrO fikapCbkoro 3acoby)(ans
CaHodpi-ABeHTic Jonunang 'M6X — Bioburden -
<100 KYO/10 mn) (TepmiH BBEAEHHS 3MiH MPOTArOM
3-x MicsauiB nicnsa 3aTBepmKeHHs); 3minu | Tuny:
3MiHK 3 AkocTi. [oToBMIA Nikapcbkuii 3acib. 3miHn y
BUPOGHMUTBI. 3MiHa iMnopTepa/3amiHu, Lo
CTOCYKOTbCH BUMYCKY Cepii Ta KOHTPOHO AKOCTI
roToOBOro nikapcbKoro 3acoby (3amiHa abo
AoAaBaHHsA BUPOOHWKa, Lo Bignosigae 3a
BBE3€eHHS Ta/abo Bunyck cepii) - Bkrtovaroun
KOHTpOnb/BMNPoOyBaHHSA cepii A4ns nikapcbkoro
3acoby 6ionoriYHOro/iMyHONOriYHOro NOXOAXKEHHS
Ta OAVH 3 METOAIB aHanisy, LWo 3aCTOCOBYETLCS Ha
ainbHUUI, €
6ionoriYH1M/iMyHONoriYHUM/iMyHOXIMIYHUM
MeToAOM( AOAABaHHS anbTepHaTUBHOTO
Bupo6Huka M3 CaHodi-ABeHTic [lonunang MmoX)
(TepmiH BBEGHHS 3MiH NpOTArom 3-x MicauiB nmicns
3aTBepakeHHs); 3MiHn |l Tuny: 3miHn 3 AKoCTi.
[oToBMI Nikapcbkui 3aci6. 3MiHN Y BUPOOHMLITBI.
3amiHa abo BBeaeHHsI 4OAaTKOBOI AiNbHULI
BMPOGHMLTBa A5 YacTUHM abo BCbOro
BMPOBHMYOro NpoLecy roToBOro fikapCbkoro
3acoby (AinbHMLSA, Ha ki NpoBoAATbLCS Oyab-SKi
BMPOGHWYI cTagii, 3a BUHATKOM BUMYCKY Cepil,
NpoBeEeHHs1 KOHTPOIO SIKOCTi Ta BTOPUHHOTO
nakyBaHHs, AN NikapCcbkux 3acobis
BionoriyHoro/iMmyHonoriYHoro Noxo4keHHs abo
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Ymoeu

Homep

Ne
n/n

Ha3sea nikapcbko20
3acoby

®dopma sunycKy
(nikapcbka ¢hopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6HUKa

PeecmpauyitiHa npoyedypa

eionycky

peecmpauyitiHo

20
noceio4yeHHs!

nikapcbknux hopM KOMMIEKCHOro (CKagHoro)

TOB "dapma

YkpaiHa

BUPOGHMYOro npoLecy)(aoaaBaHHs
anbTepHaTMBHOro BUpobHuka M3 CaHodi-ABeHTiC
Honunang MNmM6X) (TepmiH BBEAEHHS 3MiH NPOTArOM
3-x MicauiB nicnsa 3aTBepaAXeHHS); 3miHu | Tuny:
3MiHK 3 sikocTi. [oTOBMIA Nikapcbkuii 3acib. 3miHu y
BMpobHMUTBI. 3amiHa abo BBeAeHHS J0AaTKOBOI
AinbHULI BUpobHUUTBa ANs YacTuHn abo BCbOro
BMPOBHMYOro MnpoLecy rotToBoro Nikapcbkoro
3acoby ([inbHVLSA ANS BTOPUHHOIO NaKyBaHHS)
(mopaBaHHsA anbTepHaTMBHOIO BUpo6HuKa M3
CaHodi-AseHTic Jonunang MbX) (TepmiH
BBEAEHHS 3MiH NpoTsArom 3-x MicsuiB nicrns
3aTBepakeHHs) + 3minum Il Tuny - 3miHu wopao
6e3nekun/edeKTMBHOCTI Ta hapmakoHarnsaay.
3MiHM Yy KOPOTKil XapakTepucTuLi fikapcbKoro
3acoby, TeKCTi MapKyBaHHA Ta iHCTPyKLii ans
MeAMYHOro 3acTOCYBaHHS Yy 3B’A3KY i3 HOBUMMU
AAaHUMU 3 SIKOCTI, AOKMIHIYHMMMU, KNIHIYHUMK
AaHUMK Ta AaHumK 3 chbapMmakoHarnagy - 3MiHu
BHeCeHi fo iHcTpykuii y po3ainu: "lMokasaHHa"
(yTo4HeHHs), "®apmakonoriyHi BnactueocTi”
(peparyBaHHs), "lpoTunokaszaHHA"
(peparyBaHHs), "B3aemogis 3 iHWuMn
nikapcbkuMm 3acob6amu Ta iHWi BUAK
B3aemopgin" (pepgaryBaHHs), "Oco6nuBocTi
3acTocyBaHHA", "3acTocyBaHHA y nepioa
BariTHocTi abo roayBaHHsA rpyaar”
(peparyBaHHs1), "Cnocib 3acTtocyBaHHs Ta Bo3un"
(peparyBaHHs), "lNepeno3yBaHHA"
(peparyBaHHs1), "To6i4Hi peakuii”. BHeceHHsA
3MiH npoTArom 3-x micsliB 3 paTm
3aTBEPAXKEHHS.
BHECEHHS 3MiH O peecTpaLiiHMX maTepianis:

3a

UA/11812/01/01

KOAENCUH

Tabnetku no 10
TabneTok y 6nictepi; no
1 GnicTtepy B nauui 3
KapTOHY

TOB "®apma
Crapt"

YkpaiHa

Crapt"

3MiHn Il Tuny - 3miHn Wwopno 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsay. BHeceHHs abo 3miHa(1) oo
3060B's13aHb Ta YMOB BuAadi peecTpaLinHoro
nocBigYeHHs!, BKoyatoum MNnaH ynpasniHHA
pu3nKamm (3acTocyBaHHS 3MiH(1), siki(a)
BMMararoTb(€) NoganbLIoro 06rpyHTyBaHHS HOBUMU
[00aTKOBMM AAHUMM, LLO MaloTb HagaeaTucs
KOMMETEHTHVMM OpraHoM, OCKIfNlbKU BUMaraeTbCcs
CYTTEBA OLjiHKA KOMNETEHTHUM OPraHoM) -
BukoHaHHs1 3060B'si3aHb BifgnoBigHO A0 MiAMYHKTY
1.13 nyHKTY 1, NignyHkTy 2.3 NyHKTY 2 goaatky 15
o MNopsiaky NpoBeAEHHS eKCNepPTU3n
peecTpauinHMX MaTepiarniB Ha Nnikapcbki 3acobwu, LWo
noJalTbCs Ha AepXKaBHY peecTpaLiiio

peuerimom

(nepepeecTpallilo), a TaKoX eKcnepTn3n MaTepianis
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Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs
NpPo BHECEHHS 3MiH O PeECTPaLLiHNX MaTepianis
NpOTArom Aii peecTpauiiHoro NocBigYeHHs,
3aTBepaKeHoro Hakazom MOS Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)
77. | KOHBYJEKC 300 MI' | TabneTku, BKpUTI TOB "BAJIEAHT YkpaiHa BMPOGHMLTBO, ABCTpis BHECEHHS 3MiH 10 peecTpaLuiiHix maTepianis: 3a UA/6671/01/01
PETAP[ NNiBKOBOIO 0BOOHKOM, DPAPMACBLIOTIKA MapKyBaHHS, 3Minum |l TUny - 3MiHn wopo 6esnekn/edekTUBHOCTI peuernmom
NPONOHIroBaHoI Aji No ng" nakyBaHHs, Ta chapmakoHarnsiay. BHeceHHs abo 3miHa(1) oo
300 wr; no 50 Tabnetok KOHTPOMb 3060B's13aHb Ta YMOB BMAaui peecTpayinHoro
Y KOHTENHepi 3 AKOCTI: nocBigYeHHs1, BKtoyatoum MNnaH ynpasniHHS
nonietTunexy; no 1 [.J1. dapma pu3nkKamu (3acTocyBaHHS 3MiH(1), siki(a)
KOHTElHepy B kopobLi 3 m6X, BMMararTb(€) NoganbLIoro 06rpyHTyBaHHst HOBUMU
KapTOHY ABcCTpis; [00aTKOBMM AAHUMM, LLO MaloTb HagaBaTucs
BUPOBHWK, KOMMNETEHTHVMM OpraHoM, OCKifNlbK1 BUMaraeTbCcs
BianoBiganbHU CyTTeBa OLjiHKa KOMNETEHTHUM OpraHoM)
1 3a BUNyCK (BukoHaHHs1 3060B'A3aHb BiANOBIAHO A0 NIAMYHKTY
cepii: 2.3 nyHkTy 2 poaatky 15 go MNopsiaky npoBeAeHHs
[.J1. dapma eKcnepTm3n peectpauiiiux maTtepianis Ha
MM6X, ABCTpisi nikapcbki 3acobu, Wo NofaTbCa Ha AepXKaBHY
peecTpaLito (nepepeecTpalito), a Takox
eKcrnepTuan matepianis Npo BHECEHHS 3MiH 0
peecTpauinHuX MaTepiarnis NpoTsarom aii
peecTpauinHOro NocBiAYeHHs, 3aTBEPAXKEHOrO
Hakasom MO3 Big 26.08.2005 Ne 426 (y penakuii
Hakady MOS Big 23.07.2015 Ne 460)
78. | KOHBYJEKC 500 MI' | TabneTku, BKpUTi TOB "BAJIEAHT YkpaiHa BMPOGHMLTBO, ABCTpis BHECEHHS 3MiH 10 peecTpaLliiHix MaTepianis: 3a UA/6671/01/02
PETAPO NNiBKOBOK 0BOMOHKO0, OAPMACBIOTIKA MapKyBaHHs1, 3MiHu Il TUny - 3MiHK Wwopao Gesnekn/edekTUBHOCTI peuenmom
NPOMOHroBaHoI Aji No ng" nakyBaHHs, Ta cbapmakoHarnsagy. BHeceHHs abo amina(n) oo
500 wr; no 50 TabneTok KOHTPOMb 3060B's13aHb Ta YMOB BMAaui peecTpayinHoro
Yy KOHTeNnHepi 3 SAKOCTI: nocBigYeHHs, Bktovatoun NnaH ynpaeniHHA
nonieTunexy; no 1 .. dapma pv3nKamMm (3aCTOCyBaHHS 3MiH(K), ski(a)
KOHTEWHepy B kopobLi 3 m6X, BMMararTb(€) NoganbLIoro 06rpyHTyBaHHst HOBUMU
KapToHYy ABCTpis; [00aTKOBMM A@HNMU, LLO MaloTb HagaBaTucs
BMPOBHWK, KOMMETEHTHVMM OpraHoM, OCKIiflbKU BUMaraeTbCcs
BignoBiganbHU CYTTeBa OLiHKa KOMNETEHTHUM OpraHoM)
" 3a BUNYCK (BukoHaHHs1 3060B's13aHb BiANOBIAHO A0 MiANYHKTY
cepii: 2.3 nyHkTy 2 pogatky 15 po Mopsigky npoBeaeHHs
[.J1. dapma eKcnepTm3n peectpauiiiux maTtepianis Ha
MM6X, ABCTpisi nikapcbki 3acobu, LWo nofgaTbCs Ha AepXKaBHY
peecTpauito (nepepeecTtpallito), a Takox
eKcrnepTuan martepianis Npo BHECEHHS 3MiH 40
peecTpauinHux MaTepiarnis NpoTaroM Aii
peecTpaLiiHoro NocBiAYEeHHs!, 3aTBEPIKEHOIO
Hakasom MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Big 23.07.2015 Ne 460)
79. | KOPBAIIMEHT® kancynu m'ski no 0,1 r MAT "KuiBcbkuii YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: bes UA/3969/01/01
Ne10, Ne30 (10x3), Ne20 | BiTamiHHMI 3aBOA" "KuniBCcbkun 3MiHu | TUny - 3MiHM 3 AKocTi. FoToBUIA NiKapCbKnii peuenma
(20x1), Ne60 (20x3), BiTaMiHHWUIA 3aci6. Onuc Ta cknag. 3MiHa y cknagi (4ONOMiKHUX
Ne80 (20x4) y bnictepax 3aBog” PEYOBKHAX) roTOBOrO Nikapcbkoro 3acoby (iHLi
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Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
3MiHW) — BUINyYEHHSI KOHCEPBAHTIB
MeTunnaparigpokcubensoar (E 218)
MponinnaparigpokcubeHsoat (E 216) 3i cknagy
»enatnHoBoi 060MOHKN. 3MiHW [0 IHCTPYKUii ANns
MeaM4HOro 3actocyBaHHs y po3ain "Cknag"
(BUNy4YeHHS KOHCEPBAHTIB 3i CKNaay XenaTuHoBOi
060MOHKM) Ta SIK HACMNIAOK - 3MiHW B PO3Aini
"Mo6iyHi peakuii” . Ak HacniQokK - 3MiHWM B TEKCTI
MapKyBaHHS! YNakoBKW NikapcbKkoro 3acoby.
BBefeHHst 3mMiH npoTaromM 3-x micsuie nicnsi
3aTBepmKeHHs. 3miHu | Tuny - 3MiHKn 3 AKocTi.
[oToBWI Nikapcbkui 3aci6. Cructema
KOHTeViHep/3aKynoptoBanbHui 3aci6. 3MiHa po3mipy
yNaKOBKM FOTOBOTO JlikapCbKoro 3acoby (3miHa
KinbKoCTi oAMHULb (Hanpuknag TabneTok, amnyn
TOLLIO) B ynakoBLi:) - 3miHa nosa Aiana3oHom
3aTBEPIPKEHNX PO3MIPIB YNaKOBKN — BBEAEHHS
popaTtkoBoro po3mipy ynakosku J13: Ne20 (20x1);
Ne60 (20x3); Ne80 (20x4) y 6bnictepax. BeeaeHHs
3MiH NpoTArom 3-x MicAUiB Nicns 3aTBEPAXKEHHS.
3MmiHu | TUny - 3miHun Wwopo 6e3neku/edPekTUBHOCTI
Ta cbapmakoHarnsagy (iHwi 3amiHn) - 3amiHa
rpacpiyHoro 306pakeHHs ynakoBKu Ha TEKCT
MapKyBaHHS YNakoBKW NikapcbKkoro 3acoby.
BBefeHHst 3MiH npoTaromM 3-x MicsuiB nicnsi
3aTBEPAXKEHHS.
80. | KO-CEHTOP® TabneTku, BKPUTI BAT "T'eneoH YropwuHa BUNYCK cepil: YropuHa/ BHECEHHS 3MiH 10 peecTpaLuiiHix maTepianis: 3a UA/10087/01/01
NNiBKOBOIO 0BOOHKOM, PixTep" BAT "lepeoH Monbla 3miHu | Trny - 3miHKM 3 AkocTi. FoToBUIA NikapcbKnii peuenmom
50 mr/12,5 mr, no 10 PixTep", 3aci6. CtabinbHicTb. 3miHa y TepMiHax npugaTHoCTi
TabneTok y 6nictepi, no YropLiuHa; abo ymoBax 36epiraHHsi rOTOBOrO fikapcbKoro
3 bnicTepun B KAPTOHHIW TOB "lepeoH 3acoby (3miHa B ymoBax 36epiraHHsi roToBOro
ynakoBLi Pixtep nikapcbkoro 3acoby abo nicns
Monbwa", PO34YMHEHHS/BIAHOBIEHHS) (3MiHa B yMOBaX
Monbla 36epiranHs [T13) (TepMiH BBeAEHHSA 3MiH NPOTArom
(koHTpOnb 6-Tn MicaUIB Micnsa 3aTBepXeHHs); 3MiHu | Tuny -
SAKOCTI, A03BIN AamiHicTpaTuBHI 3MiHW. 3MiHa Ha3BM NikapCbKOro
Ha BUNyCK 3acoby (6byno - KO-CEHTOP) (TepmiH BBeAeHHS!
cepii; 3MiH NPOTArom 6-Tu MicALiB nicns 3aTBEpAXKEHHS);
BUPOGHULTBO 3MiHu | TUny - 3miHKn Wwopo 6e3nekn/edPekTUBHOCTI
Heposdacosa Ta dhapmakoHarnsagy (iHwi 3MiHu) (BHECEHHS
Horo He3HaYHWX pefakLUiiHiX NPaBoOK 0 TEKCTY
npoaykTy, MapKyBaHHsi BTOPUHHOT ynakoBku) (TepmiH
nepBuHHa BBEAEHHA 3MiH NpoTArom 6-Tm Micauis nicns
ynakoBka, 3aTBEPIYKEHHS)
BTOPWHHA
ynakoBKa)
81. | KO-CEHTOP® TabneTku, BKPUTI BAT "l'eneoH YropwuHa BUNYCK cepil: YropuHa/ BHECEHHS 3MiH 10 peecTpaLiiHix MaTepianis: 3a UA/10087/01/02
NNiBKOBOK 0BOMOHKO0, PixTep" BAT "TeneoH MonbLia 3miHn | Trny - 3MiHK 3 aKoCTi. [OTOBUI NiKapCbKK peuenmom
100 mr/25 wr, no 10 PixTep", 3aci6. CtabinbHicTb. 3miHa y TepMiHax npugaTHocTi
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Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs
TabneTok y 6nictepi, no YropLimHa; abo ymoBax 36epiraHHs roToBOro fikapcbKoro
3 6nicTepu B KApTOHHiIW TOB "l'eneoH 3acoby (3miHa B ymoBax 36epiraHHsi roTOBOro
ynakoBLi Pixtep nikapcbkoro 3acoby abo nicns
Monbwa", PO34YMHEHHS/BIAHOBNEHHS) (3MiHa B yMOBax
Monbla 36epiranHs MN3) (TepmiH BBEAEHHS 3MiH MPOTArOM
(KkOHTpOnb 6-T1 micauiB nicnsa 3aTBepAXeHHs); 3MiHun | Tuny -
SIKOCTi, [O3BIN AamiHicTpaTuBHI 3MiHW. 3MiHa Ha3BM NikapCbKoro
Ha BUNyCK 3acoby (6yno - KO-CEHTOP) (TepmiH BBeAeHHSA
cepii; 3MiH NPOTSAroM 6-Ty MicsILIB MIiCNs 3aTBEPKEHHS);
BMPOGHMLTBO 3Minu | TUNy - 3miHKn Wwopo 6esnekv/edeKTUBHOCTI
Heposdacosa Ta dhapmakoHarnsagy (iHwi 3MiHK) (BHECEHHS
Horo He3HaYHWX pedakLUiiHUX NpaBoK A0 TEKCTY
NPOAYKTY, MapKyBaHHsi BTOPUHHOI ynakoBku) (TepmiH
nepBuHHa BBEAEHHA 3MiH NPOTArom 6-Tn Micauis nicns
ynakoBka, 3aTBEPAKEHHS)
BTOPWHHA
ynakoBKa)
82. | KPAMNNI 3ENEHIHA Kpanni opanbHi no 25 mn MPAT YkpaiHa MPAT YkpaiHa BHECEHHS! 3MiH 10 peecTpaLiiHix MaTepianis: be3 UA/8872/01/01
y donakoHax "®ITOPAPM" "®ITOPAPM" 3MiHu | TUNY - 3MiHa y MeToAax BUNpobyBaHHs peuenma
rOTOBOrO MikapCbKoro 3acoby (iHLWi 3MiHU y
MeToAax BUNpobyBaHb (BKMYaoum 3amiHy abo
[OOMOBHEHHS)); CYNyTHA 3MiHa: 3MiHa napameTpiB
cneumdikauin Ta/abo 4ONYCTUMUX MEX FOTOBOrO
nikapcbkoro 3acoBy (iHLwi 3MiHK); 3miHK Il Tuny -
3MiHa BMPOOHMKA BUXiAHOrO/MPOMIDKHOrO
NpoAyKTy/peareHTy, WO BUKOPUCTOBYIOTLCS Y
BUpOGHMYOMY npoueci A®I, abo 3miHa BUpOGHMKa
(Bkntovaroun, oe HeobxigHO, MicLie NpoBeAeHHS
KOHTponto sikocTi) ADI (3a BiacyTHOCTI cepTudikata
BigNoBigHOCTI EBponeichkin dhapmakonei y
3aTBEpPAKEHOMY [0ChE)(BBEAEHHSI HOBOrO
BUpobHuKa APl 3 HagaHHSM macTep-danna Ha
Adl)
83. | KPOIY NAXy40ro nnogwm no 50 r y naykax MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH O peecTpaLiHMX maTepianis: bes UA/2257/01/01
nnogu 3 BHYTPILLUHIM NakeTom; dapmaueBTUYHa dapmaueBTny 3miHu | Tvny - AgMiHicTpaTMBHI 3MiHU. 3MiHa peuenma
no 3 r y ginbTp-nakeTi; habpuka "Biona" Ha cpabpuka HallMeHyBaHHs Ta/abo agpecu 3asiBHWKA (BNacHuka
no 20 cinbTp-nakeTiB y "Biona" peecTpauinHoro noceig4eHHs) (3MiHa agpecu
navuj 3asiBHMKA)
84. | KCTAHAOI kancynu no 40 mr, no 28 Actennac ®apma HinepnaHau BUPOGHULITBO CLlA/ BHECEHHS 3MiH 10 peecTpaLuiiHix maTepianis: 3a UA/14503/01/01
kancyn y 6nictepi; no 1 tOpon B.B. bulk: Hinepnanan 3miHu | Trny - 3miHKM 3 AkocTi. FoToBUIA NikapcbKnii peuenmom
Gnictepy B KapTOHHOMY KataneHT 3aci6. CtabinbHicTb. 3miHa y TepMiHax npugaTHoCTi
yTnspi; no 4 dapma abo ymoBax 36epiraHHsi rOTOBOrO fikapcbKoro
KapTOHHUX cpyTnspu y ContoLHc, 3acoby (36inbLIeHHs TepMiHy NPMAATHOCTI FOTOBOrO
KapTOHHIN navui JIJIC, CLWA; nikapcbkoro 3acofy) - [ins Toprosoi ynakoBku
nepBuHHE (nigTBEPOXKYETHCA AAHUMW pearibHOro Yacy)
nakyBaHHs: (36inbLUEHHS TepMiHY NPUAATHOCTI FOTOBOIO
MekemxuH nikapcbkoro 3acoby 3 2-x Ao 3-x pokis) (TepmiH
KoopauHento BBeAEHHS 3MiH NpoTSArom 6 micauis nicns

pc, INC, CLIA

3aTBepAKeHHs); 3MiHu | Tuny - 3MiHM 3 SKOCTI.
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Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs
abo [oToBWI nikapcbkui 3aci6. CtabinbHicTb. 3miHa y
AHnpepcoHbpe TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
KOH IHK., CLUA; roTOBOrO NikapcbKoro 3acoby (iHLi 3MiHK)
BTOPUHHE (36inbLUeHHSA TepMiHY NPUAATHOCTI MikapcbKoro
nakyBaHHs, 3acoby y nakyBaHHi "in bulk" (kancynu ynakoBaHi B
BUMYCK cepii: nonietTuneHoBi naketu 3 9-1n Ao 12-tn micauis)
Actennac
dapma HOpon
B.B.,
Higepnanamn
85. | NA3OPUH® cnpei HasanbHuiA, 1,18 TOB "CaHodi- YkpaiHa IcTiTyTO BIE ITanis BHECEHHS! 3MiH 10 peecTpaLuiiHix maTepianis: be3 UA/3590/01/01
mr/mn no 10 mn y ABeHTiC YKpaiHa" Arxeni C.p.n. BUNPaBNEHHS TEXHIYHNX NOMUIOK Y MYHKTi 2 peuenma
CKNsIHOMY 6anoH4uKy 3 «KinbKicTb Aito4oi pe4oBMHWY, TEKCTY MapKyBaHHS
[03Y04NM NPUCTPOEM; BTOPWHHOI YNaKkoBKY fikapcbkoro 3acoby
no 1 6anoH4KKy B
KapTOHHI kopobui
86. | NTA®EPOBIOH cnpei HasarnbHWii No TOB "03 YkpaiHa TOB "®3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLliiHix MaTepianis: be3 UA/13779/03/01
100000 MO/mn no 5 mn "BIO®APMA" "BIO®APMA" 3MiHu | TUny - 3miHKn Wwopo 6e3nekn/ePekTUBHOCTI peuenma
y donakoHi, Ta chapmakoHarnsaay (iHwi 3miHn) (BHECEHHS 3MiH
3aKyrnopeHomy [0 TEKCTY MapKyBaHHSI: BUITyYEHHS! TEKCTY
MiKpO403aTOPOM- MapKyBaHHSI POCINCbKOK MOBOIO, 3 paHilll
posnuntoBayem; no 1 3aTBEPOKEHOr0 YKPaiHCbKOK Ta POCIACHKO
donakoHy y nadui 3 MOBaMW, @ TaKOX BHECEHHSI HE3HaYHUX
KapToHy penakuiHNX NPaBoK 40 TEKCTY MapKyBaHHS y
3B'SI3Ky 3 MApKETMHIOBOK MONITMKO)
87. | NA®EPOBIOH Kpanni Ha3arnbHi no TOB "03 YkpaiHa TOB "®3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLuiiHix maTepianis: be3 UA/13779/02/01
100000 MO/mn; no 5 mn "BIO®APMA" "BIO®APMA" 3Minu | TUNy - 3miHn Wwopo 6esnekv/edPeKTUBHOCTI peuenma
y donakoHi, Ta dhapmakoHarnsaay (iHwi 3miHn) (BHECEHHS 3MiH
3aKyrnopeHomy [0 TEKCTY MapKyBaHHSI: BUITyYEHHS! TEKCTY
MiKpOZ03aTOPOM- MapKyBaHHS POCICbKOI0 MOBOIO, 3 paHilLu
KpanenbHuueto, no 1 3aTBEPOKEHOr0 YKPaiHCbKOK Ta POCIACHKOH
donakoHy y nadui 3 MOBaMW, @ TaKOXX BHECEHHSI HE3HaYHUX
KapToHYy penakuiH1X NpaBoK Ha NEPBUHHY Ta BTOPUHHY
YMaKOBKM)
88. | NEBOUWUH-H pO34uH Ans iHdys3iit, No TOB YkpaiHa Hepo3dacosa peuisi/ BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3a UA/12842/01/01
500 mr/100 mn no 100 "dAPMACEN" HWIA NPOAYKT, YkpaiHa 3miHu | Trny - 3miHKW 3 AkocTi. FoToBUIA NikapchKnii peuenmom
mn abo 150 mny nepBuHHa 3aci6. 3MiHn y BUpoGHMUTBI. 3MiHa
donakoHi, no 1 conakoHy ynakoBka, iMnopTepa/amiHn, Lo CTOCYHOTLCS BUMYCKY cepii Ta
B NauLli 3 KAPTOHY BTOPWHHA KOHTPOIMIO SKOCTi FOTOBOTO MikapCbKoro 3acoby
ynakoBka, (3amina abo foaaBaHHA BUPOGHMKa, WO BignoBigae
KOHTpOnb: 3a BBe3eHHs Ta/abo Bunyck cepii) - Bkrtovatoum
BIOCEP C.A. KOHTpOnb/BMNpoOyBaHHS cepii - 3amMiHa BUPOOHWKa,
MAPEHTEPA BiAMOBIAANbLHOrO 3a KOHTPOIb Ta BUNyck cepii J13.
1 CONMOLWHC BBeaeHHsi 3mMiH npoTaromM 3-x Micauis nicns
IHOACTPI, 3aTBepmKeHHs. 3miHu | Tuny - 3miHKn 3 AKocTi.
peuis; [oToBMI Nikapcbkui 3aci6. 3MiHM y BUPOBHULITBI.
KoHTponb, 3miHa iMnopTepa/amiHu, WO CTOCYTLCS BUMYCKY
BMNYCK cepii: cepii Ta KOHTPO AKOCTi FOTOBOTO NiKapCbKOro
TOB "HIKO", 3aco0y (3amiHa abo goAaBaHHSA AiNbHWLI, Ha SKin
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Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
YkpaiHa

3AINCHIOETBCHA KOHTPOMb/BUNPOOYyBaHHSA cepii) -
BBEeAEHHS AiNbHUL, Ha SIKilA 3AiINCHIOETLCSA
KOHTpOnb/BUNpobyBaHHs cepii N13:
3anponoHoBaHo: BIOCEP C.A. MAPEHTEPAIJ
COJTIOWHC IHOACTPI, Mpeuis. BeegeHHsA 3MiH
npoTsarom 3-x MicsauiB nicna 3aTBepaXeHHs1 3MiHn
Tuny - 3MiHn 3 AKkocTi. [0ToBMI Nikapcbkui 3acib.
3MiHun y BUpobHMUTBI. 3amiHa abo BBeeHHS!
[0[aTKoBOT AiNbHULI BUPOBHULTBA A4S YacTUHM
abo BCbOro BUPOBGHMYOrO NpoLecy rotoBoro
nikapcbKoro 3acoby (AiNbHNULSA, Ha AKi
npoBoasTbcsi byab-siki BUpobHUYi cTagil, 3a
BMHSITKOM BUMYCKY Cepii, KOHTPOMIO SKOCTi Ta
BTOPUHHOIO NaKyBaHHS ANsi CTePUIbHUX
nikapcbkux 3acobiB (BkNtoYarun BUpoGneHi
acenTV4YHUM METOAOM), KpiM NiKapCbKunx 3acobis
6ionori4Horo/iMyHONOri4YHOro NOXOAXKeHHS).
CynyTHs 3miHa- 3MiHu 3 sikocTi. [oToBMI
nikapcbkuii 3aci6. 3miHn y BUpoBbHUUTBI. 3amiHa
abo BBeAEeHHA [OAATKOBOI OiNMbHULI BUPOOHULTBA
Ans YacTuHu abo BCbOro BUpOGHMYOro npoLiecy
roTOBOrO fikapcbKoro 3acoby (AinbHuus ans
BTOPWHHOIO NaKyBaHHS). BBeAeHHSA 3MiH npoTsarom
3-x MicsauiB Micns 3aTBEPMKEHHS. 3MiHM 3 SKOCTI.
[oToBWI Nikapcbkuin 3aci6. 3MiHW Y BUPOOHMLITBI.
3MiHKM y npoueci BUpOBGHMLTBa roTOBOroO
nikapcbkoro 3acoby, BKIMHYa4M NPOMIKHUIA
NpPOAYKT, L0 3aCTOCOBYETLCA NPV BUPOOHULITBI
rOTOBOrO MikapCbKoro 3acoby (iHLi 3MiHW) - 3amiHa
BMPOOHMKa, BiANOBiAaNbHOrO 3a BUPOBHMLITBO
Hepo3dacoBaHoi NPOAYKLii, NepBUHHE Ta BTOPUHHE
nakyBaHHs, BiAMNOBIAHO, 3i 3MIHOIO pPeXnmy
cTepunisauii, Lo 3aTBEpAKEHNI Ha HOBIW AiNbHUL,
a came: cTepuni3aLiio 34iNCHI0ITL B
aBTOMaTUM4HOMY pexumi npu Temnepatypi 110 0C
npotsrom 106 xsBunuH. BBeaeHHA 3MiH NpoTarom 3-
X MicauiB nicna 3aTBepaXeHHs. 3MiHu | Tuny -
3miHu 3 akocTi. A®l. KoHtponb A®I. 3miHa y
napameTpax crneuudikauivi Ta/abo gonycTummx
MeX, BU3Ha4YeHuX y cneumdikauiax Ha A®l, abo
BMXiAHWIN/NPOMIDKHWIA NpoAyKT/peareHT, Lo
BVKOPWCTOBYIOTBCS Y npoueci BupobHuutea AdI
(iHLWIi 3MiHW) - HE3HaYHI 3MiHK y cneumdikauii
BXiAHOro koHTposnto A®| 3a Noka3HUKOM
«Po34uumHHicTbY, «MBY» npuBegeHo y BiANOBIAHICTbL
no OOY/EP 5.1.4. 3minu | Tuny - 3miHn 3 SKOCTI.
A®I. KoHtponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo [ONYCTUMUX MEX,

BM3HaYeHUX y cneumgikauisx Ha Adl, abo
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Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1

BMXiQHWI/NPOMIDKHUIA NpoayKT/pearexT, Lo
BMKOPUCTOBYOTBCS Y npoLeci BupobHuutea AdI
(oonoBHeHHS crieumdikaLii HOBUM NOKa3HMKOM
SIKOCTi Ta BiANOBIAHMM METOAOM BUNPODOYBaHHS) -
[OMOBHEHHSA cneundikauii BxigHoro koHTposnto AdI
nokasHukom «bakTepianbHi eHOOTOKCUHWY 3rigHO
MaTepianis 3aTBepakeHoro BupobHuka «Neuland
Laboratories Limited», IHgisa (APY/EP, 2.6.14,
meTtog A). 3miHu | Tuny - 3miHK 3 sikocTi. ADI.
KoHTponb A®I. 3miHa y MmeTofax BunpobyBaHHs
A®| abo BMxigHOrO MaTepiany/npoMixXHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS Y
npoteci BupobHuutea A®I (iHwi 3miHM B MeToAax
BMNpOOYBaHHSA (BKMOYa4mn 3amiHy abo
[OMOBHEHHS) ANSA peareHTy, Lo He CNpUYMHSE
icToTHoro BnnuBY Ha skicTb AdI) - 3amiHa meTogy A
Ha meTog C B ONUCi BU3HAYEHHS BMICTY BaXKKUX
meTanis 3rigHo [PY 2.4.8., B MeTOAMLi BU3HAYEHHS
3arnMLLIKOBOrO BMICTY OpraHiYHMX PO3YMHHMKIB
ONTMMI30BaHO NPUroTyBaHHS BUNPO6GOBYBaHOIO
PO34MHY Ta BHECEeHi pefakLiviHi npaBku Woao0
chopMyInn po3paxyHKy; BHECEHO ONUC METOAMKN
BM3HaYeHHS cynbdaTtHoi 3onu y BignosigHocTti APY
2.4.14; BHECEHO Onuc BU3Ha4YeHHs BMICTY BOAW Y
cybcTaHuii 3 nocunanHam Ha O®Y 2.5.12 ta
BHYTPILLUHIO AOKYMEHTAL0 NiANpUEMCTBA; 3a
nokasHukom «[omiwku B (neBocbnokcaumHy
kapboHOBa KMCroTa» 3amiHa 3aTBEPAXEHO!
METOAMKM BU3HAYEHHS! HA METOAMKY BUPOOHMKa
Quimica Sintetica S.A., IcnaHis (APY/EP 2.2.29);
nokasHuk «Onuc» Ana 06ox BUPOBHMKIB CybCTaHLiT
y cneuudikauii BXiGHOro KOHTporo Oys
npvBeaAeHnA A0 OAHIET pedakuii, sika He cynepeynTb
MoHorpadii USP Levofloxacin. 3minu | Tuny - 3miHn
3 gkocTi. A®l. KoHtponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo [ONyCTUMUX MEX,
BM3Ha4YeHuX y cneumdikauisx Ha Adl, abo
BMXiAHWIN/NPOMIDKHWIA NpoAyKT/pearexT, Lo
BVKOPWCTOBYIOTBCS Y npoueci BupobHuutea AdI
(3BY>KEHHS1 IOMYCTUMMX MEX, BUHAYEHUX Y
cneuudikauii) -
3BY)XEHHS AONYCTUMUX MEX Yy crneumadikaLii
BXigHoro koHTponto A®I (ansa BupobHuka «Neuland
Laboratories Limited», IHais) noka3Hnkom
«CynpoBigHi AOMILLKN» - HOPMYBaHHS
iAeHTUdIKoBaHMX AOMILLIOK 3BY>KEHO BiAMoBigHO A0
matepianis BUpobHuka, Ta «CynbdaTHa 3ona» -
3BY>XEHO KpuTtepii. 3MiHu | Tuny - 3MiHK 3 SKOCTI.
["oToBMI nikapcbkuii 3acib. KoHTponb rotoBoro
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Ne
n/n

Ha3sea nikapcbko20
3acoby

®dopma sunycKy
(nikapcbka ¢hopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
eionycky

Homep
peecmpauyitiHo
20
noceio4yeHHs!

nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikaLin Ta/abo 4ONYCTUMUX MEX FOTOBOrO
nikapcbkoro 3acoby (iHLWi 3MiHW) - rapMoHi3aLlist
MeTogis aHanizy A®Y i3 EP, BHeceHo penakuiiHi
3MiHM B NOCUNaHHAX B cneuudikauiio Ta metoan
KOHTponto AkocTi Ha J13. 3miHu 1l Tuny - 3miHu 3
skocTi. A®l. BupobHuuTBO. 3MiHa BUPOOHWMKa
BMXiAHOro/NMpoMiXKHOro NpoayKTy/peareHTy, Lo
BMKOPMCTOBYOTLCS Y BUpOBHUYOMY npoLieci ADI,
abo 3miHa BUpobHuka (BKoYatoun, ae HeobxigHo,
MicLie NpoBedeHHs KOHTPorto SKocTi) AdI (3a
BiCYTHOCTi cepTuikaTa BignoBigHOCTI
€Bponeicbkint hbapmakonei y 3aTBepaXeHoMy
[ocbe)(BBeaeHHS HOBOro BUpobHuka APl 3
HagaHHsIM macTep-danna Ha APl) - BBeaeHHsI
anbTepHaTMBHOro BupobHuka A®I Kimika CiHTeTika
C.A., Icnanis. BBegeHHs 3MiH NpoTsArom 3-x micsauis
nicnsi 3aTBepaXeHHs. 3MiHa 3asiBHUKa (BNacHWKa
peecTpauiiHoro noceigveHHs). BeeaeHHs 3aMiH
npoTsrom 3-x micsauiB nicnsa 3aTBepAXEHHS.

89.

NHE3IA

TabneTku, BKPUTI
NNiBKOBOIO 0BOOHKOM,
no 600 mr no 5 TabneTok
y 6nicTepi, no 1
6nicTepy y kKapTOHHI
kopoobui

CKAH BIOTEK
nTn

IHAis

badHa
dapmacbloTika
nc 1o,

IHAis

BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis:
3MiHn Il Tuny - 3miHn Wwopno 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsay. BHeceHHs abo 3miHa(n) oo
3060B's13aHb Ta YMOB BMAaui peecTpaLinHoro
MOCBiAYEHHS, BKMoYao4um [MnaH ynpaeniHHA
pu3nKamu (3acTocyBaHHS 3MiH(1), siki(a)
BMMararTb(€) NofganbsLIoro o6rpyHTyBaHHs HOBUMU
[00aTKOBMM AAHUMW, LLO MaloTb HagaeaTucs
KOMMETEHTHUM OpraHoM, OCKIfNlbKU BUMaraeTbCcs
CYTTEBA OLjiHKA KOMNETEHTHUM OpraHoM) -
BukoHaHHs1 3060B'si3aHb BifgnoBigHO A0 MiAMYHKTY
1.13 nyHkTy 1, nignyHkTy 2.3 NyHKTY 2 fodaTky 15
o MNopsiaky NpoBeAEHHS eKCrnepTuan
peecTpauinHMX MaTepiarniB Ha Nnikapcbki 3acobwu, Lo
noaalTbCH Ha AepXaBHY peecTpaLito
(nepepeecTpallilo), a TakoX ekcnepTuan Matepianis
NMpO BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis
NPOTArom Aii peecTpauiiHoro NocBigYeHHs,
3aTBepakeHoro Hakasom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)

3a
peuerimom

UA/11532/01/01

90.

NHE3IA

TabneTku, BKPUTI
NNiBKOBOIO 0BOOHKOM,
no 600 mr in bulk Ne
1000 (5x200): no 5
TabneTok y 6nictepi, no
200 6nicTepiB y
KapTOHHiIN kopobuj; in
bulk Ne 1000: no 1000

CKAH BIOTEK
nTn

IHAis

badHa
dapmacbloTika
nc 1o,

IHAis

BHECEHHS 3MiH IO peecTpaLinHMX maTepianis:
3MiHn Il Tuny - 3miHn Wwopno 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsay. BHeceHHs abo 3miHa(1) oo
3060B's13aHb Ta YMOB BMAaui peecTpainHoro
MoCBiAYEHHS, BKMoYaoum [MnaH ynpasniHHA
pu3nKamu (3acTocyBaHHS 3MiH(1), siki(a)
BMMararTb(€) NofanbsLIoro 06rpyHTyBaHHs HOBUMU
[0AaTKOBMM AAHUMM, LLO MaloTb HagaBaTucs

UA/11533/01/01
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Ne
n/n

Ha3sea nikapcbko20
3acoby

®dopma sunycKy
(nikapcbka ¢popma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
eionycky

Homep
peecmpauyitiHo
20
noceio4yeHHs!

TabneTok y
KOHTelrHepax

KOMMETEHTHVMM OPraHoM, OCKIfNlbK1 BUMaraeTbcs
CyTTeBaA OLiHKA KOMNETEHTHUM OpraHoMm) -
BukoHaHHs1 3060B'si3aHb BigNOBiAHO 0 NiAMYHKTY
1.13 nyHkTy 1, nignyHKTYy 2.3 NyHKTY 2 gopatky 15
o lMNopsaky NpoBeAeHHS eKcnepTuan
peecTpauiHux MaTepianis Ha nikapcbki 3acobu, Lo
noJatTbCs Ha AepXaBHY peecTpaLiiio
(nepepeecTpalilo), a TaKoX ekcnepTn3n Matepiarnis
Npo BHECEHHS 3MiH 4O peecTpaLiiH1X MaTepianis
NPOTArom il peecTpauiiHoro NocBigYeHHs,
3aTBepakeHoro Hakazom MOS Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)

91.

Ho3na

pPO34MH ANns iHdys3in, 2
mr/mn, no 300 mn y
dnakoHi; no 1 dnakoHy
B KapTOHHII kopobui

YOPIA

MELOMLIH INAY

CAH. BE TIIDK.
ALl

TypeyuunHa

Medap Inau
CaH. A.LL.

TypeyuunHa

BHECEHHS 3MiH IO peecTpaLinHMX maTepianis:
3MmiHn | TMny - AgMiHicTpaTuBHI 3MiHK. 3MiHa
HalMeHyBaHHS Ta/abo agpecu 3asBHMKA (BNacHuKa
peecTpauinHoro nocsigyeHHs) (3miHa agpecu
3asiBHUKA (BNAacHWKa peecTpauiiHoro nocBigvYeHHs)

3a
peuenmom

UA/14840/01/01

92.

JIONEPAMIA

Tabnetku no 2 mr; no 10
TabneTok y 6nictepi; no
2 6nictepu B nayui

NAT
"KuiBmegnpenapa
™

YkpaiHa

MAT
"KniBmegnpen
apat”

YkpaiHa

BHECEHHS 3MiH O peecTpaLiHMX maTepianis:
3MiHn Il Tuny - 3miHn Wwopno 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsay. BHeceHHs abo 3miHa(1) oo
3060B's13aHb Ta YMOB BuAadi peecTpavinHoro
NnocBiaYeHHs, BktoYatoun MNnaH ynpaeniHHA
pu3nKamu (3acTocyBaHHS 3MiH(1), siki(a)
BMMaraloTb(€) NoganbLIoro 06rpyHTyBaHHS HOBUMU
[00aTKOBUM AaHUMW, LLO MaloTb HagaBaTucs
KOMMNETEHTHUM OpraHoM, OCKifNlbKU BUMaraeTbcs
CyTTEBA OLjiHKa KOMMETEHTHUM OPraHoM) -
BukoHaHHs1 3060B'si3aHb BigNOBIAHO A0 NiANYHKTY
1.13 nyHkTy 1 gopatky 15 po MNMopsiaky npoBegeHHs
eKcnepTM3n peecTpauiiiux MmaTtepianis Ha
nikapcbki 3acobu, Lo NoJalTbCsa Ha AepXaBHy
peecTpaLito (nepepeecTpalito), a Takox
eKkcnepT3n Martepianis NPo BHECEHHS 3MiH A0
peecTpauinHux MaTepianis NpoTarom Aii
peecTpauinHOro NocBiAYeHHs, 3aTBEPAXKEHOrO
Haka3om MO3 Big 26.08.2005 Ne 426 (y pepakuii
Haka3y MO3 Big 23.07.2015 Ne 460)

6e3
peuenma

UA/7581/01/01

93.

JIONEPAMIA-
300POB'A

Tabnetku no 2 mr no 10
TabneTok y 6nictepi; no
1 abo no 2 Gnictepu B
KapTOHHiI kopobui

ToBapucTBo 3
oBMeXxeHo
BiANoBiganbHiCTIO
"PapmaueBTnYHa
KOMNaHis
"3popos'a"

YkpaiHa

ToBapwucTtBo 3
obmexeHot
BiAgnoBiganbHi
CTIo
"dapmaneBTn
YHa KOMMaHis
"3popos'a”

YkpaiHa

BHECEHHS 3MiH IO peecTpaLinHMX maTepianis:
3MiHM | TMNY - NOAAHHSI OHOBMNEHOTO cepTudikaty
BignosigHocTi € No. R1-CEP 2009-362-Rev 00
Ons Ailyoi pevoBUHM nonepamigy rigpoxnopuay

Bif 3aTBEPAXKEHOro BUPODOHMKA 3 YTOYHEHHAM
HalMeHyBaHHs1 BUPOOHUKa, i sIk Hacnigok 3MiHW B
cneundikauii Ta MmeTogax BXigHOro KOHTPOIio 3a

NMOKa3HUKOM «3anmLUKOBa KiNbKiCTb OpraHiqyHnx

PO3YMHHWMKIBY; CYNyTHA 3MiHa: 3MiHa y napameTpax
cneuudikauin Ta/abo [ONyCTUMUX MEX,
BM3HaYeHUX y cneumgikauisx Ha Adl, abo

bes
peuenma

UA/1674/01/01
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IIponosxeHHs nonaTka 3

Ne
n/n

Ha3sea nikapcbko20
3acoby

®dopma sunycKy
(nikapcbka ¢popma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
eionycky

Homep
peecmpauyitiHo
20
noceio4yeHHs!

BMXiQHWI/NPOMIKHUIA NpoayKT/pearexT, Lo
BUKOPUCTOBYOTBCS Y npoLeci BupobHuutea Adl;
3MiHa y MeTofax BunpobysBaHHst ADI abo BuxigHOro
marepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
BVIKOPVICTOBYETbLCS y npoueci BupobHuuTea Ad|
(iHWi 3MiHM y MeTodax BUNPOGYBaHHS (BKMHOYa4u
3amiHy abo gonoBHeHHs1) ADI abo
BMXiAHOro/MPOMiXKHOro NpoAayKTy); 3MmiHu | Tuny -
3MiHa HaMeHyBaHHS Ta aapecy BUpOBHWMKa Ajitoyoi
peyoBMHYM Nonepamigy rigpoxnopuay; amiau | Tuny -
3MmiHa y meToaax BunpobysaHHa ADI abo BuxigHoro
maTepiany/npoMixxHOro NpoayKTy/peareHTy, Lo
BVIKOPVICTOBYETbLCS y npoueci BupobHuuTea Ad|
(He3Ha4Hi 3MiHKN y 3aTBEPIHKEHNX MeToAax
BUNpoOyBaHHS); 3MiHu Il Tuny - 3mMiHa BUpobHwMKa
BMXiAHOro/MpOMiXKHOro NpoayKTy/peareHTy, Lo
BMKOPVCTOBYIOTbCH Y BUpobHnYomy npoteci AdI,
abo 3miHa BUpoOHuKa (BKNoYatoun, e HeobxigHo,
Micue npoBefeHHs KoHTpornto sikocTi) APl (3a
BiJCYTHOCTI cepTudikaTta BianoBigHOCTI
€Bponeicbkint hapmakonei y 3aTBepaXeHoMy
[ocbe)(BBeaeHHS HOBOro BupobHuka A®I 3
HagaHHaM macTtep-anna Ha A®l) - gogaHo HOBOro
BMPOGHMKa Ailo40i pevoBUHN nonepamigy
rigpoxnopuay 3 HagaHHam DMF, i ak Hacnigok
BBeAEHHSA 00 cneuudikalii Ta meTogiB BXigHOro
KOHTPOIMI0 NoKa3HMKa «3anuLKoBi KiflbKOCTi
OpraHiYHMX PO3YMHHMKIB» A1 3a3HAYEHOro
BMPOOHMKA; CynyTHA 3MiHa: 3MiHa y mapameTpax
cneuudikauin Ta/abo JONycTUMUX MEX,
BM3Ha4YeHux y cneundikauisx Ha Adl, abo
BVXIQHWI/NPOMIDKHUIA NpOAYKT/pearexT, Lo
BVKOPVCTOBYOTbCS Y npoueci BupobHuutea Adl;
3MiHa y meTogax BunpobysaHHs AP| abo BuxigHoro
marepiany/npoMiXHOro NpoaykTy/peareHTy, Lo
BVIKOPVCTOBYETbLCS y Npoueci BupobHuuTea Ad|
(iHWi 3MiHM y MeTodax BUNPOBYBaHHSA (BKIIOYao4m
3amiHy abo gonosHeHHs) ADI abo
BMXiZHOrO/NPOMIXXHOrO NPOAYKTY)

94.

JIOPICTA® H 100

TabneTtkn, BKpUTI
NniBKOBOI 0BONOHKOIO,
no 100 mr/12,5 mr no 10
TabneTok y 6nictepi; no
3 abo no 6 brictepiB y
KapTOHHiIl kopobuj; no
14 TabneTtok y 6nictepi,
no 2 abo no 4 6nicrepu
Y KapTOHHIlA kopobui; no
15 TabneTok y 6nictepi,

KPKA, o.a., Hoso
MeCTO

CnoBeHis

KPKA, 4.4.,
HoBo mecto

CnoBeHisi

BHECEHHS 3MiH O peecTpaLiHMX maTepianis:
3miHu | Trny - 3miHKW 3 AkocTi. FoToBUIA NikapchKnii
3aci6. CtabinbHicTb. 3miHa y TepMiHax npugaTHoCTi
abo ymoBax 36epiraHHs roToBOro fikapcbKoro
3acoby (36inbLIeHHs TepMiHy NPMAATHOCTI FOTOBOrO
nikapcbkoro 3acofy) - [ins Toprosoi ynakoBku
(nigTBEPOXYETHCA AaHMMKN peanbHOro Yacy)
(36inbLUEHHS TepMiHY NPUAATHOCTI FOTOBOIO
nikapcbkoro 3acoby (3 3-x go 5-m pokis) (TepMmiH
BBEAEHHS 3MiH NPOTArom 6-Tu MicsauiB nicns

3a
peuerimom

UA/12084/01/01
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IIponosxeHHs nonaTka 3

Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs
no 2 abo no 4 abo no 6 3aTBEpPOKEHHS)
GnicTepiB y KapTOHHIN
kopobui
95. | MEOUXPOHAN®- rpaHynu, naket Ne 1 Ta MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH O peecTpaLiiHMX maTepianis: bes UA/6504/01/01
OAPHUUA naket Ne 2 y nauui; 7 "®apmaLeBTnyHa "®apmaueBTu 3MiHu | TUNYy - cuctema peuenma
naketiB Ne 1 Ta 7 dipma "OapHuus” YHa hipma KOHTelHep/3aKynopoBanbHWii 3acib - BUNy4YeHHs
naketiB Ne 2 y nayui; 21 "NapHuus"” neperopoaku 3 nayku no 7 naketie Ne 1 ta 7
naket Ne 1 ta 21 naket naketiB Ne 2 y nayui
Ne 2 y navui
96. | MEOPOITH po34mH ans iH'ekuin, 30 yoprPna TypeuunHa dapmaBixH TypeyunHa BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/14770/01/01
Mr/mMn o 1 M po3ynHy MEOVUNH I1AY CaH. Be Tigx. 3MmiHn | TMny - AgMiHicTpaTuBHI 3MiHK. 3MiHa peuenmom
B amnyni; no 5 amnyn y CAH. BE TIIX. A.LL. HallMeHyBaHHs Ta/abo agpecu 3asiBHUKA (BNacHuka
KOHTYPHIl YapyHKOBIl AL peecTpauinHoro noceiaveHHs) (3miHa agpecu
ynakosui; no 1 3asiBHMKA)
KOHTYPHIW YapyHKOBIV
yMaKkoBLji B KAPTOHHIW
kopobui
97. | MINICTAH BI TabneTtkn, BKpUTI Mini Xenckepe Benwka Menpo IHgis BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: bes UA/2435/02/01
KALUNO o6onoHkoto, no 10 NimiTeq BpuTaHis dapmachkoTrk 3miHu | Tvny - AgMiHicTpaTMBHI 3MiHW. 3MiHa peuenma
TabneTok y 6nictepi; no anc MNpisat HalMeHyBaHHs1 Ta/abo agpecu MicLs NpoBafKeHHS
2 6nicTepun y KapTOHHIN Nimiteq nisnbHOCTI BUpOBHMKa/imnopTepa rotoBoro
kopooui nikapcbkoro 3acofy, BKMHOYa4m AinbHULL BUMYCKY
cepii abo micLe NpoBeAEHHS KOHTPOSH SIKOCTi.
(misnbHicTb, 3a AKy Bignosiaae BMpobHuUK/imnopTep,
BKIO4aK0uM BUMNYCK cepit) (TepMiH BBeAEHHS 3MiH
NpoTArom 6-Tu MicsiLiB Nicnsi 3aTBEPOKEHHS);
3Minu | TUny - 3miHKn Wwopo 6esnekv/edeKTUBHOCTI
Ta dhapmakoHarnsagy (iHwi 3MiHu) (3mMiHa TexkcTy
MapKyBaHHs1 B 3B’A3KYy 3 NPMBEAEHHSIM HaMUCaHHS
agpecy BUpobHMKa y BiANOBIAHICTb A0 BUCHOBKY
LLOA0 NiATBEPKEHHS Bi4NOBIAHOCTI yMOB
BMpOGHMLUTBa J13 BUMOram HanexHoi BUpoBGHUYOoT
npakTukm) (TepmiH BBEAEGHHS 3MiH NPOTArom 6-Tu
MicsaLiB nicns 3aTBepAXXeHHS)
98. | MIPAMICTUH MOPOLLIOK (CyBcTaHUist) y Meraindpapm ABCTpis TOB Pociiicbka BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: - UA/8901/01/01
naketax m6X "lHcpamen” depepauin 3MiHa 3asiBHMKa (BNacHWKa peecTpauiiHoro
nonieTuneHoBnx ans nocsigyeHHs) (3rigHo Hakazy MO3 Big 23.07.2015
BMPOGHMUTBA Ne 460)
CTepuUrbHuX Ta
HeCcTepunbHUX
nikapcbkux goopm
99. | HAPOIIH PO34MH Ans iH'ekuin, 2 Actpa3eHeka Ab LLiseuis AcTtpa3eHeka ABcTpanis BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/9384/01/01
mr/mn no 100 mn y Mi Ntg 3MiHu | TUNY - 3MiHa HaiMeHyBaHHs Ta/abo agpecu peuyenmom

KOHTelHepi; no 1
KOHTEWHepY B KOHTYPHIN
YapyHKOBI yNakoBLjj; No
5 KOHTYPHWMX YapyHKOBUX
YMaKoBOK Y KapTOHHIN
nayui

MicLisl NPOBaXXEHHS OisiNbHOCTI BUPOOHUKa
(Bkntoyaroum, 3a HeobXiQHOCTI, MicLe NPoBeAEeHHS
KOHTpPOTIO sIKOCTi), abo BnacHvka macTtep-danna Ha
A®I, abo noctavyanbHuka Adl/BuxigHoro
maTepiany/peareHTy/npOMiKHOIO MPOAYKTY, Lo
3aCTOCOBYHOTbLCS Y BUPOOHMLUTBI AD|. BBeaeHHs




49

IIponosxeHHs nonaTka 3

Ymoeu

Homep

Ne
n/n

Ha3sea nikapcbko20

3acoby

®dopma sunycKy
(nikapcbka ¢popma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6HUKa

PeecmpauyitiHa npoyedypa

eionycky

peecmpauyitiHo
20
noceio4yeHHs!

3MiH npoTArom 6-tn micauiB nicns
3aTBEPAKEHHSA
BHECEHHS 3MiH IO peecTpaLinHMX maTepianis:

3a

UA/13702/01/01

100.

HEOrABIH 150

kancynu no 150 mr, no
10 kancyn y nicTepi, no
3 abo no 6 bnicTepis B
nadui 3 KapToOHy

TOB "®apma
Crapt"

YkpaiHa

TOB "dapma
Crapt"

YkpaiHa

3MiHu | TUNy - nogaHHs HoBoro CEP Ne RO-CEP
2016-189-Rev 01 ans A®I nperabaHiny Big
3aTBEPOKEHOrO BUPOGHMKA; 3MiHM | TUny - 3MiHa y
napameTpax cneuudikauivi Ta/abo gonycTummx
MeX, BU3HaYEHNX Yy cneumndikauiax Ha AP, abo
BUXiZHMI/MPOMIKHUIN NpOAYyKT/peareHT, Wo
BVIKOPVCTOBYIOTBCS Y npoLeci BupobHuutea AdI
(iHWi 3MiHK); 3miHK | TUNY - 3MiHa y NapameTpax
cneuudikauin Ta/abo [ONyCTUMUX MEX,
BM3Ha4YeHux y cneumdikauisx Ha Adl, abo
BMXiOHWIA/NPOMIDKHUIA NpOAYKT/peareHT, Lo
BMKOPUCTOBYOTBCS Y npoLleci BupobHuutea Adl;
CyNyTHS 3MiHa: 3MiHa y MeTofax BUNpobyBaHHS
A®I| abo BuxigHOro MaTtepiany/npoMixHoro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS Y
npoteci BupobHuuTea API (iHwwi 3mMiHn y MmeToaax
BMNpobyBaHHS (BKMoYaoumn 3amiHy abo
ponoBHeHHs1) A®I abo BUxigHOro/npomixxHoro
npoaykTy); 3miHu | Tuny - nogaHHs Hosoro CEP Ne
RO-CEP 2016-181-Rev 01 ana A®I| nperabaniHy
Bif 3aTBEPAXXEHOro BUPOBHWMKa; 3MiHu | TNy -
3MiHu 3 gkocTi. FoToBUIA nikapcbkuii 3acit. Onuc Ta
cknag

peuerimom

3a

UA/13702/01/02

101.

HEOrABIH 75

kancynu no 75 mr, no 10
kancyn y 6nictepi, no 3
abo no 6 GnicTepis B
nadui 3 KApToOHy

TOB "®apma
Crapt"

YkpaiHa

TOB "dapma
Crapt"

YkpaiHa

BHECEHHS 3MiH IO peecTpaLinHMX maTepianis:
3MiHu | TUNy - nogaHHs HoBoro CEP Ne RO-CEP
2016-189-Rev 01 ans A®I nperabaHiny Big
3aTBEPOKEHOrO BUPOGHMKA; 3MiHM | TUny - 3miHa y
napameTpax cneuudikauiv Ta/abo gonycTummx
MeX, BU3HAYEHNX Yy cneumndikauiax Ha AP, abo
BUXiZHWIN/MPOMIKHUI NpoAyKT/peareHT, Wwo
BVIKOPVCTOBYIOTBCS Y npoLeci BupobHuutea AdI
(iHWi 3MiHK); 3miHK | TUNY - 3MiHa y NapameTpax
cneuudikauin Ta/abo [ONyCTUMUX MEX,
BM3Ha4YeHux y cneumdikauisx Ha Adl, abo
BMXiOHWI/NPOMIDKHUIA NpOAYyKT/peareHT, Lo
BMKOPUCTOBYOTBCS Y npoLeci BupobHuutea Adl;
CynyTHS 3MiHa: 3MiHa y MeTofax BUNpobyBaHHS
A®I| abo BuxigHOro MaTepiany/npoMixHoro
NpoAYKTy/peareHTy, WO BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea AP (iHwi 3mMiHW y MeToaax
BMNpoOYyBaHHS (BKMoYaoumn 3amiHy abo
ponoBHeHHs1) A®I abo BuxigHOro/npomixxHoro
npoaykTy); 3miHu | Tuny - nogaHHs Hosoro CEP Ne
RO-CEP 2016-181-Rev 01 ana A®I| nperabaniHy
Bi 3aTBEpXXEHOro BUPOOHWMKa; 3MiHu | Tuny -

3MiHM 3 skocTi. [oToBMI Nikapcbkui 3acib. Onuc Ta

peuerimom
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IIponosxeHHs nonaTka 3

Ne
n/n

Ha3sea nikapcbko20
3acoby

®dopma sunycKy
(nikapcbka ¢popma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
eionycky

Homep
peecmpauyitiHo
20
noceio4yeHHs!

CKnag

102.

HEO-NMEHOTPAH®
®OPTE

Cyno3unTopii BariHarnbHi,
no 7 cynosutopiiB y
onicTtepi B KAPTOHHIN
kopoobui

Ekcentic Xencke
C.J.

Icnanis

Ekcenric Inav
CaHai Be
Tipxkapet

AHOHIM
LWipkeTi

TypeyumnHa

BHECEHHS 3MiH IO peecTpaLinHMX maTepianis:
3MiHu | TUny - 3MiHK Wwopo 6e3neku/edhekTUBHOCTI
Ta chapmakoHarnsagy. BeegeHHst abo 3miHm go
y3aranbHeHUX AaHNX Npo cUcTemy
bapmakoHarnsiay (BBeAeHHs y3aranbHEHUX AaHWX
npo cuctemy chapmakoHarnsgy, aMmiHa
yNOBHOBaXeHOI ocobu, BignosigansHoi 3a
30iACHEHHS (hapMaKkoHarnsiay; KOHTakTHoI ocobu 3
dapmakoHarnsay 3asBHUKa ANs 30iNCHEHHS
dapmakoHarnagy B YKpaiHi, Ko BoHa BiAMiHHA
Bi ynoBHOBaxeHOi ocobwu, BignoBigansHoi 3a
3pincHeHHs hapmakoHarnsgy (BkoYaoymn
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLeHHiI macTep-
(hanna cuctemu papmakoHarnsgy) - Hitoua
pepakuisi: HaropHa KatepuHa IBaHiBHa.
MponoHoBaHa pepakuis: BoHaap Onbra BitaniiBHa.
3MiHa KOHTaKTHUX JaHUX

3a
peuenmom

UA/5477/01/01

103.

HITPOIrNILEPUH

TabneTkn cyoniHrBanbHi
no 0,5 mr no 40
TabneTok y KOHTEeNHepi;
no 1 KoHTelHepy B nNayui
3 KapTOHY

MpAT "TexHonor"

YkpaiHa

MpAT
"TexHonor"

YkpaiHa

BHECEHHS 3MiH O peecTpaLiHMX maTepianis:
3MmiHn | Trny - AgMiHicTpaTuBHI 3MiHK. 3MiHa
HallMeHyBaHHs Ta/abo agpecu 3asiBHWKA (BNnacHuka
peecTpauinHoro noceig4eHHs) (3MiHa agpecu
3asiBHMKa) (TepMiH BBEAEHHS 3MiH NPOTHArom 6-Tu
MicsLiB nicns 3aaTBepoKeHHs); 3MiHu | Tuny -
AamiHicTpaTvBHI 3MiHW. 3MiHa HaiMeHyBaHHSA
Ta/abo agpecy MicLs NPOBaMKEHHS AiSNbHOCTI
BMPOOHWKa/iMnopTepa rotToBoro nikapcbkoro
3aco0y, BKIoYaK4m AinbHuLi BUNycKy cepii abo
MicLie NPOBeAEHHS1 KOHTPOIO SKOCTI. (QisNbHICTb,
3a 5Ky BianoBigae BUpOGHMK/iMIOpTEp, BKIOYaK4N
BUWMYCK cepiln) (3mMiHa agpecu BupobHuka M3, 6e3
3MiHM Micus) (TepMiH BBeAEHHS 3MiH NPOTSiroM 6-Tn
MicsUiB nicns 3aTBepAKEHHS)

6e3
peuenma

UA/6393/01/01

104.

HILEPIOJiIH

TabneTkn, BKpUTI
obornoHkoto, no 10 mr no
10 TabneTok y Gnictepi;
no 3 Gnictepu B nayui

MAT "Tannudapm”

YkpaiHa

NAT
"lannydapm”

YkpaiHa

BHECEHHS 3MiH O peecTpaLitHMX maTepianis:
3MiHu | TUNy - 3mMiHa nepiogy NOBTOPHMX
BMNpobyBaHb/nepioay 36epiraHHst abo ymMoB
36epiraHHs APl (3a BiACYTHOCTI y 3aTBEPKEHOMY
nocbe cepTudikaTa BignoBigHOCTI €BponenchbKin
hapmMakonei, Lo BKIOYa€e nepio NOBTOPHOrO
BMNPOOYBaHHS) -

BHECEHHS 3MiH A0 p.3.2.S.7. CTabinbHicTb,
30KpemMa: 3a3HayeHHs1 yMOB TPaHCNOPTYBaHHA ANs
A®| HiueproniH: TpaHCnopTyBaHHs npu
Temnepartypi Big - 20°C go + 40 C npoTsirom 1
Mmicaus

3a
peuenmom

UA/5252/01/01

105.

HONbMNA3A®

TabneTku
racTpope3nCTEHTHI Mo
20 mr o 14 TabneTtok y
6nicTepi; no 1 abo no 2,

KPKA, o.a., Hoso
MeCTO

CnoBeHis

KPKA, a.4.,
Hoso mecto

CnoBeHisi

BHECEHHS 3MiH O peecTpaLiHMX maTepianis:
3MiHM | TUNY - 3MiHK, NOB'A3aHi 3 HEOBXiAHICTHO
npuBeaeHHs y BiANOBIAHICTb A0 MoHorpadii AdPY
abo €Bponencbkoi hapmakonei, abo iHLWoi

3a
peuenmom

UA/7955/01/01
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IIponosxeHHs nonaTka 3

Ne
n/n

Ha3sea nikapcbko20
3acoby

®dopma sunycKy
(nikapcbka ¢popma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
eionycky

Homep
peecmpauyitiHo
20
noceio4yeHHs!

abo no 4 6nictepn y
KapTOHHI kopobui

HauioHanbHoi hbapmakonei gepxasu €C -
BUMyYeHHs i3 cneumdikauii A®I (3.2.5.4.1.2
Common Specification of the finished product
manufacturer) Tecty «PO34MHHICTb», a TakoX
BUIyYEHHS TecTy «Baxki meTanun» (skui
KOHTpontoBaBcst BUpoOHMKoM APl ASMF KRKA,
d.d., Novo mesto, BianoBigHo 4o BUMor MmoHorpadii
«Pantoprazole sodium sesquihydrate» EP).
MoHorpadpis Ha A®I, 3a3HaveHa B YNHHIN BepCil
EP, He micTuTb BU3HayeHHs TecTy «Baxki meTanmy,
y 3B’93KY 3 YMM BUPOOHMKOM Byno HagaHo
CTaTUCTUYHUIA aHani3 cepin Ha TecT «Baxki
MeTanuy» 3 OLHKOI PU3NMKY LLLOAO iX BMICTY, LLO
[arno MOXMUBICTb BUIYYUTW JaHUA NOKa3HWK 3
PYTUHHOIO KOHTPOIO

106.

HONbMNA3A®

TabneTku
racTpope3nCTEHTHI Mo
40 mr no 14 TabneTtok y
6nictepi; no 1 abo no 2,
abo no 4 Gnictepn y
KapTOHHiI kopobui

KPKA, o.a., Hoso
MeCTO

CnoBeHis

KPKA, 4.4.,
Hoso mecto

CnoBeHisi

BHECEHHS 3MiH O peecTpaLiiHMX maTepianis:
3MiHM | TUNY - 3MiHK, NOB'A3aHi 3 HEOBXiAHICTHO
nNpYBEeAEHHS Y BiANOBIAHICTb A0 MOHorpadii AdY
abo €Bponencbkoi hapmakonei, abo iHLWoi
HauioHanbHoi hapmakonei gepxasu €C -
BUMyYeHHs i3 cneumdikauii A®I (3.2.5.4.1.2
Common Specification of the finished product
manufacturer) Tecty «PO34MHHICTb», a TaKkoX
BUINMYyYEHHS TeCTy «Baxki meTanu» (sikui
KOHTporntoBaBcs BUpo6HMKom APl ASMF KRKA,
d.d., Novo mesto, BignoBigHo 4o BUMOr MoHorpadii
«Pantoprazole sodium sesquihydrate» EP).
MoHorpacpist Ha A®I, 3a3HaveHa B YNHHIN BepCil
EP, He MicTUTb BU3Ha4eHHs TecTy «Baxki meTanu»,
y 3B’513Ky 3 YMM BUPOOHMKOM Byro HagaHo
CTaTUCTWMYHWI aHari3 cepin Ha TecT «Baxki
MeTanuy» 3 OLIHKOI PU3NMKY LA iX BMICTY, WO
[arno MOXIMBICTb BUNMYYUTU AaHWIA NOKa3HWK 3
PYTUHHOIO KOHTPOIO

3a
peuenmom

UA/7955/01/02

107.

HONbMNA3A®
KOHTPON

TabneTkn
racTpope3nCTEHTHI Mo
20 mr no 7 TabneTok y
6nictepi; no 1 abo no 2
GnicTepu B KAPTOHHIN
Kopobui

KPKA, a.a., HoBo

MecTo

CrnoBeHis

KPKA, a.4.,
HoBo mecTo,
CnoBeHis;
TALO ®apma
m6X,
HimeyunHa

CnoseHis/
Himevumna

BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis:
3MiHM | TUNY - 3MiHK, NOB'A3aHi 3 HEOBXiAHICTHO
npuBeaeHHs y BiANOBIAHICTb A0 MoHorpadii AdPY
abo €sponelicbkoi hapmakonei, abo iHwoTi
HauioHanbHoi hapmakonei gepxasu €C -
BUITy4eHHS i3 cneumdikanii APl (3.2.5.4.1.2
Common Specification of the finished product
manufacturer) Tecty «PO34MHHICTbY, a TaKkoX
BUINYYeHHs TecTy «Baxki meTanu» (Skui
KOHTpontoBaBcst BUpobHMKom APl ASMF KRKA,
d.d., Novo mesto, BignosigHo 4o BUMOr MoHorpadii
«Pantoprazole sodium sesquihydrate» EP).
MoHorpadpis Ha A®I, 3a3HaveHa B YNHHIN BepCil
EP, He MicTUTb BU3Ha4eHHs TecTy «Baxki meTanuny,
y 3B’3KY 3 YMM BUPOOHMKOM Byno HagaHo

bes
peuenma

UA/12818/01/01
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[IponoBxkenHs noxarka 3

Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs
CTaTUCTUYHUIA aHani3 cepin Ha TecT «Baxki
MeTanuy» 3 OLiHKOI PU3KMKY oA iX BMICTY, WO
[ano MOXNMBICTb BUNYYUTU SAHWUIN MOKA3HWK 3
PYTUHHOIO KOHTPOIO
108. | ONTAP® 1 MI' Tabnetku no 1 mr, no 30 MeHapiHi JTiokcembypr | BUPOBHULITBO IHgis/ BHECEHHS 3MiH 10 peecTpaLuiiHix maTepianis: 3a UA/6108/01/01
TabneTok y 6nictepi; no IHTepHeLLoHan "in bulk™: ITanis 3MiHu Il Tuny - 3MiHK Wwopao Gesnekn/edeKTUBHOCTI peuenmom
1 abo no 2 Gnictepn B OnepenLoHe YCB Nimiteg, Ta cbapmakoHarnsagy. BHeceHHs abo amiHa(n) oo
KapTOHHI kopobui JTrokcembypr C.A. IHAis; 3060B's13aHb Ta YMOB BMAaui peecTpalinHoro
BUPOGHULTBO nocBiaYeHHs, Bktovatoun NnaH ynpaeniHHA
"in bulk", pv3nKaMm (3aCTOCyBaHHs 3MiH(K), ski(a)
KiHUEeBe BMMararTb(€) NoganbLIoro 06rpyHTyBaHHs HOBUMU
nakyBaHHs1, [00aTKOBMM A@HNMW, LLO MaloTb HagaBaTucs
BUMYCK Cepii: KOMMETEHTHUM OpraHoM, OCKIiflbKU BUMaraeTbCcs
A. MeHapiHi CYTTEBa OLiHKa KOMMNETEHTHUM OpraHoM)
MaHydakTypiH (BukoHaHHs1 3060B'13aHb BiANOBIAHO A0 MiANYHKTY
r NoricTikc eHn 2.3 nyHkTy 2 pogatky 15 po Mopsigky npoBeaeHHs
Cepsicec eKcnepTm3n peecTpauiiiux maTtepianis Ha
C.p.J1, Itanis; nikapcbki 3acobu, Lo nofaTbCs Ha AepXKaBHY
KOHTPOIb peecTpauito (nepepeecTpallito), a Takox
cepii: eKcrnepTu3n martepianis Npo BHECEHHS 3MiH 0
A. MeHapiHi peecTpauinHux MaTepianis NpoTaroM Aii
MaHydakTypiH peecTpavlinHOro NoCBiAYEHHS, 3aTBEPAKEHOTO
r JloricTikc enp Hakasom MO3 Big 26.08.2005 Ne 426 (y pegakuii
Cepsicec Haka3dy MOS Big 23.07.2015 Ne 460)
C.p.J1., ltania
109. | ONTAP® 2 MI' TabneTku no 2 mr, no 30 MeHapiHi JTiokcembypr | BUPOBHULITBO IHgis/ BHECEHHS 3MiH 10 peecTpaLliiHix MaTepianis: 3a UA/6108/01/02
TabneTok y 6nictepi; no IHTepHeLLoHan "in bulk™: ITanis 3MiHu Il TUny - 3MiHK Wwopao Gesnekn/edekTUBHOCTI peuenmom
1 abo no 2 Gnictepn B OnepenLoHe YCB Nimiteg, Ta cbapmakoHarnsagy. BHeceHHs abo amina(n) oo
KapTOHHI kopobui JTrokcembypr C.A. IHAis; 3060B's13aHb Ta YMOB BMAaui peecTpalinHoro
BUPOGHULTBO nocBiaYeHHs, BktoYatoun NnaH ynpaeniHHA
"in bulk", pv3nKamMm (3aCTOCyBaHHs 3MiH(K), siki(a)
KiHUEeBe BMMararTb(€) NoganbLIoro 06rpyHTyBaHHst HOBUMU
nakyBaHHs1, [00aTKOBMM AaHNMW, WO MaloTb HagaBaTucs
BUMYCK Cepii: KOMMETEHTHUM OpraHoM, OCKIfNlbKU BUMaraeTbCcs
A. MeHapiHi CyTTeBa OLiHKa KOMMNETEHTHUM OpraHoM)
MaHydakTypiH (BukoHaHHs1 3060B's13aHb BiANOBIAHO A0 MiANYHKTY
r NoricTikc eHn 2.3 nyHkTy 2 pogatky 15 po Mopsigky npoBeaeHHs
Cepsicec eKcnepTm3n peecTpauiiiux maTtepianis Ha
C.p.J1, Itanis; nikapcbki 3acobu, Lo nofaTbCs Ha AepXKaBHY
KOHTPOIb peecTpauito (nepepeecTpallito), a Takox
cepii: eKcrnepTn3n martepianis Npo BHECEHHS 3MiH 40
A. MeHapiHi peecTpauinHux MaTepianis NpoTarom Aii
MaHydakTypiH peecTpaLlinHOro NoCBiAYEHHS, 3aTBEPIKEHOTO
r JloricTikc enp Hakasom MO3 Big 26.08.2005 Ne 426 (y pegakuii
Cepsicec Haka3dy MOS Big 23.07.2015 Ne 460)
C.p.J1., Itania
110. | ONTAP® 3 MI' Tabnetku no 3 mr, no 30 MeHapiHi JTiokcembypr | BUPOBHULITBO IHgis/ BHECEHHS 3MiH 10 peecTpaLiiHix MaTepianis: 3a UA/6108/01/03
TabneTok y 6nictepi; no IHTepHeLLoHan "in bulk™: ITanis 3MiHu Il TUny - 3MiHK Wwopao Gesnekn/edekTUBHOCTI peuenmom
1 abo no 2 6nictepn B OnepenwoHc YCB Nimiteg, Ta cpapmakoHarnsagy. BHeceHHs abo 3miHa(n) oo




53 [IponoBxkenHs noxarka 3
Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
KapTOHHiIN kopooL ITrokcembypr C.A. IHais; 3060B's13aHb Ta YMOB BMAaui peectpaLinHoro
BUPOGHULITBO NnocBiaYeHHs, Bktovatoun NnaH ynpaeniHHA
"in bulk", pu3nKamm (3acTocyBaHHS 3MiH(1), siki(a)
KiHLEBE BMMaraloTb(€) NoganbLIoro 06rpyHTyBaHHS HOBUMU
nakyBaHHS, [00aTKOBMM AAHUMW, LLO MaloTb HagaBaTucs
BUMYCK Cepint: KOMMNETEHTHUM OpraHoOM, OCKiflbK/N BUMaraeTbcsi
A. MeHapiHi CyTTeBa OLiHKa KOMMETEHTHNM OpraHoM)
MaHydakTypiH (BukoHaHHS 3060B'A3aHb BigNOBIAHO A0 MiANYHKTY
r INoricTikc eHa 2.3 nyHkTy 2 goaatky 15 go MNopsiaky npoBeAeHHs
Cepsicec eKCnepTM3n peecTpaLinHux MaTtepiarnis Ha
C.p.J1, Itanis; nikapcbki 3acobu, LWo NofaTbCa Ha AepXKaBHY
KOHTpOmb peecTpaLito (nepepeecTpalito), a Takox
cepii: eKkcnepTv3n MaTtepianis NPo BHECEHHS 3MiH A0
A. MeHapiHi peecTpauinHuX MaTepiarnis NpoTsarom aii
MaHydakTypiH peecTpauinHOro NocBiAYeHHs, 3aTBEPAXKEHOIrO
r INoricTikc eHg Haka3om MO3 Big 26.08.2005 Ne 426 (y pepakuii
Cepsicec Haka3zy MOS3 Big 23.07.2015 Ne 460)
C.p.J1., Itania
111. | OMHIMNAK PO34MH ANs iH EKLN, bxnl Xenckea AC Hopseris [bxnl Xenckea Ipnangis BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3a UA/2688/01/03
300 mr noay/mn; no 50 Ipnangis TexHiYHa nomunka y MeTtogax KOHTPOrO SIKOCTi Ha peuenmom
mn abo no 100 mn y Nimiten roToBui nikapcbkuii 3aci6, B Cneumdikadii Ta
dnakoHi; no 10 mMeToauui BUNpobyBaHHSA nokasHuka «Onucy, 6yno
pNaKoHIiB y KApTOHHIN OOMyLLEHO MOMUIIKK, Y 3B'A3KY 3 HETOYHICTIO
kopobui nepeknagy
112. | OMHIMNAK PO34MH ONs iH EKLN, bxnl Xenckea AC Hopseris [bxnl Xenckea Ipnangis BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/2688/01/04
350 mr noay/mn; no 50 Ipnangis TexHiYHa nomunka y MeTtogax KOHTPOrO SIKOCTi Ha peuenmom
mn abo 100 mn, a6o 200 NimiTen roToBui nikapcbkuii 3aci6, B Cneumdikadii Ta
mn, abo 500 mn y mMeToauui BUNnpobyBaHHSA nokasHuka «Onucy, 6yno
dnakoHi; no 10 OOMyLLEHO MOMUIIKK, Y 3B'A3KY 3 HETOYHICTIO
PNaKoHIiB y KAPTOHHIN nepeknagy
Kopobui
113. | MEPIrOBEPIC MOPOLLIOK Ta PO3YMHHMK Apec TpengiHr LLisenuapis Mepk CepoHo LLisenuapis BHECEHHS! 3MiH 10 peecTpaLiiHix MaTepianis: 3a UA/10624/01/01
ONS pO34unHy Ans C.A. " 3MiHM | TUNY - 3MiHK BUNpoGyBaHb abo JoNyCTUMUX peuenmom
iH'ekuin, 1 abo 3 BiOAiNeHHs y MeX y npoueci BupobHuutea A®l, o BCcTaHOBMEHI
pnakoHW 3 MOPOLLKOM Y M. OBGOHH y cneuudikauisix - 3miHa BUNpobyBaHb y NpoLeci

komnnekTi 3 1 abo 3
dnakoHamu 3 1 mn
po34MHHKKa (BoAa Ansi
iH'EKLiN) Y KOHTYpHIN
YapyHKOBIl ynakoBLyi; No
1 KOHTYPHI YapyHKOBIN
ynakoBLji B kopobui; 5
(hrnakoHiB 3 MOPOLLKOM Y
KOMMMeKTi 3 5
dnakoHamu 3 1 mn
pO34uHHKKa (BoAa Ans
iH'EKLiN) Y KOHTYpHIN
YapyHKOBIN ynakoBLi; No
2 KOHTYPHi YapyHKOBI

BMPOGHMLTBA CyOCTaHLi akTUBHUX PEYOBUH
doniTponiHy anbda Ta nTponiHy anbda Ans
TECTYBaHHS BipycHoi 6e3mnekn HeobpobneHoi
KynbTypanbHoi piauHu in bulk (in phase IV
Harvesting): TecT i3 3BOpOTHOI TpaHCKpMNTa3oto,
SIKUIA BUKOPUCTOBYETLCA ANSI AETEKTYBaHHS
HasIBHOCTI peTpoBipyciB y GiopeakTopi 3aMiHI0ETLCS
Ha po3LLnpeHnit meTog, chryopecLitorumx oKyciB
(Extended S+ L focus assay)




54 [IponoBxkenHs noxarka 3
Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
yMakoBKM B KOPOOLi
114. | NIHOBIT® Kpanni Ha3anbHi no 10 MNAT "dapmak” YkpaiHa MAT "dapmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaLuiiHix maTepianis: be3 UA/6606/02/01
My donakoHi; no 1 TexHivYHa nomunka y po3gini Cknag metogis peuenma
hnakoHy B navui 3 KOHTPOIIO SIKOCTi Ha nikapcbkuii 3acio
KapTOHY
115. | NPEAHITON kpem 0,25% no 10 r, abo Hepmadpapm Al Himeuunna mibe MmMeX HimeuunHa BHECEHHS 3MiH 0 peecTpauiiHiX maTtepianis: 3a UA/10283/03/01
30, abo 50 ry Ty6i; no ApuHanmitten 3miHu | TMny - AgMiHicTpaTMBHI 3MiHWU. 3MiHa peuyenmom
1 Ty6i B KAPTOHHI Nayui b HalMeHyBaHHs Ta/abo agpecu MicLs NpoBafKeHHS
LisinbHOCTi BUPOGHWKa/iMnopTepa roToBoro
nikapcbkoro 3aco0y, BKMHoYak4m AinbHUL BUMYCKY
cepii abo micLe NpoBeAEeHHS KOHTPOH SIKOCTi.
(misnbHicTb, 3a sky BignoBiaae BUPpoOHUK/iMNopTep,
BKIOYaK04M BUMYCK Cepilt) (3mMiHa agpecu
BUPOGHMKa Mibe Mv6X ApuHaimiTTens, HimevunHa,
6e3 3MiHM Miclst BUpOBHULITBA)
116. | MPIOPUKC™ / nioginiaaT Ans po34nHy MmakcoCmiTKnsamH Benwka makcoCmiTKn Benbris BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/13694/01/01
PRIORIX™ ans in'ekuin, 1 EkcnopT Nimiteq BpuTaHis ANH 3MiHu | TUny - 3MiHu 3 sikocTi. A®l. BupobHuuTBO. peuenmom
KOMBIHOBAHA MOHOZ030BUIA hi1akoH Bionogxikans 3MmiHu B npoueci BupobHuuTBa A®I (iHLWi 3miHW) -
BAKUWHA Onsd (1 posa) 3 niodinizatom C.A. npuseaeHHs iHdpopmauii wopao pH cepeposuwy, Ta
MPO®INAKTUKU Y KOMNIeKTi 3 PO34MHIB 10 aKTyarnbHUX ornepaLinHmx npoueayp,
KOPY, PO34YMHHMKOM (BOAA Ans Kopekuis cknagy cepegosuiia 199, pegakuiiHi
ENIAEMIYHOIo iH'eKLin) y monepeaHbO 3MiHW [0 AOCbE ANS rapMoHisaLii onucy
NAPOTUTY TA HarnoBHEHOMY LUNpULi Ta BMPOGHMLUTBA NPOMIDKHUX NPOAYKTIB BaKLMHU
KPACHYXU [BOMa rofikamu B Mpiopwukc
KapTOHHiIN kopobui; 100
MOHOZ030BVX (1 f03a)
nakoHiB 3
niogpinizatom y
KOMMNNeKTi 3
PO34YMHHMKOM (BoAa Ans
iH'ekuin) B amnynax Ne
100 B OKpemin ynakoBsLi;
1 MynbT1A030BUIA (2
[031) onakoH 3
niodinizatom y
KOMNNeKTi 3
PO34YMHHMKOM (BoAa Ans
iH'ekuin) B amnyni; no
100 wTyK donakoHis Ta
amnyn B OKpeMmx
Kopobkax
117. | MPIOPUKC™ / nioginiaaT Ans po34nHy MmakcoCwmiTKnsamH Benwka makcoCmiTKn Benbris BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/13694/01/01
PRIORIX™ ons iH'ekyin, 1 EkcnopT Nimiten BpuTaHis ANH 3MiHM | TUNY - 3miHa napameTpiB crneumdikaLin peuernmom
KOMBIHOBAHA MOHOZ030BUI hNaKkoH Bionomxikana Ta/abo AoNyCTUMUX MEX Ans AONOMKHOI
BAKUWHA Onsd (1 posa) 3 niodinizatom C.A. PEYOBMHY - BUINyYEHHSI NapameTpy cneuudikauii 3
MPO®INAKTUKHN Yy KOMNIeKTi 3 BiANOBIAHMM METOAOM KOHTPOIO SKOCTI “non-
KOPY, PO34MHHMKOM (BOAa Anst antigenicity on guinea pigs” 3i cneuudikauii
ENIAEMIYHOIo iH'eKLin) y monepeaHbO [OMOMIKHOI PEYOBUHYM - aMIHOKUCOTN ANS iH'EKLN
NAPOTUTY TA HanoBHEHOMY LUMNpULi Ta




55 [IponoBxkenHs noxarka 3
Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
KPACHYXU [BOMa rofnikamuv B
KapTOHHiIN kopobui; 100
MOHoAo030BuX (1 go3a)
nakoHiB 3
nioginizatom y
KOMMNNeKTi 3
PO34MHHMKOM (BoAa ANs
iH'ekuin) B amnynax Ne
100 B oKpemin ynakoBsLi;
1 MynbTUA030BUIA (2
[03un) pnakoH 3
niodpinizatom y
KOMMIEKTi 3
PO34YMHHMKOM (BoAa Ans
iH'ekuin) B amnyni; no
100 WwTyK priakoHiB Ta
amnyrn B OKpeMmx
Kopobkax
118. | PEBMAIITMH po34MH ans iH'ekuin, 10 TOB "®APMEKC YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3a UA/11608/02/01
mr/mn no 1,5 mny reym" "®APMEKC 3MiHuW | TUNY - NogaHHA HOBOro cepTudikaty peuenmom
dnakoHi; no 5 dnakoHis reymn-, BiQNOBIQHOCTI €Bponerchbkin hapmakonei Big
Y KOHTYPHIll YapyHKOBIV YkpaiHa; BeCb HOBOr0O BMPOBGHMKA Aito40i pe4YOBMHN MESOKCHKaM 3i
ynakosui; no 1 BMPOGHMWYMIA 3MiHamu cneuudikauii Ta meTogis BXigHOro
KOHTYPHI YapyHKOBIN npouec KOHTpOMI cybcTaHLii 3a NOKasHUKOM «3arnuLLKoBi
ynakoBLji B nayuj, no 1,5 roToBOro KINbKOCTi OpraHiyHUX PO34YMHHUKIBY»; CYyMyTHSA 3MiHa:
MI B amnyni; no 5 niKkapcbKoro 3MiHa y napameTpax creuudikauiv Ta/abo
amnyn y 6nictepi; no 1 3aco0y, OOMyCTUMUX MEX, BU3HAYEeHMX y creuundikauisx Ha
6nictepy B nayuj; no 1,5 BKIHOYa04n A®I, abo BMXiOHWIA/NPOMKHUIA NpoayKT/peareHT,
M B amnyni; no 5 BTOpPUHHE LLI0 BUKOPUCTOBYHOTLCS Y Npoueci BupobHuuTea Ad|
amnyn B navui nakyBaHHs, 3a (monoBHeHHs cneumdikaLii HOBUM NOKa3HUKOM
BUHATKOM AKOCTI Ta BiAMNOBIAHMM METOAOM BUNPODYBaHHS);
BUNYCKy cepii 3MiHM | TUMy - BUNyYeHHs: BUPOBHUYOT AinbHUL
Ta KOHTpOro (Bkntovatoum ainbHuui ans A®l, npomixHoro
akocTi: TOB npoaykTy abo roToBOro nikapcbkoro 3acoby,
"PapmaneBTn OiNbHULI ANS NPOBEAEHHS NaKyBaHHS, BUPOOHWMKa,
YHa KoMnaHisa BignoBiganbHOro 3a BMNycK cepin, Mmicue
"3popos'a", npoBeAeHHS KOHTPOTIo cepii) abo nocTavanbHUKa
YkpaiHa BMXiQHOro marepiany, peareHTy abo JONOMIXKXHOI
PEYOBUHM (SIKLLO 3a3HAYEHO Y [OCLE) - BUNYYEHHS
BUPOGHMKA Ail040I pe4OBUHM MENOKCUKAM
119. | PENI®® AOBAHC cynosuTtopii pekTanbHi TOB "Baiiep” YkpaiHa IctityTo e ITanis BHECEHHS 3MiH 10 peecTpaLuiiHix maTepianis: be3 UA/7089/01/01
no 206 mr, no 6 Arxeni C.p.n. 3MiHu | TUNY - 3miHa y napameTpax cneuudikauin peuenma
CynosuTopiis y cTpuni, Ta/abo [oMyCTUMUX MEX, BUSHAYEHUX Y
no 2 CTpUNu y KapTOHHIN cneumdikauisx Ha A®l, abo BUXiAHUA/MPOMIKHUIA
kopoobui npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NpoLeci
BUpobHMuTBa ADI - npuBeaeHHs cneundikadii APl
6eH3okaiHy y BiANOBIgHICTb 4O BUMOr MOHorpadii
«Benzocaine» EP
120. | PUCCET® TabneTkn, BKpUTI MJ1IBA XpBatcka Xopgaris MJIBA XopBarTisi BHECEHHS 3MiH 10 peecTpauiiHix mMaTepianis: 3a UA/4542/01/02




56 [IponoBxkenHs noxarka 3
Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
NNiBKOBOIO 0BGOOHKOM0, 0.0.0. XpBatcka 3MiHu |l TUNy - 3miHa napameTpiB cnevuundikauin peuenmom
no 2 mr, no 10 TabneTtok 0.0.0. Ta/abo AoNyCTUMUX MEX Ans AONOMIKHOI
y 6ricTepi; no 2 abo 6 peyoBMHY - 3MiHa crieumdikaLii JonoMixxHOT
6nicTtepiB y kopobui peyoBuHM xoBTuA 3axig FCF (E110) 3a noka3Hukom
«Assay of pure colour»
121. | POKCUMNIM MOPOLLIOK A1151 PO34UHY POTA®APM TypeuunHa dapmaBixH TypeuunHa BHECEHHS 3MiH 10 peecTpaLuiiHix maTepianis: 3a UA/15288/01/01
ans iH'ekuin, no 1,0r; 1 INAYNAPI NTAO. CatH. Be Tigx. 3miHu | Tvny - AgMiHicTpaTMBHI 3MiHW. 3MiHa peuenmom
onakoH 3 NOPOLLKOM B LTI, A.LL. HallMeHyBaHHs Ta/abo agpecu 3asiBHWKA (BNacHuka
KoMnnekTi 3 1 amnynoto peecTpauinHoro nocsigyeHHs) (3miHa agpecu
PO34YMHHKKa (BOAM ANs 3asBHUKa (BracHUKa peecTpaLiiHoOro NocBia4YeHHs)
iH'ekuin) no 10 mn y
KapTOHHIN kopobui
122. | POTA3AP TabneTkn, BKpUTI POTA®APM TypeuunHa yorPng TypeyunHa BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/16265/01/01
nniBkOBO 0BONOHKOIO, INTAYNAPI NTA. MEOVNUNH 3MmiHn | Trny - AgMiHicTpaTuBHI 3MiHK. 3MiHa peuenmom
no 75 mr, no 14 LTI, IIAY CAH. BE HallMeHyBaHHs Ta/abo agpecu 3asiBHUKA (BNacHuka
TabneTok y 6nictepi; no TIOK. A.LL. peecTpauinHoro noceiaveHHs) (3miHa agpecu
2 6nicTepy B KapTOHHIN 3asiBHUKA (BNacHUKa peecTpauiiHoro nocBig4YeHHs)
kopobui
123. | POTA3AP TabneTkn, BKpUTI POTA®APM TypeuunHa yorPng TypeyunHa BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/16265/01/02
nniBkoBO 0BONOHKOIO, INTAYNAPI NTA. MEOVNUNH 3miHn | Trny - AgMiHicTpaTuBHI 3MiHK. 3MiHa peuenmom
no 150 mr, no 14 LTI, IITAY CAH. BE HalMeHyBaHHS Ta/abo agpecu 3asBHMKA (BNacHmka
TabneTok y 6nictepi; no TIOK. A.LL. peecTpauinHoro noceiaveHHs) (3miHa agpecu
2 6nictepy B KapTOHHIN 3asiBHUKA (BNacHUKa peecTpauiiHoro nocBig4YeHHs)
Kopobui
124. | POTA3AP TabneTtkn, BKpUTI POTA®APM TypeuunHa yorPng TypeyunHa BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/16265/01/03
nniBkOBO 0BONOHKOIO, INTAYNAPI NTA. MEOVNUNH 3MmiHn | TMny - AgMiHicTpaTuBHI 3MiHK. 3MiHa peuenmom
no 300 mr, no 14 LTI, IITAY CAH. BE HalMeHyBaHHS Ta/abo agpecu 3asBHMKA (BNacHuka
TabneTok y 6nictepi; no TIOK. A.LL. peecTpauinHoro noceiaveHHs) (3miHa agpecu
2 6nictepy B KapTOHHIN 3asiBHUKA (BNacHUKa peecTpauiiHoro nocBigYeHHs)
Kopobui
125. | POTALE® MOPOLLIOK A5 PO34UHY POTA®APM TypeuunHa 3eHTiBa TypeyunHa BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3a UA/14808/01/01
ans iv'ekuin no 1110 INAYNAPI TA. Carnuk 3MmiHn | Trny - AgMiHicTpaTuBHI 3MiHK. 3MiHa peuenmom
CKISIHMX ¢prakoHiB 3 LTI, YpyHnepi CaH. HalMeHyBaHHS Ta/abo agpecu 3asiBHMKA (BNacHuka
MOPOLLIKOM Y KapTOHHIW Be Tigpx. A.LLL. peecTpauinHoro noceigveHHs) (3miHa agpecun

kopobui; 1 cknsiHUIA
hbrakoH 3 MOPOLLKOM Y
KOMMMeKTi 3 1 amnynoto
pO34uHHYKKa (BoAa Ans
iH'ekuinn) no 10 mny
KapTOHHiIn kopobuyj; 1
CKISIHWI (hnakoH 3
MOPOLLKOM Y KOMMIEKTi 3
1 aMnynow po3YnHHUKa
(po34nH nigokaiHy
rigpoxnopugy 1 %
(nipokaiHy rigpoxnopug,
HaTpito rigpokcua, Boaa
Ans iH'ekuin)) no 3,5 mn
Y KapTOHHI Kopobui

3asiBHUKA (BNacHUKa peecTpauiiHoro nocBigYeHHs)
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IIponosxeHHs nonaTka 3

Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
126. | POTALE® MOPOLLIOK A5 PO34UHY POTA®APM TypeuunHa 3eHTiBa TypeyunHa BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/14808/01/02
ans in'ekuin no 0,5 10 INAYNAPI TA. Carnuk 3MmiHn | TNy - AgMiHicTpaTuBHI 3MiHK. 3MiHa peuenmom
CKITSIHMX (prakoHiB 3 LTI, YpyHnepi CaH. HallMeHyBaHHs Ta/abo agpecu 3asiBHUKA (BNacHuka
MOPOLLIKOM Y KapTOHHIW Be Tigx. A.LLL. peecTpauinHoro noceiaveHHs) (3miHa agpecu
Kopobui; 1 cknsAHu 3asBHUMKa (BriacHUKa peecTpaLifiHoOro nocBia4YeHHs)
pNakoH 3 NOPOLLKOM Y
KOMMMeKTi 3 1 amnynoto
pO34YuHHKKa (BoAa Ans
iH'ekuin) no 5 mny
KapTOHHiIN kopobui; 1
CKINSIHWI hNakoH 3
MOPOLLKOM Y KOMMIEKTi 3
1 aMnynow po3YnHHUKa
(pO34mH nigokaiHy
riapoxnopuay 1 %
(nipokaiHy rigpoxnopua,
HaTpito rigpokcua, Boga
Onst iH'ekuin)) no 2 mn y
KapTOHHI kopobui
127. | CEPTO®EH pO34uH Ans iH'ekuin, 50 YOPIA TypeuunHa dapmaBixH TypeuunHa BHECEHHS 3MiH 10 peecTpaLuiiHix maTepianis: 3a UA/14649/01/01
Mr/2 Mn, no 2 mn B MEOVUNH I1AY CaH. Be Tigx. 3MmiHn | Trny - AgMiHicTpaTuBHI 3MiHK. 3MiHa peuenmom
amnyni; no 5 amnyn y CAH. BE TIDXK. A.LL. HalMeHyBaHHS Ta/abo agpecu 3asiBHMKA (BNacHuka
KOHTYPHI/ YapyHKOBIl A.L. peecTpauinHoro nocsigyeHHs) (3miHa agpecu
ynakoBLj, no 1 a6o 2 3asiBHUKA (BNacHUKa peecTpauiiHoro nocBigqYeHHs)
KOHTYPHi YapyHKOBI
YNaKoBKM B KAPTOHHIN
kopobui
128. | CUBA3OH® IC Tabnetku no 0,005 r no ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/4828/01/01
10 TabneTok y Gnictepi; [104aTKOBOK [104aTKOBO 3MiHM | TUNY - BBEAEHO YTOUHEHHS XiMiYHOI Ha3BKn peuenmom
no 2 Gnictepu B navui 3 BiANoBiganbHiCTIO BiAgnoBiganbHi A®I y cneumdikauii Ta MeToaax BXigHOrO KOHTPOSO
KapToHy "IHTEPXIM" cTio ADI; 3miHM | TUNY - 3mMiHa y napameTpax
"IHTEPXIM", cneuudikauin Ta/abo [ONyCTUMUX MEX,
YkpaiHa BM3HaYeHUX y cneuudgikauisx Ha Adl, abo
(BUPOBHWK, BMXiAHWI/NPOMIDKHUIA NpoayKT/peareHT, Lo
BignosiganbHu BMKOPMCTOBYIOTbCS Y npoueci BupobHuutea AdI -
1 3a BUNYyCK 3MiHa y napameTpax cneundikadii APl -
cepii; [OMOBHEHHS crneundikaLii Ta meToais
BUNpobyBaHHs BUNPoBYyBaHHS HOBUM NMOKa3HWUKOM SIKOCTi
KOHTPOno "3anuLLKOBI KiNbKOCTI OpraHiYHMX PO34MHHUKIB" i3
SAKOCTI BiAMNOBIOHMM MEeTOAOM BMNPOOYBaHHS; 3MiHu | Tuny
(pizmyHi/ximiy - 3MiHM BMNpobyBaHb abo AoMYCTUMUX MEX,
Hi, BCTaHOBMEHMX Yy cneumdikauisx, nig yac
MikpobionoriyH BUPOOHMLTBA rOTOBOTO JTiKapCbKOro 3acoby -
a uucroTa), BUMYYEHHS M. 3anu1LLKOBa BOMOTICTb i3 cneumdikuail
36epiraHHs Ta MeTOAiB BUNPOOYBaHHSI MPOMIXKHOTO NPOAYKTY
roToBOi «TPaHyNSAT HEONyApPEHUA», y 3B 3Ky 3
npoayKuii; NPOBEAEHHSIM KOHTPOSO NPOTArOM TEXHOMNOFYHOIro
BMPOGHMLTBO, npouecy Ha cTagil rpaHynsuii, i uev NokasHuK €
30epiraHHs XapaKTepUCTUKOI NPOoLIECY, @ HE MPOAYKTY; 3MiHu |
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IIponosxeHHs nonaTka 3

Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
(rotoBoi TUMy - NoAaHHA HOBOro cepTudikaTa BiANOBIQHOCTI
npoaykuii, €Bponelicbkiii hapmakonei Bii HOBOro BUPOGHMKa
CUPOBUHN Ta AQI (giazenam) CEP R1-CEP 2003-272 - Rev 02);
marepianis); 3MiHM | TUNY - 3miHa napameTpiB crneumdikauin
BMNpobyBaHHs Ta/abo [oMyCTUMUX MeX NEPBMHHOI YNaKkoBK/
KOHTPOTIO roTOBOrO fiKapCbKOro 3acoby - AONOBHEHHS
SAKOCTI cneumdikaLii NfepBUHHOI YyNakoBKN rOTOBOrO
(hizmyHi/ximiy nikapcbkoro 3acoby (nniBka nonisiHiNxnopvaHa)
Hi) HOBWM MOKa3HMKOM 3 BiAMNOBiAHUM METOA0M
BMNpoOyBaHHA T. «lgeHTudikadis. 1Y»
129. | CUBA3OH® IC Tabnetku no 0,01 r no ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS! 3MiH 10 peecTpaLuiiHix maTepianis: 3a UA/4828/01/02
10 TabneTok y Gnictepi; [104aTKOBOK [104aTKOBO 3MiHM | TUNY - BBEAEHO YTOUHEHHS XiMiYHOI Ha3BKn peuenmom
no 2 6nictepu B nayui 3 BigNoBiganbHicTO BignoBiganbHi A®I| y cneuudikauii Ta MeToAax BXiAHOro KOHTPOO
KapTOHYy "IHTEPXIM" CTIo A®I; 3miHn | Tuny - 3miHa y napameTpax
"IHTEPXIM", cneuudikauin Ta/abo 4ONYCTUMUX MEX,
YkpaiHa BM3Ha4YeHux y cneumdikauisx Ha Adl, abo
(BUPOBHUK, BUXiZHWI/MPOMIKHUIN NPOAYKT/peareHT, Wo
BignosiganbHu BMKOPMCTOBYIOTbCS Y npoueci BupobHuutea AdI -
1 3a BUNYCK 3MiHa y napameTpax crneumdikauii ADI -
cepii; [OOMOBHEHHS crneundikaii Ta meToais
BUNPOBOYBaHHS BUNPOBYBaHHS HOBUM MOKa3HUKOM SIKOCTIi
KOHTpOIo "3anULLIKOBI KiNMbKOCTi OpraHiyHNX PO34MHHUKIB" i3
AKOCTi BiAMNOBIgHMM MeTo4OM BUNPOBYBaHHS; 3MiHW | Tuny
(pizmyHi/ximiy - 3MiHM BUNpobyBaHb abo AoNYCTUMUX MEX,
Hi, BCTaHOBIEHMX Yy cneumdikauisx, nig yac
MikpobionoriuH BMPOGHMLTBA rOTOBOTO fikapcbkoro 3acoby -
a uyucroTa), BWUMYYEHHS M. 3anu1LLKOBa BOMOTICTb i3 cneumdikuail
36epiraHHs Ta MeTOAiB BUNPODOYBaHHS MPOMIKHOIO NPOAYKTY
roToBOIl «TPaHyNSAT HeONyApPeHUy, y 3B A3KY 3
npoayKuii; NPOBEAEHHSIM KOHTPOSO NPOTArOM TEXHOMNOFYHOIro
BUPOBHMUTBO, npouecy Ha cTagii rpaHynsuii, i uev nokasHuk e
36epiraHHs XapaKTepUCTUKOI NPOLIECY, @ He NPOAYKTY; 3MiHu |
(rotoBoi TUMY - NOA4AHHSA HOBOrO cepTudikaTa Bi4NOBIAHOCTI
npoaykuii, €Bponelcbkini hapmakonei Bif HOBOro BUPOGHMKa
CUPOBUHN Ta A®I (piazenam) CEP R1-CEP 2003-272 - Rev 02);
Marepianis); 3MiHuM | TUNY - 3mMiHa napameTpis cneundikauin
BMNpPobyBaHHs Ta/abo [OMyCTUMUX MEX NEPBMHHOI YNaKoBKW
KOHTPOHO roTOBOrO MiKapCbKOro 3acoby - AONOBHEHHS
AKOCTi crneundikauii NepBUHHOT YNakoBKW rOTOBOro
(dpisnyHi/ximiu nikapcbkoro 3acoby (nnieka nonisiHinNxnopugHa)
Hi) HOBMM MOKa3HMKOM 3 BiANOBIOHUM METOAO0M
BMNpobyBaHHsA T. «lgeHTudikadis. 1Y»
130. | CUTHILUE® kpanni o4Hi 0,5 % no 5 CEHTICC ®APMA IHgis CEHTICC IHgis BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/12551/01/01
My dONakoHi - MBT. NTA. DOAPMA TBT. 3MiHu | TUNY - 3mMiHa po3Mmipy cepii (BKnoYaoum peuenmom
KpanensHuui, no 1 NTa. [iana3oH po3Mipy cepii) roTOBOro fikapcbKoro
hnakoHy B navui 3 3acoby - BBeeHHs AoaaTkoBoro po3mipy cepii: 100
KapTOHYy n, Ta gogatkoso 300 n (56604 cnakoHa), 1000 n
(188680 donakoHa)
131. | CMHEKO[ Kpanni opanbHi gns HoBapric Lseriyapis BUPOGHMUTBO Lseviyapis/ BHECEHHS 3MiH 10 peecTpauiiHix mMaTepianis: bes UA/5260/02/01
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[IponoBxkenHs noxarka 3

Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep

n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo

ynakoeka) 20
noceid4yeHHs1
niten, 5 mr/mn, no 20 mn | KoHcbtomep Xenc 3a NOBHUM ITanis 3miHu | Tvny - 3miHKM 3 AkocTi. FoToBUIA NikapchKnii peuenma
y bnakoHi 3 CA LIUKIOM: 3aci6. 3MiHM y BUpOGHUMLTBI. 3amiHa abo BBEAEHHS
KpanenbHuueto i Hogapric [00aTKOBOT AiNbHULI BUPOBHULTBA AN YacTUHM
KpuLukoro Ne1 KoHcblomep abo BCbOro BUPOBGHMYOro NpoLecy rotoBoro
Xenc CA, nikapcbkoro 3acoby (AinbHWLSA, Ha SKin
Lsenuapis; npoBoasTbcsi byab-siki BUpobHUYi cTagil, 3a
BUPOOHMLUTBO BVHSITKOM BWMYCKY CEPIl, KOHTPOIO SKOCTI,
3a NMOBHUM NepBUHHOrO Ta BTOPMHHOIO NaKyBaHHS, ANs
LIUKIIOM: HecTepurbHUX nikapcbkux 3acobis) (BBegeHHs 3MiH
OOMnNEenb NPOTArom 6 -Tu MiCALIB MiCNs 3aTBEPKEHHS)
SAPMALIEYTI CynyTHS 3miHa - 3MiHM 3 sikocTi. [oToBMI
urc.p.n., nikapcbkuii 3aci6. 3mMiHM y BUpoOHUUTBI. 3aMiHa
ITanisa abo BBeZeHHA [OAATKOBOI AiNMbHULI BUPOOHULTBA
Ans YactuHu abo BCboro BUpoGHUYOro npoLecy
roTOBOrO fikapcbkoro 3acoby (ainbHuuUs aAns
BTOPWHHOIO NMaKyBaHHS). - 3MiHU 3 siKoCTi. [oToBUIA
nikapcbkuii 3aci6. 3mMiHn y BUpoBbHULUTBI. 3amiHa
abo BBefleHHs1 [OAATKOBOI AiNbHULI BUpOGHULTBA
Ans YactuHu abo BCboro BUpoGHMYOro npoLecy
roTOBOroO fikapcbKkoro 3acoby (AinbHUUA 4ns
NepBUHHOIO NakyBaHHs1) (BBEAEHHS 40AaTKOBOI
OinbHuui BupobHuutea JOMMENb
SAPMALEYTIUI C.P.1., ITanisa) (TepmiH BBeAeHHS
3MiH NpOTSAroM 6 -Tu MicsiLiB nicns 3aTBEpPOXKEHHS);
3MiHn | TUny - 3MiHK 3 gKocTi. FoTOBMI NiKapCbkui
3aci6. 3MiHn y BUpOOHMLTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYHTLCS BUNYCKY cepii Ta
KOHTPOIHO SIKOCTi FOTOBOIO NiKapCbKoro 3acoby
(3amiHa abo fogaBaHHS BUpobOHMKa, LLO BianoBigae
3a BBe3eHHs Ta/abo Bunyck cepii) - Bkntovatoum
KOHTpOnb/BUNpobyBaHHS cepii (BBeAEHHS
[04aTKoOBOI AinbHWLi BupobHuuTea JOMMMENb
SAPMALEYTIUI C.P.1., ITanis) (TepMiH BBeOEeHHS
3MiH NpOTSAroM 6 -TW MicsLiB nicns 3aTBEPAKEHHS)

132. | CIHOXXAPOI® TabneTtkn, BKpUTI BepiHrep HimeuunHa BUPOBHMLTBO, HimeyumnHa/ BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/15722/01/01
NNiBKOBOK 0BOMOHKO0, IHrenbxanm nepBuHHe Ta peuis 3MiHu Il TUny - 3MiHK Wwopao Ge3nekn/edekTUBHOCTI peuenmom
12,5 mr/1000 mr; no 10 IHTepHeLwwHn MbX BTOPUHHE Ta papmakoHarnsaay. 3miHu y KOpoTKii
TabneTtok B GnicTepi; no nakyBaHHs, XapaKTepucTuui Nikapcbkoro 3acoby, TEKCTi
6 BnicTepiB y KapTOHHIN KOHTPOMb MapKyBaHHS Ta IHCTPYKLUiT Ana Mean4Horo
kopooui AKOCTI, BUMYCK 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMMW AaHUMU 3 SKOCTI,

cepii: OOKIMiIHIYHMMM, KIMiHIYHUMW JaHUMK Ta JaHUMK 3
BepiHrep hapmakoHarnsigy (3miHu BHECEHO A0 IHCTpyKLUii
IHrenbxam Ona MEeAMYHOro 3aCTOCyBaHHS Nikapcbkoro 3acoby
dapma 'M6X i Ta KOPOTKOI XapaKTepUCTMKM JikapCbkoro 3acoby
Ko. KT, 0o po3ginis "®apmakonoriyHi BNacTuBocTi",
HimeyumHa; "MokasaHHA" (YTOYHEHHs iHdopmaLii),
BUPOBHMUTBO, "MpoTunokasaHHs", "Baaemogaisi 3 iHwWnmm
KOHTPOb nikapcbknuMu 3acobamu Ta iHWi BUAW B3aemogin",
AKOCTi (32 "OcobnusocTi 3actocyBaHHs", "Crocib
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IIponosxeHHs nonaTka 3

Ymoeu

Homep

Ne
n/n

Ha3sea nikapcbko20
3acoby

®dopma sunycKy
(nikapcbka ¢popma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6HUKa

PeecmpauyitiHa npoyedypa

eionycky

peecmpauyitiHo
20
noceid4yeHHs1

BVHSITKOM
Tecty
"Mikpobionoriy
Ha yucToTa"),
nepBUHHE Ta
BTOPUHHE
nakyBaHHs,
BWNYCK cepii:
BepiHrep
IHrenbxanm
Ennac AE.,
Mpeuis;
anbTepHaTUBH
i ginbHWUUI ans
BTOPUHHOIO
naKyBaHHS:
LLiteremaHH
JTboHdepnaky
HreH yHa
JoricTiwep
Cepsice. K.,
HimeuuuHa;
dapwmlior
dapma
JlopxicTik
m6X,
HimeyuunHa;
KOHTpPOrb
AKOCTi (3a
BUHSITKOM
TecTty
"Mikpobionoriy
Ha ynctoTa"):
A eHp Em
LWtabrect
M6X,
HimeuuuHa;
anbTepHaTUBH
a nabopartopisi
NSt KOHTPOItO
Tecty
"Mikpobionoriy
Ha uyncToTa™
CI'C Inctutyt
dpeseHiyc
m6X,
HimeuuuHa;
Jlabop N+C

AT,

3acTocyBaHHs Ta go3n","Mobivni peakuii") (TepmiH
BBeAEHHS 3MiH NpoTsirom 3-x MicsauiB nicns
3aTBEPOKEHHS)
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Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
HimeuyumHa;
K'toENCiEc
ElE, Mpeuis
133. | CIHOXXAPOI® TabneTtkn, BKpUTI BepiHrep HimeuunHa BUPOBHMLTBO, HimeuumnHa/ BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/15723/01/01
NNiBKOBOK 0BOMOHKO0, IHrenbxanm nepBuHHe Ta peuis 3MiHu Il TUny - 3MiHK Wwopao Ge3nekn/edekTUBHOCTI peuenmom
5 mr/850 wmr; no 10 IHTepHewwHn M'6X BTOpPUHHE Ta papmakoHarnsay. 3MiHW y KOpoTKin
TabneTtok B GnicTepi; no nakyBaHHs, XapaKTepucTuui Nikapcbkoro 3acoby, TEKCTi
6 6nicTepiB y kKapTOHHIN KOHTPOMb MapKyBaHHS Ta IHCTPYKLUiT ANa Mean4Horo
kopoobui SKOCTI, BUMYCK 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMY JAaHUMM 3 SKOCTI,
cepii: OOKIMiIHIYHMMMU, KIMiHIYHUMW JaHUMK Ta JaHUMK 3
BepiHrep hapmakoHarnsigy (3miHu BHECEHO A0 IHCTpyKLUii
IHrenbxanm ONst MEAMYHOrO 3aCTOCYBaHHS nikapcbkoro 3acoby
dapma 'M6X i Ta KOPOTKOI XapaKTepPUCTMKM NikapcbKoro 3acoby
Ko. KT, 0o po3ginis "®apmakonoriyHi BnactueBocTi",
HimevumnHa; "Moka3aHHs" (YTOUYHEHHS! iHdopmaLii),
BUPOBHMUTBO, "MpoTunokasaHHs", "Baaemogaisi 3 iHwWnmm
KOHTPOMb nikapcbknuMu 3acobamu Ta iHWi BUAM B3aemogin",
sKoCTi (3a "OcobnusocTi 3actocyBaHHs", "Crocib
BUHATKOM 3acTocyBaHHs Ta go3n","MobivHi peakuii") (TepmiH
Tecty BBeAEHHS 3MiH NpoTsArom 3-x MicsauiB nicns

"Mikpobionoriy

Ha yucroTa"),
nepBUHHE Ta
BTOPUHHE
nakyBaHHs,
BUNYCK cepii:
BepiHrep
IHrenbxanm
Ennac A.E.,
Mpeuis;
anbTepHaTUBH
i pinbHWLUI ona
BTOPUHHOIO
naKyBaHHs:
LLiteremanH
JboHdepnaky
HreH yHa
JloricTiwep
Cepsice. K.,
HimeuuunHa;
dapwmior
dapma
JlopxicTik
m6X,
HimeyumnHa;
KOHTpPOIb
AKOCTi (3a
BUHSITKOM
Tecty

3aTBEPOKEHHS)
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Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
"Mikpo6ionoriy
Ha ynctoTa")
A eHo Em
LWrabTect
mbX,
HimeuuuHa;
anbTepHaTVBH
a nabopaTopis
[Onsi KOHTPOIO
Tecty
"Mikpobionoriy
Ha ynctoTa™
CI'C Inctutyt
PdpeseHiyc
m6X,
HimeuuuHa;
Jlabop N+C
Al,
HimeuyuunHa;
K'toEnCiEc
ElE, Mpeuis
134. | CIHOXXAPOI® TabneTtkn, BKpUTI BepiHrep HimeuunHa BUPOBHMLTBO, HimeuumnHa/ BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/15724/01/01
NNiBKOBOK 0BOMOHKO0, IHrenbxanm nepBuHHe Ta peuis 3MiHu Il TUny - 3MiHK Wwopao Ge3nekn/edekTUBHOCTI peuenmom
5 mr/1000 mr; no 10 IHTepHewwHn M'6X BTOpPUHHE Ta papmakoHarnsay. 3MiHW y KOpoTKin
TabneTtok B GnicTepi; no nakyBaHHs, XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTi
6 6nicTepiB y kKapTOHHIN KOHTPOMb MapKyBaHHS Ta IHCTPYKLUiT ANa Mean4Horo
kopoobui SKOCTI, BUMYCK 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMY JAaHVUMK 3 SKOCTI,
cepii: OOKMiIHIYHMMM, KIMiHIYHUMUW JaHUMK Ta JaHUMK 3
BepiHrep hapmakoHarnsigy (3miHu BHECEHO A0 IHCTpyKLUii
IHrenbxanm ONst MEAMYHOrO 3aCTOCYBaHHS Mikapcbkoro 3acoby
dapma 'MoX i Ta KOPOTKOI XapaKTePUCTMKM NiKapCcbKoro 3acoby
Ko. KT, 0o posginie "®apmakonoriyHi BnactueBocTi",
HimevumnHa; "Moka3aHHsA" (YTOUYHEHHS! iHdbopMmaLii),
BUPOBHMUTBO, "MpoTunokasaHHs", "Baaemogaisi 3 iHWnmmn
KOHTPOIb nikapcbkumm 3acobamu Ta iHWi Buam B3aemogin”,
sKoCTi (3a "OcobnusocTi 3actocyBaHHs", "Crocib
BUHATKOM 3actocyBaHHs Ta go3n","Mobivni peakuii") (TepmiH
Tecty BBEOEHHS 3MiH NpoTsArom 3-x micsauiB nicrns

"Mikpobionoriy
Ha yncroTa"),
nepBuHHe Ta

BTOPWHHE
nakyBaHHs1,
BWNYCK cepii:
BepiHrep
IHrenbxanm
Ennac AE.,
Mpeuis;
anbTepHaTMBH

3aTBEPOKEHHS)
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IIponosxeHHs nonaTka 3

Ne
n/n

Ha3sea nikapcbko20
3acoby

®dopma sunycKy
(nikapcbka ¢popma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo
20
noceid4yeHHs1

i ginbHUUi ans
BTOPUHHOIO
nakyBaHHs:
LLiteremaHH

JTboHbepnaky

HreH yHa
ToricTiwep
Cepsic e. K.,
HimeuuuHa;
dapwmlior
Papma
TNopxicTik
m6X,
HimeuuuHa;
KOHTPOIb
AKOCTi (3a
BVHSITKOM
Tecty

"Mikpobionoriy

Ha yuctoTa")
A eHo Em
Ltabrect

m6X,
HimeuuuHa;
anbTepHaTUBH

a nabopatopis

[Onsi KOHTPOItO

Tecty

"Mikpobionoriy

Ha yucTtoTa™

CI'C Inctutyt
PdpeseHiyc

mM6X,
HimeuuuHa;
Jlabop N+C
Al,
HimeyuunHa;
K'toEnCiEc
ElE, MNpeuis

135.

CIHAXAPOI®

TabneTtkn, BKpUTI
NniBKOBOI 0BONOHKOIO,
12,5 mr/850 mr; no 10
TabneTtok B GnicTepi; no
6 6nicTepiB y KapTOHHIN
kopoobui

BepiHrep
IHrenbxanm
IHTepHewwHn M'm6X

HimeuunHa

BUPOBHMLTBO,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTpPOrb
SKOCTI, BUMYCK
cepii:
BepiHrep
IHrenbxanm
Papma 'meXi

HimeyumnHa/
Mpeuis

BHECEHHS 3MiH O peecTpaLiHMX maTepianis:
3Minum |l TUny - 3MiHn Wwopo 6esnekn/edekTUBHOCTI
Ta papmakoHarnsay. 3MiHW y KOpoTKin
XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHs Ta iHCTPYKUii A4ns Mean4Horo
3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMY JAaHUMM 3 SKOCTI,
OOKNIHIYHUMM, KMiHIYHUMW AaHVMU Ta JaHUMK 3
hapmakoHarnsgy (3miHM BHECEHO A0 IHCTPYKLUii
ONst MEAMYHOrO 3aCTOCYBaHHS nikapcbkoro 3acoby
Ta KOPOTKOI XapaKTEePUCTMKM Nikapcbkoro 3acoby

3a
peuerimom

UA/15721/01/01
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IIponosxeHHs nonaTka 3

Ne
n/n

Ha3sea nikapcbko20
3acoby

®dopma sunycKy
(nikapcbka ¢popma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo
20
noceid4yeHHs1

Ko. KT,
HimeuuuHa;
BMPOGHMLTBO,
KOHTPOIb
AKOCTi (3a
BUHSATKOM
TecTty
"Mikpobionoriy
Ha ymctoTa"),
nepBUHHE Ta
BTOPUHHE
nakyBaHHs1,
BWNYCK cepii:
BepiHrep
IHrenbxanm
Ennac AE.,
Ipeuis;
anbTepHaTUBH
i ginbHWUUI ans
BTOPWHHOIO
nakyBaHHs:
LLteremaHH
JTboHepnaky
HreH yHa
JloricTiwep
Cepsgic e. K,
Hime4vuuHa;
dapwmlior
Papma
JlopxicTik
m6X,
HimeyuunHa;
KOHTPOIb
AKOCTi (3a
BUHATKOM
Tecty
"Mikpobionoriy
Ha yuctoTa")
A eHo Em
LWtabrect
m6X,
HimeuuuHa;
anbTepHaTUBH
a nabopatopis
[Onsi KOHTPOItO
Tecty
"Mikpobionoriy
Ha yucToTa™

CI'C InctutyT

0o posginie "®apmakonoriyHi BnactueocTi",
"MokasaHHA" (yTOYHEeHHs iHbopmauii),
"MpoTunokasaHHs", "B3aemogais 3 iHwWunMmmn
nikapcbkumm 3acobamu Ta iHWi Buam B3aemogin”,
"OcobnusocTi 3actocyBaHHs", "Crocib
3acTocyBaHHs Ta go3un","Mobivni peakuii") (TepmiH
BBEAEHHS 3MiH NpoTsArom 3-x micsauiB nicns
3aTBepOKEHHS)




65

IIponosxeHHs nonaTka 3

Ne

Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
Ppe3seHiyc
M6X,
HimeuuuHa;
Jlabop N+C
Al
HimeuuuHa;
K'toEnCiEc
ENME, MNpeuis
136. | CKIHOPEH® renb 15 % no 5 r abo no Banep ®apma Al Himeuunna Banep ITanisa BHECEHHS 3MiH 0 peecTpauiiHiX maTtepianis: be3 UA/1074/01/01
30 ry Ty6i; no 1 Ty6i B Xenckep 3MiHu | TUNY - 3MiHa y MeToAax BUNpobyBaHHs peuenma
KapTOHHIN navui MaHydakTypiH NepBUHHOI YNaKoBKM FOTOBOrO NiKapCbKoro 3acoby
rC.PJL (He3Ha4Hi 3MiHKM y 3aTBEepAXEeHNX MeToadax
BMNPOOYBaHb) - BHECEHHS 3MiH Ao p. 3.2.P.7.
CucTema KoHTeHep/3akynoproBarnbHuiA 3acié
137. | coBAnal TabneTku, BKPUTI lneap CalieHcus, CWA BUWMYCK cepil, IpnaHgis/ BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3a UA/14706/01/01
NNiBKOBOIO 0BOOHKOM, IHK. nepBMHHA Ta KaHapa/ CLUA 3MiHu | TUNY - 3MiHa y NapameTpax creumdikauin peuenmom
no 400 wmr, no 28 BTOPUHHA Ta/abo [onyCTUMUX MEX, BUSHAYEHUX Y
TabneTok y dnakoHi, no ynakoBka, cneumdikauisx Ha A®l, abo BUXiAHUA/MPOMIKHUIA
1 donakoHy B KapTOHHIN KOHTPOIb NpoAyKT/peareHT, L0 BUKOPUCTOBYIOTBCS Y NPOLIECI
ynakoBLji cepii: lneag BMpoGHUMUTBa ADI - 3miHM Ao cneumdikauii ADI
CaneHcus codbocbyBipy 3a nokasHukom «lmpurity Content by
AireneHnp HOC, HPLC» - gomiwkn GS-331007, GS-606965, GS-
Ipnangis; 607669 B 3aTBepOXeHin cneumndikauii ADI
BMPOGHMLTBO, KOHTPOIIOTLCS SIK HecneundikoBaHi AOMILLKK 3
nepBuHHA Ta nimMiTom He 6inbLue Hixk 0,10 % ANs KOXHOI,
BTOPUHHA NPOMOHYETHCS KOHTPOMOBATU AaHi AOMILLKM K
ynakoBka, cneumndikoBaHi 3 niMiToM He GinbLue Hix 0,25 %
KOHTPOIb ONSt KOXKHOI
cepii: MaTeoH
IHk., KaHapa;
nepBUHHA Ta
BTOPUHHA
ynakoBKa:
lneap
CarieHcus,
IHk., CLUA;
KOHTPOJb
cepii:
MaTeoH IHk.,
Kanapa;
KOHTPOIb
cepii: lneapg
CaiieHcus,
IHk., CLUA;
BTOPWHHA
ynaKkoBKa:
MinmayHT

Xenckea Jlta.,
Ipnangis;




66 IIponosxeHHs nonaTka 3
Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs
BTOPWHHA
ynakoBKa:
AHpepcoHbpe
KOH, IHK.,
CLUA;
KOHTPOmb
cepii:
dapmacbloTika
n MNpogakT
[eBenonmMeHT,
IHK., cGMP
J1a6, CLUA
138. | CTOMATOO®IT PO34MH AN POTOBOI ditodhapm KneHka Monbla ditodhapm Monbla BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: bes UA/8655/01/01
NOPOXHWHK No 45 mn, C. A Knenka C. A. 3MiHu | TUny - 3miHa cbopmu abo poamipy peuenma
50 mn, 100 mn, 120 mn y KOHTEWMHepa 4n 3aKynoproBarbHOro 3acoby
dnakoHi; no 1 dnakoHy (NepBUHHOIT ynakoBku) (HECTEpWIbHi NiKapcbkKi
Y KapTOHHIlA kopoobLUi 3acobu) - BHeCeHHS 3MiH o p. 3.2.P.7. Cuctema
KOHTEeWHep/3aKkynoptoBanbHUiA 3acib: 3MiHa po3mipy
Ta hopMM 3aKynoproBarnbHOro 3acoby (KpULLKu
nonieTuneHoBoi 3 obmexyBadyemM BUTOKY), 6e3
3MiHM SIKICHOTO Ta KifbKiCHOrO Cknagy MaTepiany Ta
BMPOGHWKA; 3MiHM | TUNY - 3MiHa NPUCTPOIB ANS
BUMIpIOBaHHS 1031 abo BBEAEHHS NikapCbKoro
3acoby (qoaaBaHHs abo 3amiHa NPUCTPOIO, SIKUIA He
€ HEBI['EMHOI0 YaCTVHOI MEPBUHHOI YNaKoBKW) -
MpucTpii, skt mae CE-MapKyBaHHS - BHECEHHS
3MiH go p. 3.2.R. 3miHa po3mipy Ta hopmu
MEANYHOrO NPUCTPOIO (CKIMSIHKU MipHOT
nonieTuneHoBoi), 6e3 3MiHM SIKICHOrO Ta KifnbKiCHOro
ckragy martepiany Ta BupobHuka BBeaeHHs 3MiH
npoTArom 3-x MicsiliB nicns 3aTBepAXXeHHs
139. | CYNIbBAKTOMAKC MOPOLLIOK A1151 PO34UHY Mini Xenckepe Benuka BeHnyc IHAisn BHECEHHS! 3MiH 10 peecTpaLiiHux MaTepianis: 3a UA/6154/01/01
ans in'ekuin, 500 mr/250 Nimiten BpuTaHis Pewmepic 3MiHuM | TUNYy - 3MiHM 4O IHCTPYKUiT ANS MeanyYHOro peuenmom
mr, 1 donakoH (Ha 10 mn) Nimiteq 3acTocyBaHHS y po3ginu: "Baaemogis 3 iHwummn
3 NMOPOLLKOM Y KapTOHHI nikapcbknuMun 3acobamu Ta iHWi BUAM B3aemogii",
kopoobui "OcobnusocTi 3acTocyBaHHs", "lMepeno3yBaHHs",
"Mob6iuHi peakuii”, "HecymicHicTb" 3rigHo 3
iHpopmalieto Loao Gesnekm Aitoyoi pevoBUHN
uedTpiakcoH. BBegeHHs1 3MiH npoTsirom 3-x
MicsiLiB nicnsa 3aTBepaXeHHSA
140. | CYNbBAKTOMAKC MOPOLLIOK A1151 PO3YUHY Mini Xenckepe Benuka Benyc IHAisn BHECEHHS 3MiH 10 peecTpaLuiiHix maTepianis: 3a UA/6154/01/02
ans iv'ekuin, 1000 Nimiten BpuTaHis Pewmepic 3MiHu | TUNYy - 3MiHM 4O IHCTPYKUiT ANs MeanyYHOro peuenmom
mr/500 wmr, 1 donakoH (Ha Nimiteq 3acTocyBaHHS y po3ginu: "Baaemogis 3 iHwummn

20 m11) 3 MOPOLLUKOM Y
KapTOHHIl kopobui

nikapcbknuMun 3acobamu Ta iHWi BUAM B3aemogiin",
"OcobnueocTi 3actocyBaHHs", "Mepeno3yBaHHs",
"MobiuHi peakuii”, "HecymicHicTb" 3rigHo 3
iHpopmalieto LLoao Gesneku Aitoyoi pevoBUHN
uedTpiakcoH. BBeaeHHs1 3MiH npoTsirom 3-x
MicsiLiB nicnsa 3aTBepaXeHHSA
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[IponoBxkenHs noxarka 3

Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs
141. | TEMOOAN® kancynu rno 20 mr, no 1 LWepiHr-MNMnay LLiserinapis BupoGHuLTBO PpaHuis/ BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/4893/01/02
Kancyni y cawe; no 5 CeHtpan lct Al Hepo3adpacoBa Benbris 3MmiHn | TMny - AgMiHicTpaTuBHI 3MiHW. 3MiHa peuenmom
abo no 20 cawe y HOI NpoayKuii, HalMeHyBaHHs1 Ta/abo agpecu MicLs NpoBafKeHHS!
KapTOHHiI kopooL nepBuHHA nisnbHOCTI BUpOBHMKa/imnopTepa rotoBoro
ynakoBka Ta nikapcbkoro 3acofy, BKMHOYak4m AinbHULL BUMYCKY
KOHTPOMb cepii abo micLe NpoBeAEeHHS KOHTPOSH SIKOCTi.
AKOCTI: (misnbHicTb, 3a AKy Bignosiaae BUMpobHUK/imnopTep,
OpioH ®apma, BKIO4aKOuM BUMNYCK cepilt) (3miHa agpecun
OiHNAHAaiN; BMPOGHMYOI AinbHULi LLepinr-Mnay Jlabo H.B.,
MepBuHHa Ta Benbria ykpaiHcbkoto MoBoto. 3MiHa agpecu/Hassu
BTOpPUHHA BMPOGHWYOI AinbHuLi LLepinr-NMnay Jlabo H.B.,
ynakoBka, Benbris aHrniicbkolo MoBoto, 6e3 3aMiHM Micus
£[03BiN Ha BMpobHMLUTBA) (TepMiH BBEAEHHS 3MiH NPOTArom 6-
BWNYCK cepil: TV MicALiB nicnsi 3aTBepAKeHHS)
LWepinr-Mnay
Jlabo H.B.,
Benbris
142. | TEMOOAN® kancynu no 100 mr, no 1 LWepiHr-Mnay LLiBenuapis BupobHuuteo dpaHuis/ BHECEHHS 3MiH 10 peecTpauiiHix mMaTepianis: 3a UA/4893/01/03
Kancyni y cawe; no 5 CeHtpan lct Al Hepo3adhacoBa Benbris 3miHu | Tvny - AgMiHicTpaTMBHI 3MiHWU. 3MiHa peuenmom
abo no 20 cawe y HOI NpoayKuii, HalMeHyBaHHs Ta/abo agpecu MicLs NpoBaKeHHS
KapTOHHiI kopobui nepBrHHA LisinbHOCTi BUPOGHWKa/iMnopTepa roToBoro
ynakoBka Ta nikapcbkoro 3aco0y, BKMHoYak4m AinbHULL BUMYCKY
KOHTPOMb cepii abo micLe NpoBeAEeHHS KOHTPOH SIKOCTi.
SAKOCTI: (misnbHicTb, 3a siky BignoBiaae BUPOBHUK/iMNopTep,
OpioH ®apma, BKIO4AKOUM BUMNYCK cepilt) (3miHa agpecun
DiHnsaHais; BMPOGHMYOI AinbHUU LLepinHr-Mnay Jlabo H.B.,
lMepBuHHa Ta Benbrisi ykpaiHcbkoto MoBoto. 3MiHa agpecu/Hassu
BTOpPUHHA BMPOGHWYOI AinbHuLi LLepinr-NMnay J1labo H.B.,
ynakoBka, Benbris aHrniicbkolo MoBoto, 6e3 3aMiHM Micus
[003Bin Ha BUPOGHMUTBA) (TEPMiH BBEAEHHS 3MiH NPOTArom 6-
BWNYCK cepii: TV MicALiB nicnsi 3aTBepAXKeHHS)
LWepinr-Mnay
JNabo H.B.,
Benbris
143. | TEMOOAN® kancynu no 250 wmr, no 1 LWepiHr-Mnay LLisenuapis BupobHuuteo dpaHuis/ BHECEHHS 3MiH 10 peecTpaLliiHix MaTepianis: 3a UA/4893/01/04
Kancyni y cawe; no 5 CeHtpan lct Al Hepo3adpacoBa Benbris 3MmiHn | TMny - AgMiHicTpaTMBHI 3MiHK. 3MiHa peuenmom
abo no 20 cawe y HOT MpoAyKuii, HanMeHyBaHHs Ta/abo agpecu MicLsa NpoBagKeHHS
KapTOHHI kopobui nepBrHHA LisinbHOCTi BUPOGHWKa/iMnopTepa roToBoOro
yrnakoBka Ta nikapcbkoro 3acofy, BKMHYa4m AirbHULL BUNYCKY
KOHTPOIb cepii abo MicLie NpoBefEeHHS KOHTPOSO SKOCTI.
SAKOCTI: (misnbHicTb, 3a siky Bignosiaae BUpobHUK/iMnopTep,
OpioH ®apwma, BKIO4aK4M BUMYCK cepilt) (3miHa agpecu
QiHNAHAIN; BMPOGHUWYOI AinbHuLi LLepinr-NMnay Jlabo H.B.,
[MepBuHHa Ta Benbris ykpaiHcbkoto MoBoto. 3MiHa agpecu/Hassu
BTOPUHHA BMPOGHUMYOI AinbHULi LLepinr-Mnay Jlabo H.B.,
ynakoBka, Benbria aHrnincekolo MoBoto, 6e3 3aMiHM Micus
[03Bin Ha BUPOGHMUTBA) (TEpMiH BBEAEHHS 3MiH NPOTArom 6-
BUNYCK cepii: TW MicsILiB nicnsi 3aTBEPOXKEHHS)

LWepinr-Mnay
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IIponosxeHHs nonaTka 3

Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs
Jlabo H.B.,
Benbris
144. | TEMOOAN® kancynu no 140 wmr, no 1 LWepiHr-Mnay LLisenuapis BupobHuuteo dpaHuis/ BHECEHHS! 3MiH 10 peecTpauiiHix maTtepianis: 3a UA/4893/01/05
Kancyni y cawe; no 5 CeHtpan lct Al Hepo3adhacoBa Benbris 3miHu | Tvny - AgMiHicTpaTMBHI 3MiHWU. 3MiHa peuenmom
abo no 20 cawe y HOI NpoayKuii, HalMeHyBaHHs Ta/abo agpecu MicLs NpoBafKeHHS
KapTOHHiIl kopobui nepBuHHA LisinbHOCTi BUPOGHWKa/iMnopTepa roToBOro
ynakoBka Ta nikapcbkoro 3aco0y, BKMHYa4m AinbHULL BUMYCKY
KOHTPOMb cepii abo micLe NpoBeAEHHS KOHTPOIH SIKOCTi.
SAKOCTI: (misnbHicTb, 3a siky Bignosiaae BUpoBHUK/iMNopTep,
OpioH ®apma, BKIO4aKOuM BUMNYCK cepilt) (3miHa agpecu
DiHnsaHais; BMPOGHMYOI AinbHUU LLepinr-Mnay Jlabo H.B.,
lMepBuHHa Ta Benbris ykpaiHcbkoto MoBoto. 3MiHa agpecu/Hassu
BTOpPUHHA BMPOGHUWYOI AinbHuLi LLepinr-NMnay J1labo H.B.,
ynakoBka, Benbris aHrniicbkolo MoBoto, 6e3 3aMiHM Micus
003Bin Ha BUPOGHMUTBA) (TEpMiH BBEAEHHS 3MiH NPOTArom 6-
BWNYCK cepii: TN MicALiB nicnsi 3aTBepAXKeHHS)
LWepinr-Mnay
Jla6o H.B.,
Benbris
145. | TEMOOAN® kancynu no 180 wmr, no 1 LWepiHr-Mnay LLisenuapis BupobHuuteo dpaHuis/ BHECEHHS 3MiH 10 peecTpaLuiiHix MaTepianis: 3a UA/4893/01/06
Kancyni y cawe; no 5 CeHtpan lct Al Hepo3adpacoBa Benbris 3MmiHn | TMny - AgMiHicTpaTuBHI 3MiHK. 3MiHa peuenmom
abo no 20 cawe y HOT MpoAyKuii, HalMeHyBaHHs Ta/abo agpecu MicusA NpoBagXeHHS
KapTOHHI kopobui nepBuHHA LisinbHOCTi BUPOGHWKa/iMnopTepa roToBOro
yrnakoBka Ta nikapcbkoro 3acofy, BKMOYa4m AirbHULL BUNYCKY
KOHTPOIb cepii abo MicLe NpoBefeHHS1 KOHTPOSIKO SAKOCTI.
SAKOCTI: (misnbHicTb, 3a sky Bignosiaae BUpoBHUK/iMnopTep,
OpioH ®apwma, BKIO4aK4M BUMYCK cepilt) (3miHa agpecu
QiHNAHAIN; BMPOGHUWYOI AinbHuLi LLepinr-NMnay Jlabo H.B.,
lMepBuHHa Ta Benbris ykpaiHcbkoto MoBoto. 3MiHa agpecu/Hassu
BTOPUHHA BMPOGHMYOI AinbHUU LLepinr-Mnay Jlabo H.B.,
ynakoBka, Benbria aHrnincekoo MoBoto, 6e3 3aMiHW Micus
[03Bin Ha BMPOGHMUTBA) (TEepMiH BBEAEHHS 3MiH NPOTArom 6-
BUMNYCK cepii: TV MicsiLiB nicnsi 3aTBEPOXKEHHS)
LWepinr-Mnay
JNabo H.B.,
Benbris
146. | TEMOOAN® MOPOLLIOK A5 PO34UHY LWepiHr-Mnay LLiseniapis BupoGHuLTBO HimeyumnHa/ BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3a UA/4893/02/01
ans iHgysin no 100 mr 1 CeHtpan lct Al Hepo3adpacoBa Benbris 3MmiHn | TMny - AgMiHicTpaTuBHI 3MiHK. 3MiHa peuenmom
pnakoH 3 NOPOLLKOM Y HOI NpoayKuii, HalMeHyBaHHs1 Ta/abo agpecu MicLs NpoBaaKeHHs!
KapTOHHiI kopooL nepBUHHE nisnbHOCTI BUpOGHMKa/imnopTepa rotoBoro
nakyBaHHs Ta nikapcbkoro 3acofy, BKMOYa4m AirbHULL BUNYCKy
KOHTPOMb cepii abo micLue NpoBeAEeHHS KOHTPOSH SIKOCTi.
AKOCTI: (misnbHicTb, 3a AKy Bignosigae BMpobHUK/imnopTep,
Bakctep BKIO4aK4M BUMYCK cepilt) (3miHa agpecu
OHkonoaxi BMPOGHUMYOI AinbHULi LLepinr-Mnay Jlabo H.B.,
mbX, Benbria ykpaiHcbkoto MoBoto. 3MiHa agpecu/Hassu
HimeuuuHa; BMPOGHUMYOI AinbHULi LLepinr-Mnay Jlabo H.B.,
BTopuHHe Benbris aHrniicbkolo MoBoto, 6e3 3MiHM MicuA

NakyBaHHA Ta

BMpo6HMUTBA) (TepMiH BBEAEHHS 3MiH NPOTArom 6-
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IIponosxeHHs nonaTka 3

Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
[03BiN Ha TV MicSILiB nicnsi 3aTBepAXKEHHS)
BUNYCK cepii:
LWepinr-Mnay
Jlabo H.B.,
Benebrig
147. | TMMONnony MOPOLLIOK (CyBcTaHUist) y BE3 dapmaxem XopBgaris LleHTayp IHAisn BHECEHHS 3MiH 10 peecTpaLuiiHix maTepianis: - UA/7439/01/01
MAIEAT NOABINHMX 0.0.0. PapmaceyTika 3MiHa 3asiBHMKa (BNacHuKa peecTpauiiHoro
nonieTuneHoBumx n3 lNpiBat noceigyeHHs) (3rigHo Haka3zy MOS Big 23.07.2015
naketax gns Nimiten Ne460)
BMpOBHMLTBA
HecTepunbHNX
nikapcbkux goopm
148. | TIAMIHY XnoPug- po34MH ans iH'ekuin, 50 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH O peecTpaLiHMX maTepianis: 3a UA/5489/01/01
OAPHULUA (BITAMIH mr/mn no 1 mn B amnyni; "®apmaLeBTnyHa "®apmaueBTu 3MiHu Il TUny - 3MiHK Wwopao Gesnekn/edekTUBHOCTI peuenmom
B1-0APHULIA) no 5 amnyn y KOHTYpHin dipma "JapHuus" YHa cbipma Ta chapmakoHarnsiay. BHeceHHs abo 3miHa(1) oo
YapyHKOBI ynakoBLj, No "NapHuus"” 3000B'A3aHb Ta YMOB BuAayi peectpauiiHoro
2 KOHTYPHI YapyHKOBI nocBigYeHHs, Bktovatoun NnaH ynpaeniHHA
yNaKkoBKM B NauLli pu3nKamm (3acTocyBaHHS 3MiH(1), siki(a)
BMMaraloTb(€) NoganbLIoro 06rpyHTyBaHHS HOBUMU
[00aTKOBMM A@HNMW, LLO MaloTb HagaBaTucs
KOMMNETEHTHUM OpraHoM, OCKIfNlbK1 BUMaraeTbCcs
CyTTEBA OLiHKA KOMMETEHTHUM OpraHoM)
(BukoHaHHs1 3060B'13aHb BiANOBIAHO A0 MiANYHKTY
1.13 nyHKTY 1, NignyHkTy 2.3 NyHKTY 2 goaatky 15
o MNopsiaky NPoBEAEHHS eKCNePTU3N
peecTpauinHux MaTepianis Ha nikapcbki 3acobu, Lo
nofatoTbCs Ha AepXKaBHy peecTpaLiiio
(nepepeecTpalio), a Takox ekcnepTuan matepianis
Npo BHECEHHS 3MiH 4O peecTpaLiiHNX MaTepianis
NpOTSArom Aii peecTpauiiHoro NocBigYeHHs,
3aTBepmkeHoro Hakasom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)
149. | TOPBAKAPO® TabneTkn, BKpUTI TOB "3eHTiBa" Yecbka BCi eTanm Yecbka BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/15927/01/02
KPUCTAN nniBkOBO 0BONOHKOIO, Pecnybnika | BupobHMLTBA, Pecny6bnika 3MiHM | TUNY - 3mMiHa napameTpiB cneumdikain peuenmom
no 20 mr Ne 30 (15x2), nepBuHHe Ta Ta/abo [ONYCTUMUX MEX FOTOBOTO MikapCbKOro
Ne 90 (15x6): no 15 BTOPUHHE 3acoby - 3MiHa Ao cneuwndikauii rotoBoro
TabneTok y 6nictepi, no nakyBaHHs1, nikapcbkoro 3acoby, y 3B’s13Ky 3 MOMUMKOBUM

2 abo 6 GnicTepiB y
KapTOHHiIN kopooLi

KOHTpOmb Ta
BUWMYCK Cepin
n3: TOB
"3eHTiBa",
Yecbka
Pecny6bnika;
BTOPWHHE
nakyBaHHs:
OITA
BMPOGHWYMIA
KoonepaTus

3a3HayYeHHsAM Jiana3oHy JAoMyCTUMUX MeX 3a
nokasHuKom «Po3mip» B opuriHanbHMX maTtepianax
BMPOGHUMKa
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Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
iHBanigis,
Yecbka
Pecnybnika
150. | TPAXEHTA® TabneTtkn, BKpUTI BepiHrep HimeuunHa Bupo6bHuLTBO, CLA/ BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/13236/01/01
NNiBKOBOK 0BOMOHKO0, IHrenbxanm nepBuHHe Ta HimeuuunHa 3MiHu | TUny - 3miHKn Wwopo 6e3neku/ePekTUBHOCTI peuenmom
no 5 mr, no 10 Tabnetok | IHTepHewwHN MMB6X BTOpPUHHE Ta papmakoHarnsaay (iHwi 3miHn) (3MiHM BHeCeHO
y bricTtepi; no 3 nakyBaHHs, 00 IHCTPYKUii ANA Mean4HOro 3acToCcyBaHHS
GnicTepu B KAPTOHHIN KOHTPOIb nikapcbkoro 3acoby fo po3againy "OcobnusocTi
kopoobui SKOCTI, BUMYCK 3actocyBaHHA") (TepMiH BBeAeHs 3MiH NpoTarom 3-
cepii: X MicauiB nicns 3aTBepaeHHs); 3miHn Il Tuny -
BecT-Bappg 3MiHu wopao 6e3nekn/eddekTMBHOCTI Ta
Konymbyc IHk., dapmakoHarnagy. 3MiHu y TepaneBTUYHNX
CLUA; nokasaHHsX (4oAaBaHHS HOBOTO TepaneBTUYHOTO
BTopuHHE nokasaHHs1 abo 3miHa y 3aTBEpAXXEHOMY NoKa3aHHi)
nakyBaHHs Ta (3miHn BHeceHOo Ao IHCTpyKUii Ans MeanMyHoro
BUWMNYCK Cepil: 3aCTOCYBaHHS nikapcbKkoro 3acoby Ao posainy
BepiHrep "MokasaHHA", a Takox A0 po3ainis "®apmakonorivHi
IHrenbxanm BnactmsocTi", "lMNo6ivHi peakuii") (TepmiH BBeAeHSN
®apma M'mbX i 3MiH npoTsrom 3-x MicAUiB Nicns 3aTBepaXKeHHs)
Ko.KT,
HimeyuunHa
151. | TPUAEPM® masb no 15rabo 30 ry LWepiHr-Mnay LLiseniapis LWepinr-Mnay Benbris BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3a UA/2022/02/01
Ty6i; no 1 Ty6i B CeHtpan lct Al Jla6o H.B. 3MiHM | TUNY - NoAAHHSI OHOBINEHOTO cepTUdikaty peuenmom
KapTOHHiI kopobui BignoBigHocTi €Bponewcbkin dapmakonei R1-CEP
2008-326-Rev 01 Big 3aTBEpPAKEHOTO BUPOOHMKA
Fabrica Italiana Sintetici SpA, Italy gitouoi
PEYOBMHY KNOTPUMA3Or, Y 3B’s13Ky 3 BBEAEHHSIM
anbTepHaTUBHOI AinaHkn IMS S.R.L. mikpoHisauii
cybcTaHuji
152. | TPUAEPM® kKpem no 15rB LWepiHr-Mnay LLiseriapis LWepinr-Mnay Benbris BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3a UA/2022/01/01
antoMiHiesin Ty6i; no 1 CeHtpan lct Al Jla6o H.B. 3MiHM | TUNY - NOAAHHSI OHOBNEHOTO cepTUdikaty peuenmom
TyGi Y KAPTOHHIW BignosigHocTi €Bponewcbkin dapmakonei R1-CEP
kopobui; no 30 r B 2008-326-Rev 01 Big 3aTBEpAKEHOIO BUPOOHUMKA
antoMiHiesin Tybi; no 1 Fabrica Italiana Sintetici SpA, Italy gitoyoi
Ty6i y KapTOHHI KopoobLi PEYOBUHM KNOTPUMA301, Y 3B’3KY 3 BBEAEHHSIM
anbTepHaTuBHOI AinaHkn IMS S.R.L. mikpoHisauii
cybcTaHuiji
153. | TPOMNICETPOH pO34uH Ansi MAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLuiiHix maTepianis: 3a UA/6402/01/01
iH'ekuin/indysin, 1 mr/mn | "®APMCTAHOAP "®APMCTAH 3Minum |l TUny - 3MiHn Wwopo 6esnekn/edekTUBHOCTI peuenmom
no 2 mn abo 5 mn B T-BIONIK" OAPT-BIONIK" Ta cbapmakoHarnsagy. BHeceHHs abo amina(n) oo

amnyni; no 5 amnyn B
nauui

3060B's13aHb Ta YMOB BMAaui peecTpalinHoro
MOCBiAYEHHS, BKMOYao4um [MnaH ynpasniHHA
pv3nKaMm (3aCTOCYBaHHS 3MiH(K), ski(a)
BMMararTb(€) NoganbLIoro 06rpyHTyBaHHs HOBUMU
[00aTKOBMM AAHUMM, LLO MaloTb HagaBaTucs
KOMMETEHTHVMM OpraHoM, OCKIflbKU BUMaraeTbCcs
CyTTEBA OLiHKA KOMMETEHTHNM OpraHom)
(BukoHaHHS 3060B'A3aHb BiANOBIAHO A0 MiANYHKTY
1.13 nyHkTy 1, mignyHkTy 2.3 nyHKTY 2 gogatky 15
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Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
0o Mopsgky NpoBefAeHHS ekcnepTusm
peecTpauinHux MaTepianis Ha nikapcbki 3acobu, Lo
rnoaarTbCs Ha AepXkaBHY peecTpaLito
(nepepeecTpalilo), a TakoX ekcrnepTn3n Matepiarnis
NpPO BHECEHHS 3MiH JO PEECTPALiHNX MaTepianis
NpOTArom Aii peecTpauiiHoro NocBigYeHHs,
3aTBepmkeHoro Hakasom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)
154. | ®OCPO-COOA PO34MH opanbHui no 45 KaceH Pekopgaari, Icnanis KaceH IcnaHis BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/9143/01/01
My donakoHi; no 2 C.JL Pekopaari, BUNPaBEHHS TEXHIYHOI MOMUIKM Y MeToAax peuenmom
pnakoHW B KAPTOHHIN C.JL KOHTPONo AkocTi y po3gini Cknag
Kopobui
155. | ®OCP0O-COOA PO34UH oparbHuii no 45 KaceH Pekoppaari, Icnanis KaceH IcnaHis BHECEHHS 3MiH 10 peecTpaLuiiHix maTepianis: 3a UA/9143/01/01
My donakoHi; no 2 C.JL Pekopaari, 3MiHu | TUNY - 3mMiHa BUpobHUKa peuenmom
bnakoHW B KAPTOHHIN C.JL BMXiAHOro/NMpoMiXKHOro NpoayKTy/peareHTy, Lo
kopoobui BMKOPUCTOBYOTLCS Y BUpOBHUYOMY npoLieci AdI,
abo 3miHa BUpobHuKa (BKNoYatoun, e HeobxiaHo,
MicLie NpoBeAeHHS KOHTPOMo SKocTi) ADI -
BBE[EHHS JOAAaTKOBOro BUPOGHMKa BUXIAHOMO
MaTtepiany (HaTtpito rigpokcug) cuHtesy Ad|
156. | ®YPOCEMIO po34mH ans iH'ekuin, 10 ToBapucTBo 3 YkpaiHa KOHTPOIb YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/5153/01/01
Mr/mMn no 2 mn B aMmnyni; obmexeHo SKOCTI, BUMYCK 3MiHn Il Tuny - 3miHn Wwopno 6e3nekn/edeKTUBHOCTI peuenmom
no 10 amnyn B nayui; no BiAMOBIAANbLHICTIO cepii: Ta cbapmakoHarnsagy. BHecenHs abo amiHa(n) oo
2 mn B amnyni; no 10 "[ocnigHuii 3aBog ToBapucTBo 3 3000B'A3aHb Ta YMOB BuAadi peecTtpauiiHoro
amnyn y 6nictepi; no 1 "rTHUC" obmexeHo nocBiaYeHHs, Bktovatoun NnaH ynpaeniHHA
6nictepy B nayuj; no 2 BignoBiganbHi pv3nKamMm (3aCTOCyBaHHs 3MiH(K), ski(a)
MmN B amnyni; no 5 cTio BMMaraloTb(€) NoganbLIoro 06rpyHTyBaHHS HOBUMU
amnyn y 6nictepi; no 2 "[ocnigHun [04aTKOBMM OaHUMU, LLIO MaloTb HagaBaTucst
onictepu B navui 3aBog " KOMMETEHTHUM OPraHOM, OCKiNbKM BUMaraeTbCcsi
rHunc", CYTTEBA OLjiHKa KOMNETEHTHUM OPraHoM) -
YkpaiHa; BCi BukoHaHHs1 3060B'si3aHb BigNoBiAHO 0 NiANYHKTY
cragii 1.13 nyHKTY 1, NignyHkTy 2.3 NyHKTY 2 goaatky 15
BMPOGHMLITBA, o MNopsiaky NPoBeAEHHS eKCNePTU3N
KOHTPOb peecTpauinHux MaTepianis Ha nikapcbki 3acobu, Lo
SIKOCTi, BUMYCK noaarTbCs Ha AepXXaBHY peecTpaLito
cepii (nepepeecTpalio), a Takox ekcnepTuan matepianis
TosapwucTBo 3 Npo BHECEHHS 3MiH 4O peecTpaLiiHNX MaTepianis
obmexeHoto NPOTSArom Aii peecTpauiiHoro NoCBigYeHHs,
BignoBiganbHi 3aTBepmkeHoro Hakasom MO3 Big 26.08.2005 Ne
cTio 426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
"®apmaneBTu 460)
YHa KOMMNaHisi
"3popos'sa",
YkpaiHa
157. | XNOPOMIPAMIHY po34MH ans iH'ekuin, 20 ToBapucTBo 3 YkpaiHa KOHTPOIb YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/5290/01/01
rigpoxnoprPvg mr/mn no 1 mn B amnyni, obmexeHow SIKOCTi, BUMYCK 3MiHu Il TUny - 3MiHK Wwopao Gesnekn/edekTUBHOCTI peuenmom
no 5 amnyn y nayui 3 BiAMOBIAANbHICTIO cepii: Ta cbapmakoHarnsagy. BHeceHHs abo amiHa(n) oo

KapToHy; no 1mnB

"[ocnigHuin 3aBog

ToBapucTBoO 3

3060B's13aHb Ta YMOB BMAaui peecTpaLinHoro
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[IponoBxkenHs noxarka 3

amnyn y nadui

3060B's13aHb Ta YMOB BMAaui peecTpayinHoro
MOCBiAYEHHS, BKMOYaoum [MnaH ynpasniHHA
pu3nKamu (3acTocyBaHHS 3MiH(1), siki(a)
BMMararTb(€) NoAanbLIoro 06rpyHTyBaHHs HOBUMU
[00aTKOBMM AAHUMM, LLO MaloTb HagaBaTucs
KOMMNETEHTHVMM OpraHoM, OCKIifNlbK1 BUMaraeTbCcs
CyTTEBA OLIiHKA KOMMETEHTHNM OpraHom)
(BukoHaHHS 3060B'A3aHb BiANOBIAHO A0 MiANYHKTY
1.13 nyHkTy 1, mignyHKTy 2.3 NyHKTY 2 gopatky 15
o MNopsiaky NpoBeAEHHS eKcnepTuan
peecTpauiinHMX MaTepiarniB Ha Nnikapcbki 3acobwu, Lo
noaalTbCH Ha AepXaBHY peecTpaLito
(nepepeecTpalio), a TaKox ekcnepTnan Matepianis
NpO BHECEHHS 3MiH 0 peecTpauiiHiX maTtepianis
NPOTArom Aii peecTpauiiHoro NocBigYeHHs,
3aTBepakeHoro Hakasom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)

Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
amnyni, no 5 amnyn y "rHync" obmexeHoto NnocBigYeHHs!, BKtoyatoum MNnaH ynpasniHHA
6nictepi, no 1 6nictepy BignosiganbHi pu3nKamm (3acTocyBaHHS 3MiH(1), siki(a)
B Maulji 3 KapTOHY CTIo BMMararTb(€) NofanbLIoro 06rpyHTyBaHHst HOBUMU
"OocnigHnin [O[AaTKOBMM AaHMMMU, L0 MaroTb HagaBaTucs
3aBof KOMMETEHTHVMM OPraHoM, OCKIfNlbK1 BUMaraeTbcs
"THLJIC", CyTTEBA OLjiHKa KOMNETEHTHUM OpraHoMm)
YkpaiHa; (BukoHaHHS 3060B'A3aHb BiANOBIAHO A0 MiANYHKTY
BCi cTagii 1.13 nyHkTy 1, nignyHkTy 2.3 nyHKTY 2 gogatky 15
BMPOOHMLITBA, o MNopsigky NpoBeAEHHS eKCrnepTuan
KOHTPOIb peecTpauiiHMX MaTepiarniB Ha Nnikapcbki 3acobwu, Lo
AKOCTi, BUMYCK nofatTbCs Ha AepXKaBHY peecTpaLiio
cepii: (nepepeecTpallio), a Takox ekcnepTu3n Matepianis
ToBapucTso 3 Npo BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis
obmexeHoto NpoTArom Aii peecTpauinHoro NocBig4eHHS,
BignosiganbHi 3aTBepakeHoro Hakasom MO3 Big 26.08.2005 Ne
cTio 426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
"®apmaueBTu 460)
YHa KOMNaHis
"3popos'sa"”,
YkpaiHa
158. | HLUTOXPOM-C PO34uH Ans iH'ekuin 2,5 MNAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3a UA/5271/01/01
Mmr/mn, no 4 mn B "OAPMCTAHOAP "®APMCTAH 3Minum |l TUny - 3MiHn wopo 6esnekn/edekTUBHOCTI peuenmom
amnyni, no 5 aéo no 10 T-BIONIK" OAPT-BIONIK" Ta chapmakoHarnsiay. BHeceHHs abo 3miHa(1) oo

HavyanbHuK YnpaBniHHA hapmMaueBTUYHOI
AIANBbHOCTI Ta AKOCTi hapMaueBTUYHOI NpoAayKLuil

T.M. JlackoBCcbkuu
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