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

Jonarok 3

A0 Haka3y MiHicTrepcTBa 0X0pOHH

3p0poB’sa Ykpainu «IIpo aep:xxaBHy
peecTpauiio (mepepeecrpaniio) JikapcbKux
3ac00iB (MeIUYHUX IMYHOOi0JIOrTYHMX

npenapariB) Ta BHeCeHHs 3MiH /10

peecTpauiiHuX MaTepiaaiB»

Bix 22 jmnas 2024 poky Ne 1275

Ne Hazea dopma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Peknamye Homep
n/n JNiKapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupo6HuUKa eidnycky aHHs peecmpayitiHo2o
3acoby ynakoeka) nocei04yeHHs1
1. | L-MAN Kpanni opanbHi, 5 CninbHe YkpaiHa CninbHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 6e3 nidnsieae UA/17438/01/01
mr/mn; no 20 mn B YKpaiHCbKO- YKpaiHCbKO- 3MminHn | TMny - 3MiHm 3 sikocTi. [oToBUIA peyenma
KOHTEVHepi 3 icnaHcbke icnaHcbke nikapcbkui 3aci6. CtabinbHicTb. 3miHa y
npo6koto- nignpueMcTBo nianpueMcTBo TepMiHax npugaTHocTi abo ymoBax 36GepiraHHsi
KpanenbH1UElO, "Cnepko "Cnepko roTOBOrO Jlikapcbkoro 3acoby (36inbLUeHHsI
3aKPUTOMY KPULLIKOKO YkpaiHa" Ykpaina" TepMiHy NpuaaTHOCTi FOTOBOIO fiKapCbKOro
i3 3axMcTOM Big (MoBHWUIA LMKN 3acoby) - [1na ToproBoi ynakoBku
aiten; no 1 BMPOGHMLTBA, (nigTBEPOXYETLCS AaHUMU peanbHOro Yacy)
KOHTEVHepy y nayui BUWMNYCK Cepil; 36iNbLUEHHS TEPMiHY NPUAATHOCTi FOTOBOIO
KoHTponb nikapcbkoro 3acoby Ha OCHOBiI MO3UTUBHUX
SIKOCTI) pe3ynbTaTiB JOBFOCTPOKOBUX AOCHIAXKEHD
cTabinbHOCTI y peansHOMy Yaci:
3aTBepaxeHo: TepMiH NpMaAaTHOCTI. 2 POKM.
[Micnsa BigKpUTTA KOHTENHEpa BUKOpUCTaTh
npoTaArom 3 micsuis.
3anponoHoBaHo: TepMiH NPUAATHOCTI. 3 POKM.
[Micnsa BigKpUTTA KOHTENHEpa BUKOpUCTaTh
npoTsarom 3 micauis.
3MiHM BHECEHO B iHCTPYKLUiO ANst MEOUYHOTO
3aCTOCyBaHHs1 Nikapcbkoro 3acoby y po3ain
"TepmiH npuaaTtHocTi".
BBegeHHs 3MiH NnpoTArom 6-Tu Micauis nicns
3aTBEPOKEHHS
2. | AQ-M-BIONIK cycneHsis ons TOB "BIOJIIK YkpaiHa AT "BIONIK" YkpaiHa BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: 3a UA/15846/01/01
iH'ekuin, 5 Lf/no3a; DOAPMA" 3MmiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. peuenmom

no 0,5 mn (1 gosa)
abono 1 mn (2
£03K) B amnyni; no
10 amnyn y nayui

BunyyeHHs1 BUpOGHMYOI AinbHULI (BKMHOYao4m
AinbHUUi gna A®l, npomixkHoro npoaykty abo
roTOBOro nikapcbKkoro 3acoby, AinbHULi Ans
npoBeAeHHs NakyBaHHs1, BUPOBHNKa,
BignoBigansHOro 3a BMMNyck cepin, Micue
NpoBEAEHHS! KOHTPOTto cepii) abo
nocrtavanbHuka BUXigHOro Matepiany,
peareHTy abo JONOMIKHOI PEYOBUHM (SIKLLO




2 [IponoBkeHHs 1oaarka 3
Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
3a3HayeHo y Aocbe) BunyyeHHs BupobHuka
AT "biomea" im. |.I. MeuHukoBa, Pociricbka
depepadis, BignosigansHOro 3a BUPOOHULTBO
A®I| onuhTepiHMIN aHaTOKCHH.
3miHa Bnnueae Ha MKA (posain "Cknag") Ta
Ha po3ain peecTpadiiHoro gocbe 3.2.S.2.1.
Bupo6Huk(un)
3. | AAN-BIONIK cycnensis ans TOB "BIOJIIK Ykpaina AT "BIONIK" Ykpaina BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a UA/13005/01/01
iH'ekuin; no 0,5 mn OAPMA" 3MiHW | TMNy - AOMiHICTpaTUBHI 3MiHW. peuyenmom
(1 po3a) abo 1 mn (2 BunyuyeHHs BUPOGHMYOI AinbHWL (BKIOYaoum
[o3u) B amnyni; no ainbHuUi anst A®I, npomixkHoro npoaykty abo
10 amnyn y nayui roTOBOrO NikapcbKkoro 3acoby, AinbHuUUi ans
npoBeeHHs NakyBaHHsI, BUPOOHNKa,
BignoBiganbHOro 3a BMNycK cepin, micue
NpoBeAeHHs KOHTPOnto cepii) abo
nocravanbHuKa BUXigHOro Martepiany,
peareHTy abo JONOMDKHOI PEYOBUHM (SKLLO
3a3HayeHo y Aocke). BunyyeHHs BupobHuka
AT "Biomen" im. |.I. MeyHunkoBa, Pocincbka
depepadis, BignNoBiganbHOro 3a BUPOOHULTBO
Ad| gnudpTepinHMA Ta NpaBLEBUIA aHATOKCUHW.
3miHa BnnuBae Ha MKA (posain "Cknag") ta
Ha po3gain peecTtpadiviHoro gocke 3.2.S.2.1.
Bupo6Huk(Kn)
4. | AON-M-BIOIK cycneHsis ons TOB "BIOJIIK YkpaiHa AT "BIOJTIK" YkpaiHa BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: 3a UA/15665/01/01
iH'ekuin; no 0,5 mn OAPMA" 3MiHn | TMNy - AOMIHICTPaTUBHI 3MiHW. peuermom
(1 no3a) abo no 1 BunyyeHHs BUpOGHMYOI AinbHULI (BKIHOYa4m
M (2 nosun) B ainbHUUi ana A®l, npomixkHoro npogykty abo
amnynax; no 10 roToBOro NMikapcbKoro 3acoby, AinbHULi AN
amnyn y nayui 3 npoBeAeHHs NakyBaHHs1, BUPOOHNKa,
KapToHY BiANOBiAanbLHOro 3a BUMYCK Cepiit, MicLe
NPOBELEHHSA KOHTPOItO cepii) abo
nocrtavanbHuKa BUXigHOro Matepiany,
peareHTy abo JONOMIKHOT PEYOBUHU (SIKLLO
3a3HayeHo y Aocbe) BunyyeHHs BupobHuka
AT "Biomen" im. |.I. MeuHukoBa, Pocincbka
dPepepauis, BignoBaanbHOro 3a BUPOGHMLTBO
AD| andTepiiHMI Ta NpaBLEBNIN aHATOKCUHW.
3wmiHa Bnnueae Ha MKA (po3ain "Cknag") Ta
Ha po3gain peectpadiiHoro gocbe 3.2.S.2.1.
BupobHuk(n)
5. | AfibOAYPA3UM KOHUeHTpaT ans CaHodi b.B. HigepnaH KiHueBe Himeyuunna/ BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis: 3a UA/8093/01/01
® pPO34mMHy Ans an HanNoBHEHHS Ipnangis 3MiHn | TMny - 3MiHK Woao peuernmom
iHdysin, 100 crakoHiB 6e3nekn/eceKTUBHOCTI Ta hapmakoHarnsgy
Of/mn;Ne 1: no 5 mn (nepBuHHE (iHwWi 3MiHW) 3MiHK BHECEHI y TekcT
y donakoHi; o 1 nakyBaHHs1), MapKyBaHHsi nepBuHHOI (n. 6. IHLLE) Ta
hbnakoHy y npoBefeHHs BTOPUWHHOI (n. 17. IHLLE) ynakoBku
KapTOHHI kopobui TecTy Ha nikapcbkoro 3acoby.

CTEPUIbHICTb!
Bettep ®apma-
PepTiryHr Tm6X
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[IponoBkeHHs 1oaarka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
eHp Ko.KT,
Himeuumnha;
MapkyBaHHs Ta
BTOPWHHE
nakyBaHHs1,
KOHTPOMb AKOCTI
M3 (3a
BUKITIOYEHHAM
TecTy Ha
CTEPUIBHICTB),
BUMNYCK cepil:
[>xeH3anm
Ipnang Jimitea,
Ipnangis
6. | AIb®A M TabneTkn, BKpUTI OPIrAHOCWH OAE AnoTekc IHK. KaHaga BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a He UA/13454/01/01
NNiBKOBOO NANDCAEHC 3MiHu | TMNy - 3MiHK Woao peuenmom nionsieae
oboroHkoto, 3 N3 (E® 3ET ) 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy
MoandikoBaHUM (iHWi 3MiHK) 3MiHM BHECEHO A0 IHCTPYKLUIi Ans
BUBINbHEHHAM NO MeANYHOro 3aCTOCYBaHHS Nikapcbkoro 3acoby
0,4 mrno 10 y po3gin "MNob6iyHi peakuii" oo BaXknMBOCTI
TabneTtok y 6nicrepi; 3BiTyBaHHs1 Npo NobiYHi peakuii
no 3 abo 6 6nicTepis BBegeHHst 3MiH NpoTsrom 6-tn micauis nicns
Y KapTOHHI kopobui 3aTBepAKEHHS
7. | AMBPOKCOI Tabnetku no 30 mr; MAT YkpaiHa NAT Ykpaina/ BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 6e3 UA/2084/01/01
no 10 TabneTtoky "KviBmegnpen «KviBmeanpena CnoseHis 3MmiHu | TUnYy - 3miHK 3 gkocTi. FoToBUI peuenma
6nicTepi; no 2 apat" paT», YkpaiHa; nikapcbkuit 3aci6. 3MiHM y BUPOBHMLTBI. 3MiHM
Gnictepu y navui TOB BUNpobyBaHb abo AONYyCTUMUX MEX,
«Mapicapm», BCTAHOBMEHWX Y cneuundikauisx, nig yac
CnoBeHisi BUPOBHMLTBA rOTOBOIO NiKapCbKOro 3acody
(iHWi 3MiHKM) BHeceHHs1 3MiHKM B nepioa
KoHTponto TecTy "MikpobionoriyHa uncrora” -
KOHTPOMOBATU AaHWIA NOKA3HUK B KOXHIN 10-1
cepii HaniBnpoaykTy (TabneTku
Hepo3dacoBaHi), ane He MeHLe 1-€i cepii B
piK.
8. | APTULLOKA kancynu no 100 mr TOBAPUCTB YkpaiHa Bci cTagii YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHuX mMaTepianis: 6es UA/0140/01/01
EKCTPAKT- no 10 kancyn y 03 BMPOGHMLTBA, 3MiHn | Tuny - 3miHK 3 skocTi. [oToBMI peyenma
3[00POB'A 6nicTepi; o 2 abo OBMEXEHO KOHTPOMb SKOCTI, nikapcbkui 3aci6. Cuctema
no 6 Gnictepis y 10] BUWMNYCK cepil: KOHTelHep/3aKkynoptoBanbHuUiA 3aci6. 3miHa
KapTOHHiI kopooLi BIOMOBIOATN ToBapwucTBo 3 nocravanbH1Ka nakyBanbHUX martepianis abo
bHICTHO obMexeHo KOMMMEKTYHUMUX (SIKLLO 3a3HAYEHO B [JOCLE)
«KOPIOPALII BignoBiganbHicT (BNyYeHHs nocTayanbHuKa) — BUNyYeHHS
A 10 BMPOGHWKa MniBku nonisiHinxnopuaHoi TOB
«3[00POB’A» "®apmaueBTUYH «KnekHep MNenTannact Pyc», Pocis y 38'a3ky 3
a KoMmnaHis NPUNUHEHHAM B3aemogii 3 JaHUM
"3popos's", BUPOGHMKOM. 3MiHK | TMny - 3MiHW 3 AKOCTI.
YkpaiHa; BCi [oToBWI Nikapcbkui 3aci6. Cuctema
cTagii KOHTelHep/3aKkynoptoBanbHuiA 3aci6. 3miHa
BMPOBHMLTBA, nocravanbHuKa nakyBasibHUX mMaTepianis abo
KOHTPOSb SKOCTi, KOMMIIEKTYOUUX (SIKLLO 3a3Ha4YeHO B [JOCLE)
BUNYCK cepii: (3amiHa abo gofaBaHHs nocTavanbHuKa) -
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[IponoBkeHHs 1oaarka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
ToBapucTso 3 [0[aTKOBO 0 3aTBEpAXKEHOro BUPObHMKa
obmexeHo NEPBUHHOIO NaKyBaHHS MiBKU
BignoBiganbHicT noniBiHINXNOPMAHOI BBOASATHLCSA HOBI
10 "OAPMEKC BUPOBHMKM NNiBKM ABOLLAPOBOI
FPYI", Ykpaina noniBiHINXNopuaHoi/ NoniBiHINIAEHXNOPUAHOT —
Liveo Research GmbH, Germany Ta MKF-
ERGIS Sp.z.0.0., Poland. Ta, sik Hacnigok,
BiABynMcst 3MiHW y SIKICHOMY, KinlbKiCHOMY
cknagi matepiany bnictepy, poa3mipax
NepBMHHOIO NakyBaHHA Ta BHECEHI BiAMNOBIAHI
3MiHn 0o p. «Ynakoska» MKA J13. ApTuiioka
eKkcTpakT-3a0poB's, kancynu no 100 mr.
CynyTHs 3MiHa- 3MiHKM 3 sAKocTi. [oTOBMIA
nikapcbkui 3aci6. Cuctema
KOHTelHep/3aKynoptoBanbHuii 3aci6. 3miHa y
NEPBUHHIN yNnakoBLji rOTOBOro fikapCbKoro
3acoby (sikicHMI Ta KinbkicHWUI cknag) - Teepai
nikapcbki popmu - 3MiHK 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKynoptoBanbHui 3aci6. 3miHa
cdopmu abo po3mipy KoHTeHepa Ym
3aKyrnoptoBanbHoro 3acoby (nepBUHHOI
YMaKoBKM) (HECTepUIibHI Nikapcbki 3acobn)

9. | APTULLOKA kancynu no 300 mr TOBAPUCTB YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 10 peecTpaLiHMX maTepianis: 6e3 UA/0140/01/02
EKCTPAKT- no 10 kancyny 03 BUPOBHMUTBA, 3MiHu | Tuny - 3miHK 3 sikocTi. FoToBMIA peuenma
3[00POB'A 6nictepi; no 3 abo OBMEXEHO KOHTPOMb SKOCTI, nikapcbkuii 3aci6. Cuctema

no 6 Gnictepis y 10] BUWMNYCK cepil: KOHTelHep/3aKkynoptoBanbHuiA 3aci6. 3miHa
KapTOHHiI kopobui BIANOBIOAN ToBapwucTtBo 3 nocTavanbHuKka nakyBanbHUX MaTepianis abo
bHICTHO obmexeHo KOMMMEKTYHOUMX (SIKLLO 3a3HAYEHO B JOCLE)
«KOPTOPALII BignoBiganbHicT (BUNyYeHHs NocTayvanbHUKa) — BUNYyYEHHS
A 10 BMpOGHMKa NMniBku nonisiHinxnopugHoi TOB
«3[00POB’A», "®apmaueBTUYH «KnekHep MNenTannact Pyc», Pocisa y 38'a3ky 3
a KoMmnaHis NPUNUHEHHAM B3aemogii 3 JaHUM
"3popos's", BUPOGHMKOM. 3MiHu | TMny - 3MiHKM 3 sKOCTI.
YkpaiHa; BCi [oToBWI Nnikapcbkui 3aci6. Cuctema
ctagii KOHTelHep/3aKkynoptoBanbHuiA 3aci6. 3miHa
BMPOGHMLTBA, nocTavanbHuKa nakyBanbHUX MaTepianis abo
KOHTPOMb SIKOCTI, KOMMMEKTYHOUMX (SIKLLO 3a3HAYEHO B JOCLE)
BUNYCK cepii: (3amiHa abo foaaBaHHS nocTavarnbHuKa) -
ToBapucTso 3 [00aTKOBO [0 3aTBEPOKEHOrO BUPOBHMKa
obmexeHo NepPBUHHOIO NakyBaHHS NIiBKK
BignoBiganbHicT noniBiHINXNOPUAHOI BBOASATHCA HOBI
10 "®APMEKC BUPOGHWKM MMiBKU ABOLLIAPOBOI

FPYT", Ykpaina

noniBiHINXNopuAHOI/ NoNiBiHINIAEHXNOPUAHOT —
Liveo Research GmbH, Germany Ta MKF-
ERGIS Sp.z.o.0., Poland. Ta, sik Hacnigok,
BiAOynMcs 3MiHM y SKICHOMY, KinbKiCHOMY
cknapi matepiany 6nictepy, po3mMipax
NepBUHHOrO NakyBaHHS Ta BHECEHI BignoBigHi
3MiHn 0o p. «Ynakoska» MKA J13. Aptuiioka
eKkcTpakT-3a0pos's, kancynuv no 100 wmr.
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Ne
n/n

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHs1

Homep

peecmpayiliHo2o

noceio4yeHHs1

CynyTHs 3MiHa- 3MiHKM 3 sAKoCTi. [oTOBMIA
nikapcbkuit 3aci6. Cuctema
KOHTeWHep/3aKynoptoBanbHuiA 3aci6. 3MiHa y
NEPBUHHIN yNakoBLj rOTOBOrO fikapCbKoro
3acoby (sikicHui Ta KinbkicHuiA cknag) - Teepai
nikapcbki hopmu - 3MiHK 3 skocTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHUiA 3aci6. 3miHa
cdopmu abo po3mipy KOHTeHepa Yn
3aKynoptoBasnbHOro 3acoby (NepBUHHOT
YNaKkoBKM) (HECTEPUIbHI NMikapcbki 3acobu)

10.

ACKOPBIHOBA
KUCNOTA

apaxe no 50 mr, no
50 gpaxe y
6nictepax; no 160
Apaxe y
KOHTENHepax
(6aHoykax); no 160
Opaxe y KOHTenHepi
(6aHouui), no 1
KOHTEWHepy
(6aHouUi) y navui

AT
"KUIBCBbKUI
BITAMIHHUWM

3ABOA"

YkpaiHa

AT
"KUIBCbKUM
BITAMIHHAW

3ABOO"

YkpaiHa

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3MiHu | TUny - 3MiHKM Wwoao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
(iHLWi 3MiHW).

OHOBIEHHS TEKCTY MapKyBaHHS! yMakoBOK
nikapcbKoro 3acoby, a came: BUINy4eHHs
iHCbopMaLii, 3a3Ha4YeHOI POCINCHKOK MOBOID;
OybnoBaHHS TEKCTY MapKyBaHHS BTOPUHHOI
YyNaKoBKM aHIMINCbKOK MOBOI); A0AABAHHS Y
n.17. IHWE BTOPUHHOI Ta NEPBUHHOI YNaKOBOK
iHcbopMaLito Npo NoroTun 3asBHMKa. TepMiH
BBEOEHHS 3MiH - NPOTArom 6 MicauiB micnsi
3aTBEPKEHHS.

6e3
peuenma

UA/1527/02/01

11.

ACMNIPO3A®

Kancynu Teepgi no
10 mr/100 mr; no 10
kancyn y 6nictepi,
no 3 6nictepu B
nayui

MpAT
"®apmaueBTn
YHa dipma
"NapHuus"

Ykpaina

BMPOGHMLTBO,
nepBuHHE Ta
BTOPWHHE
nakyBaHHS,
KOHTpOnb cepii,
BUNYCK cepii:
Apawvep ®apma
C.A,, MNMonbLua
nepBuHHe Ta
BTOPWHHE
naKkyBaHHS:
Apamep ®apma
C.A,, MNMonbLua

Monbwa

BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:
3MiHn | TMny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL, NnikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYyKLUii aAns
MeAMYHOro 3aCTOCYBaHHS Ha NiacTasi
perynspHO OHOBIOBAHOrO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3
6e3nekn 3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpadinHuii nepioa, abo sk
pe3ynbTar OLUiHKK 3BiTY 3 JOCNIOKEHD,
npoBeAeHuX BiANOBIAHO A0 NnaHy
nepgiaTpuyHmx gocnimkeHs (PIP) (3miHy
Y3rO[PKEHO 3 KOMMETEHTHUM YNOBHOBaXEHUM
opraHom)
3MiHM BHECEHO B iHCTPYKLUiO ANst MEOUYHOTO
3acTocyBaHHS nikapcbKoro 3acoby Ao po3ainis
"OcobnueocTi 3acTocyBaHHs" Ta "TobiuHi
peakuii” BignoBigHO 40 OHOBMEHOI iHpopmaLii
Lono 6esnekn 3acTocyBaHHA Oil0YOi
pevoBUHM 3rigHo 3 pekomeHaauieto PRAC.
BBegeHHs 3MiH npoTArom 6-Tu Micauis nicns
3aTBEPKEHHS.

3a
peuenmom

He
nionsieae

UA/18799/01/02

12.

ACMIPO3A®

Kancynu TBepgi no
20 mr/100 mr; no 10
kancyn y 6nicrepi,
no 3 6nictepu B

MpAT
"®apmaueBTn
YyHa dipma
"OapHuus”

YkpaiHa

BMPOGHMLTBO,
nepBUHHE Ta
BTOPWHHE
nakyBaHHs,

MonbLa

BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis:
3MiHn | TMny - 3MiHK Woao
6e3nekn/edheKTMBHOCTI Ta dhapmakoHarnsay.
3MiHa y KOpOTKili XapakTepucTuLL Nikapcbkoro

3a
peuenmom

He
nionsieae

UA/18799/01/03
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
navui KOHTPOIb cepii, 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii ans
BUMNYCK cepil: MeAMYHOro 3aCTOCyBaHHS Ha MiacTaBi
Apamen ®apma perynspHo OHOBIOBaHOrO 3BiTy 3 6e3nekn
C.A,, MNMonbLua nikapcbkoro 3acoby, abo gocnigpkeHb 3
nepBuHHe Ta 6e3nekn 3aCcTocyBaHHs Mikapcbkoro 3acoby B
BTOPUHHE nicnapeecTpauiiHuin nepioa, abo sk
nakyBaHHS: pesynbTaT OUiHKW 3BITY 3 OCHIXEHD,
Apawveg ®apma NpOBeAEHMX BiANOBIAHO A0 NnaHy
C.A., Monbwa negiatpuyHmnx gocnigxeHs (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom)
3MiHV BHECEHO B iHCTPYKLUIiO A11s1 MEAUYHOro
3aCcToCyBaHHSA Nikapcbkoro 3acoby 4o po3aainis
"OcobnueocTi 3actocyBaHHA" Ta "T0OGIYHI
peakuii” BianoBigHO 4O OHOBNEHOI iHdopMaLii
Lofo 6esnekun 3acTocyBaHHs aitoyoi
peyoBuMHM 3rigHo 3 pekomeHpaauieto PRAC.
BBegeHHst 3MiH NpoTsrom 6-tn micauis nicna
3aTBEPKEHHS.

13. | ACMIPO3A® Kancynu Teepgi no 5 MpAT Ykpaina BMPOGHMLTBO, MonbLa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3a He UA/18799/01/01
mr/100 wmr; no 10 "dapmaueBTu nepBuHHE Ta 3MiHu | TMny - 3MiHK Wopao peuenmom nionsieae
kancyn y 6nictepi, YHa bipma BTOPUHHE Ge3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
no 3 6nictepu B "NapHuug" nakyBaHHs, 3MiHa y KOpOTKiVi XapakTepucTuL,i NnikapCbKoro
nayui KOHTPO~b cepil, 3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUii aAns

BUMYCK cepii: MEAMYHOro 3acTocyBaHHS Ha niacrasi
Apawvep ®apma perynsipHo OHOBIIOBAHOTO 3BiTy 3 6e3neku
C.A,, MNMonbLua nikapcbkoro 3acoby, abo gocnigxeHb 3
nepBuHHE Ta 6e3nekn 3acTocyBaHHs nikapcbkoro 3acoby B
BTOPUHHE nicnspeecTpauinHunii nepioa, abo sk
nakyBaHHs: pesynbTaT OUiHKW 3BiTY 3 4OCHIIXEHD,
Apamep ®apma NpoBeAeHWX BiANoBIAHO A0 NnaHy
C.A,, MNonbLla nepiaTpuyHmx gocnimkenrs (PIP) (3miHy
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom)
3MiHM BHECEHO B iHCTPYKLiO A8 MEAUYHOrO
3acTocyBaHHS nikapcbkoro 3acoby 4o po3ginis
"OcobnusocTi 3acTocyBaHHsA" Ta "TobiuHi
peakuii” BiANOBIAHO 40 OHOBNEHOI iHbopMaLii
Lwono 6e3nekn 3acTocyBaHHS OikoyOoi
pevoBUHM 3rigHo 3 pekomeHaauieto PRAC.
BBeneHHs 3miH npoTArom 6-tu Micsuie nicnsi
3aTBEPKEHHS.

14. | ATTAM/ KOHUeHTpaT ans Mdpansep IHk. CLUA dapmadis i CLA BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis: 3a UA/16311/01/01
ATGAM NPUroTyBaHHSA AnaKoH 3MiHn | TMny - 3MiHK Woao peuernmom
NIM®OLUTAP pO34uHy ans Komnani [1N1IC 6e3nekn/ehekTMBHOCTI Ta dhapmakoHarnsgy.

HUA iHcpy3in no 50 mr/mn BBeneHHs abo 3MiHM [0 y3aranbHeHWX OaHWUX
IMYHOINOBYIN | no 5 mn B amnyni; npo cucteMy chapmakoHarnagy (BBeAeHHs
IH, no 5 amnyny y3aranbHEHUX AaHuX npo cuctemy
AHTUTUMOLMW | kapToHHI navui dapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI
TAPHUN ocobu, BianoBiganbHOI 3a 30iNCHEHHS
rnoeyniH

dapmakoHarnsifly; KOHTaKTHoOi ocobu 3




7

[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

(KIHCbKWN)

(bapmakoHarnagy 3asiBHUKa ANg 30iNCHEHHSA
dapmakoHarnsay B YKpaiHi, KO BOHA
BigMiHHA Bif yNOBHOBaXeHOI ocobu,
BiANoBiganbHOI 3a 30iNCHEHHS
apmakoHarnsgy (BKo4aym KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLleHHi MacTep-channa
cuctemun chapmakoHarnsgy) 3mMiHa KOHTaKTHMX
OaHMX KOHTAKTHOT 0cobU 3asiBHUKA,
BiANOBiganbHOI 3a 30iNCHEHHS
dapmakoHarnsgy B YkpaiHi

15.

AUETUNCANIY
WIOBA
KUCNOTA

TabneTtku no 500 wmr,
no 10 TabneTtok y
6nictepi; no 10
Tabnetok y bnicrepi,
no 2 6nictepu B
navuj

TOB
"APTEPIYM
nTo”

Ykpaina

MAT
"Tannudapm”,
YkpaiHa4
MAT
"KuiBmegnpenap
at",
YkpaiHa

Ykpaina

BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis:
3MiHu | Tuny - 3miHK 3 sikocTi. FoToBMIA
nikapcbkuii 3aci6. CtabinbHicTb. 3miHa y
TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
roTOBOrO Jlikapcbkoro 3acoby (36inbLUeHHsI
TEpPMiHy NpMAATHOCTI FOTOBOrO NiKapCbKoro
3acoby) - [1na TOproBoi ynakoBKu
(niaTBEPAXKYETLCS AaHNMU PEarbHOro Yacy).
36inblUeHHst TepMiHy NPUAATHOCTI y 3B'A3KY i3
OTPUMAaHHSIM NMO3UTMBHMX OAHMX LLOAO
[ocnimpkeHHs cTabinbHOCTI y peansHOMY Yaci.
[itoya pegakuin: TepmiH npuaaTHOCTI.

3 poku. [NponoHoBaHa peaakuis: TepMiH
npuaaTHOCTI. 4 pokK. 3MiHM BHECEHi B po3ain
"TepMiH npmuaaTHOCTI" B iHCTPYKUiO ANs
MEeOUYHOro 3aCTOCYBaHHsI NiKapCbKoro 3acoby.
BBegeHHs 3MiH npoTArom 6-Tu MicauiB nicns
3aTBEpPOKEHHS

be3
peuenma

nidnsieae

UA/18859/01/01

16.

ALL®

PO34UH OparnbHUiA,
no 20 mr/mn, no 100
mn abo no 200 mny
dnakoHi; no 1
dnakoHy y
KOMMNNEKTi 3 MipHUM
KoBMaykoM Ta/abo
MipHUM annikaTopom
(wnpuuem) y
KapTOHHIN kopobui

CaHpo3
dapmacbioTika
n3 a.a.

CrnioBeHis

BupobHuuTBO
"bulk", nepBuHHE
Ta BTOPUHHE
nakyBaHHS,
TECTYyBaHHS:
dapma
BepHirepope
mbX,
Hime4yunHa
Bunyck cepil:
Caniotac
dapma M'M6X,
HimeuunHa

Himewumna

BHECEHHS 3MiH IO peecTpauiiHix maTtepianis:
3minu | TMny - 3miln WwWoao
6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
BBeneHHs abo 3MiHM 00 y3aranbHEHUX AaHUX
npo cuctemy apmMakoHarnsgy (BBeAeHHs
y3aranbHeHUX AaHuX Npo cucTemy
apmakoHarnsay, 3MiHa ynoBHOBaXXEHOI
ocobu, BianoBiganbHOI 3a 3AiNCHEeHHS
dapmakoHarnsay; KOHTaKkTHoi ocobu 3
bapmakoHarnsgy 3asiBHUKa ANs 30iNCHEHHS
hbapmakoHarnsgy B YKpaiHi, Ko BoHa
BiAMiHHa Bi# yNoBHOBaxeHOi ocobu,
BiANOBIOANbHOI 3a 3AiNCHEHHS
hapmakoHarnsigy (BKoYarum KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLeHHi MacTep-darina
cvcteMu dbapmakoHarnsaay) 3MiHa
YMNOBHOBaXeHOI 0cobu 3asiBHUKa,
BignosiganbHoI 3a hapMakoHarnsg.
[itoya pepakuis: Oasig OxoH Jlesic / David
John Lewis. lNMponoHoBaHa pegakuis: Juergen
Maares / FOpreH Maapec.
3MiHa KOHTaKTHVX JaHWUX YNOBHOBaXXEHOT
ocobu 3asBHMKA, BiANoBiganbHoI 3a

be3
peuenma

UA/8272/02/01
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

chapmakoHarnsg. 3MiHa KOHTaKTHOI ocobu
3asBHUKA, BiANOBIAANbHOI 3a hapmakoHarnsg
B YkpaiHi. [itoya pegakuis: Opnos B'ayecnas
BiktopoBuu. NponoHoBaHa pedakuisi:
TanacoBa 3opsiHa MukonaiBHa. 3miHa
KOHTaKTHMX LAaHWUX KOHTaKTHOT 0cobu
3asiBHMKA, BignoBiganbHoi 3a dhapMakoHarnsg
B YKpaiHi.
3MiHa MicLie3HaxomKeHHs MacTep-daiina
cucTemMm hapMakoHarnsgy Ta horo Homepa.
3MiHa Micus 34iNCHEHHSI OCHOBHOI AisiNbHOCTI
3 (hapMakoHarnsgy.

17.

ALIL® 100

MOPOLLIOK ANst
OparnbHOro PO3ynHy
100 mMrno3r
MOPOLLIKY Y NakeTuKy
; no 20 nakeTwkiB y
KapTOHHiI kopoOLi

Canpos
dPapmacbioTika
n3 a.Aa.

CnoBeHis

TecTyBaHHs,
nakyBaHHs,
BUMYCK cepii:
CantoTac
dapma 'M6X,
Hime4vuuHa;
Bupo6bHMUTBO in
bulk,
TEeCTyBaHHS,
nakyBaHHSI:
Tlinpodapm
'M6X,
Hime4vuuHa;
3amboH
Csit3enaHp Jita,
LLisenuapis

Himeuumnna/
LLiBeviuapis

BHECEHHS 3MiH O peecTpaLinHUX maTepianis:
3MiHn | TMny - 3MiHK Woao
Ge3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
BBeneHHs abo 3MiHM [0 y3aranbHeHWX OaHnUX
npo cuctemMy chapmakoHarnagy (BBeAeHHs
y3aranbHeHVX JaHUX Npo cuctemy
thapmakoHarnagy, 3miHa ynoBHOBaXXeHOI
ocobu, BignoBiganbHoI 3a 3AiINCHEHHS
capmakoHarnsgy; KOHTakTHoi ocobu 3
bapmakoHarnagy 3asiBHUKa ANs 30iNCHEHHSA
apmakoHarnsay B YKpaiHi, AKLWO BOHA
BigMiHHA Big yNOBHOBaXXeHOI ocobu,
BiQNOBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnsay (BKoYaym KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilleHHi MacTep-darina
cvcteMun dbapmakoHarnsgy) 3MiHa
YMOBHOBaXeHOoI 0cobu 3asiBHMKa,
BignosiganeHoi 3a hapMakoHarnsg.
[itoua pepakuisi: Oasig OxoH Jlesic / David
John Lewis. lNMponoHoBaHa pepakuisa: Juergen
Maares / FOpreH Maapec.
3MiHa KOHTaKTHMX OaHWUX YNOBHOBaXEHOI
ocobu 3asBHMKA, BiaANOBIAanbHOI 3a
dapmakoHarnsg. 3miHa KOHTakTHOI ocobu
3asiBHMKA, BignosiganbHoi 3a dhapMakoHarnsag
B YkpaiHi. [litoua pegakuis: Opnos B'ayecnas
BikToposuy. NMponoHoBaHa peaakuis:
TaHacoBa 3opsiHa MukonaiBHa. 3miHa
KOHTaKTHUX AaHUX KOHTAKTHOI 0cobun
3asiBHMKa, BignosiganbHoi 3a dhapMakoHarnsag
B YKpaiHi.
3MiHa MicLie3HaxomKeHHs MacTep-daiina
cucTeMu hapmakoHarnsigy Ta horo Homepa.
3MiHa Micus 30iNCHEHHSI OCHOBHOI AiANbHOCTI
3 chapmakoHarnsgy

6e3
peuenma

UA/2030/02/01

18.

ALIL® 200

MOPOLLIOK ANsi
0OpanbHOro Po34vnHy
200mrno 3r
MOPOLLIKY Y

Canpos
dapmacbioTika
n3 p.Aa.

CnoBeHisi

TecTyBaHHS,
nakyBaHHs,
BUWMYCK Cepil:
Cantotac

Himevuunna/
LLisenuapis

BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:
3minu | TUny - 3miHn WwWoao
6e3nekn/edheKTMBHOCTI Ta dhapmakoHarnsay.
BBeaeHHs abo 3MiHM A0 y3aranbHeHWX AaHuX

6e3
peuenma

UA/2031/02/01




[IponoBkeHHs 1oaarka 3

9
Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
nakeTuky; no 20 dapma 'M6X, npo cucteMmy apMakoHarnagy (BBeaeHHs
nakeTukis y HimeuuunHa; y3aranbHEeHUX AaHuxX npo cuctemy
KapTOHHiI kopooLi Bupo6bHMUTBO in dapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI
bulk, ocobu, BianoBiganbHOI 3a 30iNCHEHHS
TeCTyBaHHsS, hapmMakoHarnsgy; KOHTakTHoi ocobu 3
nakyBaHHS: dapmakoHarnsay 3asiBHUKa Ans 30iNCHEeHHS
Jingodapm chapmakoHarnsgy B YkpaiHi, AKLo BoHa
'MBX, BiAMiHHa Bi# YNOBHOBaXeHOi ocobu,
HimeuyuuHa; BiANOBiganbHOI 3a 30iNCHEHHS
3amboH dapMakoHarnagy (BKMovar4mn KOHTaKTHI AaHi)
Csitsenang 114, Ta/abo 3miHM y po3MilLeHHi MacTep-danna
LLsenyapis cuctemu chapmakoHarnsgy) 3miHa
YyNOBHOBa)eHOI 0cobu 3asiBHMKA,
BignoBiganbHoi 3a hapMakoHarnsag,.
[itoya pepakuin: Oasig [DxoH Jesic / David
John Lewis. NponoHoBaHa pepakuis: Juergen
Maares / FOpren Maapec.
3MiHa KOHTaKTHMX JaHWX YNOBHOBaXEHOI
ocobu 3asBHMKA, BiaNoBiganbHoI 3a
bapmakoHarnsg. 3MiHa KOHTaKTHOI ocobu
3asiBHMKa, BigNoBiganbHOI 3a hapmakoHarnsg
B YkpaiHi. [itoya pegakuis: Opnos B'sayecnas
BikToposuy. NponoHoBaHa pegakuis:
TaHacoBa 3opsiHa MukonaieHa. 3miHa
KOHTaKTHMX OaHUX KOHTaKTHOi ocobu
3asBHUKA, BiANOBIAaNbHOI 3a hapMakoHarnsag
B YKpaiHi.
3miHa Micue3HaxooXeHHs MacTep-darina
cucTemMn chapmakoHarnsgy Ta horo Homepa.
3MiHa Micus 30iNCHEHHSI OCHOBHOI AisiNbHOCTI
3 papmakoHarnagy
19. | BENOCANIK masb no 30 ry Ty6i; Benyno, nikun Xopgaris Benyno, niku Ta XopsarTis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3a UA/10370/01/01
3minu | TNy - 3miln WwWoao peuenmom

no 1 T1y6i B
KapTOHHIN nayui

Ta KOCMeTuKa,
A.Aa.

KocmeTuka, 4.4.

6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy.
BBeneHHs abo 3MiHM 00 y3aranbHEHUX AaHUX
npo cuctemy apmMakoHarnsgy (BBeAeHHs
y3aranbHeHUX AaHuX Npo cucTemy
dapmakoHarnsay, 3MiHa ynoBHOBaXXEHOT
ocobu, BianoBiganbHOI 3a 3AiNCHEeHHS
dapmakoHarnsify; KOHTaKTHoi ocobu 3
bapmakoHarnsgy 3asiBHUKa NS 30iNCHEHHS
bapmakoHarnsgy B YKpaiHi, Ko BoHa
BiAMiHHa Bi# yNoBHOBaxeHOi ocobu,
BiANOBIOANbHOI 3a 3AiNCHEHHS
hapmakoHarnsigy (BKoYarum KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MileHHi MacTep-darina
cvcteMu dhapmakoHarnsaay) 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXeHOI 0cobu 3asiBHYMKa,
BiANoBiganbHoi 3a hapmakoHarnag. 3MiHa
MiCLIe3HaxX0omKEHHSA MacTep-chbanna cuctemm

hapmakoHarnsigy. 3miHa micus 34iNCHeHHs
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHs1

Homep

peecmpayiliHo2o

noceio4yeHHs1

OCHOBHOI AisiNbHOCTI 3 hapMakoHarnsgy.

20.

BETAMETA30
HY BAJNIEPAT

NOPOLLIOK
(cybeTaHuisn ) y
nakeTax NoasiNHMX
nonieTuneHoBmx
ans
hapmaLeBTU4HOro
3aCTOCYBaHHS

MpAT
"®apmaueBTu
YHa dipma
"NapHuus"

Ykpaina

Kiopis Icnanis C.
En.Y.

Icnanisa

BHECEHHS 3MiH OO peecTpauiiHnx martepianis:
3MiHu | TUny - 3MiHK 3 akocTi. CepTudpikat
BignosigHocTi/E-cepTudikaT BiANoBIigHOCTI
€sponeicbkin hapmakonei/moHorpadii.
MogaHHsa HoBoro abo oHoBREHOro
cepTucpikaTa BiaNoBigHOCTI a6o BUNYYEHHS
cepTudikaTta BignoBigHOCTI €BpONENnChbKiin
dapmakonei: gna Adl; ons BuxigHoro
maTepiany/peareHTy/npoMiXKHOTO MPOAYKTY,
LLLO BUKOPUCTOBYHOTBLCS Y BUPOOHULTBI AdI;
ONs LOMOMIXKHOI pevyoBMHM (cepTudikat
BiNoOBIigHOCTI €Bponeichkin tapmakonei) -
HoBuii ceptudikar Bif BXe 3aTBepaXeHOro
BMpobHMKa. MogaHHsA HOBOro cepTudikaTa
BignoBigHoOCTI €BponeWnchkin tapmakonei Ne
R1-CEP 2003-022 - Rev 02 (3aTBepaxeHo:
DMF02AP_B0074/1). Ak Hacnigok
npuBeaeHHs cneumadikalii Ta MeTiB KOHTPOSO
sikocTi A®l y BignosigHicte o € ta CEP.
3MiHn | TMny - 3MiHm 3 sikocTi. ADI.
CT1abinbHicTb. 3MiHa nepioay NOBTOPHUX
BunpobyBaHb/nepioay 36epiraHHs abo ymoB
36epiraHHs A®I (3a BigcyTHOCTI y
3aTBEPKEHOMY [OChE cepTudikara
BigMNOBIQHOCTI €Bponerichbki hapmakonei, Wwo
BKIOYa€E nepiof, NOBTOPHOrO BUNPOBYBaHHS)
(nepiog noBTOpHOroO BUNpPobyBaHHA/Nepios
36epiraHHsi) - 36inbLueHHs1 abo BBeAEHHSA
nepiogy NoBTOpHOro BunpobyBaHHs/nepiogy
36epiraHHst Ha OCHOBI pe3ynbTaTiB 4OCNiAXEeHb
y peanbHoMy yaci po3gin «TepMiH
nNpuaaTHOCTI» NpUBEAEHO Y BiANOBIAHICTb A0
aKTyarnbHUX MaTepianis BUpobHuKa i
npeacTaBreHo B HacTyNHiM pedakuii « TepmiH
nepeKkoHTPonNto: 5 pokiBy.

UA/12397/01/01

21.

BIBNOK

pO34MH Ans iHdY3in,
10 mr/mn; no 50 mn
abo 250 mny
KOHTelHepi
nonimepHomy; no 1
KOHTenHepy
nonimepHomMy y
BaKyyMOBaHOMY
nakerti 3
namiHoBaHoi
donbru; no 1 nakety
y nayui 3 kKapToHy

TOB "lOpis-
dapm"

YkpaiHa

TOB "tOpis-
Papm"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3miHu | TUny - 3miHu 3 akocTi. APl. KoHTponb
A®I. 3miHa y napameTpax cneuudikauiv
Ta/abo [oMyCTUMUX MEX, BU3HAYEHUX Y
crneundikauisx Ha A®l, abo
BVXiAHWA/MPOMiXXHWIA NpoayKT/pearexT, LWo
BMKOPUCTOBYIOTLCS Y MPOLIeCi BUPOOHULTBa
A (BUNYyYEHHSI HE3HAYHOTO MOKa3HMKa AKOCTI
(Hanpuknag BUIyYeHHs 3acTapinoro
nokasHuka)) CynyTHs1 3mMiHa - 3MiHM 3 sIKOCTi.
A®I. KoHTponb A®I. 3miHa y meTogax
BunpobyBaHHa APl abo BuxigHoro
maTepiany/npoMixxHOro NPoAyKTy/peareHTy,
LLI0 BUKOPUCTOBYETBCSA Y NpoLieci BUpoOHMLTBa
ADI (iHWi 3MiHK) BUNYYEHHS Noka3Huka «Baxki

3a
peuernmom

UA/16313/02/01
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

MeTanuy 3i cneundikauii Ta metoais
KOHTPOMIO SIKOCTI.

22.

BICOTPOJ 10

TabneTkn, BKpUTI
NNiBKOBOO
oboroHkoto, no 10
mr, no 10 TabneTok
y 6nicTepi, no 3
Gnictepu y
KapTOHHIN nayui

Inka
JlabopaTopis
Nimiteq

IHAisa

Inka
JlabopaTopis
g

IHgia

BHECEHHS 3MiH O peecTpauinHuX maTepianis:
3MiHn | TMny - 3MiHK Woao
6e3nekv/edekTMBHOCTI Ta hbapmakoHarnsay.
BeeneHHs abo 3MiHu [0 y3aranbHeHWX OaHnX
npo cuctemy chapmakoHarnagy (BBeAeHHs
y3aranbHEHUX AaHUX Npo cucTemy
hapmakoHarnsigy, 3MiHa ynoBHOBaXXeHOT
ocobu, BianoBiganbHOI 3a 30iNCHEHHS
hapmMakoHarnsgy; KOHTakTHoi ocobu 3
bapmakoHarnagy 3asiBHUKa ANg 30iNCHEHHSA
bapmakoHarnagy B YkpaiHi, AKLO BOHa
BigMiHHa BiJ YNOBHOBaXeHOI ocobu,
BiQNOBiQanbHOI 3a 3AiNCHEHHS
dapMakoHarnagy (BKMovar4mn KOHTaKTHI AaHi)
Ta/abo 3miHW y po3MilLieHHi MacTep-darina
cuctemn hapMakoHarnsgy) 3MiHa KOHTaKTHOI
ocobu 3asBHMKA, BiANoBiganbHoOI 3a
apmakoHarnsag B YkpaiHi.

Litova pepakuis: Txagadi OJaHiens.
[MponoHoBaHa pepgakuisi: CapaniHa Onbra
IBaHiBHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT ocobu
3asiBHMKa, BigNoBiganbHOI 3a hapMakoHarnsg
B YKpaiHi.

3a
peuenmom

UA/19471/01/02

23.

BICOTPON 5

TabneTku, BKpUTI
NniBKOBOO
000MnOoHKOH0, Mo 5 wr,
no 10 TabneTok y
6nictepi, no 3
Gnictepny
KapTOHHIN nayui

Inka
JlabopaTtopis
NimiTen

IHAis

Inka
JlabopaTopis
Nto

IHaia

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MiHn | TUny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
BBeneHHs abo 3MiHM [0 y3aranbHEeHWX OaHWUX
npo cuctemMy chapmakoHarnagy (BBeAeHHs
y3aranbHeHVX AaHUX Npo cuctemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHOI
ocobu, BianoBiganbHOI 3a 3AiNCHEeHHS
apmakoHarnsay; KOHTaKTHOi ocobu 3
hbapmakoHarnsgy 3asiBHUKa ANs 30iNCHEHHS
hapmakoHarnsgy B YKpaiHi, Ko BoHa
BiJMiHHA Bif YNOBHOBaXeHOI ocobu,
BiQNOBiganbHOI 3a 3AiNCHEHHS
hapmakoHarnsigy (BKoYarum KOHTaKTHI AaHi)
Ta/abo 3MiHN y po3MilLleHHi MacTep-canna
cucTemMu chapmakoHarnsigy) 3MiHa KOHTaKTHOT
ocobu 3aaBHMKA, BiANoBiganbHoI 3a
cbapmakoHarnsg B YKpaiHi.

[itova pepakuis: TxagaHi JaHiens.
MponoHoBaHa pepakuis: CapaniHa Onbra
IBaHiBHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT ocobu
3asiBHMKa, BignosiganbHoi 3a dhapMakoHarnsag
B YKpaiHi.

3a
peuenmom

UA/19471/01/01

24.

BJIEOHKO

niodpinizat ans

Mini Xenckepe

Benuka

BeHyc Pemegic

IHOisa

BHECEHHS 3MiH [0 peecTpauinHMX MaTepianis:

3a

UA/0890/01/01
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

PO34YMHY ANS iH'eKUin
no 15 O 1 cpnakoH
3 niocpinizatom y
KapTOHHiI kopooLi

TimiTeq

BpuTtaHia

Nimiten

3MiHn | TMny: 3MiHK 3 skocTi. FoToBMIA
nikapcbkui 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MmeTogax
BMNpobyBaHHsi FOTOBOrO NikapCcbKoro 3acoby
(iHwWi 3MiHM y MeTofax BuNpobyBaHb
(BKroYatoum 3amiHy abo AOMOBHEHHS)) -
BHECEHHS 3MiHM B MeToau BUNpobyBaHHs 13
3a nokasHukoM «lgeHTtudpikauis» (USP<197K>,
USP<191>), a came geTaniaoBaHo onncaHo
MeToan BUNPOOYBaHHS: NPUroTyBaHHS
cTaHAapTiB, BUNpo6oBYBaHMX 3paskiB,
npouenypy TECTYBaHHSA Ta iHTepnpeTau;to
pesynbrartis

peuerimom

25.

BOHOEPM

Masb, 20 mr/rno 151
y Ty6i, no 1 Ty6i y
KapTOHHIN navui

Benyno, nikun
Ta KOCMeTuKa,
a.n.

Xopsaris

Benyno, niku Ta
KocmeTuKa, A4.4.

Xopsaris

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:
3MiHu | TMNy - 3MiHK Woao
Ge3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
BBeneHHs abo 3MiHM 00 y3aranbHEHUX AaHnX
npo cucteMy chapmakoHarnsgy (BBedeHHs
y3aranbHeHVX JaHuxX Npo cuctemy
apmakoHarnsgy, 3aMiHa ynoBHOBaXXEHOT
ocobu, BianoBiganbHOI 3a 34iNCHEeHHS
capmakoHarnsgy; KOHTakTHoi ocobu 3
bapmakoHarnsgy 3asiBHMKa Ans 30iNCHEHHS
bapmakoHarnagy B YkpaiHi, AKLLO BOHa
BigMiHHa Big yNOBHOBaXXeHOI ocobu,
BiANOBIgANbHOI 3a 3AiNCHEHHS
hapmakoHarnsigy (BKoYaryy KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MileHHi MacTep-darina
cuctemu dbapmakoHarnsaay) 3MiHa KOHTaKTHUX
[OaHuX yrnoBHOBaXeHOI 0cobU 3asiBHIKA,
BigMNoBiganbHoi 3a hapmakoHarnag. 3MiHa
MiCLIe3Hax0omKeHHA MacTep-channa cuctemm
hapmakoHarnsgy. 3miHa micus 3gincHeHHs
OCHOBHOI AifNbHOCTI 3 dhapMakoHarnsagy.

3a
peuerimom

UA/15555/01/01

26.

BPAYHOOUH

PO3YUH HaLLKIpHWIA,
7,5 %, no 100 mny
nonieTuneHoBnx
dnakoHax; no 250
MmNy
nonieTuneHoBmx
hnakoHax 3i cnpen-
HacocoM; no 100 mn
y nonieTnneHoBux
dnakoHax; no 250
MmNy
nonieTuneHoBmx
chnakoHax 3i cnpen-
Hacocowm; ro 20
dnakoHiB y
KapTOHHiIl kopobui

B. BpayH
Menb3yHreH
Al

HimeyuuH
a

Bunyck cepii: b.
BpayH
Menb3ayHreH AT,
Himeyuunha;
BMPOGHMUTBO "in
bulk", nepsuHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPOSb cepii:
B. BpayH
Megpikan AT,
LLisenuapis

HimewumHa/
LLisenuapis

BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:
3minu | TNy - 3miln WwWoao
6e3nekn/ecekTMBHOCTI Ta dhapmakoHarnsgy.
BBeneHHs abo 3MiHM 00 y3aranbHEHUX AaHUX
npo cuctemy apmMakoHarnsgy (BBeAeHHs
y3aranbHeHUX AaHux npo cuctemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI
ocobu, BianoBiganbHOI 3a 30iNCHEeHHS
dapmakoHarnsify; KOHTaKTHoi ocobu 3
bapmakoHarnsgy 3asiBHUKa NS 30iNCHEHHS
chapmakoHarnsgy B YKpaiHi, Ko BoHa
BiAMiHHa Big ynoBHOBaxeHOi ocobu,
BiANOBIAANbHOI 3a 3AiNCHEHHS
hapmakoHarnsigy (BKMoYarum KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLeHHi MacTep-darina
cvcteMu dbapmakoHarnsaay) 3MiHa
YMNOBHOBaXeHOI 0cobu 3asiBHUKA,

6e3
peuenma

UA/18496/01/01




13 [TponoBkeHHs noaaTKa 3
Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
BignoBigansHoi 3a hapMakoHarnsag,.
[Hitoya pegakuis: Mavikn Mapwnep / Michael
Marschler. NponoHoBaHa pegakuis: O-p
MapxxaH Ctakep / Dr. Marjan Staecker. 3miHa
KOHTaKTHWX JaHUX YNOBHOBAXEHOT 0Ccobu
3asiBHMKA, BignoBiganbHoi 3a doapMakoHarnsg
27. | BPOMKPUNTH TabneTku no 2,5 wmr; AT Ykpaina AT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3a UA/1211/01/01
H-KB no 10 TabneTok y "KNIBCbKUW "KUIBCbKW 3MiHun | Tuny - 3MiHKM Wwoao peuenmom
6nictepi; no 3 BITAMIHH/I BITAMIHH/I 6e3nekn/echekTUBHOCTI Ta hapmakoHarnsgy
Gnictepu y nayui 3ABOL" 3ABOL" (iHWi 3miHKM) OHOBMEHHS TEKCTY MapKyBaHHS
ynaKkoBOK fikapcbKkoro 3acoby, a came:
BUNYYEHHS iHbopMaLlii, 3a3Ha4eHoi
POCIiCbKOO MOBOIO; OyOntoBaHHS TEKCTY
MapKyBaHHSi BTOPUHHOI YMaKOBKN aHrMiNCbKO
MOBOI0; AoAaBaHHs y n.17. IHWE sTOpuHHOI
ynakoBKM iHGhopmaLlii Npo NOroTnn 3asiBHMKA.
TepmiH BBeOEHHA 3MiH NPOTAroM 6 micauis
nicnsi 3aTBepAXKEHHS
28. | BPOHXO- Kancynu Teepgi no CaHpo3s CnoBeHis nepBuHHe Ta CnoseHis/ BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: bes UA/14268/01/01
MYHAN® N 3,5 mr, no 10 kancyn | ®apmacstoTika BTOPUHHE LLisenuapis 3MiHn | Tuny - 3miHn 3 skocTi. [oToBMI peuenma
y BnicTepi; no 1 abo n3 a.o. nakyBaHHs, nikapcbkuii 3aci6. KoHTponb AoNOMiIKHUX
3 6nictepu y KOHTpOMb cepii, peyoBuH. 3MiHa NapameTpiB cneumdikauiv
KapTOHHiIN kopobui BUMNYCK Cepil: Ta/abo [oNyCTUMUX MeX A AOMOMIKHOI
Jlek pevoBUHYM (BUNYYEHHS 3i cneumdikaLii
dapmaueBTUYHa HEe3Ha4yHoro nokasHvka (Hanpuknag
KOMMaHisi 4.4., 3acTapinoro nokasHuka))
CroBeHisi; BUMYYEHHS nokasHuka «Baxki metanu» 3i

BMPOGHMLTBO in
bulk, koHTponb
cepii: OM
dapma CA,
LLiBeviLapis

crneundikaLii NOPOXHIX KenaTMHOBUX
kancynax, BignosigHo HactaHosu ICH Q3D.
3miHu | TMNY - 3miHK 3 skocTi. FoToBUIA
nikapcbkuit 3aci6. KoHTponb AONOMDKHMX
peyoBuH. 3MiHa y meTofax BUNpobyBaHHSA
[OOMOMIXKHOI peqoBUHU (BUITyYEHHS MeToay
BMNPOOYBaHHS, SIKLLO anbTepHaTUBHUIA METOS
BMNPOOYBaHHS BXe 3aTBEPAXEHO) BUIYHEHHS
meToay BUNpobyBaHHA «Baxki meTanuy y
MOPOXHIX XeNnaTUHOBUX Kancynax, BignoBigHoO
HactaHosu ICH Q3D. Kpim TOro, HeaHauHi
OHOBIeHHs B po3aini 3.2.P.4.2.AHaniTnyHi
meToamku. 3miHu | Trny - 3miHm 3 skocTi. ADI.
KoHTponb A®I. 3miHa y meTopax
BunpobyBaHHa APl abo BuxigHoro
maTepiany/npoMixxHOro NPoAyKTy/peareHTy,
LLI0 BUKOPUCTOBYETBCSH Y NpoLieci BUpobHMLTBa
ADI| (He3HaYHi 3MiHW Y 3aTBEPIPKEHNX
MeTofax BUNpobyBaHHs) 3MiHU B MeTofi Y-
ineHTudiKauii ana npomixHoro npoaykty OM-
85-KOHLEHTpaTy, a CamMme BBEAEHHS PO34MHY
Ans nepeBipku BignosigHocTi (conformity
solution), oUiHKM NpUAATHOCTI cUcTEMN,
nepernsgy pospaxyHkoBoi doopMynu, ans
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

BMNPoOOBYBaHOrO 3pa3ka BBOAUTLCS
dinbTpyBaHHA 3pa3ka. 3MiHn | Tuny - 3MiHu 3
skocTi. A®l. KoHTponb A®I. 3miHa y meTogax

BunNpobyeaHHsA APl abo BMXigHOro
marepiany/npoMiKHOro NpoayKTy/peareHTy,
LLI0 BUKOPUCTOBYETBCSA Y NpoLeci BUpobHMLTBa
AD| (He3HaYHI 3MiHW y 3aTBEPKEHMX
mMeToaax BunpobyBaHHs) 3MiHM B MeToai YP-
inenTundikauii A®l (OM-85 Lyophilizate), a
came BBEAEHHS PO34VHY ANs NepeBipKu
BignosigHocTi (conformity solution), ouiHkn
npuaaTHOCTI cucTemMu, Ans BUNpoboByBaHOIo
3paska BBOAUTLCS hiNbTpyBaHHSA 3paska,
3MiHa B po3paxyHKoBiln dopmyni. 3MiHu | Tuny
- 3MiHn 3 sikocTi. ADL. KoHTponb A®I. 3miHa y
napameTpax crneuudikauin Ta/abo
OONYCTUMUX MEX, BUSHAYEHUX y
cneungikauisx Ha A®l, abo
BUXiOHWIA/MPOMDKHUIA NpoayKT/peareHT, Wwo
BVKOPVCTOBYIOTBCS Y NpoLeci BUpobHuLTBa
ADI (3BY>KEHHS AOMNYCTUMMX MEX, BUSHAYEHMX
y cneundikauii) 3miHa BUMor cneumdikauii gns
npomixHoro npoaykty OM-85-koHueHTpaTy 3a
nokasHukom «laeHTudikauis» metogom Yo-
cnektpodoToMeTpii. 3MiHun | TUny - 3MiHK 3
akocTi. A®Il. Kontponb A®I. 3miHa y
napameTpax cneuudikaui Ta/abo
OONYyCTUMUX MEX, BUSHAYEHUX Y
cneundikauisx Ha A®I, abo
BVXiAHWA/MPOMiXXHWI NpoayKT/pearexT, LWo
BMKOPWCTOBYOTBCS Y NpoLeci BUpobHuLTBa
ADI (3BY>KEHHS AOMYCTUMUX MEX, BUSHAYEHNX
y cneuudikauii) a3miHa BumMor cneuudikauii A®I
(OM-85 Lyophilizate) 3a nokasHukom
«lpeHTndikauis» metogom Y-
cnekTpodoTomeTpii. 3miHu | Tuny - 3miHKn 3
akocTi. A®Il. Kontponb A®I. 3miHa y
napameTpax cneuudikauin Ta/abo
OONYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisix Ha A®l, abo
BUXiOHWIA/MPOMDDKHUIA NpOJYyKT/peareHT, Wwo
BMKOPVCTOBYIOTBCS Y NpoLieci BUpobHuUTBa
ADI (3BY>KEHHS AONYCTUMMX MEX, BUSHAYEHMX
y creumdikaLii) 3miHa KpuUTepiiB NPUAHATHOCTI
onsa A®l (OM-85 Lyophilizate) 3a nokasHykom
«lpeHTudikauis metogom HPTLC», a came
BUAaneHHs nokasHuka koediuieHTa
yTpumyBaHHs (Rf). Hapasi nnaHwetn HPTLC
i3 3pa3koM MPOMOHYETLCS OLLHIOBATH LLFISIXOM
MOPIBHSIHHSA 3 NIaHLWETAMU 3 KOHTPONbHUM
PO34YMHOM, SIKi TECTYIOTBCS OQHOYACHO, TOMY
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1

(bopMyntoBaHHA LIbOro KPUTEPItO NPUAHATHOCTI
6yno BignoBigHO nepernsHyTo. 3miHn | Tuny -
3MmiHun 3 akocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax crneuudikauin Ta/abo
A0NYCTUMMUX MEX, BUSHAYEHUX Y
cneungikauisx Ha A®l, abo
BUXiOHWIA/MPOMDKHWUIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYIOTLCS Y NPOLIeCi BUPOOHULTBA
A®I (3ByKEHHS [OMYCTUMUX MEX, BUSHAYEHUX
y cneumdikauii) 3MiHa KpuTepiiB NPUNHATHOCTI
Ans koHueHTpaty OM-85 (npomixHui
NpoAYyKT) 3a NokasHUKoM «laeHTudikauis
meTtogom HPTLC», a came BuaaneHHs
nokasHuka koediuieHTa yTpumyBaHHs (Rf).
Hapasi nnaHwetn HPTLC i3 3pa3kom
NPOMOHYETHLCS OLHIOBATM LUMSIXOM MOPIBHSHHS
3 MMaHLWeTamMn 3 KOHTPOSIbHUM PO3YMHOM, SKi
TECTYHTbCSl OAHOYACHO, TOMY (DOPMYIIOBAHHS
LbOro KpUTepito NPURHATHOCTI Byno
BiAMNOBIAHO NepernaHyTo. 3miHu | Tuny - 3MiHn
3 sikocTi. ADl. KoHTponb A®I. 3miHa y
napameTpax crneuudikauin Ta/abo
A0NYCTUMMUX MEX, BUSHAYEHUX Y
cneungikauisx Ha A®l, abo
BUXiOHWUIA/MPOMIDKHWUIA NpoayKT/peareHT, LWo
BMKOPVCTOBYIOTBCS Y NpoLieci BUpobHuLTBa
A®I (3BYKEHHS1 OMYCTUMUX MEX, BUSHAYEHUX
y cneuudikauii) He3aHauHi 3MiHW B KpUTEpIsX
NPUNHATHOCTI 3a NOKAa3HMKOM «laeHTndikauis
MeTogoM BEPX» ons npoMixkHoro npogykry,
LLIO BUKOPUCTOBYETHLCA ANt BUroToBMNEeHHs ADI.
[MponoHyeTbCA BUKOPUCTOBYBATU PO3YNH
NOPIBHSIHHSA, SKUA TECTYETHCA Pa3oM i3
pPO34MHOM 3paska Ans BU3Ha4YeHHs BEPX-
npodinto 3paska, ToMy poOpMyOBaHHS LibOro
KpUTEpIto NPUAHATHOCTI Byno BiAMOBIAHO
nepernsHyTo. 3miHu | Tuny - 3MiHKM 3 sKOCTi.
A®I. KoHTponb A®I. 3miHa y napameTpax
cneundikaiv Ta/abo JonyCcTUMNX MEX,
BM3HaYeHUX y cneuudikauisx Ha Adl, abo
BUXiOHWIA/MPOMDDKHUIA NpOJYyKT/peareHT, Wwo
BMKOPVCTOBYIOTBCS Y NpoLieci BUpobHuLTBa
ADI (3BY>KEHHS AONYCTUMMX MEX, BUSHAYEHMX
y creumdikaLii) He3Hay4Hi 3MiHWN B KpUTEPIsiX
NPUAHATHOCTI, BU3Ha4YeHWX y cneuudikauii Ha
A®I 3a nokasHuKoM «lgeHTudikauis metogom
HPLC». lMponoHyeTbCcs BUKOPUCTOBYBATH
PO34MH NOPIBHAHHS, KU TECTYETLCS Pa3oM i3
PO34YMHOM 3paska Anst BU3Ha4eHHs BEPX-
npoainto 3paska, ToMy OOPMYIIOBaHHSI LibOro
KPUTEPIl0 NPUAHSATHOCTI Byro BiAgMoBiAHO




16 [TponoBkeHHs noaaTKa 3
Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
nepernsiHyTo.3MiHu | TMny - 3MiHK 3 AKOCTI.
A®I. KoHtponb A®I. 3miHa y napameTpax

cneumndikaui Ta/abo JonyCTUMNX MEX,

BM3HA4YeHMX y cneuudikauisx Ha Adl, abo
BUXIOHWI/MPOMDKHWIA NpOAYyKT/peareHT, Wwo
BUKOPUCTOBYHOTLCS Y NpoLeci BUpobHMuTBa

(ranpvknag BUNyYeHHs 3acTapinoro
nokasHuka)) BUny4eHHs igeHtudikawii
OOMOMDDKHUX PeYOBUH i3 cnieundikauii APl —
cTaHgapTusosaHoro nioginisaty OM-85,
OCKIfNIbKN NMPUCYTHICTb LMX AOMOMIXKHUX
peyoBUMH 3abe3nevyeTbcs AOTPUMAHHSAM
nitoumx npasun GMP, a omxe KOHTPOnb Nia
Yyac BUpOBHMYOro npoLecy € goctatHiM. Kpim
TOro, Anst AONOMIKHUX PEYOBWH, LLIO NPUCYTHI
y cknagi niocpinisaty OM-85, Hemae
obmexeHb LWoao 6e3neky, i Us 3miHa He
BMMMBAE Ha sKICTb NPoAyKTy. 3MiHu | Tuny -
3MiHM 3 akocTi. [0ToBMI Nikapcbkui 3acib.
KoHTponb roToBoro fikapcbkoro 3acoby. 3MiHa
napameTpiB cneundikaui Ta/abo gonycTummx
MEXX rOTOBOIO NiKapCbKOro 3acoby (BUny4eHHs
HEe3Ha4yHOro nokasHuka (Hanpuknag,
3acTapinoro nokasHuka, Takoro sik 3anax Ta
cmak, abo iaeHTudikauia 6apBHUKIB Yn
CMakoBUX 406aBOK)) BUNYyYEHHS ineHTUdikaLii
[OOMOMiXKHMX PeYoBUH 3i cneumdikauii M3
(MaHiTy, KpOXmaro npexenaTuHi30BaHoro,
MarHito cteapaTy), OCKiNlbKM BOHa He €
060B’A3k0BOI0 ANst KOHTpornto J13, npucyTHICTb
LX JOMOMDKHUX PEYOBUH 3a6e3nedyeTbes
[OTpUMaHHaM ditounx npasun GMP, a omxe
KOHTpOrb Nif Yac BUpOBHMYOro npouecy €
pocrtatHim. Kpim Toro, ons 4onoMikHUX
PEYOBUH, LLIO MPUCYTHI Y cknagi nikapcbkoro
3acoby, Hemae obMexeHb Wwoao 6e3neku, i ust
3MiHa He BNMMBae Ha SKiCTb NpoAyKTy. 3MiHu |
Tuny - 3MiHM 3 SKOCTi. [OTOBMI NiKapCbkuin
3aci6. KoHTponb roToBOro nikapcbkoro 3acoby.
3MiHa y MeTofax BUNpobyBaHHsi rOTOBOIO
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPKEHUX MeTofax BUNPoByBaHHs)
BHECEHHS 3MiHM o npoueaypn YO-
ineHTudikauii M3, y BignosigHocTi o
OHOBJEHUX KpUTepiiB NpunHATHOCTI ADI.
3miHu | TUNYy - 3miHK 3 gkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MmeTogax

BMNpobyBaHHsi FOTOBOrO NiKapCbKoro 3acoby

A®I (BUNyYEHHS1 HE3HAYHOTO NMOKa3HUKA AKOCTI

(He3HaLIHa 3MiHa Yy 3arBepmKeHnx Mmetogax
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Ne
n/n

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

BMUNpobyBaHHs) He3HayHa 3MiHa B npoueaypi
TecTyBaHHs igeHTudikauii M3 meTogom
HPLC. BHeceHHsi 3MiHu 0
n.3.2.P.5.3.Banigauis aHanitM4Hux Metoauk, a
came OoHOBReHHs posAiny «ldentification
HPLC», ockinbku nicns BBeAeHHS
anbTepHaTUBHOI KONMOHKK Byna npoBeaeHa
HOBa Banigauis 3 BAKOPUCTaHHAM
eKBiBaneHTHOI KONMoHKW. [ns GinbLUOT ACHOCTI
6yno BupileHo 06’eaHaTh ABi NepeBipku B
OfHOMY [OKYMEHTI.

29.

Bynipon

PO34MH ANA iHy3in,
4 mr/mn; no 100 mn
Y KOHTENHepi B
3aXUCHOMY MakeTi

Mictpan
Kenitan
MeHeaXMeHT
TimiTen

AHrnia

ANTAH
SAPMACBIOTIK
ANg, C.A.

IcnaHia

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3MiHu | TMNy - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsay.
3MiHa y KOpPOTKil XapaKTepuUCTULi Nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYyKUii aAns
MEeAMNYHOro 3aCTOCYBaHHS Ha MiAcTaBi
perynsipHO OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigxeHs 3
6e3nekn 3aCToCyBaHHS MikapcbKoro 3acoby B
nicnspeecTpauiHuin nepioa, abo sk
pe3ynbTaT OUiHKK 3BiTY 3 AOCHIOKEHD,
NpOBEAEHMX BiANOBIAHO A0 NnaHy
negiatpuyHmnx gocnigxeHns (PIP) (3MiHy
Y3rO[KEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom)
3MiHN BHEeCEeHO A0 IHCTPYKLUii AN MeauYHoro
3acTocyBaHHS nikapcbkoro 3acoby 4o po3ginis
"OcobnusocTi 3actocyBaHHS", "MM0biYHi
peakuii” BignoBigHO A0 OHOBMEHOI iHpopmaLil
3 B6e3neku aito4oi peyoBrHY (iBynpodeHy)
3rigHo 3 pekomeHaauisvm PRAC.
TepmiH BBeOEHHS 3MiH - NPOTArom 6 Micauis
nicns 3aTBEpPAXKEHHS.

3a
peuerimom

He
nidnsieae

UA/18807/01/01

30.

BEC-HOPMA

rpaHynmno 10 r
rpaHyn y neHani
nonimepHomy; no 1
neHany B navui 3
KapToHy abono 5r
rpaHy”n y KOHTenHepi
3 [O3yBaHHAM; Mo 2
KOHTenHepu B nauui
3 KapTOHY

MpAT
«HauioHanbHa
[omeonaTnyH
a Cninka»

Ykpaina

MpAT
«HauioHanbHa
[omeonaTtuyHa

Cninka»

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis:
3MiHu | Tuny - 3MiHn 3 sikocTi. FoToBUMIA
nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKynoptoBarnbHui 3aci6. 3MiHa y
NepPBUHHIN yNakoBLi FOTOBOro NiKapCbKoro
3acoby (Tvn koHTelHepa abo foAaBaHHS
HOBOrO KOHTeWHepa) - TBepai, M'aki Ta
HecTepunbHi pigki nikapceki opmu. CynyTHs
3MiHa- 3MiHu 3 sikocTi. FoTOBMIA NikapCbkui
3aci6. KoHTporb roToBoro nikapcbkoro 3acofy.
3miHa napameTpiB cneuudikauin Ta/abo
A0MYyCTUMMX MEX roTOBOTrO NiKapCbKoro
3acoby (monoBHEHHs cneundikauii HoBUM
NOKa3HWKOM 3 BiANOBIAHWM METOAOM
BUNPODYyBaHHS) — BBeAEHHS 40AaTKOBOI
YMakoBKM1, @ CaMe KOHTEeNHep 3 A03yBaHHAM Mo
5 1, 3 BHECEHHSM BigNoBIigHNX 3MiH A0 p.

6e3
peuenma

nionsieae

UA/3812/01/01
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

«YnakoBka» Ta LOMNOBHEHHs cneundikauii M3
n. «Maca BMiCTy ynakoBKW: KOHTENHEPW 3
[03yBaHHSAM Mo 5 r» 3 BiAMNOBIHUM METOA0M
aHanisy. 3MiH1 BHeCeHO B iHCTPYKLito ans
MEAMNYHOro 3aCTOCYBaHHsI NiKapCbKoro 3acoby
0o posainy "YnakoBka" y 3B'a3Ky 3 BBEAEHHAM
[04aTKOBOI NEPBMHHOI YNaKOBKM (KOHTEHEp 3
[03yBaHHAM MO 5r) Ta ik HACNIAOK - BiANOBIAHiI
3MiHM BHECeHO [0 po3ainy "Cnocio
3acTocyBaHHsi Ta 4o3n" (Qo4aBaHHs
anropuTMy 3acTOCyBaHHS) 3rifgHO 3
marepianamu peecTpauiiHoro AocbLe.
BBeneHo TeKCT MapKyBaHHS Ans BignoBigHOro
[03yBaHHS Ha 5 r (NepBMHHA Ta BTOPUHHA
ynakoBKM Nikapcbkoro 3acoby). 3miHu | Tuny -
3MiHM 3 skocTi. [oTOoBMI Nikapcbkuii 3acit.
Cunctema KoHTenHep/3akynoproBanbHuUi 3aci6.
3MiHa po3Mipy ynakoBKu roTOBOrO flikapCbKoro
3acoby (3MiHa KinbKOCTi 0AMHWLbL (Hanpvknag
TabneTok, amnyn ToLWo) B ynakosLi) - 3MiHa
nosa AianasoHoMm 3aTBepPAXKEHMX pO3MipiB
yNaKoBKM — y 3B’513Ky 3 BBEAEHHSIM JOAaTKOBOI
NepBUHHOI YNaKoBKW (KOHTENHep 3
[03yBaHHAM, Mo 5 r), 3MiHIOETLCS KiNbKiCTb
OAMHULb Y BTOPUHHIN ynakosLi. Y nayui 3
KapTOHy OyZe No 2 KOHTEeNHepW 3 AO3YBAHHSIM.
BaranbHa KinbKicTb nikapcbkoro 3acoby y
BTOPWHHIN ynakoBui (10 r) — He 3MiHI0ETbCS.
3MiHN BHECEHI B iHCTPYKLi0 ANS MEANYHOro
3acTOCyBaHHs1 Nikapcbkoro 3acoby Ao po3aainy
"YnakoBka" y 3B's13Ky 3 JOAaBaHHSAM HOBOI
YMaKOBKM - KOHTENHepa (3MiHa KinbKoCTi
OQMHULL BTOPUHHOI yYNakoBkw). BignoBigHi
3MiHVN BHECEHO B TEKCT MapKyBaHHS1 YNakoBKU
nikapcbkoro 3acoby.

31.

BIFECT-KB

TabneTku no 2 wmr;
no 28 TabneTok y
onictepi; no 1
6nictepy B navui

AT
"KUIBCBKUI
BITAMIHHAW

3ABOO"

YkpaiHa

KOHTPOMb cepii
Ta BUNYCK cepil:
AT
"KNIBCbKUI
BITAMIHHNW
3ABO[",
YkpaiHa;
BUPOGHULTBO
Hepo3dacoBaHo
T npoaykuii,
nepBuHHa Ta
BTOPWHHA
ynakoBka,
KOHTPOMb cepii
Ta BUMyCK cepii:
Cingea ®apma,

YkpaiHa/
Icnania

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MiHu | TUny - 3MiHM Wwopo
6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnsgy
(iHLWi 3MiHW).

OHOBRNEHHSA TEKCTY MapKyBaHHS YNakoBOK
nikapcbKoro 3acoby, a came: BUIy4YeHHs
iHdopMaLlii, 3a3Ha4YeHOoi POCINCHKOI MOBOIO;
Ay6nioBaHHsA TEKCTY MapKyBaHHSI BTOPUHHOT
YMaKoBKM aHrMiACbKOK MOBOI; [OAABAHHS Y
n.17. IHWE BTOpWMHHOI ynakoBku iHdopmaLlii
npo NoroTun 3asBHUKA. TepMiH BBEAEHHS 3MiH
- NPOTAroM 6 MICALIB MiCNs 3aTBEPKEHHS.

3a
peuerimom

UA/19230/01/01
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
C.J1., IcnaHis
32. | BIAEH Kancynu m'ski no AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis: 6e3 UA/18050/01/01
12,5 mkr (500 MO); "KNIBCbKWM "KNIBCbKUI YTOUYHEHHS YMOB BiAnycKy B Hakasax MO3 peuenma
no 10 kancyn y BITAMIHHNW BITAMIHHAN Ykpaiuun Ne 1191 Biag 09.07.2024 (3miHu | Tuny
6nictepi; no 3 abo 6 3ABOLO" 3ABOLO" - 3MiHu wono 6e3nekn/echeKTUBHOCTI Ta
6nictepiB y nayui apmakoHarnsaay (iHwi 3miHn). OHOBNEHHS
TEKCTYy MapKyBaHHSA BTOPUHHOI yNaKoBKN
nikapcbKkoro 3acoby, a came: BUNyYeHHS
iH(bopMalLlii, 3a3Ha4YeHOoi POCINCHKOK MOBOIO,
Ta BUKNaAeHHs il aHrnincbKo MOBOIO, a
Takox y n.17. IHWE poaaHo iHdbopmadito npo
noroTun 3asiBHUKa. TepMiH BBEAEHHS 3MiH -
npoTarom 6 micsAUiB NiCnsA 3aTBEPHKEHHS) Ta
Ne 253 Big 15.02.2024. Pepakuis B Hakasi - 3a
peuentoM. BipHa peaakuis - 6e3 peuenTa.
33. | BIAEIH Kancynu m'ski no 25 AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: 6e3 UA/18050/01/02
mkr (1000 MO); no "KNIBCbKNA "KNIBCbKI YTOYHEHHS YMOB BiAnycKy B Hakazax MO3 peuenma
10 kancyny BITAMIHHWW BITAMIHHUN Ykpaiuun Ne 1191 Big 09.07.2024 (3miHn | Tuny
6nictepi; no 3 abo 6 3ABOLO" 3ABO" - 3MiHu wopo 6esnekn/edeKkTUBHOCTI Ta
GnicTtepiB y navui capmakoHarnsgy (iHwi 3amiHn). OHOBREHHS
TEKCTYy MapKyBaHHSA BTOPUHHOI yMaKoBKN
nikapcbKoro 3acoby, a came: BUNy4eHHs
iHCbopMaLii, 3a3Ha4YeHOI POCINCHKOK MOBOIO,
Ta BUKIaAEHHs il aHrMiNCcbKo MOBOIO, a
Takox y n.17. IHWE popaHo indpopmaLito npo
noroTun 3asiBHUKa. TepMiH BBEAEHHS 3MiH -
npoTArom 6 micsALiB NiCnsA 3aTBEPHKEHHS) Ta
Ne 253 Big 15.02.2024. Pepakuis B Hakasi - 3a
peuentoM. BipHa pepakuis - 6e3 peuenTa.
34. | BIAEIH Kancynu m'ski no AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: 6e3 UA/18050/01/03
100 mkr (4000 MO); "KNIBCbKUIN "KNTBCBKNN YTOUYHEHHS1 YMOB BiAnNycKy B Hakasax MO3 peuenma
no 10 kancyn y BITAMIHHAN BITAMIHHAN Ykpainu Ne 1191 Big 09.07.2024 (3miHun | Tuny
onictepi; no 3 abo 6 3ABOLO" 3ABO" - 3MiHu wopno 6esnekn/edeKkTUBHOCTI Ta
6nictepis y navui dapmakoHarnsagy (iHwi 3miHn). OHOBNEHHS
TEKCTY MapKyBaHHS BTOPUHHOI YNaKoBKM
nikapcbKoro 3acoby, a came: BUINy4eHHs
iHdpopmalLlii, 3a3Ha4YeHOi POCiiCbKOK MOBOIO,
Ta BUKNAOEHHs ii aHrmincbKo MOBO, a
Takox y n.17. IHWE popaHo iHdopmaito npo
noroTun 3asiBHUKA. TepMiH BBEAEHHS 3MiH -
npoTarom 6 MicsiLiB Nicns 3aTBEPKEHHS) Ta
Ne 253 Big 15.02.2024. Pepakuis B Hakasi - 3a
peuentoM. BipHa peaakuis - 6e3 peuenTa.
35. | BIHKPUCTUH- pO34MH Ans iH'ekuin, Mini Xenckepe Benwuka BeHyc Pemegic IHaisa BHECEHHS 3MiH [0 peecTpauinHMX maTepianis: 3a He UA/6430/01/01
M 1 Mr/mn; no 1 mny Nimiten BpuTaHis NimiTen 3MiHu | TUNy - AgMiHICTpaTuBHI 3MiHW. 3MiHa peuernmom nionsieae

dnakoHi; no 1 abo
no 10 cnakoHiB B
KopobLi 3 KapTOHyY

HariMeHyBaHHs Ta/abo agpecu micus
NpOBaXeHHS OisnbHOCTI
BMPOGHMKa/imnopTepa rotoBoro nikapcbKoro
3aco0y, BKIHOYa4m AinbHULL BUNYyCcKy cepii
abo MicLe NpoBeeHHsi KOHTPOIHO SIKOCTi.
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[IponoBkeHHs 1oaarka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
(DisinbHiCTb, 3a Ky Bignosinae
BUPOGHWMK/IMMNOPTEP, BKIOYAKOUN BUMYCK
cepin). AoMiHicTpaTMBHa 3MiHa HanNMCaHHS
agpecy BUpobHuka. 3MiHM BHECEHO B
IHCTPYKLUIilO0 AN MeAWNYHOro 3aCTOCYBaHHSI
nikapcbkoro 3acoby y po3ain
"MicuesHaxoaxeHHsi BUpoOHUKa Ta agpeca
MicLsi NPOBagKEHHS NOro QisinbHOCTI" 3
BiANOBIOHUMW 3MiHAMUN B TEKCTi MapKyBaHHS
ynakoBoK. TepMiH BBEAEHHSI 3MiH NpPOTAromM 6
MiCSILiB MicNsi 3aTBEPAXKEHHS.
36. | BITAMIH A Kancynu m'aki no 33 AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH O peecTpaLinHuX maTepianis: 6e3 UA/0716/01/02
000 MO; no 10 "KNIBCbKUW "KNIBCbKWW 3Mminn | Tuny - 3MiHmn woao peuenma
kancyn y 6nictepi; BITAMIHHWW BITAMIHHAW 6esnekn/edeKTMBHOCTI Ta hapmakoHarnsay
no 3 Gnictepu B 3ABOLO" 3ABOL" (iHWi 3miHKM) OHOBMEHHS TEKCTY MapKyBaHHS
nauyui; no 10 kancyn yNaKoBOK Nikapcbkoro 3acoby, a came:
y BnicTepi; no 5 BUIyYeHHs iHopMaLlii, 3a3Ha4eHoi
GnictepiB y nauuj; POCINCbKO MOBOID; Ay6ntoBaHHs TEKCTY
no 20 kancyny MapKyBaHHS BTOPUHHOI YMAaKOBKWN aHrMikCbKO
6nicTepi; mo 1 MOBOI0; AoAaBaHHsa y n.17. IHLWE BTOpuHHOI
6nictepy B nauui; no ynakoBKM iHGopmaLlii Npo NoroTnn 3asiBHMKA.
20 kancyny TepmiH BBEAEHHA 3MiH NpoTaromM 6 micauis
6nictepi; no 3 nicns 3aTBepaKeHHs
Gnictepu y nayui
37. | BITAMIH C 500 | Tabnetku XyBanbHi AT Ykpaina AT YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: bes UA/5624/01/01
3 MIMMOHHVM cmakoMm | "KUIBCbKUN "KNTIBCbKUW 3MiHun | Tuny - 3MiHK Woao peuenma
no 500 mr, no 10 BITAMIHHAN BITAMIHHAN 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy
Tabnetok y bnicrepi; 3ABOLO" 3ABO" (iHWi 3MiHK) - OHOBNEHHS TEKCTY MapPKyBaHHS
no 3 abo 6 6nictepis yMakoBOK NikapcbKkoro 3acoby, a came:
B nayui; no 30 BUMNYyYeHHs iHopMaLlii, 3a3HayeHoi
Tabnetoky POCINCBKOK MOBOIO; LyOrtoOBaHHSA TEKCTY
KOHTeWHepi MapKyBaHHsi BTOPUHHOI YNaKOBKN aHrMiNCbKO
(6aHouui); no 1 MOBOI0; floAaBaHHs y n.17. IHLWE BTopuHHOT
KOHTenHepy Ta NepBMHHOI yNakoBOK iHhopmMaLii npo
(6aHouui) y nauui; noroTun 3asiBHUKA. TepMiH BBEAEHHS 3MiH
no 10 TabneTok y NpOTArom 6 MicsAUiB NicNs 3aTBEPIKEHHS.
6nictepax; no 30
Tabnetoky
KOHTerHepax
(6aHouYKax)
38. | BITAMIH C 500 | Tabnetku XyBarnbHi AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH IO peecTpauiiHnX maTtepianis: bes UA/5623/01/01
3 anenbCYHOBUM "KNIBCbKUW "KUIBCbKWW 3MiHu | Tuny - 3minm woao peuenma
cmakom no 500 wr, BITAMIHH/IA BITAMIHH/I 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
no 10 TabneTtoky 3ABO[" 3ABOL" (iHWi 3MiHK) - OHOBMNEHHSA TEKCTY MapKyBaHHs

6nicTepi; no 3
onictepu B nayi; no
30 Tabnetok y
KOHTelHepi
(6aHouui); no 1
KOHTeWHepy
(6aHouUi) y nayuj;

ynaKkoBOK nikapcbkoro 3acoby, a came:
BUITy4YeHHS iHcpopmalii, 3a3HaveHoi
POCINCBLKOK MOBOIO; LyOrtOBaHHSA TEKCTY
MapKyBaHHSA BTOPUHHOI YNaKOBKWN aHrMiNCbKO
MOBOI; fiofgaBaHHa y n.17. IHLWE BTopuHHOI
Ta NepBMHHOI YNakoBOK iHpopmalii npo
noroTun 3asiBHUKa. TepMiH BBEAEHHS 3MiH
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[IponoBkeHHs 1oaarka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
no 10 Tabnetok y NpoTArom 6 MicsLiB Nicns 3aTBEPKEHHS.
6nictepax; no 30
Tabnetok y
KOHTENHepax
(6aHo4Kax)
39. | BITAMIH C 500 | TabneTku >XyBanbHi AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 6e3 UA/1861/01/01
3 NepPCUKOBUM "KNIBCbKUIA "KNIBCbKI 3MiHu | Tuny - 3minm woao peuenma
cmakom no 500 wr; BITAMIHHNW BITAMIHHAW 6eanekn/edeKTMBHOCTI Ta hapMakoHarnagy
no 10 Tabnetok y 3ABOL" 3ABOL" (iHWi 3MiHK) - OHOBNEHHS TEKCTY MapPKyBaHHS
6nictepi; no 3 yNakoBOK Nikapcbkoro 3acoby, a came:
Gnictepu B nayui; no BUMNyYeHHs iHopMaLlii, 3a3HadeHoi
30 TabneTtok y POCINCbKO MOBOID; Ay6ntoBaHHs TEKCTY
KOHTENHepI MapKyBaHHS BTOPUHHOI YMAaKOBKW aHrMikCbKO
(6aHouui); no 1 MOBOI0; AofaBaHHsA y n.17. IHWE BTopuHHOI
KOHTENHEpPY Ta NepBMHHOI YNakoBOK iHhopMaLii npo
(6aHouUi) y navui; NoroTvn 3asiBHUKa. TepMiH BBEAEHHSA 3MiH
no 10 TabneTtoky npoTArom 6 MicsALUIB MiCNA 3aTBEPKEHHS.
6nictepax; no 30
TabneTok y
KOHTeVHepax
(6aHo4Kax)
40. | BMNPIB NMOPOLLOK ANs Takepa Ipnangis BiAMNoBiAanbHUA IpnaHais/ BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3a UA/15706/01/01

po34nHy ans dapmacbioTika 3a BUMYCK cepii: Himeyvumna/ 3minu |l Tuny - 3MiHn wopo peuenmom
iHdysin, no 400 Of; ns LLanep CLUA/ Ge3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
1 donakoH 3 IHTEepHeLwHN dapmachbtoTikan IpnaHais/ IHLWIi 3MiHW, SKi He BBINWINW Y Len po3gin, ski
NMOPOLLKOM Y ATl IpnaHpgis 3 IpnaHgis HigepnaHan | Bkno4aloTb NOAAHHSA pe3ynbTaTiB AOCHIAXKEHb
KapTOHHiI kopobui BpeHy TimiTen, [0 KOMMETEHTHOro opraHy - 3asiBHUKOM

IpnaHgis; HafaHO OHOBIEHy Bepcito [naHy ynpasniHHA

Takepa pusukamm 11.1.

dapmachbtoTikan
3 IHTepHeLHn
ATl lpnaHgis
BpeHy,
Ipnangis;
BMPOBHMLTBO
nikapcbKoro
3aco0y,
KOHTPOMb SIKOCTI
cepii, BidyanbHa
iHCnekuis:
Bettep ®apma-
®eprirtoHr MTM6X
EHp Ko. KT,
HimeuuuHa;
BUPOGHULTBO
nikapcbKkoro
3acoby,
KOHTPOMb AKOCTi
cepii:
KenopkiH
Bavo®apma,

3MmiHu BHeceHo Ao YacTuH Il «Cneumdikauis 3
6esnekny, Il «MnaH 3 papmakoHarnsagy», V
«3axoau 3 MiHimisauii pusukiey, VI «Pestome
nnaHy ynpasniHHa pusukamn» VIl «Jogatku»
y 3B'A13Ky 3 BBEEHHAM [0AAaTKOBUX 3aX0AiB 3
MiHiMi3aLji pusukiB BignoBigHO A0
pe3ynbTaTiB, OTPMMaHUX B paMkax
pocnipkeHHs PASS 14255, Ha nigcTasi
niagTBepMKEHHSA 3aTBEPIPKEHHS 3MiH B KpaiHi
3asiBHUKA/BMPOGHUWKa, ornaay KniHiYHUX JaHuX.
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

JNITO (n6a
EmepmoxeHT
BarioConywwiHa
(CibiAn), CLLA;
KOHTPOMb SKOCTI
cepii, BisyanbHa
iHCnekuis:
Bettep ®apma-
®epTirtoHr TM6X
EHpa Ko. KT,
HimeuuunHa;
BeTttep dapma-
depTirtoHr TM6X
EHg Ko. KT,
Hime4vuuHa;
BidyarnbHa
iHCnekujs:
Bettep dapma-
depTirtoHr TM6X
EHg Ko. KT,
Hime4vuuHa;
KOHTPOMb SIKOCTI
cepii:
LWawnep XbromeH
[xeHeTik
Tepanic, CLUA;
Yapnb3 Pisep
INabopaTopis
Annenp Nta,
Ipnangis;
MapKyBaHHsi Ta
nakyBaHHs,
AncTpumbyuis
roToBOro
nikapcbkoro
3acoby:
LiEnYEnN
Cannnan YenH,
Hinepnanaw;
LOIEnYERN
Cannnan YenH,
Higepnanaun

41.

FABICKOH®
NOJNTYHUYHI
TABJIETKU

TabrneTku XyBanbHi;
no 8 Tabnetoky
6nicTepi; no 2 abo
no 3 Gnictepu y
KapTOHHiIl kopobuyi

PekkiTT
BeHkizep
Xenckep

(KOKen)

NimiTen

Benuka
Bputanis

BMPOGHMLTBO in
bulk, nakyBaHHs,
KOHTPOMb Npu
BUWMYCKY, BUMYCK
cepii:
PekkiTT BeHkizep
Xenckep (KOKeir)
Ilimiten, Benuka
BputaHis;

Benuka
BpuTtaHisa

BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:
TexHiyHa nomurika (3rigHo Hakasy MOS Big
23.07.2015 Ne 460).
BunpaBneHHs TeXHIYHOI NMOMWUIIKK, 3rigHO
n.2.4. po3giny VI Hakazy MO3 Ykpainu Big
26.08.2005p. Ne 426 (y pegakuii Hakasy MO3
Ykpainu Big 23.07.2015 p Ne 460) —
BunpaBneHHs TeXHIYHOT MOMWIIKK, NOB’A3aHO 3
HEBIAMNOBIAHICTIO (Pi3HOYUTAHHS) B MEXax

6e3
peuyenma

UA/9210/01/01
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
BTOPUHHE O[HOro AOKYMEHTA, AOMNYLLEHHS MOMUIIKN B
nakyBaHHs: cneuudikauii M3 Ha BUNYCK 32 MOKa3HMKOM
dapwmallac «MikpobionoriyHa ynucToTay, a came: BiACYTHS
(FOken) Nimiten, iHdbopMmaLisa Woao nepiogUYHOCTI KOHTPOSO 3a
Benuka AaH1M nokasHukoM. 3a3HayeHe BUMNpaBrieHHs
BpuTtaHia BiAnNoBigae apxiBHUM MaTepianam
peeCTpaUinHOro OChE.
42. | TEMOTPAH® TabneTku, BKpUTI AT "®apmak” Ykpaina AT "®apmak” Ykpaina BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a UA/15498/01/01
nniBKOBOKO 3Mminn Il Tuny - 3miHm 3 akocTi. ADI. peuenmom
obonoHkoto, no 500 Bupo6HMLTBO. 3MiHa BUPOOHMKa
mr, no 10 TabneTok BWXiAHOro/NnpoMiDKHOrO NPOAYKTy/peareHTy, Lo
y GnicTepi; no 3 BUKOPUCTOBYIOTLCS Y BUPOOHMYOMY npoLieci
Gnictepu y navui A®Il, abo 3amiHa BUpOGHMKa (BKNtoYatouu, ge
HeobXxigHO, MiCLie MPOBEAEHHS KOHTPOIO
skocTi) ADI (3a BigcyTHOCTI cepTudikarta
BignoBigHOCTI €Bponeiickki hapmakonei y
3aTBEpPAKEHOMY A0ChE)(BBEAEHHS HOBOMO
BnpobHuka APl 3 HagaHHsAM MacTep-danina
Ha ADl) BBeeHHS anbTepHaTUBHOMO
BnpobHuka AP| Malladi Drugs &
Pharmaceuticals Limited, IHgis TpaHekcamoBa
KMCrnoTa [0 BXe 3aTBepaKeHNX BUPOOHUKIB
Hunan Dongting Pharmaceutical Co., Ltd.,
Kutan; Ami Lifesciences Private Limited, IHaia
43. | TEMUUTABIH KOHUeHTpaT ans EBEBE ABcTpis NMOBHUW LKA AscTpis/ BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3a UA/10475/01/02
"EBEBE" po34nHy Ans Papma BMPOGHMLTBA: HimeuunHa 3minm | Tvny - 3miln wWopo peuernmom
iHcpysin, 40 mr/mn no lec.m.6.X. PAPEBA 6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy.
5 mn (200 wmr), abo Hdr. KI YHTepax T'mM6X, BBeneHHs abo 3MiHM 00 y3aranbHEHUX AaHUX
no 25 mn (1000 wmr), ABcTpis; npo cuctemMy chapmakoHarnagy (BBeAeHHs
abo no 50 mn (2000 BUNYCK cepii: y3aranbHEHUX AaHuxX npo cuctemy
Mr) y donakoni; no 1 EBEBE ®apma apmakoHarnsay, 3MiHa yrnoBHOBaXXEHOT
dnakoHy B Fec.m.6.X. Hor. ocobu, BignoBiganbHoI 3a 3AiINCHEHHS
KapTOHHiI kopobui KI, ABcTpis; dapmakoHarnsay; KOHTaKkTHoi ocobu 3
TECTYBaHHs: dapmakoHarnsay 3asiBHUKa Ans 30iNCHEeHHS
Ilabop NNC CE & dapmakoHarnsay B YKpaiHi, AKLWO BOHA
Ko. KT, BiAMiHHa Big yNOBHOBaxeHOi ocobu,
HimeuuuHa; BiOQNOBiganbHOI 3a 3AiNCHEHHS
TECTYBaHHA: dapmakoHarnsay (BKoYaym KOHTaKTHI AaHi)
M Ta/abo 3MiHM y po3MilleHHi MacTep-darina

MikpobGionoriwe
¢ MNprogpnabop
MM6X, ABCTpisi

cucteMu chapmakoHarnsgy) 3MiHa
YNOBHOBaXEHOi 0COOM 3asiBHYIKa,
BignosiganbHoI 3a hapMakoHarnsag.
[Hitoua penakuisi: Oasig OxoH Jlesic / David
John Lewis. MNponoHoBaHa pepakuis: Juergen
Maares / FOpreH Maapec.
3MiHa KOHTaKTHMX OaHWUX YNOBHOBAaXEHOT
ocobu 3asBHMKA, BiANOBIAanbHOI 3a
dapmakoHarnsig. 3miHa KOHTakTHoOI ocobu
3asiBHMKa, BignosiganbHoi 3a dhapMakoHarnsag
B YkpaiHi. [litoua pegakuis: Opnos B'ayecnas
BikTopoBuy. lNMponoHoBaHa pegakuis:
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
TaHacoBa 3opsiHa MukonaiBHa. 3miHa
KOHTAKTHUX AaHMX KOHTAKTHOT ocotu
3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnag
B YKpaiHi.
3MiHa MicLe3HaxomKeHHs MacTep-danna
cucTemMu chapmakoHarnsgy Ta horo Homepa.
3MiHa Micus 3AiNCHEHHSI OCHOBHOI AisiNbHOCTI
3 papmakoHarnagy.

44. | TEHCYNIHH cycneHsis gns BIOTOH C.A. Monbwa BUPOBHMK, MonbLlwa BHECEHHS 3MiH 0 peecTpaLinHMX maTepianis: 3a UA/1016/01/01
iH'ekuin, 100 OO/mn; BianosiganbHUn YTOUYHEHHS1 HaNnUCaHHS YNaKOBKW B HaKa3i peuenmom
no 10 mny 3a MO3 Ykpainu
CKNAAHOMY (hNaKoHi; BUPOBHMUTBO, Ne 1181 Big 08.07.2024 B npoueci BHeCeHHA
no 1 cdonakoHy B NepBUHHE i 3MiH (3MiHK | TMNY - 3MiHK Wopo
KapTOHHIN nayui; no BTOPUHHE 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsay.

3 Mn B KapTpuaXi; nakyBaHHs, 3MiHa y KOpPOTKil XapaKTepuUCTULi Nikapcbkoro
no 5 kapTpuaxis y KOHTPOnb Ta 3acoby, TeKCTi MapKyBaHHS Ta iHCTpYyKUii aAns
6nicTepi; mo 1 BWMNYCK Cepil: MEeAMNYHOro 3aCTOCYBaHHS Ha MiAcTaBi
Gnictepy B BIOTOH C.A., perynsipHo OHOBIOBAHOTO 3BiTYy 3 6e3neku
KapTOHHIN navui MNonbla nikapcbkoro 3acoby, abo gocnigpkeHo 3
6e3nekn 3aCTocyBaHHS MikapcbKoro 3acoby B
BUPOBHMK, nicnspeecTpauiHuin nepioa, abo sk
BignoBsiganbHUn pe3ynbTaT OUiHKK 3BiTY 3 AOCHIOKEHD,
3a KOHTPOrb NpOBEAEHMX BiANOBIAHO A0 NnaHy
cepii: negiatpuyHmnx gocnigxeHns (PIP) (3MiHy
IHCTUTYT Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
BiotexHonorii Ta opraHoMm). 3MiHM BHECEHO B iHCTPYKLil0 ANns
AHTUGIOTUKIB, MEAMYHOro 3aCTOCYBaHHs! NikapcbKoro 3acoby
MNonblia 0o po3ginis "OcobnmBocTi 3acTocyBaHHs",
"Cnoci6 3actocyBaHHsi Ta go3u" 1a "lMobiyHi
peakuii” BignoBigHO A0 OHOBMEHOI iHpopmaLil
Lwono 6e3nekn 3acTocyBaHHS Qikoyoi
peyoBuMHM 3rigHO 3 pekomeHpauieto PRAC.
BBegeHHs 3MiH NnpoTArom 6-Tu Micauis nicns
3aTBepakeHHs). Pefakuis B Hakasi - no 10 mn
y bnakoHi; no 1 hnakoHy B KAPTOHHIN mayL;
no 3 Mn B KapTpUAXi; No 5 kapTpuaxis y
6nicTepi; no 1 Gnictepy B KAPTOHHIN nayLi.
BipHa peaakuis - no 10 mn y cknsiHomy
conakoHi; no 1 conakoHy B KapTOHHIN NauLi;
no 3 Mn B KapTpuaxi; no 5 kKapTpuaxis y
6nicTepi; no 1 6nictepy B KAPTOHHIX NauLi.

45. | TEP3YMA® niogpinisat Ans CenntpioH Pecnybnik | KOHTpONb AKOCTI, YropLumHa/ BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis: 3a He UA/18100/01/01
KOHUEeHTpaTy Ans Xenaskeap Ko., a Kopes BTOPUHHE Pecny6bnika 3MmiHu | TUNY - AgmiHicTpaTuBHI 3MiHW. 3MiHa peuenmom nionsizae
po34nHy Ans Iito nakyBaHHS: Kopes koay ATX - 3MiHM BHECEHO [0 iHCTPYKLUIii Ans
iHdy3in, no 150 wmr; 3AT MeAMYHOro 3aCTOCYBaHHsI Nikapcbkoro 3acoby
1 donakoH (3 dapmaueBTUYHN 0o posginy "®apmakotepanesTuHa rpyna. Kog
niocpinizatom) 3 1 3aBog ETIC, ATX." BaTBepmKeHO: IHWi aHTUHEONNAaCTUYHI
6e36apBHOro ckna, YropwuHa 3acobu. MoHoknoHanbHi aHTuTtina. Kog ATX

3aKynopeHun
npobkoto Ta
KOBMAaYKoM TuMy

BMPOBHMLTBO in-
bulk, nepBuHHe

LO1XCO03. 3anponoHoBaHo:
AHTVHEONMacTNYHi Ta iIMyHOMOAYIOHYi
3acobu. AHTMHeONIacTUYHi 3acobm.
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
"flip-off'B kopobui nakyBaHHs Ta MOHOKMOHarnbHi aHTUTINa Ta KoH'loraTn
306epiraHHs, aHTWTINa 3 nikapcbkum 3acobom. IHribiTopu
BTOPUHHE HER2 (peuenTopiB 2 enigepMansHoro
nakyBaHHs, cakTopa pocTy ntoguHmn). Tpactyaymab. Kog
KOHTPOMb SIKOCTI, ATX LO1FDO1. BBeaeHHsi 3MiH NpoTArom 6-Tu
TECTyBaHHA Npun MicsiLiB nicnsi 3aTBepAKEHHS. 3MiHu | Tuny -
BUMYCKY cepii, 3MiHM wopo 6e3nekn/eddeKTUBHOCTI Ta
BUMNYCK cepil: dapmakoHarnsagy. 3miHu y KOpoTKii
CENNTPIOH XapaKTepuCTULi Nnikapcbkoro 3acoby, TeKCTi
IHK., Pecnybnika MapKyBaHHS Ta IHCTPYKLUii 4na Meau4Horo
Kopes 3acTocyBaHHSA
reHepuYHNX/ribpuaHux/GionoaibHMx
KOHTPOMb AKOCTI, nikapcbkunx 3acobiB nicns BHECEHHSI TiEl camoi
TECTyBaHHs npun 3MiHW Ha pedbepeHTHUI npenaparT (3MiHa He
BUNYCKY cepil: noTpebye HagaHHS XXOAHUX HOBUX JOAATKOBUX
CENNTPIOH naHux) 3MiHM BHECeHO [0 iHCTpyKUii ans
IHk., Pecnybnika MEeOUYHOro 3aCTOCyBaHHS NiKapcbKoro 3acoby
Kopes 0o posginie "3acTocyBaHHA y nepioa
BariTHOCTi abo rogyBaHHs rpyaat” (BHECEHHs!
[0[AaTKOBKX 3acTepexeHs), "3aaTHiCTb
BNANBATU Ha LWBUAKICTb peakLii Npy KkepyBaHHi
aBTOTpaHCNopToM abo iHWKMMK MexaHiamamn',
"MobiuHi peakuii" BignosigHoO Ao iHpopmauii
pedepeHTHOro nikapcbKoro 3acoby
FEPUENTUNH®, 1 ogHO4030BMIA ¢hriakoH 3
nioginizatoMm mMicTUTb TpacTydymaby 150 mr.
BBegeHHs 3MiH npoTArom 6-Tu MicauiB nicns
3aTBEPKEHHS.

46. | TEP3YMA® niodinizat ans CennTpioH Pecny6bnik nikapcbKul YropwuHa/ BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3a He UA/18100/01/02
KOHUEHTpaTy Ans Xenaskeap Ko., a Kopes 3acib: KOHTpOnb Pecny6bnika 3miHu | TUNY - AgmiHicTpaTuBHi 3MiHK. 3MiHa peuenmom nionsizae
po34MHy Ans N1 AKOCTI, Kopes kogy ATX - 3MiHM BHECEHO [0 IHCTPYKLUIi Anst
iHdpysin, no 440 wmr; BTOPUHHE MeAMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby
1 donakoH (3 nakyBaHHS: 0o posginy "®apmakoTepaneBTuyHa rpyna.
niogpinizatom) 3 3AT Kop ATX." 3aTBepaxeHo: IHLwi
©6e3bapBHOro ckna, dapmaleBTUYHN aHTMHeonnacTnyHi 3acobu. MoHoKNoHanbHi
3aKynopeHum 1 3aBog ETIC, aHTuTtina. Kog ATX LO1XCO03. 3anponoHoBaHo:
npobkoto Ta YropLwuHa; AHTUHEONNacTUYHI Ta iIMyHOMOZYMHoKoMi
KOBMa4KoM Tuny 3acobu. AHTMHeonnacTu4Hi 3acobu.

"flip-off" Ta no 20 mn nikapcbKul MoOHOKMOHanbHi aHTUTINa Ta KoH’toraTu
PO3YMHHKKA 3aci6: aHTUTINa 3 nikapcbkum 3acoboMm. IHribiTopu

(bakTepiocTaTuyHa
Boda Ans iH’ekuin 20
M, WO MICTUTb
1,1% 6eH3unosoro
cnupTy (siK
aHTUMIKPOGHWMI
KOHCEepBaHT) Ta
BOAY ANs iH ekuin) y

BMPOGHMLTBO in
bulk, nepBuHHe
nakyBaHHsi Ta
30epiraHHs,
BTOPWHHE
nakyBaHHs,
KOHTPOMNb SIKOCTI,
TeCcTyBaHHS npwu

HER?2 (peuenTopiB 2 enigepmanbHOro
dakTopa pocTy noamHu). Tpactyaymab. Koa
ATX LO1FDO1. BBeaeHHsi 3MiH NpoTArom 6-1u
MicaUiB micnsa 3aTBepKeHHs. 3miHu | Tuny -
3miHu wopao 6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsgy. 3miHu y KopoTKii
XapaKTepuCTULi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHSA Ta IHCTPYKUiT ANa Mean4Horo

dnakoHi 3 BUMYCKY cepii, 3acTocyBaHHs
6e3bapsHoOro ckna, BUWMNYCK Cepil; reHepuyHuX/ribpuaHnx/GionogibHnx
3aKynopeHun PO3YUHHUK: nikapcbkunx 3acobiB nicnsi BHECEHHs Tiel camoi
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
npobkoto Ta BUPOBHMUTBO in 3MiHM Ha pedepeHTHUI npenaparT (3MiHa He
KOBMaYKoOM TuMy bulk, nepBuHHe noTpebye HagaHHS XKOAHUX HOBUX JOAATKOBUX
"flip-off"; no 1 nakyBaHHs Ta naHux) 3MiHM BHECEHO [0 iHCTPYKUii aAns
hnakoHy 3 36epiraHHs, MeAMYHOro 3aCTOCyBaHHs! NikapcbKoro 3acoby
nioginizatom Ta 1 BTOPUHHE o po3ainis "OcobnuBocTi 3acTocyBaHHs",
cnakoHy 3 nakyBaHHs, "3acTocyBaHHs y nepiod BariTHOCTi abo
PO3YMHHUKOM Y TECTyBaHHs npu rogyBaHHs rpyaaw” (BHECEHHs 4oAaTKOBUX
kopobuLi BUNYCKY cepil, 3acTepexeHb), "34aTHICTb BNAMBaTK Ha
TeCTyBaHHSA LIBUAKICTb peakuii Nnpu kepyBaHHi
cTabinbHoCTi: aBTOTPaHCNOPTOM abo iHWKMMK MexaHiamamn",
CENNTPIOH "Mo6iuHi peakuii" BignosigHo o iHopmauii
IHK., Pecny6bnika pedepeHTHOro nikapcbkoro 3acoby
Kopes; FEPLUENTUH®, 1 6aratogo3oBuii goriakoH 3
nioginiaatoMm mMicTUTb TpacTydymaby 440 mr.
nikapcbKull BBegeHHst 3MiH NpoTarom 6-tn micauis nicna
3acib: KOHTpOnb 3aTBEPKEHHS.
SAKOCTI,
TeCTyBaHHs npu
BUMYCKY Cepil;
PO3YUHHUK:
TECTYBaHHS
cTabinbHocTi,
TECTyBaHHs npwu
BUMYCKY cepil:
CENNTPIOH
IHk., Pecnybnika
Kopes

47. | TIAUMHTIA TabneTtkn, BKpUTI AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: 3a He UA/17455/01/02
MniBKOBOKO "KUIBCBKUIN "KNTIBCbKN 3miuu | Tny - 3miHm 3 akocTi. FoToBMM peuenmom nidnszae
obornoHkoto, no 20 BITAMIHHAN BITAMIHHAN nikapcbkuii 3aci6. CtabinbHicTb. 3miHa y
mr, no 10 TabneTok 3ABOLO" 3ABO" TepMiHax npuaaTHocTi abo ymoBax 36epiraHHsi
y 6nicTepi; no 3 roTOBOrO fMikapcbKoro 3acoby (36inbLUeHHs
Gnictepu y navui TepMiHy NpuaaTHOCTI FOTOBOrO NiKapCbKoro

3acoby) - [1na TOproBoi ynakoBKu
(nigTBEPOXYETLCS AaHUMU peanbHOro Yacy) -
36inbLUeHHA TEpMiHY NpUAATHOCTI y 3B'A3KY i3
OTPUMAHHSAM MO3UTUBHUX AAHKX LLOAO
OOCnimXeHHs1 cTabinbHOCTI y peanbHOMY 4aci.
[itova pegakuis: TepmiH NpuaaTHOCTI. 2 POKWU.
[MponoHoBaHa pepakuia: TepMiH MPUAATHOCTI.
3 poku. 3MiHM BHECEHO B IHCTPYKLUito Ans
MeAMYHOro 3aCTOCYBaHHsI Nikapcbkoro 3acoby
y po3ain "TepmiH npuaaTtHocTi". BBeaeHHs
3MiH NpoTSrom 6-Tu MicsuiB nicnsa
3aTBEPKEHHS.

48. | TIAUMHTIA TabneTtkn, BKpUTI AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: 3a He UA/17455/01/01
MniBKOBOKO "KUIBCBKUI "KNIBCbKN 3minu | Tny - 3minm 3 akocTi. FoToBMI peuenmom nidnszae
obornoHkoto, no 10 BITAMIHHAN BITAMIHHAN nikapcbkuii 3aci6. CtabinbHicTb. 3miHa y
mr, no 10 TabneTok 3ABOLO" 3ABO" TepMiHax npugaTHocTi abo ymoBax 36epiraHHs

y BnicTepi; no 3

roTOBOrO fikapcbKoro 3acoby (36inbLueHHs
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
6nictepu y nayui; no TepMiHy NpMAaTHOCTI FOTOBOrO NiKapCbKoro
10 TabneTok y 3acoby) - [ins ToproBoi yrnakoBKu
6nictepi; no 6 (niaTBEPMKYETLCS AAHMMU pearbHOro yacy) -
GnictepiB y navui 36inbLUeHHst TepMiHy NPUAATHOCTI y 3B'A3KY i3
OTPUMAaHHSIM NMO3UTMBHUX OAHMX LLOAO
[ocnimpKeHHs cTabinbHOCTI y peansHOMyY Yaci.
[itoua pegakuisi: TepMiH NpuaaTHOCTI. 2 POKWU.
[MponoHoBaHa pepakuis: TepMiH NpMAATHOCTI.
3 poku. 3MiHM BHECEHO B IHCTPYKLit0 Ans
MeAMYHOro 3aCTOCYBaHHsI NikapcbKoro 3acoby
y po3gin "TepmiH npugatHocTi". BBeAeHHs
3MiH NpOTAroM 6-Tu MicsuiB nicns
3aTBEPKEHHS.
49. | TMYTAMIHOBA | Tabnetku, BKpUTI AT Ykpaina AT YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: bes UA/6723/01/01
KUCNOTA MNiBKOBOIO "KNIBCbKUW "KNIBCbKWW 3Mminn | Tuny - 3MiHKn woao peuenma
o6onoHkoto, no 250 BITAMIHH/I BITAMIHH/I Ge3nekn/edekTUBHOCTI Ta hapmakoHarnsgy
mr; no 10 TabneTok 3ABOO" 3ABOO" (iHLWi 3MiHW)
y GnicTepi; no 3 OHOBMEHHSs TEKCTY MapKyBaHHS BTOPUHHOT
6nictepu B nayui; no ynakoBKM Nnikapcbkoro 3acoby, a came:
10 TabneTok y [y6nioBaHHA TEKCTY aHrMiNCbKO MOBOID, @
6nictepax TakoX y n.17. IHWE BTOPMHHOI Ta NEpBUHHOI
ynakoBOK JoAaHo iHchopMaLito Npo norotun
3asBHUKA. TepMiH BBEAEHHS 3MiH NpOTArom 6
MicsaLiB Micnsa 3aTBEPAXEHHS.
50. | AABIPOP® Kancynu Teepgi no AT "®apmak” Ykpaina BMPOGHMLTBO, Owman/ BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3a UA/19733/01/01
75 mr, no 10 kancyn nakyBaHHs, Icnanis/ YTOYHEHHS1 HanucaHHs BUPOOHUKIB B peuernmom
KOHTpOnb cepii ManbTa Hakasi MO3 YkpaiHu Ne 1191 Big 09.07.2024

y 6nicTepi; no 6
6nictepis y navui

nikapcbKkoro
3acoby:
OmaH
dapmackioTukan
Mpopaktc Ko.
JINC, Owmak;
KOHTPOIb cepii,
BUNYCK cepil
nikapcbKoro
3acoby:
ToBa
dapmachbtoTikan
Opon C.J1.,
Icnanis;
KOHTPOIb cepii,
BUMYCK cepii
nikapcbKoro
3acoby:
dapmagokc
Xenckea
JimiTeq, ManbTa

B npoLeci BHECEHHSA 3MiH (3MiHu | Tuny -
AamiHicTpaTVBHI 3MiHW. 3MiHa HaiMeHyBaHHSA
Ta/abo agpecu MicLsl NpoBaKEHHSsI
[isinbHOCTI BUpOGHMKa/imnopTepa rotoBoro
nikapcbKoro 3acoby, BKMYa4m ginbHULi
BMNyCKy cepii abo micLe npoBeaeHHs
KOHTPOMIO SIKOCTI. (QiiNbHICTb, 3a sIKy
BifnoBigae BMpOOHUK/iMnopTep, He
BKIH0MAKO4M BUMYCK cepiit). 3MiHa
HaliMeHyBaHHS Ta agpecy BUpobHuKa y
3B’A3KY i3 NPMBEAEHHAM peecTpaLinHnX
[OOKYMEHTIB Y BiANOBIAHICTb 4O OHOBMEHOro
ceptudpikaty GMP). Pegakuisi B Hakasi -
BMPOBHMLTBO, NaKyBaHHS, KOHTPOIb cepii
nikapcbkoro 3acoby: OmaH ®apmacbloTukan
Mpopaktc Ko. JINC, OmaH; KoHTponb cepii,
BUMYCK cepii nikapcbkoro 3acoby: TOBA
OAPMACBHIOTIKAI FOPOIM C.J1., IcnaHis;
KOHTPOrb cepil, BUNYCK cepii nikapcbKoro
3acoby: Papmagokc Xenckea J1ta., ManbTa.
BipHa pegakuis - BUpOGHULTBO,
naKkyBaHHS, KOHTPONb cepii Nikapcbkoro
3acoby: OmaH ®apmacbroTukan NMpoaakrc
Ko. JINIC, OmaH; KOHTpOnb cepii, BUNyck




28 [TponoBkeHHs noaaTKa 3
Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
cepii nikapcbkoro 3aco6y: ToBa
®dapmacbioTikan FOpon C.J1., IcnaHis;
KOHTpOJsb cepii, BUNYCK cepii nikapcbKoro
3acoby: ®apmapokc Xenckea Jlimiten,
ManbTa
51. | OABI®OP® Kancynu Teepai no AT "dapmak” YkpaiHa BUPOBHMLTBO, OmaH/ BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a UA/19733/01/02
110 mr, no 10 nakyBaHHs, Icnanis/ YTOYHEHHS1 HanMcaHHA BUPOGHUKIB B peuenmom
kancyn y 6nictepi; KOHTpOMb cepii ManbTa Hakasi MO3 YkpaiHu Ne 1191 Big 09.07.2024
no 6 Gnictepis y nikapcbKkoro B npoueci BHeCeHHs 3MiH (3MiHu | Tuny -
nayui 3acoby: AOMiHIiCTpaTUBHI 3MiHW. 3MiHa HalMeHyBaHHS
OwmaH Ta/abo agpecu MicLsi NPOBaKEHHS
PapmacbioTukan AisnbHOCTI BUpOGHMKa/imnopTepa rotoBoro
MpogpakTc Ko. nikapcbKkoro 3acoby, BKMoyaum ginbHuLi
JINC, Omak; BMNYCKy cepii abo micLie npoBeaeHHs
KOHTPO~b cepii, KOHTPOJIO SIKOCTI. (QiSANbHICTb, 3a sIKy
BUMYCK cepii BignoBigae BUPOOHUK/iMNopTep, He
nikapcbKoro BKITHOYAK04M BUMYCK cepiit). 3miHa
3acoby: HalMeHyBaHHs Ta agpecy BUpobHuKa y
ToBa 3B’A3KY i3 NpUBEOEHHSIM peecTpaLiiHnX
dapmachbtoTikan [OKYMEHTIB Y BiANOBIAHICTb 1O OHOBMNEHOIO
lOpon C.J1., cepTtudikaty GMP). Pepakuis B Hakasi -
Icnanis; BUPOBHMLTBO, NaKyBaHHS, KOHTPOIb cepii
KOHTPOIb cepii, nikapcbkoro 3acoby: OmaH ®apmacbioTukan
BUMYCK cepii Mpopaktc Ko. NIJIC, OmaH; KoHTponb cepii,
nikapcbKkoro BUMYCK cepii Nnikapcbkoro 3acoby: TOBA
3acoby: SAPMACBHIOTIKAJT KOPOI1 C.J1., IcnaHis;
dapmagokc KOHTPOrb Cepil, BUNYCK cepii nikapcbKoro
Xenckea 3acoby: Papmagokc Xenckea JIta., ManbTa.
NimiTen, ManbTa BipHa peaakuisi - BApOGHULTBO,
nakKyBaHHs1, KOHTPOIb cepii NikapcbKoro
3acoby: OmaH ®apmacbroTukan Mpopakrc
Ko. IINIC, OmaH; KoHTpoOnb cepii, BUNyck
cepii nikapcbkoro 3aco6y: ToBa
®dapmacbioTikan FOpon C.J1., IcnaHis;
KOHTpOIb cepii, BUNYCK cepii NnikapcbKoro
3acoby: Papmapokc Xenckea Jlimitea,
ManbTa
52. | DABI®OP® Kancynu TBepgi no AT "®apmak” Ykpaina BMPOGHMLTBO, Owman/ BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3a UA/19733/01/03
150 mr, no 10 nakyBaHHS, Icnanisi/ YTOYHEHHSl HanucaHHs BUPOOHUKIB B peuenmom
KOHTpOnb cepii ManbTa Hakasi MO3 YkpaiHu Ne 1191 Big 09.07.2024

kancyn y 6nictepi;
no 6 Gnictepis y
navuj

nikapcbKoro
3acoby:
OmaH
dapmackioTrkan
Mpoaaktc Ko.
JINC, Owmak;
KOHTpOMb cepii,
BUNYyCK cepii
nikapcbKkoro
3acoby:

ToBa

B npoLieci BHECEHHS 3MiH (3MiHu | Tuny -
AamiHicTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS
Ta/abo agpecu MicLsl NpOBaKEHHSI
[isinbHOCTI BUpOOHMKa/imnopTepa rotoBoro
nikapcbkoro 3acoby, BKNOYa4m AinbHuULI
BUNycKy cepii abo micLie NpoBeaeHHS
KOHTPOMIO SIKOCTI. (BiANbHICTb, 3a AKy
BigNoBigae BUpoGHuMK/iMnopTep, He
BKI0MAKO4M BUMNYCK cepiit). 3MiHa
HanMeHyBaHHS Ta agpecy BUpobHuKa y

3B’A3KY i3 NpuBEeEHHSAM peecTpaLiiHnX




29 [TponoBkeHHs noaaTKa 3
Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
dapmachbtoTikan [OKYMEHTIB Y BiAMNOBIAHICTb 4O OHOBIIEHOrO
HOpon C.J1,, ceptudpikaty GMP). Pegakuis B Hakasi -
IcnaHis; BUPOBHMLTBO, NaKyBaHHS, KOHTPOIb cepil
KOHTPOrb cepii, nikapcbkoro 3acoby: OmaH ®apmacbloTukan
BUNYCK cepil Mpopaktc Ko. JINC, OmaH; KoHTponb cepii,
nikapcbKoro BUMYCK cepii nikapcbkoro 3acoby: TOBA
3acoby: SAPMACBIOTIKAJT KOPOI C.J1., IcnaHis;
dapmagokc KOHTpPOIb cepii, BUMYCK Cepii NikapCbkoro
Xenckea 3acoby: Papmagokc Xenckea J1t4., ManbTa.
JlimiTea, ManbTta BipHa peaakuis - BApPOGHULTBO,
nakKyBaHHs, KOHTPOIb cepii NikapcbKoro
3acoby: OmaH ®apmacbroTukan Mpopakrc
Ko. JIN1C, OmaH; KoHTponb cepii, BUNyck
cepii nikapcbkoro 3aco6y: Toea
®dapmacbroTikan FOpon C.J1., IcnaHis;
KOHTpOIb cepii, BUNYCK cepii nikapcbKoro
3acoby: ®apmapokc Xenckea Jlimiten,
ManbTa
53. | OABI®OP® Kancynu Teepai no AT "®apmak” YkpaiHa BUPOBHMUTBO, OmaH/ BHECEHHS1 3MiH 40 peecTpauiiHMx maTtepianis: 3a He UA/19733/01/02
110 mr, no 10 nakyBaHHs, Icnanis/ YTOYHEHHS1 HannMcaHHsA Ha3BU 3asiIBHUKaA B peuenmom nionsieae
kancyn y 6nicrepi; KOHTPOJb cepii ManbTa Haka3i MO3 Ykpainu Ne 1191 Big 09.07.2024

no 6 Gnictepis y
nayui

nikapcbKoro
3acoby:
OMAH
SAPMACBIOTIK
AN NMPOOAKTC
KOMMAHI Nnc,
OmaH

KOHTPOSb cepii,
BUNYCK cepii
nikapcbKkoro

3acoby:
ToBa
dapmachbtoTikan
HOpon C.J1.,
Icnanis

KOHTPOSb cepii,
BUNYycCK cepii
nikapcbKoro

3acoby:
dapmagokc
Xenckea
JimiTeq, ManbTa

B NpoLieci BHECEHHSA 3MiH Ta cTaTycy
peknamyBaHHSA (3MiHu | Tuny -
ApnMiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy Micus NpoBagKEHHSs!
[isinbHOCTI BUpOGHMKa/imnopTepa rotoBoro
nikapcbkoro 3acoby, BKNOYauu AinbHULI
BMNYCKy cepii abo micLie npoBeaeHHs
KOHTPOMIO SIKOCTI. (AiANbHICTb, 3a AKy
BignoBigae BUpoGHMK/iMNopTep, BKIYaoum
BUWMYCK Cepill) 3MiHa Nponucy Ha3Bu Ta 3MiHa
afpecw 3aTBepaxeHoro BupobHuka TOBA
PAPMACBIOTIKAI FOPOI C.J1., IcnaHis
(ctano: Toea ®apmacstotikan KOpon C.J1.,
IcnaHist), BignoBiganbHOro 3a KOHTPOrb cepii,
BUNYCK cepii nikapcbkoro 3acoby, 6e3 3miHu
MicLs BUpoGHMUTBA. 3MiHM BHECEHI Y po3ainuv
"BupobHuK" Ta "MicLe3HaxomKeHHs
BMpOGHMWKa Ta oro agpeca micus
NPOBaXeHHS QisinNbHOCTI" B IHCTPYKLtO Ans
Me[MYHOro 3aCcTOCyBaHHs (AN BUpobHUKa
Toa ®apmacbtotikan KOpon C.J1., IcnaHis) Ta
SIK HACMigoK - BiANOBIAHI 3MiHWN Y TEKCTI
MapKyBaHHSs! yNakoBKM MikapCbKoro 3acoby.
BBegeHHs 3MiH npoTArom 6-Tu MicauiB nicns
3aTBEPKEHHS. 3MiHM | TUny -
ALMiHiCTpaTMBHI 3MiHX. 3MiHa HaMeHyBaHHSs!
Ta/abo agpecu MicLsl NpOBaKEHHSI
AisnbHOCTi BUpOGHMKa/imnopTepa rotoBoro
nikapcbKoro 3acoby, BKMoYa4m ginbHULI
BMNYycKy cepii abo MicLie npoBeaeHHS
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

KOHTPOJIO SIKOCTI. (QiANbHICTb, 3a Ky
BiAnoBigae BUPOGHMK/iIMNopTep, BKIOYa0un
BUNYCK Cepilt) 3MiHa Ha3BMN Ta YTOMHEHHS!
appecu 3aTBepaKeHOro BUpobHuKa
dapmagokc Xenckea Jlta., ManbTta (cTano:
dapmagokc Xenckea Jlimitea, Manbta),
BiZNOBIgANbLHOro 3a KOHTPOIb cepii, BUMYCK
cepii nikapcbkoro 3acoby, 6e3 3MiHu MicLs
BUPOGHMUTBA. 3MiHWM BHECEHI Yy po3ainu
"BupobHuK" Ta "MicLe3HaxomKeHHs
BMpPOOHVMKa Ta noro agpeca Micus
NpoBafXXeHHA QisaNbHOCTI" B iIHCTPYKLUitO Ans
ME[MYHOro 3acToCyBaHHs (4N BUpobHUKa
dapmagokc Xenckea Jlimitea, ManbTta) Ta gk
Hacnigok - BIANOBIAHI 3MiHW Y TEKCTI
MapKyBaHHs1 yNakoBKM MikapcbKoro 3acoby.
BBeneHHs 3MiH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBepMKeHHs. 3MiHN | Tuny - 3MiHM 3 SKOCTI.
["oToBMI nikapcbkmit 3acib. Onuc Ta cknag,.
3miHa abo goaaBaHHs WTaMniB, NOTOBLLEHb
abo iHWKWX MapKyBaHb, yKroYa4uu 3amiHy abo
popasaHHst hapb Ans MapkyBaHHS
nikapcbkoro 3acoby (3miHa wramnis,
NoToBLUEHb abo iHLWMX MapKyBaHb) 3MiHa
Onucy 30BHILLIHBOrO BUMMSAY Kancyr, a came
3MIHIOETBCSA HaMUC Ha KOPMyci Kancynu Ans
Kpawoi ineHTudikauii M13. 3miHnM BHeceHo B
po3gin "OcHoBHi disnko-ximivHi BnacTueocTi" B
IHCTPYKLUIilO Ans MeAWNYHOrO 3aCTOCYBaHHSI
nikapcbkoro 3acoby. BBegeHHs 3MiH NpoTsirom
6-TK MicauiB nicna 3aTBepAXeHHs. B Hakasi
nomMusnkoso 6yno 3asHaveHo 6ins Hassu
agpecy 3asBHuUka. Pepakuia B Hakasi - AT
"®papmak” Ykpaina, 04080, m. Kuis, Byn.
Kupuniscbka, 63. BipHa pepakuis - AT
"®Papmak”, He nignsarae

54.

OABI®OP®

Karncynv TBepai no
75 mr no 10 kancyn
y 6nicTepi; no 6
GnicTtepiB y navui

AT "dapmak"

YkpaiHa

BMPOGHMLTBO,
nakyBaHHsi,
KOHTPOMb cepii
nikapcbKkoro
3acoby:
OMAH
®APMACBIOTIK
AN NPOOAKTC
KOMMAHI NIC,
OmaH

KOHTPOSb cepii,
BUNYyCK cepii
nikapcbKkoro

3acoby:

OmaH/
Icnanis/
ManbTta

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
YTOYHEHHS1 HanucaHHsA cTaTtycy
peknamyBaHHs Haka3i MO3 YkpaiHu Ne
1191 Bia 09.07.2024 B npoueci BHeCeHHSA
3MiH (3miHK | TMNY - AOMIHICTPaTMBHI 3MiHN.
3miHa HalimeHyBaHHs Ta/abo agpecu micus
NpOBaXeHHS OisnbHOCTI
BMPOGHMKa/imnopTepa rotoBoro nikapcbKoro
3acoby, BKMYa4m AinbHUL BUNycky cepii
abo micLe NnpoBeeHHst KOHTPOIHO SIKOCTI.
(DisinbHiCTb, 3a Ky BigNoBinae
BMPOBHWMK/IMNOpPTEP, BKMHOYAK0UM BUMYCK
cepiit) 3MiHa Nponucy Ha3BuW Ta 3MiHa agpecu
3aTBepkeHoro BmpobHuka TOBA
PAPMACBHIOTIKAJN FOPOI C.J1., Icnanis

3a
peuernmom

He
nionsizae

UA/19733/01/01




[IponoBkeHHs 1oaarka 3

KOHTPOrb cepii,
BUMYCK cepii
nikapcbkoro
3acoby:
dapmagokc
Xernckea
JlimiTeq, ManbTa

"BmpobHuk" Ta "Micue3HaxomKeHHst
BMpoGHMKa Ta Oro agpeca micus
NpoBafXXeHHA JiaNbHOCTI" B iIHCTPYKLUit0 Ans
MELMYHOrOo 3aCTOCYBaHHs (4N BUpOOHUKa
Toea ®apmacebtotikan KOpon C.J1., Icnanis) Ta
K HACMigoK - BiANOBIAHI 3MiHW Y TEKCTi
MapKyBaHHs! YNaKOBKM NikapCbKoro 3acoby.
BBegeHHst 3MiH NpoTarom 6-tn micauis nicna
3aTBepAKEHHS. 3MiHu | Tuny -
AamiHicTpaTVBHI 3MiHW. 3MiHa HaiMeHyBaHHSA
Ta/abo agpecu Micus NpoBagKEHHSs!
nisinbHOCTI BUpOGHMKa/imnopTepa roToBoro
nikapcbKoro 3acoby, BKMoYa4m ginbHULi
BUMYCKy cepii abo Micue npoBeaeHHs
KOHTPOJIO SIKOCTI. (QiSANbHICTb, 3a sIKy
BignoBigae BUpOGHMK/iMNopTep, BKIOYaum
BUNYCK Cepilt) 3MiHa Ha3BMW Ta YTOMHEHHS!
appecu 3aTBepAKeHOro BUpobHuKa
dapmagokc Xenckea Jlta., ManbTta (cTano:
dapmagokc Xenckea Jlimitea, Manbta),
BiANOBIgANbHOro 3a KOHTPOJIb Cepil, BUMYCK
cepii nikapcbkoro 3acoby, 6e3 3miHn Micus
BMPOGHMUTBA. 3MiHM BHECEHI ¥ po3ainu
"BupobHuk" Ta "Micue3HaxomKeHHs!
BMPOGHMKa Ta oro agpeca micus
NPOBaXeHHs QisnbHOCTI" B IHCTPYKLitO Ans
ME[MYHOro 3acToCyBaHHs (4N BUpobHUKa
dapmagokc Xenckea Jlimitea, ManbTta) Ta gk
Hacnigok - BiANOBIAHI 3MiHW Y TEKCTi
MapKyBaHHs1 yNakoBKM MikapCbKoro 3acoby.
BBeneHHs 3miH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBepAKEHHS. 3MiHN | Tuny - 3MiHM 3 SKOCTI.
["oToBMI Nikapcbkuit 3aci6. Onuc Ta cknag.
3miHa abo goaaBaHHs LWTaMniB, NOTOBLLEHb
abo iHLWKMX MapKyBaHb, YKIToYa4umn 3amiHy abo
popasaHHst hapb Ans MapkyBaHHs
nikapcbkoro 3acoby (3miHa wramnis,
NoToBLLEHb abo iHLWMX MapKyBaHb) 3MiHa
OnKCy 30BHILLIHBOrO BUMMSAY Kancyrn, a came
3MIHIOETLCSI HANUC Ha KOpMycCi kancynu 4ns
Kpawoi igeHTudikauii M13. 3MiHM BHeceHo B
po3ain "OcHoBHi dhiaunko-ximidHi BnacTueocTi" B
IHCTPYKLUIil0 4ns MeAMYHOrO 3aCTOCYBaHHSI
nikapcbkoro 3acoby. BBegeHHs 3MiH NpoTsrom
6-T MicaLiB nicnsa 3aTBepAXeHHs1). Pepakuis
B Hakasi - iHpopmauis BiacyTHi. BipHa

peAakuis - He nignsArae

31
Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
ToBa (ctano: Toea ®apmacktoTikan FOpon C.J1.,
dapmachbtoTikan IcnaHist), BignoeiganbHOro 3a KOHTPOnb cepii,
Opon C.J1., BUMYCK cepii Nikapcbkoro 3acoby, 6e3 amMiHn
IcnaHisa Micusi BUpOOHUUTBA. 3MiHM BHECEHI Y po3ainu




32 [TponoBkeHHs noaaTKa 3
Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
55. | OABI®OP® Kancynu Teepai no AT "dapmak” YkpaiHa BUPOBHMLTBO, OmaH/ BHECEHHS 3MiH 0 peecTpaLinHMX maTepianis: 3a He UA/19733/01/03
150 mr, no 10 nakyBaHHs, Icnanis/ YTOYHEHHS HanucaHHA cTaTycy peuenmom nionsieae
kancyn y 6nicrepi; KOHTPOMb cepii ManbTa peknamyBaHHs Haka3i MO3 YkpaiHu Ne

no 6 Gnictepis y
nayui

nikapcbKkoro
3acoby:
OMAH
SAPMACBIOTIK
AJl MPOOAKTC
KOMMAHI NNC,
OmaH

KOHTPO~b cepil,
BUMYCK cepii
nikapcbKkoro

3acoby:
Tosa
dapmachbtoTikan
lOpon C.J1.,
Icnanis

KOHTPO~b cepii,
BUMYCK cepii
nikapcbKoro

3acoby:
dapmagokc
Xerickea
JlimiTeq, ManbTa

1191 Bia 09.07.2024 B npoueci BHeCeHHSA
3MiH (3MiHK | TUNY - AOMIHICTPaTMBHI 3MiHW.
3MiHa HaiMeHyBaHHs Ta/abo agpecu micus
NPOBaMKEHHA AiANbHOCTI
BMPOOHWKa/imnopTepa rotToBoro nikapcbkoro
3aco0by, BKMYa4um ginbHULI BUNYCKy cepil
abo micLe npoBedeHHS KOHTPOIHO SIKOCTI.
(BisinbHiCTb, 3a Ky BignoBigae
BUPOGHWK/IMNOPTEP, BKINOYAKUN BUMYCK
cepii) amiHa nponucy Ha3BuM Ta 3aMiHa agpecu
3aTBepakeHoro BupobHuka TOBA
PAPMACHBIOTIKAIT FOPOIN C.J1., IcnaHis
(ctano: Toea ®apmacktoTikan FOpon C.J1.,
Icnanist), BignoeiganbHOro 3a KOHTPOIb cepii,
BUMYCK cepii Nikapcbkoro 3acoby, 6e3 amMiHu
Micusi BUpOOHUUTBA. 3MiHM BHECEHI Y po3ainu
"BunpobHuk" Ta "Micue3HaxomKeHHs
BMpoGHMKa Ta horo agpeca micus
NpoBafXXeHHA QisanNbHOCTI" B iIHCTPYKLUit0 Ans
MeOMYHOro 3acTOCyBaHHS (4518 BUPOOHMKa
Tosa ®apmacebtotikan KOpon C.J1., IcnaHis) Ta
K HACMiAoK - BiANOBIAHI 3MiHW Y TEKCTi
MapKyBaHHS YMaKOBKM fikapCcbkoro 3acoby.
BBegeHHs 3MiH npoTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS. 3MiHuM | TUny -
AaMiHicTpaTVBHI 3MiHW. 3MiHa HaiMeHyBaHHSA
Ta/abo agpecu MicLsl NpoBaKEHHSI
AisnbHOCTi BUpOGHMKa/imnopTepa rotoBoro
nikapcbKoro 3acoby, BKMYa4m ginbHULI
BMNYCKy cepii abo micLe npoBeaeHHs
KOHTPOIO SIKOCTI. (QiNbHICTb, 3a Ky
BignoBigae BUpOGHMK/iMNopTep, BKIOYaym
BUWMYCK Cepill) 3MiHa Ha3BM Ta YTOYHEHHSA
appecu 3aTBEpAKEHOro BUpobHUKa
dapmagokc Xenckea Jlta., ManbTta (cTano:
dapmapgokc Xenckea Jlimitea, ManbTa),
BiA4NOBIganbHOro 3a KOHTPOIb cepii, BUMYCK
cepii nikapcbkoro 3acoby, 6e3 3miHu Micusi
BUPOBHMUTBA. 3MiHWM BHECEHI Y po3ainu
"BupobHuK" Ta "Micue3HaxomKeHHs!
BMPOGHWKa Ta oro agpeca micus
NPOBaXXEHHS OiSANbHOCTI" B IHCTPYKLitO Ans
ME[IMYHOrO 3acTOCyBaHHs (4N BUpOOHUKa
dapmagokc Xernckea Jlimiten, ManbTta) Ta gk
HacnigoK - BignoBiAHi 3MiHW Y TEKCTI
MapKyBaHHs1 yNakoBKM MikapCbKoro 3acoby.
BBeneHHs 3miH NpoTArom 6-Tu MicsuiB nicnsi
3aTBepAKeHHs. 3MiHu | Tuny - 3MiHM 3 SKOCTI.
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Ne
n/n

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

[oToBMI Nikapcbkuit 3aci6. Onuc Ta cknag,.
3miHa abo gogaBaHHSA WTaMniB, NOTOBLLEHb
abo iHWKUX MapKyBaHb, yKrtoya4um 3amiHy abo
popasaHHst hapb Ans MapkyBaHHS
nikapcbkoro 3acoby (3MiHa wramnis,
noToBLUEeHb abo iHWMX MapKyBaHb) 3MiHa
OnKCy 30BHILLIHBOrO BUMMSAAY Kancyr, a came
3MIHIOETLCA HaMUC Ha KOPMycCi Kancynu Ans
KpaLloi igeHTudikauii M13. 3MiHM BHeceHo B
po3ain "OcHOBHi (hiamko-xiMiyHi BnacTMBocTi" B
IHCTPYKLUIilO0 AN MeAWNYHOro 3aCTOCYBaHHSI
nikapcbkoro 3acoby. BBegeHHs1 3MiH NpoTsrom
6-TK MicAauiB nicnsa 3aTBepAXeHHs). Penakuis
B Hakasi - indpopmauis BiacyTHi. BipHa
penakuis - He nignsarae

56.

OEWNCI-20

Tabnetku, 0,150
mr/0,020 wmr; no 21
Tabnetui y 6nicrepi;
no 1 Gnictepy y
namiHoBaHoMy
nakeTi; no 1, 3 abo 6
namiHoBaHuXx
nakeTiB y navui 3
KapToHY

Mavinax
JlabopaTtopis
TimiTen

IHAis

MawnnaH
JlabopaTopis
Nimiten

IHgia

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3MiHn | TMny - 3MiHK Woao
Ge3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
3MiHa y KOpPOTKil XapaKTepuUCTULi Nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii aAns
MeAMNYHOrO 3aCTOCYBaHHs! Ha MiAcTaBi
perynsipHO OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3
6e3nekn 3acTocyBaHHs nikapcbKoro 3acoby B
nicnspeecTpauiHuin nepioa, abo sk
pe3ynbTar OLUiHKK 3BiTY 3 OCNIOKEHD,
npoBeAeHuX BiANoBIiAHO A0 nnaHy
nepgiaTpuyHmx gocnimkeHs (PIP) (3miHy
Y3rogXKeHo 3 KOMNETEHTHUM YNOBHOBaXXEHUM
opraHom)
3MiHu BHeceHo Ao IHCTpyKLii Ans MeanyHoro
3acTocyBaHHS Nnikapcbkoro 3acoby 4o posginis
"MpoTunokasaHHs", "B3aemopais 3 iHWMMK
nikapcbknuMu 3acobamu Ta iHWi BUuam
B3aemogin”, "OcobnmeocTi 3acTocyBaHHsA"
BiANOBIAHO A0 OHOBMEHOI iHdopMaUil Woao
6e3nekn 3acTocyBaHHs [il040i PEYOBUHW.

3a
peuenmom

He
nidnsieae

UA/20315/01/01

57.

OEMPATAN

TabneTku
KMLLKOBOPO3YMHHi NO
60 mr; no 7
Tabnetok y bnicrepi;
no 1 abo 4 Gnictepu
Y KapTOHHIlA kopobui

AT "Apaven
dapma”

Monbwa

BMPOBHMLTBO
"rpanynaty": AT
«Apamep
dapmavy,
MNonbLua;
BUPOGHULTBO
"rpanynaty": AT
«Apamep
dapman,
MonbLa;
BMPOGHMLTBO,
nepBUHHE Ta
BTOPWHHE
nakyBaHHsi,

Monbuwa

BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:
3MiHu | TUny - 3MiHM Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHwWi 3MiHW). 3miHK BHeceHo y n. 17. HLLE
TEKCTY MapKyBaHHSI BTOPUHHOI YNakoBKu
nikapcbkoro 3acoby L1040 3a3HavYeHHs
TEXHIYHMX KOAiB Ta hapmakosiB. BBegeHHs
3MiH NpoTSrom 6-Tu MicsLiB nicnsa
3aTBEpPAKEHHS

3a
peuerimom

UA/17428/01/02
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
Bunyck cepii: AT
«Apamepq
dapmay,
MNonbLa
58. | AE®EHOPM Kancynu Teepai no AT Ykpaina AT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3a UA/5505/01/01
500 wmr; no 10 "KNIBCbKNW "KNIBCbKW 3Mminn | Tuny - 3MiHKn woao peuenmom
kancyn y 6nictepi; BITAMIHHNW BITAMIHHAW 6e3nekv/edekTMBHOCTI Ta hapmakoHarnsgy
no 3 bnictepu y 3ABOO" 3ABOO" (iHLWi 3MiHW)
nauui OHOBRNEHHA TEKCTY MapKyBaHHS YNakoBOK
nikapcbKkoro 3acoby, a came: BUINy4YeHHs
iHdbopMaUlii, 3a3Ha4eHOI POCINCHKOI MOBOIO;
Ay6nioBaHHA TEKCTY MapKyBaHHSI BTOPUHHOT
YNaKoBKN aHrNiiCbKO MOBOIO; AOAABAHHSA Y
n.17. IHWE BTOpPUHHOI ynakoBku iHdopmauii
npo noroTunn 3asBHUKa. TepMiH BBEAEHHS 3MiH
npoTarom 6 Micauis nicnsa 3aTBEPLKEHHA
59. | AUMETUN®YM | kancynu TOB «TeBa Ykpaina TeBa I13painb 3MmiHu | TUny - 3miHm 3 gkocTi. FoToBUI 3a UA/20287/01/01
APAT-TEBA racTpoOpe3nNCTEHTHI YkpaiHa» dapmavesTikan nikapcbkuii 3aci6. KoHTpornb rotoBoro peyenmom
TBepai, no 120 mr no IHpacTpis JTa. nikapcbKkoro 3acoby (iHwi 3MiHM) - 3miHa y
14 kancyny 3B'A3Ky 3i 3MiHOI0 HOMEepyY BeepcCili METOAUK
dnakoHi, no 1 BMNpoOyBaHb (HOMep Bepcii 3MiHIETLCSA
hnakoHy y Kopobui Yepes BHECEHHS peAakLiHnX kopekuin 6e3
3MiH B MeTOAMKax Y1 cneumdikauii) Ta Homepy
cneumaikauii Yepes He3HayHi pegakuinHi
3MiHW.
60. | AUMETUN®YM | kancynm TOB «TeBa Ykpaina TeBa I3painb 3MmiHu | TUNY - 3miHK 3 gkocTi. FoToBUI 3a UA/20287/01/02
APAT-TEBA racTpope3nCTEeHTHI YkpaiHa» dapmavesTikan nikapcbkuii 3aci6. KoHTponb rotoBoro peuenmom
TBepai, no 240 wr, IHpacTpis NTa. nikapcbKoro 3acoby (iHwWi 3MiHN) - 3miHa y
no 60 kancyn y 3B'A3Ky 3i 3MiHOIO HOMEpY Beepciii MeToauk
donakoHi, no 1 BUNpobyBaHb (HOMep Bepcii 3MiHIETLCS
hnakoHy y Kopobui yepes BHECEHHS pefakLiHnX KopekLin 6e3
3MiH B MeTOAMKax Y1 cneumdikauii) Ta Homepy
crneunikaLii Yepes He3HaYHi pegakuinHi
3MiHW.
61. | AUPEPENIH® MOPOLLIOK MO 22,5 Mr INCEH PpaHuis Brpo6HuuTBO, LLiBenuapis/ | BHECeHHS 3MiH 4O peecTpauinHMX MaTepianis: 3a UA/9454/01/02
Ta PO3YUHHUK Anst OAPMA nepBuUHHE PpaHuisi/ 3minu | TMny - 3miln WwWoao peuenmom
cycnewsii gng nakyBaHHs, HimeuunHa 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsay
iH'eKLin 3 KOHTPOMb SKOCTI (iHWi 3MiHKM) 3MiHN BHECEHI Yy TEKCT
MPONOHroBaHNM Ta MapKyBaHHS NEPBUHHOI YNaKoBKM MikapCbKoro
BMBINbHEHHAM; 1 BUNpobyBaHHs 3acoby B n.4. «[laTa 3akiH4eHHSA TEpPMiHY
bnakoH 3 MOPOLLKOM Ha CTabinbHICTb: npvgatHocTi», N.6. «IHWE» Ta n.17. «|HWE»
y KOMNAeKTi 3 MOPOLLIOK: BTOPUHHOI YNaKOBKW.
PO34YMHHMKOM (BOAA [Hebiodapm TepmiH BBEAEHHS 3MiH - NPOTArom 6 micauiB
ONs iH 'ekuin) no 2 Picepy eHp nicnsa 3aTBepAKEHHs!
mn B amnyni Ne 1, 1 MaHydak4ypuHr
onictepom, Wwo .
MiCTUTb 1 Wnpuy, LLIseniuapis;
ans iH'ekuin Ta 2 Bupo6HMuTBO,
iH'EKLiNHI ronkn y nepBuHHE

KapTOHHiIl kopobuyi

nakyBaHHA Ta
KOHTpPOJ1b SAKOCTI:
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
PO3YMHHUK:
CEHEKCI,
dpaHuis;
3IrerPig
XAMENbH
mbX,
Himeuumnna;
BTopuHHe
nakyBaHHsi Ta
BUNYCK cepii:
INCEH ®APMA
BIOTEK,
PpaHUis
62. | AUXINOP-25 Tabnetku no 25 mr; Inka IHAisa Inka IHAisA BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3a UA/16700/01/01
no 10 TabneTtok B JTaBopaTopis JlabopaTopis 3MiHu | TMNy - 3MiHK Woao peuenmom
6nictepi, no 3 Jlimiten Jita. Ge3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
onictepu B ynakoBui BBeneHHs abo 3miHM 00 y3aranbHEHUX AaHUX
3 KapTOHY npo cucteMy chapmakoHarnsgy (BBedeHHs
y3aranbHeHVX JaHuxX Npo cuctemy
apmakoHarnsgy, 3aMiHa ynoBHOBaXXEHOT
ocobu, BianoBiganbHOI 3a 34iNCHEHHS
capmakoHarnsgy; KOHTakTHoi ocobu 3
bapmakoHarnsgy 3asiBHMKa Ans 30iNCHEHHS
bapmakoHarnagy B YkpaiHi, AKLO BOHa
BigMiHHa Big yNOBHOBaXXeHOI ocobu,
BiANOBIgANbHOI 3a 3AiNCHEHHS
hapmakoHarnsigy (BKoYaryy KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilleHHi MacTep-darina
cuctemu chapmakoHarnsagy) 3MiHa KOHTaKTHOT
ocobu 3aaBHMKa, BianoBiganbHoI 3a
bapmakoHarnsg B YKpaiHi.
[itova pepakuis: TxagaHi Janiens.
MponoHoBaHa pepakuis: CapaniHa Onbra
IBaHiBHa.
3MiHa KOHTaKTHWX AAHUX KOHTaKTHOI 0cobun
3asiBHMKA, BignosiganbHoi 3a dhapMakoHarnsag
B YKpaiHi.
63. | AIA®NY kancynu no 50 wmr, M. Biotek Iltg Benuka CTPAMC IHAisA BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3a He UA/12182/01/01
no 10 kancyny BpuTaHis SAPMA 3minu | TMny - 3miln WwWoao peuenmom nionsizae
6nicTepi; no 1 CAVIEHC 6e3nekn/ehekTMBHOCTI Ta dhapmakoHarnsgy.
6nictepy B nauyuj 3 NIMITEQ 3MiHa y KOpOTKili XapakTepucTuL, NnikapcbKoro

KapToHy

3acoly, TeKCTi MapKyBaHHS Ta iHCTpYyKLUii Ansi

MEAMNYHOrO 3aCTOCYBaHHsI Ha MiAcTaBi
perynsipHo OHOBIOBAHOTO 3BiTYy 3 6e3neku

nikapcbkoro 3acoby, abo gocnimxeHs 3

6e3nekn 3acTocyBaHHs nikapcbkoro 3acoby B

nicnapeecTpauiiHui nepioa, abo sk
pes3ynbTarT OUiHKK 3BiTY 3 OCNIAKEHb,
NpoBeAeHWX BiANoBiAHO A0 nnaHy

nepiaTpuyHux gocnimpkers (PIP) (3miHy

Y3TOPKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
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Ne
n/n

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

opraHom)
3MiHu BHeCeHO A0 IHCTPYKLii ANa MeanyHoro
3acToCcyBaHHsI Nikapcbkoro 3acoby Ao po3sainy
"3acTocyBaHHs y nepiog BariTHOCTi abo
rogyBaHHs rpyaar” BianoBigHO 40 OHOBMEHO!
iHdopMauii woao 6e3nekn 3acTocyBaHHSA
Lit0Y0i pe4yOBUHW.

64.

aOIA®NY

kancynu no 100 wr,
no 10 kancyny
6nictepi; no 1
6nictepy B nayui 3
KapToHY

M. BioTek JlITg

Benwuka
BpuTtaHia

CTPAMLC
®APMA
CAMEHC
NIMITER

IHaisa

BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis:
3MiHn | TMNy - 3MiHK Woao
6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLi nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYyKUii aAns
MeAMYHOro 3aCTOCYBaHHsI Ha MiAcTaBi
perynsipHo OHOBIIOBAHOTO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigxeHs 3
6e3nekn 3acTocyBaHHs nikapcbKoro 3acoby B
nicnspeecTpauinHni nepioa, abo sk
pe3ynbTaT OUiHKK 3BiTY 3 AOCHIOKEHD,
npoBefeHnx BigNOBIAHO 4O NnaHy
nepiaTpuyHmx gocnimkers (PIP) (3miHy
Y3rO[KEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom)
3MiHu BHeCceHo A0 IHCTPyKLii ANs MeanyHoro
3acToCyBaHHs1 Nikapcbkoro 3acoby Ao po3aainy
"3acTocyBaHHs y nepiod BariTHOCTi abo
rogyBaHHs rpyaar” BignoBigHO 10 OHOBMEHOI
iHdpopmaUlii Wwopao 6e3neku 3acTocyBaHHS
L0401 pevyoBUHN.

3a
peuerimom

He
nidnsieae

UA/12183/01/01

65.

OIAGNTY

kancynu no 150 mr
no 1 kancyniy
onictepi; no 1
Onictepy B nauyui 3
KapToHY

M. BioTek ITg

Benuka
BpuTaHis

CTPAMLC
®APMA
CAMEHC
NIMITEL

IHAisa

BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:
3minu | TMny - 3miln WwWoao
6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
3MiHa y KOpOTKili XapakTepucTuL, NnikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKLUii Ansi
MeAMNYHOrO 3aCTOCYBaHHsI Ha MiAcTaBi
perynsipHo OHOBIIOBAHOTO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigkeHb 3
6e3nekn 3acTocyBaHHs nikapcbkoro 3acoby B
nicnspeecTpauinHunii nepioa, abo sk
pes3ynbTar OLUiHKM 3BiTY 3 OCNIOKEHb,
NpoBeAeHWX BiANoBIAHO A0 NnaHy
nepiaTpuyHmx gocnimkenrs (PIP) (3miHy
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
OopraHom)
3MiHM BHeceHOo [0 [HCTpykKLii ons MeguyHoro
3aCTOCyBaHHs1 Nikapcbkoro 3acoby Ao po3ainy
"8acTocyBaHHs1 y nepio BariTHocTi abo
rogyBaHHs rpyaar” BignoBigHO 40 OHOBMEHOI
iHdpopmaLii Wwoao 6e3neku 3acTocyBaHHS
[it0Y0i pevyoBUHN.

be3
peuenma

He
nidnsieae

UA/12183/01/02

66.

OONOKCEH

TabneTkn, BKpUTI
NniBKOBOO

€Bpo
JTandpkep

IHAis

IHooko Pemepic
Nimiten, IHais;

IHaia

BHECEHHS 3MiH IO peecTpauiiHiX maTtepianis:
3MiHu | Tuny - 3MiHK Wwoao

3a
peuernmom

UA/8051/01/01
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Ne
n/n

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHs1

Homep

peecmpayiliHo2o

noceio4yeHHs1

obornoHkoto; no 10
TabneTok y 6nicTepi;
no 2 abo 10
GnictepiB y
KapTOHHiN kopobui

MpamsiT
Nimiteq

[anda
JlabopaTopis
Ita. HOHiT 1,

IHAisa

6e3nekn/echekTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW).. OHOBNEHHSI TEKCTY MapKyBaHHSA
NEepPBUHHOI Ta BTOPUHHOI YNakoBOK
nikapcbkoro 3acoby, a came: ONOBHEHHS
po3ainis "TepmiH npuagaTHocTi", "OaTta
3akiHYeHHs TepMiHy npuaaTtHocTi”, "Homep
cepii”, "Homep peecTpauiiHoro noceig4yeHHs"
iHdpopmalLlieto Npo HaHECEHHS NePeMiHHMX
[aHUX; BHECEHHS iHhopMaUii Wwoao norotuny
3asiBHMKA, BUPOOHMKA Ta KOHKPETU3aLis iHLWOi
TEXHIYHOI iHdOpMaLii; BHECEHHS HE3HAYHMX
penakuinHMX NpaBoK NO TEKCTY.
TepmiH BBEAEHHA 3MiH - NPOTArom 6 micauis
nicns 3aTBepAXKEHHS.

67.

gop3onTt
nntoc

Kpansi OYHi, PO34uH;
no 5 mn y donakoHi-
KpanenbHuUUi Ta
KapTOHHIN navui

EnEnCi
Pomdapm
KomnaHi
Ibxopoxns

Ipysia

K.T. Pomcapm

Komnani C.P.J1.

PyMyHis

BHECEHHS 3MiH O peecTpaLiiHux maTepianis:
3MiHn | TMny - 3miHn 3 skocTi. CepTudikat
BignosigHocTi/E-cepTudikaT BiANoBigHOCTI
€BponeWcbkin dhapmakonei/MoHorpadii.
MogaHHsa HoBoro abo oHoBREHOro
cepTuddikarta BignoBigHOCTi abo BUIyYEHHSsI
cepTudikaTta BignoBigHOCTI €Bponenchkii
dapmakonei: gna Adl; ons BuxigHoro
matepiany/peareHTy/npOMiKHOTO MPOAYKTY,
LLIO BUKOPUCTOBYIOTbCS Y BUPOBHMUTBI AdI;
ONs LOMOMIXKHOI pevyoBUHM (cepTudikat
BiZNOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBneHun cepTudikaT Big yxe
3aTBEpKEHOr0 BUpOOHUKa MNogaHHst
OHOBIEHOro cepTudikaTa BignNoOBIAHOCTI
€Bponelicbkint papmakonei CEP 2011-015 -
Rev 01 (3aTBepmxeHo: R1-CEP 2011-015 -
Rev 00) ansa A®l Dorzolamide hydrochloride
Bif BXe 3aTBepaeHoro Bupo6Huka INDOCO
REMEDIES LIMITED, India Ta, sik Hacnigokx,
Ha [oAaToK [0 3aTBEPMKEHOro BUpObHUKa
NPOMIXKHOro NPOAYKTY Ans BUpobHuuTea AdI
popsonamigy rigpoxnopuay Indoco Remedies
Limited, India BBOOUTbCSt HOBUIA BUPOBOHMK
npomixxHoro npogykty TESLA CHEMICALS
PRIVATE LIMITED, India.

3a
peuerimom

UA/17872/01/01

68.

AOOP30NTUK
KOMBI EKO

Kpanni O4Hi, po34nH
20 mr/mn + 5 mr/mn
no 5 mn npenapaty
y donakoHi-
KpanensHuui; no 1
abo 3 pnakoHu B
KapTOHHiIl kopobui

dPapmaueBTUy
HWIA 3aBoa
“MONb®APM
A’ C.A.

Monbwa

Pacapm C.A.

Mpeuis

BHECEHHS 3MiH IO peecTpauiiHix maTepianis:
3MiHu | Tuny - 3MiHn 3 sikocTi. oToBUMI
nikapcbkuii 3aci6. 3mMiHW y BUPOBHULTBI.
3amiHa abo BBeAeHHS1 404aTKOBOI AiNbHULI
BMPOOHMLTBA NS YacTUHM abo BCbOro
BMPOOHWYOro npoLecy rotToBoro Nikapcbkoro
3acoby (AinbHMUSA, Ha siKin npoBoasTbCA Byab-
sIKi BUpOOHWYI cTagii, 38 BUHATKOM BUMYCKY
cepii, KOHTPONtO AKOCTi Ta BTOPUHHOIO
nakyBaHHs ANsi CTEPUNBHUX NMiKapCbKUX
3acobiB (BKMYa4M BUpobneHi acenTu4HNM

3a
peuerimom

He
nidnsieae

UA/18413/01/01




38 [TponoBkeHHs noaaTKa 3
Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
MEeTOLOM), KpiM NikapcbkMx 3acobiB

6ionoriYHOro/iMyHONOrYHOTO MOXOAXEHHS)
3aMiHa AinbHuui BUpo6HuuTea ans 113 3
BapLuaBcbkuin hapmaueBTUYHUIA 3aBO4
Monbda AT, MNonbwa Ha Pacdapm C.A.,
[peuis. NepBYHHE NakyBaHHs BiabyBaeTbCsA
6e3nocepefHbO Nig Yac BUpobHMLTBA. 3amiHa
AinbHWUi BUpobHuuTea ans 13, BeeaeHHs
3MiH NpoTsArom 6-Tu MicsuiB nicns
3aTBepMKEHHs. 3MiHK | TUny - 3MiHM 3 SKOCTI.
['oTOBWI NiKapCbkWii 3aci6. 3miHn y
BUPOGHMLTBI. 3aMiHa abo BBeAEHHSI
[0AaTKOBOI AinbHULI BUpOBHULTBA 4Ns
YacTuHU abo BCbOro BUPOBHUYOro npoLecy
roTOBOrO fikapcbKoro 3acoby (AinbHuus ans
BTOPUHHOIO NaKyBaHHS) 3aMiHa OinbHUL
BTOPWHHOIO nakyBaHHs ans M3 3
BapLuaBcbkuin hapmaueBTUYHWUIA 3aBO4,
Monbda AT, MNonblwa Ha Padapm C.A.,
[peuis. BBeaeHHst 3mMiH NpoTaromM 6-tu micauis
nicnsa 3aTBepAXeHHs. 3MiHn | Tuny - 3MiHK 3
siKkocTi. [oToBUI Nikapcbkui 3aci6. 3miHn y
BMPOBHMUTBI. 3MiHa immopTepa/amiHu, LWwo
CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOSIHO SAKOCTI
roToBOroO Jlikapcbkoro 3acoby (3amiHa abo
[oaaBaHHA BUpOOHMKa, Lo BiANOBiAae 3a
BBE3EHHS Ta/abo BuNyck cepii) - Bknoyatoun
KOHTpOnb/BMNpobyBaHHs cepii. 3amiHa
BUpPOOHMKa, LLO BiANOBIAAE 3a BUMYCK cepii,
BKITO4aK04M KOHTporb cepii ansi M3 3
Bapluascbkuii hapMaLleBTUYHUI 3aBOS,
Monbda AT, MNonblwa Ha Pacdapm C.A.,
peuis. 3miHM BHeceHo B po3ainu "BupobHuK"
Ta "MicuesHaxomkeHHs BUpobHuka Ta agpeca
MiCList NPOBaOKEHHS MOro JisnbHocTi" B
IHCTPYKLUIilO Ans MeAMYHOro 3aCTOCYBaHHSI
nikapcbkoro 3acoby y 3B's3Ky 3 3aMiHO
BMpobHMKa, BiANOBIAANbLHOrO 3a BUMYCK cepii,
Ta sIK HacNigokK - BiANOBIAHI 3MiHW y TEKCTi
MapKyBaHHs1 yNakoBKM MikapCbKoro 3acoby.
BBeneHHs 3miH npoTArom 6-Tu MicsuiB nicnsi
3aTBepAKEHHS. 3MiHN | TMny - 3MiHM 3 AKOCTI.
[oToBWI Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa po3mipy cepii
(BKrTtoYaro4mM gianasoH po3Mipy cepii) roToBoro
nikapcbkoro 3acoby (36inbweHHs go 10 pasis
NOPIBHSAHO i3 3aTBEPAXXEHNM PO3MIpOM).
3areepaxeHo: 100 | (20 000 containers)
3anponoHoBaHo: 250 | (50 000 containers).
3miHu | TUNYy - 3miHK 3 gkocTi. FoToBUIA

nikapcbkuii 3aci6. 3MiHu y BUpOBHMUTBI. 3MiHK




39 [TponoBkeHHs noaaTKa 3
Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
y npoueci BUpOGHULITBA FOTOBOrO fiKapCbKoro
3acoby, BKMYaYM NPOMKHUA NPOAYKT, L0

nikapcbkuii 3aci6. 3MiHW y BUPOBHMLTBI. 3MiHM

(,qO,anaHHﬂ HOBOro metoay BI/II'IpOGyBaHHFl Ta

MeToAy Ta AOMYCTUMMX MEX BCTaHOBIEHUX Y
cneundikauisx, nig yac BupobHuuTtea 13, a

3aCTOCOBYETLCS NPV BUPOOHULITBI rOTOBOrO
nikapcbkoro 3acoby (He3HayHa 3MiHa y
npoueci BUpobHMLUTBa). 3MiHW Y BUPOBHWUYOMY
npoueci NoB's3aHi 3 aganTauieto
3apeecTpoBaHOro BUMpobH1Yoro npoecy Bif
nitoyoi BUpoBHUYOI AinbHULi Bapluascbkuii
bapmaneBTnyHU 3aBog MNonbda AT,
MonbLa Ao NPONOHOBaHOT BUPOBHNYOT
ainbHuui Padpapm C.A. Ta agantauieto
TexXHOomnoriyHoro obnagHaHHsA Ao 36inbLeHoro
po3mipy cepii. HeaHayHi 3mMiHM B onuci
BUPOBHMYOrO MpoLiecy CTOCYHOTbCS: -
apanTauii obnagHaHHS 4o BUPOGHMYOro
npouecy Ta o 36inbLweHoro po3mipy cepii, -
OonTUMI3aLis NpoLecy NPUroTyBaHHSA PO3YUHY
rigpokcieTunuentonosu (aani HEC), B
pesynbTarti Yoro 3anpornoHoBaHo 15%
Hagnuwok HEC onsa noBHOro giana3oHy
cneundikadii ana HEC, - aganTauis
napameTpiB NpuroTyBaHHs bulk po3unHy go
obnagHaHHA Ta Ao 36inbLUeHOro po3mipy cepii
(4ac nepemilyBaHHsa Ta TemnepaTtypa
npurotyBaHHs HEC, TemnepaTtypa
oxonoaxeHHs nicnsa ctepunisauii HEC, yac
3MiLLYBaHHS KIHLLEBOrO PO34MHY); - YTOYHEHHS!
yacy i Temnepartypuv nNpoLecy po34YMHEHHS
iHLUMX KOMMOHEHTIB, - KOPUIYBaHHSA Yacy
BUTPUMKM (He Binblue 36 roguH), - ToYHiwe
BMU3HaAYEHHS TeMMNepaTypu 3MiLLyBaHHS
KiHLIEBOrO pO34MHy, - BU3HAYEHHS 3aranbHOro
Yacy HanoBHEHHSs hriakoHiB, - onnc
BUPOGHMYOro NpoLecy afanToBaHo i
peTtanisoBaHo. BHeceHi 3miHn go
NPONOHOBAHOIo BMPOBGHNYOro npoLecy
BBaXaloTbCs HE3HAYHUMMU, OCKINbKU BOHU
CMPSAMOBaHi BUKITIOYHO HAa BMPOBAAXKEHHSI
BUPOBHMYOro NpoLiecy Ha HOBIV OiNbHUL.
3MmiHu | TUNY - 3miHK 3 sikocTi. FoToBUIA

BMNpobyBaHb abo AOMYCTUMUX MEX,
BCTaHOBMEHWX Y creumdikauisx, nig yac
BUPOOHMLTBA FOTOBOIO NiKapCbKOro 3acody

oonyctmuMmnx Me)K). [onoBHEHHS HOBOrO

came nokasHuka Tuck inbTpauii Ha eTani

MpuroTyBaHHs po3uuHy |l, (BoAHWMI po3yunH),
1110 06r'pyHTOBaAHO NOCWUMIEHHAM KOHTPOJSTHO




40 [TponoBkeHHs noaaTKa 3
Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
BUPOBHMYOro NpoLiecy Ha HOBIW AinbHULI Ta
obnagHaHHi. 3MiHu | TUny - 3MiHK 3 SIKOCTi.

["oToBMI nikapcbkuit 3aci6. 3miHK y
BUPOOBHMLTBI. 3MiHM BUNpoGyBaHb abo
OOMNYCTUMUX MEX, BCTAHOBIEHUX Y
crneumgikalisx, nig yac BUpobHMLTBA
roToBOro nikapcbkoro 3acoby (4oaaBaHHs
HOBOro MeToAy BUNpobyBaHHS Ta AOMYCTUMMX
Mex). [lonoBHeHHS HOBOro MeToay Ta
OOMNYCTUMUX MEX BCTAHOBIEHUX Y
cneumdikauisx, nia yac BupobHuutea M3, a
came nokasHuka Yac cinbTpauii Ha eTani
MpuroTyBaHHS po3udunHy I, (BogHWI pO3UmH),
LLIO OBI'PYHTOBAHO NMOCUMNEHHAM KOHTPOIO
BUPOBHMYOro NpoLecy Ha HOBIl AinbHULI Ta
obnagHaHHi. HoBui nokasHuK nigTBepaxeHo
nig, Yac NnpoBeAeHHs Banigauii TEXHONOriYHOro
npouecy. 3MiHu | Tuny - 3miHn 3 AIKOCTiI.
["oToBMI nikapcbkmit 3acib. Onuc Ta cknag,.
3miHa y cknagi (BONOMiIXKHMX pe4YoBUHAX)
roTOBOrO JlikapcbKoro 3acoby (iHLi AONOMiXKHI
pPeyoBUHM) - 3amiHa OAHIET JOMOMDDKHOI
PEYOBUHM Ha iHLY 3 TUMW CaMUMM
PyHKLIOHaNbHUMM XapakTepucTukamm Ta Ha
TOMY CaMOMy piBHi. 3amMiHa OZHi€l 4OMNOMIKHOT
PEYOBUHM — BOOW OYUMLLEHOI Ha iHWY — BOAU
ans iH'ekuin 3 TMMM camumm
(PyHKLIOHaNbHUMM XapakTepucTukamm Ta Ha
TOMY CaMoMy PiBHi. 3MiHWM BHECEHO B PO3Ain
"Cknag" (BONOMiXKHI PEYOBUHM) B IHCTPYKLIO
Anst MEQUYHOTO 3aCTOCYBaHHS Ta sk Hacnigok
- y TEKCT MapKyBaHHS1 YNaKOBKW MiKapCbKoro
3acoby. BBegeHHst 3MiH npoTsirom 6-Tu micsauis
nicnsi 3aTBepaXeHHs. 3MiHu | Tuny - 3MiHn 3
sikocTi. [oTOBMI Nikapcbkui 3aci6. KoHTponb
[OMOMiIXKHMX PeYOBUH. 3MiHa NnapameTpis
cneuudikauin Ta/abo gonycTummnx Mex ansi
[OMOMIXKHOI pe4OBUHU (BUINYYEHHS 3i
crneundikaLii He3Ha4YHOro NoKasHKKa
(Hanpvknag 3acTapinoro nokasHukay)).
BunyueHHs 3i cneundikauii 4na onoMikHOT
pevyoBUHY (rigpokcieTunuentonosn)
He3Ha4HOro nokasHuka, a came 3 NokasHuka
Mikpob6ionoriyHa YMcToTa BUAANsaThCs
nokasHukn CtadinoKok i TonepaHTHI [0 XOoBYi
rpamHeraTuBHi 6akTepii BignosigHo Ao YMHHOI
pepakuii EP 2.6.13 kOHTpOnb NOoKa3HWKIB
Cradinokok i TonepaHTHUX A0 XOBui
rpamHeraTuBHUX BakTepii He BUMaraeTbCs.
3MiHn | TMny - 3MiHK Woao

0e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
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Ne
n/n

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHs1

Homep

peecmpayiliHo2o

noceio4yeHHs1

(iHWi 3MiHK). 3MiHN BHECEHO Y TEKCT
MapKyBaHHSI BTOPMHHOI YNaKOBKW flikapCbKOro
3acoby (n.17). BBegeHHs 3MiH NpoTarom 6-tu

MicsiLiB nicnsi 3aTBepKEHHS. 3MiHu | Tuny -
3MiHu 3 sKoCTi. FOTOBMIA nikapcbkuii 3acib.
CT1abinbHicTb. 3MiHa y TepMiHax NpuaaTHOCTI
abo ymoBax 36epiraHHs roTOBOrO fikapCbKoro
3acoby (iHwi 3miHK). 3MiHM 4O yMOB
36epiraHHs 113, a came nicns BigkpuTTa J13,
(3aTBEPKEHO: TEPMIH NPMAATHOCTI Nicns
BigKkpuTTS -90 AHIB, 3aNPONOHOBaHO: TEPMiH
npugaTHocTi nicna BigkpuTTa - 90 AHIB Npun
Temnepatypi He BuLe 250 C). 3miHM BHeceHi B
po3gin "YmoBu 36epiraHHs" B IHCTPYKLUit0 Ans
MeAMYHOro 3aCTOCyBaHHsI NikapCcbKoro 3acoby,
K HACMiAoK - BiANOBIAHI 3MiHW Y TEKCTi
MapKyBaHHS YMaKOBKM fikapCbKoro 3acoby.
BBegeHHst 3MiH NpoTArom 6-tn micauis nicna
3aTBepMKeHHs. 3MiHK | Tuny - 3MiHM 3 SKOCTI.
[oToBWI Nikapcbkui 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
crneundikauin Ta/abo gonycTUMmMX Mex
rOTOBOrO fikapCbKoro 3acoby (iHLui 3MiHu).
3MiHn mex ans n. OcMonanbHICTb BiANOBIAHO
[0 opuriHanbHUX JOKYMEHTIB peecTpauiiHoro
pocbe Ta pedepeHTHoro npoaykty COSOPT
® kpanni o4Hi, 3aTBepmxeHo: OcMoNANbHICTb
240-320 mOcm/kr,3anpornoHoBaHo:
OcmonsanbHicTb 242-320 mOcm/kr

69.

OYCTAPIH®

kancynu m'ski no 0,5
mr; no 10 kancyny
6nictepi; no 3
Gnictepu y navui

AT
"KUIBCBKUI
BITAMIHHAW

3ABOO"

YkpaiHa

AT
"KNIBCbKUI
BITAMIHHAN

3ABO[O",
Ykpaina,
(BUpOOHMLTBO 3
npoaykuii in bulk
"I'AN CA",
Ipeuis)

YkpaiHa

BHECEHHS 3MiH 0 peecTpauinHux maTtepianis:
3minu | TMny - 3miln WwWoao
6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnsgy
(iHLWi 3MiHW).

OHOBRNEHHA TEKCTY MapKyBaHHS YNakoBOK
nikapcbKoro 3acoby, a came: BUINy4eHHs
iHdbopMalLlii, 3a3Ha4YeHOoI POCINCHKOI MOBOIO;
Ay6nioBaHHA TEKCTY MapKyBaHHSi BTOPUHHOT
YMaKOBKMN aHIMIiNCbKOI0 MOBOI; [OAABAHHS Y
n.17. IHWE BTOpWHHOI ynakoBku iHdopmaLlii
npo noroTun 3asiBHMKa. TepMiH BBEAEHHS 3MiH
- NPOTAroM 6 MiCALIB MiCns 3aTBEPKEHHS.

3a
peuerimom

UA/18478/01/01

70.

OYCTAPIH®

kancynu m'saki no 0,5
mr in bulk: no 10
kancyn y 6nicrepi;
no 320 a6o no 1040,
abo no 1120
GnicTtepiB y kopobui

AT

"KUIBCHKNN

BITAMIHHUM
3ABOJ"

YkpaiHa

FAM CA

peuis

BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis:
3minu | TMny - 3miln WwWoao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHWM) BunyyeHHs 3 TEKCTY MapKyBaHHS!
NepBUHHOrO NakyBaHHSs iHopMauii
POCIiCbKOK MOBOK. TepMiH BBEAEHHS 3MiH -
nNpoTArom 6 MicsAUiB Nicns 3aTBEpPMKEHHS.

UA/18477/01/01

71.

EBKACIMPEU

crpen HasanbHU
1,0 mr/mn; no 10 mn
Y KOHTeNHepi 3

CninbHe
YKpaiHCbKO-
icnaHcbke

YkpaiHa

CninbHe
YKPaiHCbKO-
icnaHcbke

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis:
3miHu | Trny - 3miHm 3 akocTi. CepTudikat
BignoBigHocTi/lE-cepTudikat BigNoBigHOCTI

6e3
peuyenma

UA/17018/01/01




42 [IponoBkeHHs 1oaarka 3
Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
npo6koto- nignprueMcTBO nignpYeMCTBO €BponeWcbkin dhapmakonei/MoHorpadii.
po3nusoBaYvem i "Cnepko "Cnepko MopaHHa HoBoro abo oHoBREHOro
KPULLIKOIO 3 YkpaiHa" YkpaiHa" cepTuddikaTta BignoBigHOCTi abo BMNyYEHHSsI

KOHTpOreM nepLuoro
BigKpuTTA, No 1
KOHTENHepY y navui
3 KapTOHYy

cepTuddikaTta BignoBigHOCTI €Bponenchkiin
dapmakonei: gna ADI; onsa BUXigHoro
maTepiany/peareHTy/npoOMiXKHOTO MPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOBHMUTBI AdI;
Ans AOMOMDKHOI peyvoBuHM (cepTudikaT
BiZNOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBneHur ceptudikat Big yxe
3aTBEPKEHOTrO BUPOBHMKA, NOAaHHS
OHOBJEHOro cepTudpikaty BiaANoOBIAHOCTI
€Bponeicbkin dapmakonei R1-CEP 2017-
054-Rev 00 Big 3aTBEPAKEHOrO BUPOOHMKa
Predsiebiorstwo Innowacyjno-Wdrozeniowe
IPOCHEM Sp. Z o. 0., Poland gito4oi
PEYOBMHM KCMNIOMETAa30MiHy Mapoxnopua B
3B’A3Ky 3i 3MiHOI Ha3BW BUPOGHMKa
(3aTBepmkeHo: RO-CEP 2017-054-Rev 00
Predsiebiorstwo Innowacyjno-Wdrozeniowe
IPOCHEM Sp. Z 0. 0., Poland;
3anponoHoBaHo: R1-CEP 2017-054-Rev 00
WARSZAWSKIE ZAKLADY
FARMACEUTYCZNE POLFA S.A. IPOCHEM
BRANCH, Poland).
3miHu | Trny - 3minm 3 akocTi. CepTudikat
BignoBigHocTi/'E-cepTudikat BignoBigHOCTi
€Bponelicbkint hapmakonei/MoHorpadii.
MoaaHHsa HoBoro abo oHoBNEHOro
cepTudcikaTa BignosigHOCTi abo BUNyYEHHSI
cepTudcpikaTa BignosigHoCTi €Bponenchkin
dapmakonei: gna ADI; onsa BUXigHoro
maTepiany/peareHTy/npoOMiXKHOTO MPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
Ans AOMOMDKHOI peqoBuHM (cepTudikaT
BiZNOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBneHun ceptudikaT Big yxe
3aTBEPAKEHOr0 BUPOBOHUMKa, NoAaHHS
OHOBIEeHOro cepTudikaTty BiANOBIQHOCTI
€sponevicbkinn dpapmakonei CEP 2017-054-
Rev 01 Big 3aTBEpOXEHOro BUPOGHMKa
WARSZAWSKIE ZAKLADY
FARMACEUTYCZNE POLFA S.A. IPOCHEM
BRANCH, Poland gjto4oi pe4oBuHu
KCUIIOMETa30miHy rigpoxnopua B 3B’A3Ky 3i
3MiHO Ha3BW BUPOGHMKa (3aTBepaxkeHo: R1-
CEP 2017-054-Rev 00 WARSZAWSKIE
ZAKLADY FARMACEUTYCZNE POLFA S.A.

IPOCHEM BRANCH, Poland; 3anponoHoBaHo:

CEP 2017-054-Rev 01 ZAKLADY
FARMACEUTYCZNE POLFA S.A., Poland).
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
72. | EBKACIMPEU crnper HasanbHWUi, CninbHe YkpaiHa CninbHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLinHMX maTepianis: 6e3 UA/18958/01/01
TYPBO pososaHun 1,0 YKpaiHCbKO- YKPaiHCbKO- 3miHn | Tuny - 3minm 3 AkocTi. CepTudikat peuenma
mr/mn, no 10 mny icnaHcbke icnaHcbke BignosigHocTi/ME-cepTudikaT BigNOBIgHOCTI
nonieTuneHoBomy nignprMeMcTBO nignpYeMCTBO €BponeWcbkin dhapmakonei/MoHorpadii.
KOHTEVHepi 3 "Cnepko "Cnepko MopaHHa HoBoro abo oHoBREHOro
Hacocom 3 YkpaiHa" YkpaiHa" cepTuddikata BignoBigHOCTi abo BMUNyYEHHSsI

posnunioBayem y
navui 3 KapToHy

cepTuddikaTta BignoBigHOCTI €Bponenchkiin
dapmakonei: gna ADI; onsa BUXigHoro
maTepiany/peareHTy/npoMiXKHOTO MPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOBHMUTBI AdI;
Ans AOMOMDKHOI peqoBuHK (cepTudikaT
BiNoBigHOCTI €Bponeichkin dapmakonei) -
OHoBneHui ceptudikat Big yxe
3aTBEPAKEHOr0 BUPOBHUKA, NoAaHHS
OHOBJEHOroO cepTudpikaty BiANoOBIAHOCTI
€Bponecbkin dapmakonei R1-CEP 2017-
054-Rev 00 Big 3aTBEpAKEHOrO BUPOOHMKa
Predsiebiorstwo Innowacyjno-Wdrozeniowe
IPOCHEM Sp. Z o. 0., Poland gitoyoi
PEYOBMHM KCMIIOMETA30MiHy riapoXnopua B
3B’A3Ky 3i 3MiHOI Ha3BW BUPOOGHMKa
(3aTBepmkeHo: RO-CEP 2017-054-Rev 00
Predsiebiorstwo Innowacyjno-Wdrozeniowe
IPOCHEM Sp. Z 0. 0., Poland;
3anponoHoBaHo: R1-CEP 2017-054-Rev 00
WARSZAWSKIE ZAKLADY
FARMACEUTYCZNE POLFA S.A. IPOCHEM
BRANCH, Poland).
3miHu | Trny - 3minm 3 akocTi. CepTudikat
BignoBigHocTi/'E-cepTudikat BignoBigHOCTi
€Bponelicbkint hapmakonei/MoHorpadii.
MoaaHHsa HoBoro abo oHoBREHOro
cepTudcikaTa BignoBigHOCTi abo BUNyYEHHSI
cepTudpikaTa BignosigHoCTi €Bponenchkin
dapmakonei: gna ADI; onsa BUxigHoro
matepiany/peareHTy/npoOMiKHOTO MPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
Ans AOMOMDKHOI peyqoBuHM (cepTuddikaT
BiZNOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBneHun cepTudikaT Big yxe
3aTBEpKEHOro BUpOBHUKa, NoaaHHs
OHOBIEeHOro cepTudikaTty BiANOBIQHOCTI
€sponevicbkinn dpapmakonei CEP 2017-054-
Rev 01 Big 3aTBEpOXEeHOro BUPOGHMKa
WARSZAWSKIE ZAKLADY
FARMACEUTYCZNE POLFA S.A. IPOCHEM
BRANCH, Poland gjto4oi pe4oBuHM
KCUIIOMETa30miHy rigpoxnopua B 3B’A3Ky 3i
3MiHO Ha3BW BUPOGHMKa (3aTBepaxkeHo: R1-
CEP 2017-054-Rev 00 WARSZAWSKIE
ZAKLADY FARMACEUTYCZNE POLFA S.A.
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Ne
n/n

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK
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3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
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aHHs1

Homep

peecmpayiliHo2o

noceio4yeHHs1

IPOCHEM BRANCH, Poland; 3anponoHoBaHo:
CEP 2017-054-Rev 01 ZAKLADY
FARMACEUTYCZNE POLFA S.A., Poland).

73.

E3OJIOHI®

NOPOLLOK AN
PO34MHy Ans iH eKuin
abo iHdysin no 40
mr; 1 abo 10
nakoHiB 3
MOPOLLIKOM y nayui

OPFAHOCVH
NAVGCAEHC
U3 (E® 3ET 1)

OAE

BMPOBHMLTBO 3a
MOBHUM LIMKITOM:

Codhapimekc —
IHgycTpia Kimika
e
dapmachbioTika,
C.A.

MopTyranis

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:
3MiHW | TUny - AQMIHICTPaTUBHI 3MiHW.
BunyuyeHHs BUPOGHMYOI AinbHWL (BKIOYaoum
ainbHuUi anst A®I, npomixkHoro npoaykty abo
roTOBOrO MikapcbKoro 3acoby, AinbHULi ans
npoBefeHHs NakyBaHHSsI, BUPOOHNKa,
BiANoOBiganNbHOro 3a BUNYCK cepin, MicLe
NpoBEAEHHS KOHTPOIO cepii) abo
nocravanbHuKa BUXigHOro Martepiany,
peareHTy abo 4ONOMIXKHOI Pe4OoBMHN (SKLLO
3a3HaYeHo y AOCLE) BUMYYEHHSA BUPOOHMYOT
OiNbHULI Hepo3dacoBaHOro NPOAYKTY Ta
nepeuHHOro nakysaHHsa JEBA Xonginr En.
Ec., TypeyunHa (Deva Holding A.S., Turkey).
3anuwaeTbes 3aTBEPAXEHUA BUPOOHUK
Codbapimekc-lHgycTpia Kimika e
PapmacbtoTika, C.A,, MNopTyranis.

3a
peuenmom

UA/17087/01/01

74.

ECTA3IN

TabneTkn, BKpUTI
NniBKOBOO
obornoHkoto, no 10
mr, no 10 TabneTok
y 6nictepi, no 3 abo
6 bnicTepiB y
KapTOHHIN ynakoBLi

Makneoac
dapmMacboTUK
anc Jlimiteg

IHAis

Makneoac
dapmacbioTmkan
c Jlimiteq

IHgia

BHECEHHS 3MiH O peecTpaLinHUX maTepianis:
yTO4YHeHHA B Haka3si MO3 Ykpainun Ne 1191
BiA 09.07.2024 ctaTycy peknamyBaHHA B
npoueci BHecCeHHs 3MiH (3MiHu | Tuny -
3MiHn woao 6e3nekn/eddeKTUBHOCTI Ta
dapmakoHarnagy. 3miHa y KopoTKii
XapakTepucTuLi Nnikapcbkoro 3acoby, TEKCTi
MapKyBaHHsI Ta iHCTPYKLiT A4nA Mean4Horo
3acToCyBaHHS Ha MiAcTaBi perynspHo
OHOBINIOBAHOIO 3BiTY 3 6e3neku nikapcbKoro
3acoby, abo gocnigxeHb 3 6e3nekn
3acTocyBaHHS NnikapcbKoro 3acoby B
nicnsipeecTpadinHuii nepioa, abo sk
pes3ynbTar OLUiHKM 3BiTY 3 OCNIOKEHb,
NpOBEAEHNX BiANOBIAHO 4O NnaHy
nepgiaTpuyHmx gocnimkeHs (PIP) (3miHy
Y3roAXXeHO 3 KOMMNETEHTHWUM YNOBHOBaXXEHUM
opraHom) 3miHV BHECEHO [0 iHCTPYKLiT Ans
MeANYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby
y po3ginu "OcobnuneocTi 3acTocyBaHHS",
"3acTocyBaHHSA y nepioa BariTHOCTi abo
rogyBaHHs rpyaat”, "MobivHi peakuii”
BigMNoBigHO 4O OHOBMEHOI iHpopmaLii 3
©e3neku fito4oi pe4oBnHU. BBeaeHHs 3MiH
npoTArom 6-Tu MicsiLiB nicnsi 3aTBEpPOXKEHHS).
Pepakuis B Hakasi - He 6yno 3a3Ha4eHo.
BipHa pepgakuis - He nignsrae.

3a
peuenmom

He
nionsizae

UA/19598/01/01

75.

ECTA3IN

TabneTku, BKPUTI
NniBKOBOKO
o6onoHkoto, no 20
mr, no 10 TabneTok

Makneoac
dapmMacbloTUK
anc Jliviteq

IHAis

Makneoac
dapmackioTukan
c Jlimiten

IHaisa

BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis:
yTO4YHeHHA B Haka3i MO3 Ykpainu Ne 1191
BiA 09.07.2024 cTtaTycy peknamyBaHHSA B

npoueci BHeCEHHs 3MiH (3MiHu | Tuny -

3a
peuenmom

He
nionszae

UA/19598/01/02
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

y BnicTepi, no 3 abo
6 bnictepiB y
KapTOHHIN ynakoBLi

3MiHM Wwoao 6e3nekn/eddeKTUBHOCTI Ta
dapmakoHarnsagy. 3miHa y KopoTKii
XapaKTepuCTULi Nnikapcbkoro 3acoby, TeKCTi
MapKyBaHHs1 Ta iHCTPYKLUii A4ns Mean4Horo
3acTocyBaHHS Ha MiAcTaBi perynspHo
OHOBOBAHOrO 3BIiTY 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3nekn
3aCTOCYBaHHS fikapcbKoro 3acoby B
nicnapeecTpauiiHuin nepioa, abo sk
pe3ynbTaT OLiHKK 3BiTY 3 LOCHIOKEHD,
NpoBeAEHMX BiANOBIAHO A0 NnaHy
negiatpuyHmnx gocnigxeHns (PIP) (3MiHy
Y3rO[KEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom) 3miHV BHECEHO [0 iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHs! NikapcbKoro 3acoby
y po3ginu "OcobnueocTi 3acTocyBaHHNA",
"3acTocyBaHHA y nepioa BariTHOCTi abo
rogyBaHHs rpyaato”, "MobiyHi peakuii”
BiANOBIAHO A0 OHOBNEHOI iHdbopMaLii 3
6esneku fjtoyoi pe4oBmHW. BBegeHHs 3MiH
NpOTArom 6-Tu MicsiLiB Nicns 3aTBEPYKEHHS).
Pepakuis B Hakasi - He 6yno 3a3Ha4eHo.
BipHa pepakuis - He nignsrae.

76.

ETOBA-400

TabneTkn, BKpUTI
NniBkOBOIO
obornoHkoto, no 400
mr no 10 TabneTtok y
6nictepi; no 3
6nictepu B
KapTOHHIN ynakoBLi

Inka
JTaBopaTopis
NimiTen

IHAis

Inka
JlabopaTopis
Nta.

IHgia

BHECEHHS 3MiH O peecTpauiiHuX maTepianis:
3MiHu | TMny - 3MiHK Wopao
6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
BeeneHHs abo 3MiHM [0 y3aranbHeHWX OaHnUX
npo cucteMy chapmakoHarnsgy (BBeAeHHs
y3aranbHEHUX AaHUX Npo cucTemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHOI
ocobu, BianoBiganbHOI 3a 3AiNCHEeHHS
apmakoHarnsay; KOHTaKkTHOi ocobu 3
hbapmakoHarnsgy 3asiBHUKa ANs 30iNCHEHHS
hapmakoHarnsgy B YKpaiHi, Ko BoHa
BiJMiHHa Bif YNOBHOBaXeHOI ocobu,
BiOQNOBiganbHOI 3a 3AiNCHEHHS
hapmakoHarnsigy (BKoYaruy KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLeHHi MacTep-darina
cucTeMu chapmakoHarnsigy) 3MiHa KOHTaKTHOI
ocobu 3aaBHMKA, BianoBiganbHoi 3a
cbapmakoHarnsg B YKpaiHi.

[itova pepakuis: TxagaHi JaHiens.
MponoHoBaHa pepakuis: CapaniHa Onbra
IBaHiBHa. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3aaBHUKaA, BiANoBiganbHoi 3a
apmakoHarnsg B YKpaiHi.

3a
peuerimom

UA/18038/01/01

77.

ETOBA-500

TabneTkn, BKPUTI
NniBKOBOIO
obornoHkoto, no 500
mr no 10 TabneTok y
Gnictepi; no 3

Inka
JlabopaTopis
Nimiten

IHAis

Inka
JlabopaTopis
T,

IHAia

BHECEHHS 3MiH IO peecTpauiiHnX MaTepianis:
3minu | TUny - 3miHn WwWoao
6e3nekn/ehekTMBHOCTI Ta dhapmakoHarnsgy.
BeeaeHHs abo 3MiHu [0 y3aranbHeHWX OaHNX
npo cuctemy dapmMakoHarnsgy (BBeAeHHst

3a
peuerimom

UA/18038/01/02




46

[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

Gnictepu B
KapTOHHIN ynakoBLi

y3aranbHeHVX JaHUX Npo cuctemy
apmakoHarnsgy, 3aMiHa ynoBHOBaXXeHOT
ocobu, BianoBiganbHOI 3a 34iNCHEHHS
chapmakoHarnsgy; KOHTakTHoOi ocobu 3
bapmakoHarnsgy 3asiBHUKa ANs 34iNCHEHHS
capmakoHarnsgy B YkpaiHi, AKLWo BoHa
BigMiHHA Bif yNOBHOBaXeHOI ocobu,
BiANOBIgANbHOI 3a 34iNCHEHHS
dapMakoHarnagy (BKMovar4mn KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLleHHI MacTep-channa
cuctemun chapmakoHarnsagy) 3MiHa KOHTaKTHOT
ocobu 3asBHMKA, BiANoBiganbHOI 3a
tbapmakoHarnag B YkpaiHi.

[itova pepakuis: TxagaHi [Janiens.
[MponoHoBaHa pepakuisi: CapaniHa Onbra
IBaHiBHaA. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3asBHMKA, BiANOBIganbHOI 3a
¢bapmakoHarnag B YkpaiHi.

78.

ETONO3nA-
TEBA

KOHLIeHTpaT Ans
PO34uHy ans
iHdysin, 20 mr/mn no
5mnabo 10 mny
dnakoHi; no 1
¢nakoHy B
KapTOHHiI kopooLi

TOB «TeBa
YkpaiHa»

YkpaiHa

dapmaxemi 5.B.

Higepnangu

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3MiHn | TMny - 3MiHK Woao
Ge3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
3MiHW y KOPOTKilA XapaKTepucTu1Li Nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYyKUii Ans
MELMNYHOro 3aCTOCYBaHHs
reHepuYHNX/ribpuaHux/GionoaibHMx
nikapcbkunx 3acobiB nicns BHeCeHHs Tiei camol
3MiHW Ha pedhepeHTHUI npenaparT (3MiHa He
noTpebye HafaHHs XXOAHUX HOBWX OOAATKOBUX
AaHnx) 3MiHn BHeceHo B [HCTpyKLUito Ans
MEAMYHOro 3aCTOCYBaHHsI NikapcbKoro 3acoby
0o posginis "®apmakonorivHi BnactuBocTi"
(yTOYHeHHS iHdopmalLlii),
"Moka3aHHs"(yTOYHEHHSsT iHdbopMmaLii),
"Ocobnuei 3axoan 6e3nekun”, "B3aaemogis 3
iHLLIMMKM nikapcbkuMun 3acobamu Ta iHLWi Buam
B3aemogin", "OcobnmeocTi 3acTocyBaHHS",
"Cnoci6 3acTocyBaHHS Ta f03M" (YyTOYHEHHS
iHdbopmalii), "Mepeno3yBaHHs", "MoBIYHI
peakuii” BignosigHo Ao iHopmaLii
pedepeHTHOro nikapcbkoro 3acoby
Etopophos, koHueHTpaT ans po3unHy ans
iH'ekUin. BBeaeHHs 3MiH NpOTArom 6-Tu
MicsiLiB nicns 3aTBepAKEHHS

3a
peuenmom

He
nidnsieae

UA/7277/01/01

79.

EY®IUIIH

PO34MH Anst iH'ekuin,
20 mr/mn; no 5 mn
abono 10 mn B
amnyni
nonieTuneHoBin; no
10 amnyn y nayui 3
KapTOHY

TOB
"®APMACEN"

YkpaiHa

TOB
"®APMACEN"

YkpaiHa

BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis:
3MiHu | Tuny - 3MmiHn 3 sikocTi. [oToBUMI
nikapcbkuii 3aci6. 3MiHW y BUPOGHMUTBI. 3MiHa
po3Mipy cepii (BKMo4aroumn gianasoH po3mipy
cepii) roToBOro nikapcbkoro 3acoby
(3meHLwWweHHst oo 10 pasiB) 3miHa po3mipy cepil
roTOBOrO flikapcbKoro 3acoby, a came
BBeJEeHHS 404aTKOBOro posMipy cepii 280 n, y

3a
peuerimom

He
nidnsieae

UA/20254/01/01
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

3B’A3KY 3 peecTpaLieto 4oAaTKOBOro
nakyBaHHsi 4ns 06'emy amnynu 10 mn ta 560 n
ans o6'emy amnynu 5 mn. BeegeHHs 3MiH
NPOTArom 6-Tu MiCAILB Micnsi 3aTBEPXKEHHS.
3minn Il TMny - 3miHm 3 axocTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKynoptoBanbHuiA 3aci6. 3MiHa
PO3Mipy YNakoBKM rOTOBOrO MiKapCbKOro
3acoby (3miHa macu/o6'emy BMICTY
KOHTelHepa 6araTof030BOro CTepUIbHOIo
nikapcbkoro 3acoby (abo ogHO030BOrO,
4aCTKOBOrO BUKOPUCTaHHS) Ta
6araTogo30Boro rikapcbkoro 3acoby
6ionoriYyHoro/iMyHONOrYHOro MOXOAXKEHHs A4S
napeHTepanbHOro 3acToCyBaHHS)
[ofaBaHHsi HOBOro 06'eMy MakyBaHHS, a came
no 10 mn B amnynax nonietuneHosux no 10
amnyn y nayui (3ateepmxkeHo: no 5 mn B
amnynax nonietuneHosux no 10 amnyny
nauui), 3 BignoBigHMMM 3MiHamMu 8o p.
«YnakoBka» MKA J13. 3miHn BHeceHo B
iHCTPYKUilO ONst MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby B po3ain "Ynakoska" y
3B'A3KY 3i 3MiHOK PO3MIipy YNaKkoBKu, sIK
HacnigoK - 3aTBEPXXEHHSI TEKCTY MapKyBaHHS
[04aTKOBMX YMAKOBOK MikapcbKkoro 3acoby.
BBegeHHs 3MiH npoTArom 6-Tu MicauiB nicns
3aTBEPKEHHS.

80.

E®ABIPEH3

TabneTkn, BKpUTI
obonoHkoto, no 600
mr no 30 TabneTtok y
nrnacTUKoBOMy
KOHTelHepi; no 1
nnacTKoBoMy
KOHTEViHepy B
KapTOHHIN nayui

AypobiHao
dapma
Nimiten

IHAin

AypobiHgo
®apwma Jimiteq
— FOHiT I

IHAisa

BHECEHHS 3MiH IO peecTpauiiHiX maTtepianis:
3minu | Tvny - 3miln wWoao
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy.
3MiHM y KOPOTKiVi XapakTepucTuLli NnikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKLUii Ansi
MELMNYHOro 3aCTOCYBaHHs
reHepuYHNX/ribpnaHux/6ionoaidoHnx
nikapcbkux 3acobiB nicnst BHECEHHs Tiei camol
3MiHW Ha pedhepeHTHUI npenaparT (3MiHa He
notpebye HagaHHS XOOHUX HOBMX JOAATKOBUX
OaHunx) 3MiHWM BHeCEHO [0 iHCTPYKUii ans
MeAMNYHOro 3aCTOCYBaHHsI Nikapcbkoro 3acoby
y po3ginu "MNpoTunokasaHHs", "B3aemogis 3
iHLWKMMK nikapcbkuMy 3acobamu Ta iHLWi Buam
B3aemogin", "OcobnmBocTi 3acTocyBaHHsS",
"3acTocyBaHHSA y nepioa BariTHOCTi abo
rofyBaHHs rpyaar”, "MobivHi peakuii” 3rigHo 3
iH(opMaUji€to WoA0 MeAUYHOTOo 3aCTOCYBaHHS
pedepeHTHOro nikapcbkoro 3acoby (SUSTIVA
600 mg film-coated tablets).

3a
peuerimom

He
nidnsieae

UA/6563/02/01

81.

E®ODE3EN
®OPTE

renb, no 30 r rento y
KOHTeWHepi, no 1
KOHTeNHepy B

Fanpepma CA

LLsenuapi
a

[opaTkoBa
ninbHUUS
36epiraHHs Ta

Kanapa/
®paHuis

BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:
TexHiyHa nomurika (3rigHo Hakasy MOS Big
23.07.2015 Ne 460), BunpaBneHHsi TEXHIYHOI

3a
peuenmom

UA/19737/01/01




48 [TponoBkeHHs noaaTKa 3
Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
KapTOHHiIN kopooLi KOHTPOSMIO AKOCTI NoMunkn, sika Gyna gonyLieHa npv npoueaypi
ans aepxaBHoi peecTpadii (Hakas MO3 Ne2036 Big
[ocnigpkeHHs 10.11.2022), y po3aini «Cneundikauis» MKA
cTabinbHoCTi: N3
" MPOOAKLLUH
IHK. (rm),
KaHapga;
Bupo6HMuTBO,
nepBUHHE
nakyBaHHs,
BTOPUHHE
nakyBaHHs,
KOHTPOMb SIKOCTI,
BUMNYCK
npoAyKLii:
NABOPATOPIT
FANOEPMA,
dpaHuis;
BTopuHHe
nakyBaHHS:
®APM ALIC,
PpaHuis
82. | EBPODACT Kancynm m'ski, 200 €spo IHAis Onie Xenckep IHAisA BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: bes nionsieae UA/19195/01/01
KOMBI mr/500 mr no 10 Tandokep YTOYHEHHS CTaTyCy peKknaMmyBaHHSA B HaKasi peyenma
kancyn y 6nictepi; Mpan.it MO3 Ykpaiiu Ne 1191 Big 09.07.2024 B
no 1 abo no 2 Nimiteq npoueci BHECEHHS 3MiH (3MiHuM | Tuny -
Gnictepu B ALMiHIiCTpaTMBHI 3MiHU. 3MiHa HaMeHyBaHHsI
KapTOHHiI kopobui Ta/abo agpecu MicLs NpoBaKEHHSI
[isinbHOCTI BUpOOHMKa/imnopTepa rotoBoro
nikapcbKkoro 3acoby, BKNOYaum AinbHuULI
BMNYCKy cepii abo micLe npoBeaeHHs
KOHTPOMIO SIKOCTI. (AiANbHICTb, 3a AKy
BignoBigae BUpoGHMK/iMNopTep, BKIYaoum
BUNycK cepiin). 3miHa agpecu BUpoGHYKa.
HasBa BMpOOHUKa 3anuiiaeTbcs 6e3 3MiH.
3MiHM BHECEHO B iHCTPYKLUiO ANst MEOUYHOTO
3aCTOCyBaHHs1 Nikapcbkoro 3acoby y po3ain
«MicuesHaxompkeHHs BUpOOHMKa Ta agpeca
MicLsi MpoBagXeHHS NOro AisinbHOCTI» 3
BigMNOBIgHVMMW 3MiHAMU Y TEKCTi MapKyBaHHSI
yMNakoBKM Nnikapcbkoro 3acoby. TepmiH
BBEOEHHS 3MiH - NpOTArom 6 Micsuis nicns
3aTBEPIKEHHS.3MiHM | TUny - 3MiHM Wwoao
6e3nekn/echekTUBHOCTI Ta hapmakoHarnsgy
(iHwWi 3MiHK). OHOBNEHHSI TEKCTY MapKyBaHHS
NepBUHHOI Ta BTOPUHHOI YMaKOBKU
nikapcbkoro 3acoby. TepmiH BBEAEHHS 3MiH -
NpoTArom 6 MicsiLiB Nicns 3aTBEPKEHHS).
Pepakuis B Hakasi - He nignsrae. BipHa
peAakuis - nignsarae.
83. | EBPODACT Kancynu m'sii, no €Bpo IHAgis Onis Xenckep IHAis BHECEHHS 3MiH 10 peecTpauiiHnx MaTepianis: be3 nionsizae UA/19861/01/02
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Ymosu

Homep

Ne
n/n

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

aidnycky

Peknamye
aHHs1

peecmpayiliHo2o
noceio4yeHHs1

COODTKAIMNC

400 mr; no 10
Kancyn y 6nictepi;
no 1 abo no 2
Gnictepu B
KapTOHHiN kopobui

Jandokep
Mpawsit
TimiTeq

3acoby B n. 3. <HOMEP CEPIi NNIKAPCbKOIO

3MinHn | TMNy - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HalMeHyBaHHs1 Ta/abo agpecu Micus
NPOBaMKEHHA AiANbHOCTI
BMPOGHMKa/imnopTepa roToBoro nikapcbKoro
3acoby, BKNoYaum AinbHULI BUNYCKy cepii
abo micLe npoBedeHHS KOHTPOIHO SIKOCTI.
(DisinbHiCTb, 3a Ky Bignosinae
BUPOGHWK/IMMNOPTEP, BKIOYAKOUN BUMYCK
cepin) 3miHa agpecu BMpobHUKka. Hasea
BUPOGHMKA 3annaeTbcs 6e3 3MiH. 3MiHn
BHECEHO B iHCTPYKLiO ANs MeaNYHOro
3aCTOCyBaHHsI Nikapcbkoro 3acoby Lwoao
MicLe3Haxo4)KeHHs1 BUPOGHMKa 3
BiAMOBIAHVMMM 3MiHaMW Y TEKCTI MapKyBaHHS
ynakoBKW nikapcbkoro 3acoby. TepMiH
BBEAEHHS 3MiH - NpOTSArom 6 micauis nicna
3aTBepAKEHHS. 3MiHu | Tuny - 3MiHK Woao
Ge3nekn/edekTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHKM) 3MiHK BHECEHO A0 TEKCTY
MapKyBaHHsi MEPBUHHOI YNAKOBKW IiKapCbKOro

3ACOBY», n. 4. «OATA SAKIHYEHHA
TEPMIHY NMPUOATHOCTI», n. 5.
«HAVMEHYBABHHA BUPOBHUKA |, 3A
HEOBXIOHOCTI — 3AABHWKAY, n. 6.
«IHWE» Ta oo TekcTy MmapKyBaHHS BTOPUHHOT
ynakoBku B n. 8. «JATA 3AKIHYEHHA
TEPMIHY MPUOATHOCTI», n. 11.
«HAMMEHYBABHHA |
MICUE3HAXOP>KEHHA BUPOBHUKA
TA/ABO 3AABHWKA», n. 12. «HOMEP
PEECTPAL|IMHOIO NMOCBIOYEHHS, n. 13.
«HOMEP CEPII IKAPCBbKOIO 3ACOBY», n.
17. «IHWE».
TepMmiH BBEOEHHS 3MiH - NPOTArom 6 Micsuis
nicns 3aTBepAXKEHHSI.

peuernma

6e3

nidnsieae

UA/19861/01/01

84.

E€BPO®ACT
CO®TKAINC

Kancynu mM’siki, no
200 mr; no 10
kancyn y 6nicrepi;
no 1 abo no 2
6nictepu B
KapTOHHiIl kopobui

€Bpo
Jandpkep
Mpawnsit
Nimiten

IHAis

Onie Xenckep

IHaia

BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis:
3miHu | TUNY - AgmiHicTpaTuBHI 3MiHW. 3MiHa
HalMeHyBaHHs1 Ta/abo agpecu Micus
NpOBaXeHHS OifnbHOCTI
BMPOGHMKa/imnopTepa rotoBoro nikapcbKoro
3acoby, BKMYa4m AinbHuUL BUNycky cepii
abo micLe NnpoBeeHHst KOHTPOIO SIKOCTI.
(DisinbHiCTb, 3a Ky BignoBinae
BMPOBHWMK/IMNOpTEP, BKMHOYAKOYM BUMYCK
cepin) 3miHa agpecu BUpoGHmKa. Hassa
BMPOGHVKa 3anunwaeTbca 6e3 3MiH. 3MiHK
BHECEHO B iHCTPYKLitO ANSt MEANYHOIO
3acToCyBaHHS fnikapcbkoro 3acoby Lwoao
MiCLie3HaxOomKeHHS BUpOOHMKa 3

peuenma

BigNOBIgHVMM 3MiHAMW Y TEKCTi MapKyBaHHSI
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Ne
n/n

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

ynakoBKW nikapcbkoro 3acoby. TepMiH
BBEAEHHS 3MiH - NpOTArom 6 Micauis nicns
3aTBepAKeHHs. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/ecekTUBHOCTI Ta hapmakoHarnsgy
(iHLWi 3MiHWM) 3MiHN BHECEHO A0 TEKCTY
MapKyBaHHsi MEPBUHHOI YNaKOBKU JlikapCbKoro
3acoby B n. 3. <HOMEP CEPIi NIKAPCbKOIO
3ACOBY», n. 4. «ATA 3AKIHUYEHHA
TEPMIHY NPUOATHOCTI», n. 5.
«HAMMEHYBABHHSA BUPOBHUKA |, 3A
HEOBXIOHOCTI — 3AABHNKAY, n. 6.
«IHWE» Ta oo TekCTy MapKyBaHHS BTOPUHHOI
ynakoBku B n. 8. « JATA 3AKIHYEHHA
TEPMIHY NPUOATHOCTI», n. 11.
«HAMMEHYBABHHSA |
MICUE3HAXO>KEHHA BUPOBHUKA
TA/ABO 3AABHWKA», n. 12. «HOMEP
PEECTPALIIMHOIO MOCBIOYEHHS», n. 13.
«HOMEP CEPIi IKAPCbKOIO 3ACOBY», n.
17. «IHLWE».
TepmiH BBEAEHHA 3MiH - NPOTArom 6 micauis
nicns 3aTBEpAXKEHHS.

85.

E€EBPO®ACT
CO®DTKAIMNC

Kancynu m'ski, no
400 wr, no 10
kancyn y 6nictepi;
no 1 abo no 2
Gnictepu B
KapTOHHiI kopobui

€Bpo
Tandokep
MpamsiT
NimiTen

IHAinA

OniB Xenckep

IHaisa

BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis:
3MiHu | TMny - 3MiHK Woao
Ge3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL, NnikapCbKoro
3acoly, TeKCTi MapKyBaHHS Ta iHCTpyKLUii Ansi
MeAMNYHOrO 3aCTOCYBaHHsI Ha MiACcTaBi
perynspHO OHOBIOBaHOrO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigxeHs 3
6e3nekn 3acTocyBaHHs Nikapcbkoro 3acoby B
nicnspeecTpauinHunii nepioa, abo sk
pes3ynbTart OUiHKM 3BiTY 3 OCNIOKEHb,
NpoBeAeHMX BiANoBIAHO A0 NnaHy
nepiaTpuyHmx gocnimkenrs (PIP) (3miHy
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom)
3MiHM BHeceHo [0 [HCTpykKLii ons MmegnyHoro
3acTocyBaHHS nikapcbkoro 3acoby 4o po3ginis
"8acTocyBaHHs1 y nepio BariTHocTi abo
rogyBaHHs rpyaar” BignosigHo Ao iHpopmauii
3 B6e3neku nikapcbkoro 3acoby. BBeaeHHs 3MiH
NPOTHArom 6-Tv MicsILiB NicNsi 3aTBEPOXKEHHS.
3MiHn | TMny - 3MiHK Woao
6e3nekn/eekTMBHOCTI Ta hapmakoHarnsgy
(iHLWi 3MiHKM) 3MiHK BHECEHI A0 IHCTPYKLIT Ans
MEeOUYHOro 3aCTOCyBaHHs NiKapCbKoro 3acoby
y po3ain "Mo6ivHi peakuii" Woao 3BiTyBaHHS
npo noGiyHi peakuii. BBegeHHst 3MiH NpPOTArom
6-TK MicsLiB nicns 3aTBepaXKEHHs. 3MiHu |
TMny - 3MiHK Wwoao Ge3nekn/edekTUBHOCTI Ta

6e3
peuenma

nidnsieae

UA/19861/01/02
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

chapmakoHarnsgy. 3MiHa y KopoTKii
XapaKkTepuCTuLi NikapCcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUii 4na Meau4Horo
3acToCyBaHHSA Ha niacTaBi perynsipHo
OHOBINIOBAHOIO 3BiTYy 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3nekn
3aCTOCyBaHHS NikapcbKoro 3acoby B
nicnapeecTpauinHuii nepiog, abo sik
pe3ynbTaT OLiHKN 3BiTY 3 LOCHIOKEHD,
npoBefeHnx BigNoBIiAHO 4O NnaHy
neaiaTpuyHmx gocnimkers (PIP) (3miny
Y3ro4>keHo 3 KOMMNETEHTHUM YNOBHOBaXEHUM
opraHom) 3MiHM BHeceHo [0 IHCTpyKuii ans
MEeOUYHOro 3aCTOCyBaHHs! NiKapCbKoro 3acoby
0o posginie "OcobnmeocTi 3acTocyBaHHs",
"MoGiyHi peakuii" BianoBigHO Ao iHopmalii 3
6esnekn nikapcbkoro 3acoby.
BBegeHHst 3MiH NpoTsrom 6-tn micauis nicna
3aTBEPOXKEHHS.

86.

E€EBPO®ACT
COO®DTKAIMNC

Kancynu m'ski, no
200 mr, no 10
kancyn y 6nictepi;
no 1 a6o no 2
Gnictepu B
KapTOHHiI kopooLi

€Bpo
Tandokep
MpamsiT
NimiTeq

IHAinA

OniB Xenckep

IHaisa

BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis:
3MiHu | TMny - 3MiHK Wopao
Ge3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
3MiHa y KOpOTKiVi XapakTepucTuLi NnikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUii aAns
MeAMNYHOro 3aCTOCYBaHHs! Ha MiACcTaBi
perynspHO OHOBIOBaHOrO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigxeHs 3
6e3nekn 3acTocyBaHHs nikapcbkoro 3acoby B
nicnspeecTpauinHunii nepiof, abo sk
pes3ynbTart OUiHKK 3BiTY 3 OCNIOKEHb,
NpoBeAeHWX BiANoBIAHO A0 NnaHy
nepiaTpuyHmx gocnimkenrs (PIP) (3miHy
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom)
3MiHM BHeceHo [0 [HCTpykKuii ons MmegnyHoro
3acTocyBaHHS nikapcbkoro 3acoby 4o po3ginis
"BacTocyBaHHs1 y nepio BariTHocTi abo
rogyBaHHs rpyaa” BignosigHo Ao iHpopmadii
3 B6e3neku nikapcbkoro 3acoby. BBeaeHHs 3MiH
NPOTHArom 6-Tv MicsILiB NicNsi 3aTBEPOXKEHHS.
3MiHn | TMny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHLWi 3MiHWM) 3MiHWM BHECEHI A0 IHCTPYKUiT Ans
MEeOUYHOro 3aCTOCyBaHHs NiKapCbKoro 3acoby
y po3ain "Mo6ivHi peakuii" Woao 3BiTyBaHHSA
npo noGiyHi peakuii. BBegeHHst 3MiH NpPOTArom
6-TK MicsLiB nicns 3aTBepaXKEHHs. 3MiHu |
TMny - 3MiHK Wopao Ge3nekn/edekTUBHOCTI Ta
dapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepuCTULi Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHSA Ta IHCTPYKUil ANs Mean4Horo

6e3
peuenma

nidnsieae

UA/19861/01/01
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n/n

JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

87.

3acToCyBaHHSA Ha niacTaBi perynsipHo
OHOBINIOBAHOIO 3BiTYy 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3nekn
3acToCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepiog, abo sk
pe3ynbTaT OLiHKK 3BiTY 3 LOCHIOKEHD,
npoBefeHnx BigNoBIiAHO 4O NnaHy
neaiaTpuyHmx gocnimkers (PIP) (3miny
Y3ro4>KeHo 3 KOMNETEHTHUM YNOBHOBaXXEHUM
opraHom) 3MiHM BHeCeHO [0 IHCTpyKuii ans
MEAMNYHOrO 3aCTOCYBaHHsI NiKapCbKoro 3acoby
0o posginie "OcobnmeocTi 3acTocyBaHHsA",
"MoGiyHi peakuii" BianoBigHO Ao iHopmalii 3
6esnekn nikapcbkoro 3acoby.
BBegeHHst 3MiH NpoTarom 6-tn micauis nicna
3aTBEPOXKEHHS.

88.

3ABEAOC®

niocpinizat ans
pO34uHy ans
iHdy3ii no 5 wr; 1
hnakoH 3
nioginizatom B
KapTOHHiI kopoOLi

Mdpansep IHk.

CLA

Kopaen ®apma
JNaTtiHa C.n.A.

ITanis

BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:
3MminHn | TMny - 3MiHuM 3 sikocTi. [oToBUIA
nikapcbkuii 3aci6. CtabinbHicTb. 3miHa y
TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
roTOBOrO Jlikapcbkoro 3acoby (36inbLUeHHs!
TEPMiHy NpMAATHOCTI FOTOBOrO NiKapCbKoro
3acoby) - [1na TOproBoi ynakoBKu
(nigTBEPOXYETLCS AaHMMU peanbHOro Yacy) -
36inblUeHHs TepMiHy NpUaaTHOCTI FOTOBOro
nikapcbKoro 3acoby (3aTBepAXeHO: TEPMiH
NpUAATHOCTI 2 POKMW; 3anNpONOHOBaHO: TEPMIH
npuaaTtHocTi 3 poku). 3MiHM BHeCeHi B po3ain
"TepMiH npuaaTHOCTI" B IHCTPYKLUito ANs
MEeAMYHOrO 3aCTOCYBaHHsI NikapCbKoro 3acoby.
BBegeHHs 3MiH npoTarom 9-Tu Micauis nicns
3aTBEPKEHHS.

3a
peuerimom

He
nidnsieae

UA/9322/01/01

IMMAPLO

TabneTku, BKpUTI
NniBkOBOIO
obornoHkoto, no 200
mr, no 10 TabneTok
y 6nicTepi, no 3
Gnictepny
KapTOHHIN ynakoBLi

Inka
JlabopaTopis
NimiTen

IHAis

Inka
INabopaTopis
JimiTen

IHaia

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3minu | TMny - 3miln WwWoao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsay.
BBeaeHHsA abo 3MiHM A0 y3aranbHeHWX AaHux
npo cuctemy apmMakoHarnsgy (BBeAeHHs
y3aranbHeHVX AaHUX Npo cuctemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHOI
ocobu, BianoBiganbHOI 3a 3AiNCHEHHSA
dapmakoHarnsaay; KOHTaKkTHoOi ocobu 3
bapmakoHarnsgy 3asiBHUKa Ans 30iNCHEHHS
bapmakoHarnsgy B YKpaiHi, Ko BoHa
BigMiHHa Bif YNOBHOBaXXeHOI ocobu,
BiOQNoBiganbHOI 3a 3AiNCHEHHS
hapmakoHarnsigy (BKoYarum KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLleHHi MacTep-canna
cucTeMu chapmakoHarnsigy) 3MiHa KOHTaKTHOI
ocobu 3aaBHMKA, BianoBiganbHoi 3a
bapmakoHarnsg B YKpaiHi.

[itova pegakuis: TxagaHi JaHiens.

3a
peuerimom

UA/18794/01/01
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
[MponoHoBaHa pepakuisi: CapaniHa Onbra
IBaHiBHa. 3MiHa KOHTaKTHMX AaHUX KOHTaKTHOI
ocobu 3asBHMKA, BiANOBiAanbLHOI 3a
chapmakoHarnsg B YKpaiHi
89. | IHCNPA® TabneTku, BKPUTI BiaTtpic CLUA Brpo6HuuTBO CLIA/ BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a UA/3752/01/01
NNiBKOBOO CnewenTi npenapaty "in ®paHuia 3MinHn | TMNy - AgMiHicTpaTuBHI 3MiHW. 3MiHa peuyenmom
obonoHkoto, no 25 inc bulk", Ta HaliMeHyBaHHS Ta/abo agpecy micus
mr; no 10 TabneTok KOHTPOIb SIKOCTi: NPOBaMXEHHS AiAnbHOCTI
y GnicTepi; no 3 BiaTpic BMpOBHMKa/iMnopTepa roToBoro fikapcbkoro
Gnictepu B dapmactoTikana 3aco0by, BKYaum ginbHULI BUNYCKy cepil
KapTOHHiN Kopobui JiNC, CWA abo micue NnpoBeeHHst KOHTPOIO SIKOCTI.
(DisinbHiCTb, 3a Ky Bignosinae
Bunyck cepii, BUPOGHMK/IMNIOPTEP, HE BKIOYAOUM BUNYCK
nakyBaHHs, cepiit) - 3MiHa HanMeHyBaHHS BUPOBHMKa
MapKyBaHHS, BiQMNOBiganbLHOro 3a BUpobHULTBO Npenapary
KOHTPOSb AKOCTI «in bulk» Ta KOHTPONb AKOCTI.
npu BUMYCKY:
dapeBa
Amb6yas,
DdpaHuis
90. | IHCMPA® TabneTkn, BKpUTI BiaTtpic CLUA BupobHuuTBO CLIA/ BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3a UA/3752/01/02
NMiBKOBOO CrewenTi npenaparty "in ®paHuis 3miHu | TUNY - AgmiHicTpaTuBHI 3MiHW. 3MiHa peuenmom
obornoHkoto, no 50 nnc bulk", Ta HaliMeHyBaHHs Ta/abo agpecu micus
mr; no 10 TabneTok KOHTPOIb SIKOCTi: NPOBaMKEHHS OiAnbHOCTI
y BnicTepi; no 3 BiaTpic BUpoBHMKa/iMnopTepa rotToBoro fikapCbkoro
Gnictepu B dapmactoTikana 3acoby, BKMYa4m AinbHuUL BUNycky cepii
KapTOHHiIN kopobui JINC, CWA abo micLe npoBeAeHHS KOHTPOO SKOCTI.
(DisinbHiCTb, 3a Ky BigNoBinae
Bunyck cepii, BUPOGHWMK/IMNOPTEP, HE BKIOYa0YM BUMYCK
nakyBaHHs, cepiit) - 3MiHa HanMeHyBaHHS BUPOBHUKa
MapKyBaHHS, BiZNoBiganeHoro 3a BUpobHMLUTBO npenapaTty
KOHTPOSb SIKOCTI «in bulk» Ta KOHTPOrb AKOCTI.
npu BUMYCKY:
dapeBa
Ambyas,
DpaHuis
91. | IHGAHPUKC cycnensisi (DTPa- nakcoCmiTKn Benuka "makcoCwmiTKns Benbris BHECEHHS 3MiH 10 peecTpauiiHnx maTepianis: 3a UA/16235/01/01
FEKCA™/INFA HBV-IPV) gns anH Ekcnopt Bputanis | H bionopxikans 3miHu | Trny - 3miHu 3 skocTi. ADI. peuernmom
NRIX HEXA™ iH'ekuin no 0,5 mn (1 TlimiTen C.A. Bupo6HuLTBO. 3MiHM BUNpobyBaHbL abo
KOMBIHOBAH [o3a) Ta niodpinisart [OMNyCTUMUX MEX Y npoueci BupobHuuTea Adl,
A BAKUMHA (Hib); 1 nonepeaHbo LLIO BCTAHOBIEHI y cneumdikauisx (qogaBaHHsA
ansa HanoBHEeHWUI HOBOro BUNpPobyBaHHS Ta AOMYCTUMMX MEX)
MNPO®INAKTUK | opgHopasoBuii HopaBaHHs TecTy Endotoxin content, sk
1 OUDTEPII, wnpwu (no 0,5 mn (1 monitoring test, nicnsa etany SEC
NMPABLA, [03a)) y KOMMMEeKTi 3 xpomaTorpadii Ta nicnsa dinbTpadii 0,2 um
KALUMKOKY [BOMa rofikamu Ta filtration npn BMpoBHULTBI foAaTKOBO
(ALENONAPH nakoH 3 O4KLLEHOrO NpaBLieBOro aHaTtokcuHy (Further
un niodinizatom (Hib) Purified Tetanus Toxoid). 3miHu | TUny - 3miHn

KOMMOHEHT),

ans 1 gosu, wo

3 sikocTi. APl. BupobHuLTBO. 3MiHK
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Ne
n/n

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

FENATUTY B,
noniomieniTy
TA
3AXBOPIOBAH
by
3BYAHUKOM
AKUX €
HAEMOPHILUS
INFLUENZAE
TNy B

3MiLLyHOTbCS nepes
BUKOPUCTaHHSM
(wnpwy 3 ronkamu
3aKpuWTi FyMOBUMU
KoBMavkamu); ABi
ronku (ogHoro
po3mipy), Wwnpuy Ta
hnakoH repMeTU4HO
3anakoBaHi y
nnacTuKoBUn
KOHTenHep; no 1 abo
no 10 nnacTnkoBux
KOHTENHEpIB Y
KapTOHHiIn kopobui 3
MapKyBaHHSIM
YKpaiHCbKOK MOBOIO;
1 nonepeaHLO
HanoBHEHWUN
OAHOpa30oBUN
wnpwuy (o 0,5 mn (1
[03a)) Y KOMMMeKTi 3
ABOMa rofnkamu Ta
hnakoH 3
niocpinizatom (Hib)
ans 1 gosu, wo
3MiLLYIOTbCS nepes
BMKOPUCTaHHAM
(wnpwy 3 ronkamu
3aKpUTi FyMOBUMU
KoBnaykamu); OBi
ronku (ogHoro
po3mipy), Wwnpuu Ta
(hnakoH repMeTUYHO
3anakoBaHi y
nnacTUKOBUM
KOHTeWHep; no 1 abo
no 10 nnacTnkoBux
KOHTEViHepiB Y
KapTOHHiIn kopobui 3
MapKyBaHHsIM
aHrMiNCbKOK MOBOIO
3i CTpUKepom
YKpaiHCbKO MOBOKO

BMNpobyBaHb abo AOMYCTUMMX MeX y NpoLeci
BUpPOGHMUTBa ADI, L0 BCTAHOBIEHI Y
cneundikauisix (4ogaBaHHst HOBOrO
BMNPoOYBaHHS Ta AOMYCTUMMX MEX)
HopaBaHHsi BUNpoGyBaHHs Bioburden test, sik
monitoring test, Ha eTanax nicns nepLuoi
ynbTpadineTpauii, nepes etanom SEC
xpomatorpadii, nicna SEC xpomarorpadii (Ha
06’eaHaHnx dpakuisix) Ta go dinbTpadii 0,2
um filtration npy BUpoBHMUTBI [OAATKOBO
OYMLLEHOrO NpaBLeBOro aHaTtokeuny (Further
Purified Tetanus Toxoid).

92.

IHOAHPUKC
INB XI6
KOMBIHOBAH
A BAKLIMHA
ana
NPODINAKTUK
W OUOTEPI,
NPABLS,

cycnensis (DTPa-
IPV) ons iv’exuin no
0,5 mn (1 go3a) Ta
niocpinizat (Hib);
cycneHnsisi (DTPa-
IPV) ons iv’exuin no
0,5mn (1 posa) y
nonepeaHLo

nakcoCmiTKn
anH Ekcnopt
Nimiten

Benuka
BpuTaHis

makcoCmiTKns
"H Bionoaxikana
C.A.

Benbrisa

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3miHu | TNy - 3miHK 3 sikocTi. ADI.
Bupo6HuuTBO. 3MiHM BUNpoGyBaHb abo
[OMNyCTUMKX MEX Y npoueci BupobHuutea Adl,
LLIO BCTaHOBMeEHi y cneuudikauisix (qoaaBaHHs
HOBOTO BUMNPOBYBaHHA Ta AOMYCTUMUX MEX)
[opaBaHHa TecTy Endotoxin content, sik
monitoring test, nicns etany SEC

3a
peuerimom

UA/15832/01/01
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
KALUJTIOKY HanoBHEHOMY xpomaTorpadii Ta nicnsa dinbTpadii 0,2 um
(ALEENONAPH ofHopa3oBoOMy filtration npu BUPOBHMLUTBI AOAATKOBO
n wnpuui Ne 1y O4uLLEHOrO NpaBLieBoro aHaTtokcuHy (Further
KOMMOHEHT), KOMMMEKTi 3 ABOMA Purified Tetanus Toxoid) 3miHu | Tuny - 3miHn
NMONIOMIENITY | ronkamu Ta 3 sikocTi. A®I. BupobHULTBO. 3MiHK
TA niocpinizat (Hib) y BUNpoOyBaHb abo 4ONyCTUMUX MEX Y NpoLeci
3AXBOPIOBAH | cnakoHi Ne 1, wo BUpoGHMLTBa ADI, L0 BCTAHOBIEHI Y
b, 3MilwyoTbCcH nepeq cneundikauisix (3ogaBaHHsi HOBOro
36YOHUKOM BUKOPUCTAHHAM: MO BUNPOOYBaHHSA Ta AONYCTUMUX MEX)
AKUX € 1 nonepegHLO [opnaBaHHs BUNpoOyBaHHsA Bioburden test, sik
HAEMOPHILUS | HanoBHeHOMYy monitoring test, Ha eTanax nicnsa nepLuoi
INFLUENZAE OAHOpa3oBOMY ynbTpadinbTpadii, nepes etanom SEC
TUMNY B LINpULY Y KOMNIEKTI xpomaTorpadii, nicns SEC xpomatorpadii (Ha
3 /1BOMA rorkamu Ta 06’egHaHnXx dpakuisx) Ta go dinbTpauii 0,2
1 cpbnakoHom 3 um filtration npy BUpoGHMUTBI [OAATKOBO
niocpinizatom (Hib) y o4uLleHoro npasLeBoro aHaTtokcuHy (Further
BaKyyMHil Purified Tetanus Toxoid)
CTEPUnbHIN
ynakosui; no 1
BaKyyMHil
CTEPUIbHIN ynakosLi
Y KapTOHHI kopobui
93. | ICEHTPECC TabneTkn, BKpUTI Mepk Wapn i LLisenuapi BupobHumk Cinranyp/ BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3a UA/9325/01/01
NNiBKOBOO Ooym IOEA A Hepo3dacoBaHO Ipnangis/ 3MminHn | TMny - 3MiHmM 3 sikocTi. [oToBUIA peyenmom
o6onoHkoto, no 400 mM6X i npoaykuii Ta Higepnanam nikapcbkuii 3aci6. 3MiHN Y BUPOOHMLTBI.
Mmr; no 60 TabneTok KOHTPOIb SIKOCTi: / CLWWA 3amiHa abo BBeAeHHS1 404aTKOBOI AiNbHULI
y donakoHi; no 1 Mca BMPOGHMLTBA ANst YacTUMHU abo BCbOro
hnakoHy B IHTEpHeLHN BMPOGHMYOro NPOLECY FOTOBOrO NiKapCbKOro
KapTOHHIN kopobui MM6X (dpinis 3acoly (AinbHMUA, Ha AKin npoBoAATbLCS byab-
CiHranyp), sIKi BUpOOHWYI cTagii, 38 BUHATKOM BUMYCKY
CiHranyp Cepiln, KOHTPOO SKOCTi, MEPBUHHOTO Ta
BTOPVHHOIO MaKyBaHHS, Asl HECTEPUITbHUX
Mca nikapcbkux 3acobiB) foAaBaHHSA BUPOGHMKa
IHTEpHeLHN MCQ IHTepHewHn MTMG6X (cpinis CiHranyp),
MM6X (dpinis Cinranyp/ MSD International GmbH
CiHranyp), (Singapore Branch), Singapore B sikocTi
CiHranyp anbTepHaTUBHOIO BUPOOHWMKa
Hepo3dpacoBaHoi npoaykuii. [logaTtkoso,
Mca BHECEHHS TEXHIYHUX BUNpaBneHb B agpeci
IHTepHeLHn 3aTBepAKeHoro BupobHuka MCL IHTepHeLHn
rmeX/MCO 'm6X (cpinis Cinranyp), Cinranyp, 21 Tyac
IpnaHgis Cayc ABeHto 6 CiHranyp, 637766, CiHranyp 3
(Bennigaiin), METOI0 Y3roMKEHHS agpecu 3 po3ainom
IpnaHais 3.2.P.3.1. Bupo6Huk(-1). 3miHu | Tvny - 3miHn

[MepBuHHE Ta
BTOPWHHE
nakyBaHHs,
[03Bin Ha
BUWMYCK Cepil:
Mepk Wapn i

3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6. 3miHW y
BMPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Lo
CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOSO SAKOCTI
roToBOro fikapcbkoro 3acoby (3amiHa abo
[oAaBaHHS AiNbHULL, Ha SKiA 30IRCHIOETLCS
KOHTPOrb/BUNPOOYBaHHS cepii) AoaaBaHHS
BUpo6HMKa MC[] IHTepHewwHn Mm6X (dinis
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Ne
n/n

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

Ooym B.B.,
Higepnanan

TecTyBaHHs
cTabinbHoCTi:
Mepk LWapn i
Doywm JTNC,
CWA

Cinranyp), Cidranyp/ MSD International GmbH
(Singapore Branch), Singapore, 70 Tyac Bect
Opais CiHranyp, 638414, Cinranyp/70 Tuas
West Drive Singapore, 638414, Singapore B
SIKOCTi anbTepHaTMBHOIO BUPOGHYKA,
BignoBigansHOro 3a KOHTPosb AKocTi J13.
3MminHn | TMny - 3MiHuM 3 sikocTi. [oToBUIA
nikapcbkuin 3aci6. 3MiHM y BUPOBHULTBI. 3MiHK
y npoueci BUpOGHMLITBA rOTOBOTO NiKapCbKOro
3aco0y, BKIYa4M NPOMIKHUIA NPOAYKT, L0
3aCTOCOBYETLCS NPV BUPOOHULITBI rOTOBOrO
nikapcbkoro 3acoby (He3HayHa 3MiHa y
npoveci BUpobHMLTBA) HE3HAYHI 3MiHK Y
BMPOGHMYOMY MpoLeci fikapcbkoro 3acoby, a
came fofaBaHHSs anbTepHaTUBHOIO
aundyasiriHoro 3miwysada o6’emom 1700 n go
3aTBepmkeHoro o6’emy 1800 ni. 3miHm | Tvny -
3MiHM 3 skocTi. [oTOoBMI Nikapcbkuii 3acit.
3MiHN y BUPOOHMUTBI. 3MiHM Yy NpoLieci
BMPOBHMLUTBA rOTOBOIO NiKapCbKoro 3acooy,
BKIMOYAO4M NPOMDKHUIA NPOAYKT, WO
3aCTOCOBYETLCS NPV BUPOOHULITBI rOTOBOrO
nikapcbKkoro 3acoby (He3HayHa 3MiHa y
npoueci BUpobHMLUTBA) HE3HAYHI 3MiHU B
npoueci BupobHmutea J13, a came gogaBaHHs
anbTepaHTMBHOIo 06rnagHaHHs Ans NOKPUTTS
TabneTok NniBkOBO 0BOMOHKOIO.
3anponoHoBaHe 06nagHaHHsA Mae BinbLui
pOo3Mipu, HiX Te, Lo Hapasi 3aTBepaKeHe Ta
Mae iAeHTUYHY KOHCTPYKLi0 Ta NpuHLMN
poboTu, 3aTBEpAXEHE Ta 3anporoHoBaHe
o6nagHaHHsA BBaXKaltTbCS €KBIBANIEHTHUMM.
3miHu | TUNY - AgmiHicTpaTuBHi 3MiHW. 3MiHa
HalMeHyBaHHs1 Ta/abo agpecu Micus
NPOBaMXEHHS OiAnbHOCTI
BMPOGHMKa/imnopTepa rotoBoro nikapcbKoro
3acoby, BKMYa4m AinbHuUL BUNycky cepii
abo micLe npoBeAeHHS KOHTPOO SKOCTI.
(DisinbHiCTb, 3a Ky BigNoBinae
BUPOGHWMK/IMNOPTEP, HE BKIOYAOYM BUMYCK
cepiii) 3MiHa HalMeHyBaHHsi BUPOBHUYOI
ainbHuui Mepk Wapn i Joym Kopn., CLUA,
BiAMNOBiAanbHOI 3a TeCTyBaHHs CTabinbHOCTI
J13. Ockinbkn BUPOGHMK 3 (DYHKLLiEWD
«TeCcTyBaHHs cTabinbHocTi» He byB
3a3HayYeHN B NoKanbHUX JOKYMEHTaX,
NMPOMOHYETHLCS 3a3HAYUTU JAHOIO BUPOGHWMKa B
MKA.

94.

WOOOMAPUH®
100

Tabnetku no 100
mkr, no 50 abo no
100 TabneTok y

BEPJIH-XEMI
Al

HimeuvuuH
a

BupobHuuTBO
“in bulk”,

KOHTpOIb cepin:

Himeyunna

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MiHu | TUnYy - 3MiHK Woao
6e3nekn/edhekTMBHOCTI Ta dpapmakoHarnsigy.

6e3
peuyenma

UA/0156/01/01
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
conakoHi; no 1 BEPJIH-XEMI BHeceHHs1 abo 3miHa(n) go 3060B'A3aHb Ta
hbnakoHy B Al HimevunHa; YMOB BMAAui peecTpauiiHOro noceigyYeHHs,
KapTOHHiI kopooLi KoHTponb Ta BKtovaroum MNnaH ynpaeniHHA pyankamu (iHLwi
BUMYCK Cepint: 3MiHuM). 3asBHUKOM HagaHo oHoBReHun Mnax
BEPJTIH-XEMI ynpasniHHA pusnkamu Bepcisa 2.0. OHoBneHo
Al', HimeuunHa; cTpykTypy NYPa BignosigHo oo Bumor 4o
BupobHuLTBO Bumor EMA/164014/2018 Rev.2.0.1
“in bulk”, accompanying GVP Module V Rev.2. 3miHu
nakyBaHHA Ta BHeceHi o YacTuH: | «3aranbHa iHdopmauisy,
KOHTPOIb Cepilt: Il «Cneundikauisi 3 6e3nekm» (mogyni Cl
MeHapiHi-®PoH «Enigemionorisa nokasaHb A0 3aCTOCyBaHHS Ta
XevigeH M'mbX, uinboea(i) nonynauisa(i)», [l «MnaH 3
HimeyuunHa capmakoHarnagy», V «3axoam 3 MiHimisauii
pusukie», VI «Pestome nnaHy ynpasniHHA
pusnkamm» VIl «Joaoatkm» y 3B'sA3Ky 3
BMAANEHHSIM MOBHICTIO OXapaKTepu3oBaHuX
nuTaHb 3 6e3neku BiANOBIAHO OO
pekomeHaauin Guideline on good
pharmacovigilance practices (GVP) Module V
— Risk management systems (Rev 2). Pestome
[naHy ynpaeniHHa pusmkamu Bepcia 2.0
[0[aeTbCs.
95. | KAQYET 5/10 TabneTkn, BKpUTI BiaTtpic CLUA Mdpansep HimeyunHa BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3a He UA/5635/01/02
NNiBKOBOO CnewenTi MeHodekyypuH YTOYHEHHS CTaTyCy peKknaMmyBaHHSA B HaKasi peyenmom nionsizae
06onoHkoto, no 5 nnc r JonuneHa MO3 ykpaiHu Ne 1191 Big 09.07.2024 B
mr/10 mr, no 10 mM6X npoueci BHeCEHHs1 3MiH (3MiHu | TUny -
TabneTok y 6nictepi; 3miHu wopao 6e3nekn/edekTMBHOCTI Ta
no 3 6nictepu B apmakoHarnsgy (iHwi amiHn) 3miHM BHECEHO
KapTOHHIN kopobui 00 IHCTPYKUii ANA Mean4HOro 3acToCyBaHHs
nikapcbkoro 3acoby Ao po3ginis:
"OcobnusocTi 3actocyBaHHs", "MobiuHi
peakuii" woao 6esneku 3acTocyBaHHA Aito4ol
pPEeYOBMHM aTopBacTaTUH BiANOBIAHO 4O
pekomeHaauii PRAC. BeegeHHs 3MiH
NpOTArom 6-Tn MicALiB Nicns 3aTBEPOXKEHHS).
Pepakuisa B Hakasi - iHdbopmMaLia BiACYTHI.
BipHa peaakuis - He nignsrae.
96. | KANTONPUN TabneTtku no 25 mr KPKA, a.a., CrnioBeHis BignoBiganbHUN CnoBeHis BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: 3a He UA/4800/01/02
no 10 TabneTok y HoBo mecTo 3a BUPOBHNLTBO YTOYHEHHS CTaTyCcy peknamyBaHHA B Hakasi | peuyenmom nionsizae

GnicTepi; no 2
6nictepu B
KapTOHHiIl kopobui

«in bulky»,
NnepBUHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPOMb Ta
BUNYCK cepii:
KPKA, a.4.,
HoBo mecTo

MO3 YkpaiHnu Ne 1191 Big 09.07.2024 B
npoueci BHeCeHHs1 3MiH (3MiHu | Tuny -
3miHu wopao 6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsgy (iHwi 3mMiHW) 3MiHM BHECEHI
[0 IHCTPYKLIT ANs MeAUYHOro 3acTOCyBaHHA Y
po3ainu "B3aemogis 3 iHWMMKM nikapCbkumun
3acobamMu Ta iHWi BUaM B3aemonin",
"OcobnmBocTi 3acTocyBaHHA" LWoAo 6e3neku
3acTOCyBaHHsI Nnikapcbkoro 3acoby. BeeaeHHsi
3MiH NpoTSArom 6-Tu MicsuiB nicnsa
3aTBepAKEHHS. 3MiHK | Tuny - 3MiHK Wozo
6e3nekn/edekTMBHOCTI Ta dpapmakoHarnsgy.
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
3MiHa y KOpPOTKil XapaKTepuCTULi Nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKLUii Ansi

MeJMYHOro 3aCTOCyBaHHs Ha MiACcTaBi
perynspHo OHOBIOBaHOrO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigkeHb 3
6e3nekn 3acTocyBaHHSs nikapcbKoro 3acoby B
nicnapeecTpauiiHuin nepioa, abo sk
pe3ynbTar OUiHKK 3BiTY 3 OCNIOKEHb,
npoBefeHnx BigNoBiAHO 4O NnaHy
negiatpuyHnx gocnigxeHns (PIP) (iHWi 3miHn)
3MiHM BHECeHI 0 iHCTPYKLUii ANs MegnyHoro
3acTocyBaHHA y po3ainu "MNpoTunokasaHHs",
"B3aemogisi 3 iHW1MK nikapcbkummn 3acobamm
Ta iHwi Buam B3aemogin”, "OcobnmeocTi
3acTocyBaHHs" oo 6e3neky 3acTocyBaHHS
nikapcbkoro 3acoby. BBegeHHs1 3MiH NpoTsirom
6-TK MicsILiB nicns 3aTBepAXEHHs1. 3MiHu |
Tmny - 3MiHuM wopo 6eanekn/edpekTMBHOCTI Ta
capmakoHarnsgy. 3MiHu y KOpOTKil
XapaKTepuCTULi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUiT ANS MeanyYHoro
3acTocyBaHHS
reHepuYHNX/ribpnaHux/6ionoaidoHux
nikapcbkux 3acobiB nicns BHECEHHS TiEl camoi
3MiHM Ha pedepeHTHUI NpenaparT (3MiHa He
notpebye HagaHHS XOOHUX HOBMX JOAATKOBUX
AaHnx) 3MiHW BHECeHi A0 iHCTPYKLiT Ans
MELMYHOro 3aCTOCYBaHHS y po3ginu
"B3aemogisi 3 iHW1MK nikapcbkummn 3acobamm
Ta iHWi Buaun B3aemogin", "OcobnusocTi
3actocyBaHHs", "lNepenosyBaHHs", "MobivHi
peakuii” BignosigHo 4o iHbopmaLii
pedhepeHTHOro nikapcbkoro 3acoby (Capoten
25 mg tablets).BeeneHHst amiH npotsarom 6-tu
MicaUiB Micnsa 3aTBepmKeHHS. 3miHu | Tuny -
3MmiHn wopo 6e3nekn/eddeKkTUBHOCTI Ta
bapmakoHarnsgy. 3miHa(1) y KopoTkii
XapaKTepuCTULi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHsi abo IHCTpyKUii ANS Mean4Horo
3aCTOCyBaHHsI A1si NikapcbKoro 3acoby,
niueH3oBaHoro y €C 3a npoueaypoo
B3aEMHOrO BM3HaHHS (NikapcbKuii 3acid He
BXOAWTb 40 cdhepw Ail npoueaypy B3aEMHOTO
BU3HaHHS, ane 3MiHa BHOCUTBLCS K pe3ynbTat
npoueaypw i Bif BriacHUKa TOProBoi NiLeHsii
He BMMaraeTbCsi HaJaHHS! )XOAHUX HOBUX
[0AaTKOBUX AaHWNX) 3MiHM BHECEHI [0
IHCTPYKLUIT ANA MeAWYHOro 3aCTOCYBaHHS Y
po3ainu "®apmakonoriyHi BnactneocTi”,
"MpoTunokasaHHs", "OcobnueocTi

3acTtocyBaHHs", "MobivHi peakuii” wWoao
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Ymosu

Peknamye

Homep

Ne
n/n

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

eupobHUKa

Geaneku 3acTOCyBaHHs NikapcbKoro 3acoby

aidnycky

aHHsA

peecmpayiliHo2o
noceio4yeHHs1

HoBoro wabnoHy QRD, Bepcis 9,0 y po3ginax

3acTocyBaHHsA «PapmakosoriyHi BNacTMBOCTI»,

BigMNoBigHO 4O MaTepianiB peecTpauinHoro
pocee. MpeacraeneHi amiHK B iHopmaLyii 3
6e3neku Woa0 BHECEHHS 3MiH Ta JOMNOBHEHb
Ha nifcTasi NpoBeAeHHs npoueaypu
HanpaBsneHHs B €C i npuBeaeHHs TEKCTy 0

NPOEKTY iHCTPYKLii ANs MeanyHoro

«MpoTtunokasaHHsa», «OcobnueocTi
3acTocyBaHHs», «[MoBiyHI peakLii», MOXyTb
OyTV pekoMeHA0BaHiI 4O 3aTBEPAXKEHHS Ta

BHECEHHS B iHCTPYKLIit0 ANt MEAWNYHOTO
3acToCyBaHHSA nikapcbkoro 3acoby. BBeaeHHsi
3MiH NpOTAroM 6-Tu MicsuiB nicns
3aTBepMAKeHHs. 3MiHK | Tuny - 3MiHK Woao
be3nekn/edeKkTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHK) 3MiHK BHECEHI 0o IHCTPYKUIT aAns
MeOU4YHOro 3actocyBaHHs y po3ain "MobivHi
peakuii" WoAo NoBiAOMITEHHS MPO
nigo3ptoBaHi NobivHi peakuii. BBeaeHHst 3miH
NpOTArom 6-Tu MicsiLiB Nicns 3aTBeEPYKEHHS).
Pepakuia B Hakasi - iHdpopmauis BiACyTHI.
BipHa pepakuis - He nignarae.
BHECEHHS 3MiH O peecTpaLinHUX maTepianis:

3a

He

UA/4800/01/01

97.

KAOTonPun

TabneTku no 12,5 mr
no 10 Tabnetok y
6nicTepi; no 2
Gnictepu B
KapTOHHIN kopobui

KPKA, a.4.,
Hoso mecto

CnoBeHis

BignoBsiganbHUN
3a BMPOOHULITBO
«in bulky»,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTpOMb Ta
BUWMYCK Cepil:
KPKA, a.4.,
Hoso mecTo,
CnoBeHis

CnogeeHisi

YTOYHEHHS CTaTyCy peKnamyBaHHA B Hakasi
MO3 YkpaiHu Ne 1191 Big 09.07.2024 B
npoueci BHeCeHHs 3MiH (3MiHu | Tuny -

3MiHM Wwopo 6e3nekn/edPeKTUBHOCTI Ta
dapmakoHarnsgy (iHwi 3mMiHW) 3MiHM BHECEHI

00 IHCTPYKUIT ANS MeAnYHOro 3acToCyBaHHSA Y

po3ginu "B3aemogis 3 iHWyMKU nikapcbknumm
3acobamu Ta iHWi BUaAM B3aemonin",

"OcobnuBocTi 3acTocyBaHHA" Woao 6e3neku

3acTOCyBaHHS nikapcbkoro 3acoby. BBeaeHHsi

3MiH NpoTSirom 6-Tu MicauiB nicnsa
3aTBepAKEHHS. 3MiHuM | Tuny - 3MiHM WwWoao
6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
3MiHa y KOpOTKili XapakTepucTuLL nikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKLUii Ansi
MEeOUYHOro 3aCTOCyBaHHsI Ha niacTa.i
perynsipHo OHOBIOBaHOrO 3BTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimaxeHs 3
©e3nekn 3acTocyBaHHS fikapcbkoro 3acoby B
nicnsipeecTpadinHuii nepioa, abo sik
pe3ynbTart OUiHKN 3BiTY 3 OCNIOKEHb,
NPOBEAEHWX Bi4NOBIAHO 4O NnaHy
nepgiaTpuyHux gocnigkeHs (PIP) (iHwi 3miHK)
3MiHM BHeCeHi o iHCTpYKLUii Anst MegnyHoro
3acTocyBaHHsA y po3ainu "MNpoTunokasaHHs",

peuernmom

"B3aemogis 3 iHWK1MK nikapcbknuMu 3acobamm

nionsizae




Popma sunycky

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk
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Kpaina
eupobHUKa
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Ymosu
aidnycky

PeecmpauyitiHa npoyedypa

Ta iHWi Buau B3aemogin”, "OcobnusocTi

3acTocyBaHHA" WoA0 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby. BBegeHHs1 3MiH NpoTsarom
6-TK MicsLiB nicns 3aTBepaKeHHs. 3MiHu |
Tuny - 3MiHn Wwopao 6e3nekn/edekTMBHOCTI Ta

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

Ne
n/n

(nikapcbka ¢ghopma,

Hasea
ynakoeka)

JliKapcbK020
3acoby

capmakoHarnsgy. 3MiHu y KOpOTKil

XapaKTepuCTULi Nnikapcbkoro 3acoby, TeKCTi

MapKyBaHHS Ta iHCTPYKUIT A4ns Mean4Horo
3acTocyBaHHSA

reHepuYHMX/riopnaHux/GionoaidbHMx
nikapcbkux 3acobiB nicns BHECEHHsI Tiei camoi
3MiHM Ha pedepeHTHUI npenaparT (3MiHa He
notpebye HagaHHs XOAHNX HOBMX JOOATKOBUX
AaHux) 3MiHVM BHECeHi A0 iHCTPYKLiT ans
MeOMYHOro 3aCTOCyBaHHSA y po3ainu
"B3aemogisi 3 iHW1MK nikapcbkummn 3acobamm
Ta iHwi Buam B3aemogin”, "OcobnmeocTi
3acTocyBaHHs", "lMepenosyBaHHs", "MobiYHi
peakuii” BignosigHo Ao iHpopmauii

3MiHn woao 6e3nekn/edPeKTUBHOCTI Ta
capmakoHarnagy. 3miHa(un) y KopoTkin

pedepeHTHOro nikapcbkoro 3acoby (Capoten
25 mg tablets).BeeaeHHsi 3mMiH npoTsrom 6-Tu
MicsiLiB nicnst 3aTBepaKeHHs. 3MiHu | Tuny -

XapaKTepuCTULi nikapcbkoro 3acoby, TekCTi
MapKyBaHHsi abo IHCTPyKUii ANS Mean4Horo
3acTOCyBaHHs1 A41s1 NikapcbKoro 3acoby,
niueHsoBaHoro y €C 3a npoueayporo
B3aEMHOrO BM3HaHHS (NikapcbKuii 3acid He
BXOAWTb A0 cdhepw Ail npoueaypy B3aEMHOMO
BM3HaHHS1, ane 3MiHa BHOCUTbCS SIK pe3ynbTaT

npoueaypwm i Big, BnacHWka TOProBoi NiLeHsii
He BMMaraeTbCsi HalaHHS! )XOAHUX HOBUX
[o[aTKoBMX AaHnx) 3MiHM BHeCeHi 4o
IHCTPYKUIT ANS MEANYHOro 3aCTOCYBaHHS y
po3ainu "®apmakonoriyHi BnacTuBocTi",
"MpoTunokasaHHs", "OcobnmeocTi
3actocyBaHHs", "MobivHI peakuii” woao
6e3nekn 3aCToCyBaHHsI NikapCbKoro 3acoby
BigNoBigHO 40 MaTepianiB peecTpauinHoro
pocbe. [MpeacTaBneHi 3miHN B iHchopmalii 3
©e3neku Woao BHECEHHS 3MiH Ta JOMOBHEHb
Ha nigcTaBsi NpoBeAeHHs npolenypu
HanpasneHHs B €C i npuBeeHHs TEKCTY OO
HoBoro wabnoHy QRD, Bepcis 9,0 y po3ginax
NPOEKTY IHCTPYKLIi A4Ns Megu4Horo

3acTocyBaHHsA «PapmakosoriyHi BNacTUBOCTI»,
«MpoTtunokasaHHsa», «OcobnueocTi

3acTocyBaHHs», «[MobBiyHI peakLii», MOXyTb
OyTV peKoMeHA0BaHi 4O 3aTBEPAKEHHS Ta
BHECEHHS B iHCTPYKLIit0 AN MEANYHOro
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
3acToCyBaHHsI Nnikapcbkoro 3acoby. BeeaeHHsi
3MiH NPOTAroM 6-Tu MmicsauiB nicns
3aTBepAKeHHs. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/ecekTUBHOCTI Ta hapmakoHarnsgy
(iHwWi 3MiHWM) 3MiHM BHECEHI A0 IHCTPYKLIT Ans
MeON4YHOro 3actocyBaHHs y po3ain "MobivHi
peakuii” Wwoao NoBigoMMEHHs Npo
nigo3ptoBaHi NobGivHi peakuii. BBegeHHs 3MiH
NpOTArom 6-Tu MicsLiB NicNs 3aTBEP)KEHHS).
Pepakuis B Hakasi - iHbopmaLis BiACyTHI.
BipHa peaakuis - He nignarae.
98. | KAPOOCAN® TabneTkn, BKpUTI MeHapiHi JTiokcemby Bupo6HuLTBO HimeuyunHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a UA/7139/01/01
MNKC 20/12,5 NNiBKOBOO IHTepHeLLoHan pr "in bulk": 3MiHu | TMNy - 3MiHK Woao peuenmom
obornoHkoto, no 20 OnepenoHc OAIYI CAHKIO 6esnekn/edeKTMBHOCTI Ta hapmakoHarnsay
mr/12,5 mr, no 14 TTrokcembypr FOPOYI 'mbX, (iHWi 3MiHKX) 3MiHM BHECEHO B TEKCT
Tabnetok y 6nicrepi; C.A. HimeyuumHa; MapKyBaHHSA Ha NEePBUHHIN Ta BTOPUHHIN
no 1 abo no 2 [MepBuHHE Ta yMakoBLi, a came yTOYHEeHHS iHdopmalLii Wwoao
Gnictepu B BTOPUHHE norotuny komnadii (BERLIN-CHEMIE
KapTOHHiIN kopoOLi nakyBaHHS, MENARINI).
KOHTPOMb Ta
BUMYCK Cepin:
BEPJIH-XEMI
Al", HimeuuuHa;
BUPOBHMUTBO "in
bulk", nepsuHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTpOMb Ta
BUWMYCK Cepil:
MeHapiHi-PoH
XeligeH M'moX,
HimeyumHa
99. | KACAPK® TabneTku no 16 mr; MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHuX mMaTepianis: 3a He UA/12457/01/02
no 10 TabneTok y "Kuismegnpen "Kuismegnpenap 3minu | TMny - 3miln WwWoao peuenmom nionsizae
6nictepi; no 3 apat" at" 6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsay.

6nictepu B nayui

3MiHW y KOPOTKili XapakTepucTuLli nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKLUii Ans
MELNYHOro 3aCTOCYBaHHS
reHepu4HuX/ribpuaHux/GionogioHmx
nikapcbkux 3acobiB nicnst BHECEHHs Tiei camol
3MiHW Ha pedbepeHTHUI npenaparT (3MiHa He
noTpebye HagaHHS )KOAHUX HOBUX JOAATKOBUX
naHux) MNpegcraBneHi 3miHW B iHopmaLii 3
6e3neku LWoA0 BHECEHHS 3MiH Ta AOMOBHEHb Y
po3ainax iHCTPyKLUii Ans Mean4Horo
3acTocyBaHHsA «PapmakororiyHi BNacTUBOCTI»,
«[lMoka3aHHA», «3acTocyBaHHS y nepiog,
BariTHocTi abo rogyBaHHs rpyaato», «Cnocib
3acTOCyBaHHs1 Ta 403u», «[MobiuHi peakuii»
nikapcbKkoro 3acoby Ha nigcrasi OHOBMEHOT

iHdpopmalii 3 6e3neku Logo Mean4Horo




62

[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

3acTocyBaHHsA pedhepeHTHOro ikapCbKoro
3acoby (Atacand 8 mg tablets, 16 mg tablets,
32 mg tablets, AstraZeneca) MoxyTb 6yTH
pPeKoMeHZoBaHi 40 3aTBEPAXKEHHS Ta
BHECEHHS B iHCTPYKLIit0 AN MEANYHOIO
3acTocyBaHHs nikapcbkoro 3acoby. BeeaeHHs
3MiH NpOTSArom 6 MicsLiB Nicnsi 3aTBEPOKEHHS.
3MiHn | Trny - 3MiHK Woao
6e3nekn/ecekTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHn) MpeacTaBneHri 3amiHM B iHdopmaLii
3 6e3neku LWoJo NOoBiAOMIIEHHS NPO NOBIYHI
peakuii Ha niacTasi pekomeHgauii [lep>xaBHoro
ekcnepTHoro LeHTpa MO3, wo po3MileHi Ha
odiliiHOMy caiTi y po3Ain iHCTPYKLUii Ans
Meau4yHoro 3actocyBaHHs «[obiyuHi peakLii»
MOXYTb ByTV pekoMeHOoBaHi [0
3aTBEPKEHHSI Ta BHECEHHS B iHCTPYKLitO Ansi
MeONYHOro 3aCTOCyBaHHsI NikapCbKoro 3acooy.
BBefgeHHs 3MmiH NpoTarom 6 micsuis nicns
3aTBEPAKEHHS.

100.

KACAPK®

Tabnetku no 32 mr;
no 10 TabneTtok y
6nictepi; no 3
6nictepu B navui

MAT
"Kuismegnpen
apar”

Ykpaina

MAT
"KuiBmegnpenap
at"

YkpaiHa

BHECEHHS 3MiH O peecTpaLinHUX maTepianis:
3MiHu | TMNy - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
3MiHW y KOPOTKilA XapaKTepucTmLi Nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUii aAns
MeOMYHOro 3aCTOCYBaHHS
reHepu4HuX/ribpuaHnx/GionogioHmx
nikapcbkux 3acobiB nicnst BHeCEHHs Tiei camol
3MiHW Ha pedbepeHTHUI npenaparT (3MiHa He
noTpebye HafaHHs XXOAHUX HOBWX OOAATKOBUX
naHux) MNpegcraBneHi 3miHW B iHopmaLii 3
©6e3neku LWoa0 BHECEHHS 3MiH Ta JOMOBHEHb Y
posainax iHCTPyKLUii Ans MeanyHoro
3acTocyBaHHA «PapmakororiyHi BNacTUBOCTI»,
«[lMokasaHHA», «3acTocyBaHHS y nepiog,
BariTHocTi abo rogyBaHHs rpyaato», «Cnocid
3acTocyBaHHs Ta A403n», «[MobiuHi peakuii»
nikapcbKkoro 3acoby Ha nigcrasi OHOBMNEHOT
iHpopmalii 3 6e3neku Lwogo MeanyHoro
3acTocyBaHHs pedhepeHTHOrO MikapCbKoro
3acoby (Atacand 8 mg tablets, 16 mg tablets,
32 mg tablets, AstraZeneca) moxyTb 6yTu
pEKOMEHA0BaHi 10 3aTBEPAXEHHS Ta
BHECEHHS B iIHCTPYKLO Anst MeQUYHOro
3aCTOCyBaHHsI Nikapcbkoro 3acoby. BeeaeHHsi
3MiH NpOTSArom 6 MicsLiB Nicnsi 3aTBEpPOXKEHHS.
3MiHn | TMny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmMakoHarnsay
(iHwi 3miHK) MpeacTaBneri 3MiHK B iHpopMaLii
3 6e3neku WoaAo NOBIAOMIEHHS NPO NoGivHi
peakuii Ha nigcTasi pekoMmeHaauii [lepxxaBHoro

3a
peuerimom

He
nidnsieae

UA/12457/01/01
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

eKkcnepTHoro LeHTpa MO3, wo po3milleHi Ha

odgiliiHOMy caunTi y po3ain iHCTPYKLii Ans
Mean4yHoro 3actocyBaHHs «[obiuHi peakLii»
MOXYTb ByTV pekoMeHOoBaHi [0

3aTBEPAKEHHSI Ta BHECEHHS B iHCTPYKLitO Ansi

MeONYHOro 3aCTOCyBaHHsI NiKapCbKoro 3acooy.
BBepgeHHs 3MiH NnpoTsaArom 6 Micsiuie nicnsi

3aTBEPAKEHHS.

101.

KACAPK®

TabneTtku no 8 mr;
no 10 Tabnetok y
6nicTepi; no 3 abo 9
GnicTepiB y navui

MAT
"Kuismegnpen
apatr”

YkpaiHa

MAT
"Kuismegnpenap
at"

YkpaiHa

BHECEHHS 3MiH IO peecTpauinHuX maTepianis:
3MiHu | TMNy - 3MiHK Woao
6e3nekv/edekTMBHOCTI Ta hbapmakoHarnsay.
3MiHW y KOPOTKil XapaKTepucTmLi Nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUii ans
MEeOMYHOro 3aCTOCYBaHHS
reHepuYHNX/riopnaHmx/GionoaibHMx
nikapcbkux 3acobiB nicns BHECEHHs TiEl camoi
3MiHW Ha pedbepeHTHUI npenaparT (3MiHa He
noTpebye HagaHHS XXOAHUX HOBUX OOAATKOBUX
naxux) MNpeacTtaeneHi 3amiHW B iHdopmallii 3
©6e3neku LWoa0 BHECEHHS 3MiH Ta JOMOBHEHb Y
posginax iHCTPyKUii 4na megnyHoro
3acTocyBaHHsA «PapmakosoriyHi BNnacTMBOCTI»,
«[lMoka3aHHA», «3acTocyBaHHS y nepiog
BariTHOCTi abo rogyBaHHs rpyaato», «Cnocid
3acTocyBaHHs Ta Jo3uy, «[MoBiyHi peakuii»
nikapcbKkoro 3acoby Ha niacTaBi OHOBIEHOT
iHpopmalii 3 6e3neku Lwogo MeanyHoro
3acTocyBaHHs pedhepeHTHOrO MikapCbKoro
3acoby (Atacand 8 mg tablets, 16 mg tablets,
32 mg tablets, AstraZeneca) moxyTb 6yTu
peKkoMeHA0BaHi [0 3aTBEPAXEHHS Ta
BHECEHHS B iHCTPYKLIit0 AN MEANYHOrOo
3acTOCyBaHHsI Nnikapcbkoro 3acoby. BeeaeHHst
3MiH NpOTSArom 6 MicsLiB NicNs 3aTBEPOXKEHHS.
3MiHn | TMny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay
(iHwWi 3miHn) MpeacTaBneHi 3MiHK B iHpopMauii
3 6e3neku WoaAo NOBIAOMMIEHHS NPo NoGiYHi
peakuii Ha nigcTasi pekomeHaauii [lepxaBHoro
ekcnepTHoro ueHTpa MO3, wwo po3milleHi Ha
odpiliiHOMy caiTi y po3ain iHCTpyKLUii Ans
MeaMYHOro 3actocyBaHHst «[obiuHi peakuii»
MOXYTb ByTU pekoMeHaoBaHi 40
3aTBEPKEHHSI T2 BHECEHHS B iHCTPYKLIitO Ansi
MEAMYHOrO 3aCTOCYBaHHsI NikapCbKoro 3acoby.
BBegeHHs 3MiH NnpoTsArom 6 MicsiliB nicns
3aTBEPAKEHHS.

3a
peuerimom

He
nidnsieae

UA/12457/01/03

102.

KETOJAK

Tabnetku no 10 mr;
no 10 TabneTok y
onictepi; no 1
Gnictepy B nayui

AT

"KUIBCHKNN

BITAMIHHUM
3ABOJ"

YkpaiHa

AT
"KUIBCLKUI
BITAMIHHUM

3ABOQ"

YkpaiHa

BHECEHHS1 3MiH [0 peecTpauinHMxX maTtepianis:
3minu | TUny - 3miHn WwWoao
6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy
(iHLWi 3MiHW)

3a
peuerimom

UA/4802/01/01
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[IponoBkeHHs 1oaarka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
OHOBMEHHSsI TEKCTY MapKyBaHHSA BTOPUHHOT
yMakoBKM NikapcbKkoro 3acoby, a came:
[y6ntoBaHHsi TEKCTY aHrMifcbKOK MOBOIO, @
Takox y n.17. IHWE goaaHo iHdopmauito npo
noroTun 3asiBHUKa. TepMiH BBEAEHHS 3MiH
npoTsArom 6 MicsiLiB nicns 3aTBEPMKEHHSI.
103. | KETOCTEPUN TabneTku, BKpUTI DdpeseHiyc HimeuumnH Nab6ecanb MopTyranis BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a UA/2403/01/01
NniBKOBOO Kabi a Na6opaTtopioc 3Mminu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peuenmom
obornoHkoto; no 20 Oonunaxg Anwmipo, C.A. Ha3Bu APl abo JOMNOMKHOI peHOBUHMU -
TabneTtok y 6nicrepi; m6X BuaaneHHam 3a3HayYeHHs1 TOProBoi Mapku

no 5 Gnictepis y
KapTOHHiI kopooLi

«Eudragit» 6ins ocHOBHOI Ha3BW [OMOMIKHOI
peyvoBuHu Basic butylated methacrylate
copolymer B po3ginax peecTpauinHoro 4ocbe
Mogynb 3: 3.2.P.1. Onuc i cknag nikapcbkoro
3acoby, 3.2.P.3.2. Cknag Ha cepito, 3.2.P.4.1.
Cneuundikauii, 3.2.P.4.2. AHaniTU4Hi
METOAMKN.

BBegeHHst 3MiH NpoTarom 6-tn micauis nicna
3aTBepMKeHHs. 3MiHK | Tuny - 3MiHM 3 SKOCTI.
CeprudikaT BignosigHocTi/l E-cepTudikat
BignoBigHOCTI €Bponeiichbkii
capmakonei/moHorpadii. MogaHHA HoBOrO
abo oHoBneHoro ceptudikaTta BiANOBIQHOCTI
abo BuNy4YeHHs ceptudpikata BignoBigHOCTI
€Bponeickkin hapmakonei: gns A®l; ans
BMXiAHOro MaTtepiany/peareHTy/MpOMiKHOIo
NpoAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOGHMLUTBI ADI; ANs AONOMIDKHOI peYOBUHM
(cepTudpikat BignoBigHOCTI €Bponeichbkii
dapmakonei) - HoBui ceptudikaT Big HoBOro
BMPOGHMWKa (3aMiHa abo JOMNOBHEHHS)
MopaHHsa HoBoro cepTudikaTta BiANOBIQHOCTI
€sponevicbki papmakonei Ne R1-CEP 2014-
063-Rev 00 ans gjtoyvoi pevoBuHM Lysine
acetate Big HoBoro Bupo6bHmka AJINOMOTO
HEALTH AND NUTRITION NORTH
AMERICA, INC., USA BsefeHHs1 3miH
NPOTArom 6-Tu MiCSILIB MiCNsi 3aTBEPOKEHHS.
3miHu | Tuny - 3minm 3 sikocTi. CepTudpikat
BignoBigHocTi/E-cepTudikat BignoBigHOCTi
€Bponelicbkinn hapmakonei/moHorpadii.
MoaaHHsa HoBoro abo oHOBNEHOrO
cepTudcpikaTa BignosigHOCTi abo BUNyYEHHSI
cepTudikaTta BignoBigHOCTI €BpoNenchbkin
dapmakonei: gna A®l; ons BUXigHoro
maTepiany/peareHTy/npoOMiXKHOTO NMPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI;
Ansi AOMOMiXHOT peyvoBuHN (cepTuddikaT
BiQNOBigHOCTI EBponeichki hapmakonei) -
OHoBneHun cepTudikaT Bif yxe
3aTBEpOKEHOro BUPOoGHUKa - MogaHHs
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[IponoBkeHHs 1oaarka 3
Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
OHOBJIEHOrO cepTudpikarta BignNoOBIAHOCTI

€sponevicbkin dapmakonei Ne R1-CEP 2004-
277-Rev 02 (3aTBepaxeHo: R1-CEP 2004-
277-Rev 01) ans gitovoi pevoBuHun Threonine
BiJ BXXe 3aTBEPOKEHOro BUPOGHMKa Amino
GmbH, HimeuyunHa. BeegeHHst 3MiH npoTarom
6-Tn MicsLiB NicNs 3aTBEPOXKEHHS.
3minn | Tuny - 3minm 3 akocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT BiANOBIgHOCTI
€BponeWcbkin dapmakonei/MoHorpadii.
MopaHHa HoBoro abo oHoBNEHOro
cepTuddikaTta BignoBigHOCTi abo BMUNyYEHHsI
cepTudikaTta BignoBigHOCTI €Bponenchkii
dapmakonei: gna ADI; onsa BUXigHoro
matepiany/peareHTy/npoMiXKHOTO NMPOAYKTY,
LLIO BUKOPUCTOBYIOTbCS Y BUPOBHMUTBI AdI;
Ans AOMOMDKHOI peyqoBuHM (cepTudikaT
BiNoOBIigHOCTI €Bponeinchkin dhapmakonei) -
OHoBneHni ceptudikat Big yxe
3aTBepAKeHOro BMpobHuKa - MNMogaHHA
OHOBJEHOro cepTudpikata BignNOBIAHOCTI
€sponevicbkin dapmakonei Ne R1-CEP 2014-
227-Rev 00 (3atBepmxeHo: RO-CEP 2014-
227-Rev 00) ans gitovoi pevoBuHu Lysine
acetate Big Bxe 3aTBEpAKEHOro BUPOOHUKa
KYOWA HAKKO BIO CO., LTD. BeeaeHHs
3MiH NpoTSirom 6-Tu MicauiB nicns
3aTBepAKEHHS. 3MiHM | TMny - 3MiHKM 3 sKoCTi.
CeprudikaT BignosigHocTi/lE-cepTudikat
BignoBigHOCTI €Bponeinchkii
dapmakonei/moHorpadii. MogaHHsa HoBoro
abo oHoBneHoro ceptudikaTta BiANOBIQHOCTI
abo Buny4YeHHsi cepTudikaTta BignoBigHOCTI
€Bponevicbkint bapmakonei: ana A®l; ons
BMXiAHOro MaTtepiany/peareHTy/MpOMiKHOIo
NPOAYKTY, O BUKOPUCTOBYHOTLCA Y
BUPOGHMLUTBI ADI; AnNs AONOMIDKHOI peYOBUHM
(cepTudpikat BignoBigHOCTI €BponechbKii
dapmakonei) - OHoBneHun cepTudikat Big
yXe 3aTBepaKeHoro BupobHuka - MNogaHHs
OHOBJIEHOro cepTudikaTta BiaAnoBIgHOCTI
€sponevicbkin dapmakonei Ne R1-CEP 2010-
155-Rev 02 (3atBepaxeHo: Ne R1-CEP 2010-
155-Rev 01) ans gitoyoi pevoBuHu Lysine
acetate Bifg Bxe 3aTBepAKeHOro BUpobHUKa
EVONIK REXIM S.A.S., ®paHuis. BeegeHHs
3MiH NpOTSArom 6-Tu MicsLiB nicns
3aTBepAKEHHS. 3MiHN | TMny - 3MiHM 3 SKOCTI.
CeptudikaT BignosigHocTi/lE-cepTudikat
BigNoBigHOCTI €BponeiichbKii

dapmakonei/moHorpadii. MogaHHA HoBoro
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[IponoBkeHHs 1oaarka 3
Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1

abo oHOBMEHOro cepTudikaTta BignNoOBIgHOCTI
abo Buny4YeHHs cepTudikaTa BiANoOBiAHOCTI
€Bponenickkin hapmakonei: gns A®l; ans
BUXIiQHOro matepiany/peareHTy/npoMixHOro
NPOAYKTY, O BUKOPUCTOBYIOTLCS Y
BUPOOHMLTBI ADI; Anst ONOMKHOI peYOBUHM
(cepTucpikat BignoBigHOCTI €BponeichbKii
dapmakonei) - OHoBneHun cepTudikat Big
yXXe 3aTBepaKeHoro BupobHuka - MNogaHHs
OHOBJIEHOro cepTudpikarta BignNoOBIAHOCTI
€sponeicbkin dapmakonei Ne R1-CEP 2014-
063-Rev 01 (3aTBepaxeHo: R1-CEP 2014-
063-Rev 00) ans gitovoi pevoBuHU Lysine
acetate Big BupobHuka AJINOMOTO HEALTH
AND NUTRITION NORTH AMERICA, INC.,
USA. BBegeHHs1 3MiH NpoTsirom 6-Tu micsauis
nicns 3aTBepAXKEHHSI.
3MiHn | TMny - 3miHn 3 skocTi. CepTudikat
BignosigHocTi/ME-cepTudikaT BiANoBigHOCTI
€sponelicbkin hapmakonei/moHorpadii.
MogaHHsa HoBoro abo oHoBREHOro
cepTuddikaTta BignoBigHOCTi abo BMUNyYEHHsI
cepTudikaTta BignoBigHOCTI €EBPONENChKiNn
dapmakonei: gna Adl; ons BuxigHoro
matepiany/peareHTy/npoMiXKHOTO MPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
Ans AOMNOMiXHOI peqoBuHM (cepTuddikaT
BigNoBigHOCTI €Bponerchkin hapmakonei) -
OHoBneHun ceptudikaT Bif yxe
3aTBepOKeHOro BUpobHUKa - MogaHHs
OHOBIEHOro cepTudikaTta BiANOBIAHOCTI
€sponevicbkin apmakonei Ne R1-CEP 1999-
027-Rev 04 (3atBepmxeHo: R1-CEP 1999-
027-Rev 03) gns pitoyoi pevoBuHu Histidine
B[] BXXe 3aTBepaeHoro BMpobHuka KYOWA
HAKKO BIO CO., LTD. BeegeHHs1 3miH
NPOTArom 6-Tu MicAILiB NiCNs 3aTBEPOXKEHHS.
3minm Il Tvny - 3miHm 3 gxkocTi. FoToBUIA
nikapcbkuit 3aci6. 3MiHM y BUPOBHMLTBI. 3MiHN
BUNpobyBaHb abo AONYCTUMUX MEX,
BCTAHOBIEHMX Yy creumdikalisx, nig yac
BUPOOHMLTBA FOTOBOIO NiKapCbKOro 3acody
(pO3LUMPEHHS 3aTBEPHKEHUX AOMYCTUMUX MEXK
[ONs NOKA3HUKIB, AKi MOXYTb MaTu iCTOTHWUIA
BMSIMB Ha 3ararnbHy SIKiCTb FOTOBOrO
nikapcbkoro 3acoby) PoswmpeHHs mex ans
BMCOTM (TOBLUMHM) sapa TabneTku 3 7,0 Mm-
7,4 mm go 7,0 MM -7,7 MM B NpOLECi
BUpoGHMUTBa IPC. BBEAEHHS 3MiH NPOTSIroM
6-TK MicauiB nicnsa 3aTBepAXeHHs. 3MiHu I

TMny - 3MiHK 3 gKocTi. API. (iHwWi 3MiHW)
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

OHoBneHHst ASMF Ha gitody pevoBuMHy anbda-
KeTOoi30oMNenuUmH Bif 3aTBEPAKEHOro
BUPOGHMKA, SIKUIA 3MiHMB Ha3By 3 Evonik
Nutrition & Care GmbH, HimeyunHa Ha Evonik
Operations GmbH, HimewyunHa (3aTBepaxeHo:
2018-1); 3anponoHoBaHo: 2021-1). Aopeca
BUPOBHMYOI AinbHULI He 3MiHMNack. BeeaeHHst
3MiH NPOTAroM 6-Tu MmicauiB nicns
3aTBepMKeHHs. 3MiHn Il Tuny - 3MiHM 3 SKOCTi.
A®I. (iHwi 3miHn) OHoBneHHs ASMF Ha gitouy
peyvoBUHY anba-KkeTonenunnHy Big
3aTBEPKEHOr0 BUPOOHUKA, SKUIA 3MiHUB
Ha3By 3 Evonik Nutrition & Care GmbH,
HimeuumHa Ha Evonik Operations GmbH,
HimeuuunHa (3aTBepmxeHo: 2018-1);
3anponoHoBaHo: 2021-1). Agpeca BUpPOGHUYOi
OiNbHULI He 3MiHUNack.

BBegeHHst 3MiH NpoTsrom 6-tn micauis nicna
3aTBepAKeHHs. 3MiHu Il Tuny - 3MiHK 3 SKOCTi.
ADI. (iHwi 3miHM) OHoBneHHA ASMF Ha gitouy
peyvoBuHy anbda-keToeHinanaHiy Big,
3aTBEPKEHOr0 BUPOOHUKA, KU 3MiHUB
Ha3By 3 Evonik Nutrition & Care GmbH,
HimeuyumHa Ha Evonik Operations GmbH,
HimeuumnHa (3aTBepmxeHo: 2018-1);
3anponoHoBaHo: 2021-1). Aapeca BMpobHuyoi
AinbHWLI He 3MiHMNack. BBeaeHHst 3MiH
NPOTArom 6-Tu MicAILiB NiCNsi 3aTBEPOXKEHHS.
3minm Il Tuny - 3miHm 3 gkocTi. API. (iHwi
3MiHKn) OHoBneHHs ASMF Ha fitody peyqoBUHY
anbda-KeToBaniHy Big 3aTBEpAXEeHOro
BMPOBHMKa, KM 3MiHVB Ha3By 3 Evonik
Nutrition & Care GmbH, HimeyuunHa Ha Evonik
Operations GmbH, HimeuyunHa (3aTBepaxeHo:
2018-1); 3anponoHoBaHo: 2021-1). Agpeca
BUPOBHMYOI AinbHULI HE 3MiHUMNack. BBeaeHHsi
3MiH NpoTSirom 6-Tu MicauiB nicns
3aTBepAKeHHs. 3MiHn Il Tuny - 3MiHM 3 SKOCTI.
ADI. (iHwi 3miHM) OHoBNeHHA ASMF Ha gitouy
peyoBuHY anbda-rigpoKCMMETIOHIH Bif
3aTBEPAKEHOr0 BUPOOHMKA, SIKMIA 3MiHWB
Ha3By 3 Evonik Nutrition & Care GmbH,
HimeuunHa Ha Evonik Operations GmbH,
HimeuyumHa (3aTBepmkeHo: 2018-1);
3anponoHoBaHo: 2021-1). Aapeca BMpobHuyoi
AinbHWLI He 3MiHUnack. BBeaeHHst 3MiH
NPOTSArom 6-Tu MiCSILLIB MiCNsi 3aTBEPOXKEHHS.

104.

KNATIHON®

TabneTku, BKPUTI
o6ornoHkoto, no 500
Mr + TabneTku,
BKPUTi 060MOHKOH0,

OPTAHOCVIH
NAN®CAEHC
U3 (Ed 3ETI)

OAE

EBepTomkeH
Naiid CaeHcus
TimiTeq

IHaisa

BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis:
3MmiHu | TUNY - 3miHK 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis

3a
peuerimom

UA/5974/01/01
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[IponoBkeHHs 1oaarka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
no 250 mr + kancynm crneungikauin Ta/abo 4onNycTUMMX Mex
no 30 wr; roTOBOrO MikapCbKoro 3acoby (iHLi 3MiHW)
KOMGiHOBaHWI Habip 3MmiHa y cneumdikaLii 3a Noka3HMKOM
Ona nepopansHoro "Po34mHeHHs" onsa kancyn nadconpasony no
3acTtocyBaHHs Ne42: 30 Mr Ans npuBegeHHs y BigNoBigHICTb 40
2 TabneTku XXOBTOro Bumor USP.
KOnbopy Kpyrnoi 3arBepaxeHo: Po3unHeHHs1 y 0,1 N po3uumHi
dopmu (TuHigasony) XJTOPUCTOBOAHEBOI KUCMOTU: KiNbKICTb
+ 2 Tabnetkn naHconpasony, Lo nepenwna y po34uH Yyepes
YKOBTOrO KONbOpY 2 rop, mae 6ytu He Binbwe 10% Big BMICTY,
gosracTtoi hopmu 3a3HayeHoro y poagini «Cknag Ha ogHy
(knapuTpoMiumHy) + kancyny». Po34mHeHHs1 y doochaTHoOMy
2 kancynu 6ydepHomy po3umHi pH 7,4: KinbkicTb
(naHconpasony) y naHconpasony, Lo nepenna y po3yvH vyepes
cTpuni, no 7 cTpunis 45 xB, mae 6yTun He meHwwe 75% (Q) Big
Y KapTOHHI# nauuj; BMICTY, 3a3Hau4eHoro y po3gini «Cknag Ha
KombiHOBaHWI Habip OfIHY Kancyrny».
Ans nepopansHoro 3anponoHoBaHo: Po3unHeHHs1y 0,1 N po3umHi
3acTocyBaHHS Ne42: XIOPUCTOBOAHEBOI KMCIOTU: KiNbKICTb
2 TabneTkuM XOBTOro naHconpasony, Lo nepenna y po3yvH 4yepes
KOnbopy Kpyrnoi 60 xB, Mae 6yTu He Ginblwe 10% Big BMICTY,
dopmu (TuHIgasony) 3a3Ha4veHoro y po3aini «Cknag Ha ogHy
+ 2 Tabnetkn kancyny». Po3unHeHHs y docdaTHomy
XOBTOrO KOSbOpy 6ydepHomy po3umHi pH 6,8: KinbkicTb
posractoi hopmu naHconpasony, Lo nepenLna y po3ynH yepes
(knapuTpoMmILMHY) + 60 xB, Mmae 6yt He meHwe 80% (Q) Big
2 kancynu BMIiCTYy, 3a3Ha4eHoro y po3gini «Cknag Ha
(naHconpasony) — y OfHY Kancyny».
Gnictepi, no 7 3minn | TMny - 3miHuM 3 sikocTi. [oToBUIA
GnicTtepiB y nikapcbkuii 3aci6. KoHTponb rotoBoro
KapTOHHIN nayui nikapcbkoro 3acoby. 3miHa y MmeTogax
BMNpobyBaHHS FOTOBOrO NiKapCbKoro 3acoby
(iHWi 3MiHM y MeToaax BUNpobyBaHb
(Bkntoyaroum 3amiHy abo JONOBHEHHs1)) 3MiHa
y MeTofi BUNpoOyBaHHs 3@ NOKA3HUKOM
"Po3unHeHHs" Ansa kancyn naHconpasony no
30 Mr ans npuBeAeHHs Y BiANOBIAHICTb A0
Bumor USP. 3miHa cTtocyeTbest ob'emiB
cepefoBuLLA PO3YMHEHHS, LUBUOKOCTI
obepTaHHs nonari, Yacy po34YMHEHHS,
NPUroTyBaHHSI CTaHAAPTHMX PO3YVHIB,
npoLeaypu BUMIPIOBaHHS Ta po3paxyHKOBUX
copmyn.
105. | KNOTPUMA3O Masb 1% no20ry OPIrAHOCWH OAE EHK 106 ETikana IHais BHECEHHS 3MiH [0 peecTpaLiiHMX maTtepianis: 6e3 UA/8794/01/01
n Ty6i; no 1 Ty6i B NANDCAEHC Mpamsit Jlimiteq 3MmiHu | TUNY - 3miHK 3 sikocTi. FoToBUIA peuenma
navj 3 KapToHy N3 (E® 3ET ) nikapcbkuii 3aci6. KoHTponb rotoBoro

nikapcbkoro 3acoby. 3miHa napameTpis

cneuudikauin Ta/abo gonycTumMmnx Mex
roTOBOro MikapCbKoro 3acoby (iHLi 3MiHM)
CynyTHs 3MiHa - 3MiHKM 3 siKoCTi. FoTOBUIA

nikapcbkuii 3aci6. KoHTponb rotoBoro
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHs1

Homep

peecmpayiliHo2o

noceio4yeHHs1

nikapcbkoro 3acoby. 3miHa y meTogax
BMUNPOBYBaHHSI FOTOBOrO NiKapCbKoro 3acoby
(anst npuBegeHHs y BignosigHicTs 3 dY abo
€BponencbKkoo hapmakoneer Ta BUNyYeHHs!
MOCUMNaHHA Ha 3acTapinuii BHYTPILLHIN MeToq

BUNPOOYBaHHS i KOro HOMep) - BHECEHHS

peakuinHmMx 3mMiH 4o crneumdikaLii Ta meToais
KOHTpornto 3a n. «MikpobionoriyHa unctoTar y

3B’A3KY 3 NpuBeAeHHaAM o Bumor EP.

106.

KONAPEKC
MAKCIPumn 3i
CMAKOM
nicoBux Aria

MOPOLLIOK ANst
0OpanbHOro PO34nHy,
no 5 a6o 10 naketiB
Y KapTOHHIlA kopobui

CTAOA
ApuHanmitTen
b Al

HimeyvuuH
a

XANECH
AJIKAJIA, C.A.

IcnaHia

BHECEHHS 3MiH O peecTpauinHuX maTepianis:
3MiHM | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBAaMKEHHA AiANbHOCTI
BMPOGHMKa/imnopTepa rotoBoro nikapcbKoro
3aco0by, BKYaum ginbHULi BUNYycKy cepil
abo micLe npoBedeHHS KOHTPOIHO SIKOCTI.
(DisinbHiCTb, 3a sKy BignoBinae
BUPOGHWK/IMNOPTEP, BKINOYAKOUN BUMYCK
cepiit) aMiHa HallMeHyBaHHsi Ta agpecu Micus
NPOBaXEHHS AiANbHOCTI BUPOGHMKA rOTOBOrO
nikapcbKoro 3acoby, BKNOYAKUM AinbHULI0
BUNYyCKy cepii. 3MiHM BHECEHO B iHCTPYKLit0
AN MeQUYHOro 3acToCyBaHHS NiKapCbKoro
3acoby y po3ginu "Bupo6HuK",
"MicuesHaxoaxeHHsi BUpoOHUKa Ta agpeca
MiCList MPOBAKEHHS MOro isinbHOCTI" 3
BiANOBIgHNMY 3MiHAMU B TEKCTI MapKyBaHHS
ynakoBoK. BBeAeHHsi 3MiH NpoTAroM 6-tu
MiCSILiB Micnsi 3aTBEPAXKEHHS.

6e3
peuenma

nidnsieae

UA/12334/01/01

107.

KONAOPEKC
XOTPEM 3l
CMAKOM
JINMOHY

NOPOLLOK Ans
OpanbHOro PO34uHy;
no 5 r NOpoLKy y
nakeTuky; no 5 abo
10 nakeTukiB y
KapTOHHiIN kopobui

CTADA
ApuHaimitTen
b Al

HimeuvuuH
a

XANECOH
AJIKAJIA, C.A.

IcnaHia

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MiHM | TUNY - AgMiHICTpaTuBHI 3MiHW. 3MiHa
HariMeHyBaHHs Ta/abo agpecu micus
NPOBaXeHHS OisnbHOCTI
BMPOGHMWKa/imnopTepa roToBoro fikapcbKoro
3aco0y, BKIOYa4m AinbHULL BUNYCKy cepii
abo micLe npoBeAeHHS KOHTPOIHO SIKOCTI.
(misnbHicTb, 3a AKy Bignosigae
BUPOBOHMK/IMNOPTEP, BKIOYAKOYM BUMYCK
cepiit). 3MiHa HallMeHyBaHHs1 Ta agpecu Micus
NpoBaXXeHHs OisnbHOCTi BUPOGHMKA rOTOBOrO
nikapcbKoro 3acoby, BKIMOYAKUN AiNbHULII0
BUNYCKY cepii.
3MiHM BHECEHO B iHCTPYKLUiO ANst MEOUYHOTO
3acTocyBaHHS NikapcbKoro 3acoby y po3ainu
"Bupo6Huk", "MicuesHaxomkeHHst BUpobHMKa
Ta agpeca MicLs NpoBaaXXeHHs Moro
nisnbHOCTI" 3 BiANOBIAHUMW 3MiHAMW B TEKCTI
MapKyBaHHS yNakoBOK. TepMiH BBEEHHS 3MiH
npoTsArom 6 MicsAUiB Nicns 3aTBEPKEHHS.

6e3
peuenma

nidnsieae

UA/2560/01/01

108.

KOHBEPIYM

TabneTtku no 150 wmr,
no 10 TabneTok y

Mepokemi
nTa

Kinp

Megokemi JITO
(UeHTpanbHui

Kinp

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis:
3minm | TMny - 3miln WwWoao

3a
peuernmom

He
nidnsiecae

UA/12201/01/01
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

6nictepi, no 3 abo
10 6nicTepis B
KapTOHHIN ynakoBLi

3aBopn)

6e3nekn/eceKTUBHOCTI Ta hapmakoHarnsgy.
3MiHM y KOPOTKiVi XapakTepucTuLli nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUii aAns
MELMNYHOro 3aCTOCYBaHHs
reHepuYHuX/ribpuaHux/GionogioHmx
nikapcbkunx 3acobiB nicns BHECEHHsI Tiei camoi
3MiHM Ha pedepeHTHUI NpenaparT (3MiHa He
noTpebye HafaHHs XXOAHUX HOBUX OOAATKOBUX
naHux) 3MiHW BHECEHO B iHCTPYKLUito 4ns
MeAMYHOro 3aCTOCYBaHHsI NikapcbKoro 3acoby
0o posginis "®apmakornorivyHi BnactusocTi”,
"MpoTunokasaHHs", "B3aaemogis 3 iHwumn
nikapcbkumm 3acobamu Ta iHLWi BUAM
B3aemogin", "OcobnueocTi 3acTocyBaHHA",
"3acTocyBaHHs y nepiod BariTHOCTi abo
rogyBaHHsa rpygat”, "3gaTHicTb BnMBaTH Ha
LUBWAKICTb peakLii npu KepyBaHHi
aBTOTpaHCNOpPTOM abo iHWKMMKM MexaHiamamn'"
Ta "lMobiyHi peakuii" BignoeigHo Ao iHopmaLii
LLIOAO MEAMYHOrO 3aCTOCYBaHHSA
pedepeHTHOro nikapcbkoro 3acoby (Aprovel,
tablets, 150 mg). BBegeHHs 3MiH NnpoTsirom 6-
TV MicsuiB nicns 3aTBepakeHHs. 3MiHn | Tuny -
3MiHM woao 6e3nekn/eddekTUBHOCTI Ta
tapmakoHarnagy (iHwi amiHm) 3MiHM BHeCeHo
B iHCTPYKLUit0 ANs MEANYHOro 3aCTOCYBaHHSA
nikapcbkoro 3acoby Ao po3aginy "lMobiyHi
peakuii” Wwoao nosigomMmneHb Npo Nigo3proBaHi
nobiyHi peakuii. BBeaeHHs 3MiH NpoTsrom 6-tu
MicsiLiB Micns 3aTBEPAXKEHHS.

109.

KOHBEPIYM

Tabnetkun no 300 wmr,
no 10 Tabnetok y
6nictepi, no 3 abo
10 6nicTepis B
KapTOHHIN ynakoBLji

Mepokemi
nTao

Kinp

Mepokemi T,
(UeHTpanbHun
3aBopn)

Kinp

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MiHu | TMny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy.
3MiHM y KOPOTKii XapakTepucTuLli nikapcbKkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYyKLUii Ans
MELMYHOrOo 3aCTOCYBaHHs
reHepu4HuX/ribpuaHunx/GionogioHmx
nikapcbkunx 3acobiB nicns BHeCeHHs Tiei camoi
3MiHW Ha pedhepeHTHUI npenaparT (3MiHa He
noTpebye HafaHHs XXOAHUX HOBUX OOAATKOBUX
naHux) 3MiHW BHECEHO B iHCTPYKLito Ans
MeAMYHOro 3aCTOCYBaHHsI Nikapcbkoro 3acoby
0o posginis "®apmakornorivyHi BnactusocTi”,
"MpoTunokasanHsa", "Baaemopisa 3 iHLWMMK
nikapcbknuMu 3acobamu Ta iHWi BUuau
B3aemogin", "OcobnmBocTi 3acTocyBaHHS",
"3acTocyBaHHs y nepioa BariTHOCTi abo
rogyBaHHs rpyaaw”, "3aaTHicTe BNAMBaTK Ha
LIBUAKICTb peakLii npu KepyBaHHi
aBTOTPAHCNOPTOM abo iHWKMMK MexaHismamn"
Ta "Mobivni peakuii" BignoBigHo Ao iHdopmauii

3a
peuernmom

He
nidnsieae

UA/12201/01/02
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[IponoBkeHHs 1oaarka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
LL0A0 MEAMNYHOrO 3aCTOCYBaHHS
pechepeHTHOro nikapcbkoro 3acoby (Aprovel,
tablets, 150 mg). BBegeHHs 3MiH npoTsirom 6-
TV MicaLiB nicnsa 3aTBepAyKeHHs. 3MiHu | Tuny -
3miHun wopao 6e3nekn/eddeKTMBHOCTI Ta
dapmakoHarnagy (iHwi amiHm) 3mMiHM BHECeHO
B IHCTPYKLUIilO ANsi MEQUYHOro 3acTOCyBaHHSA
nikapcbkoro 3acoby Ao po3aainy "lMobiyHi
peakuii" Wwoao noeigomneHb Npo nigo3poBaHi
nobiyHi peakuii. BBeaeHHs 3MiH NpoTarom 6-Tu
MiCSILiB MicNsi 3aTBEPAXKEHHS.
110. | KOPBAJIMEHT Kancynu m'siki no AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 6e3 UA/3969/01/01
® 100 mr; no 10 "KNIBCbKUW "KNIBCbKWW 3MiHm | TMny - 3MiHK Woao peuenma
kancyn y bnictepax; BITAMIHHWW BITAMIHHAW 6esnekn/edeKTMBHOCTI Ta hapmakoHarnsay
no 10 kancyny 3ABOLO" 3ABOL" (iHWi 3MiHW).
6nictepi; no 3 OHOBMEHHSs TEKCTY MapKyBaHHS1 BTOPUHHOT
6nictepu y navuj; no yMakoBKM nikapcbKkoro 3acoby, a came:
20 kancyny ny6nioBaHHSA TEKCTY aHrMiCbKo MOBOIO, a
6nictepi; no 1 abo Takox y n.17. IHWE nepBMHHOT Ta BTOPUHHOI
no 3, abo no 4 yNakoBOK AoAaHo iHchopmaliito npo forotun
Gnictepu y nayui 3asiBHMKa. TepMiH BBEAEHHSA 3MiH - NPOTArom 6
MicAUiB Nicnsa 3aTBEPAKEHHS.
111. | KOTENNIK® TabneTkn, BKpUTI TOB «Pow Ykpaina BupobHuuTtBO LLiBenuapis/ | BHECeHHS 3MiH 4O peecTpauinHMX MaTepianis: 3a He UA/15199/01/01
NNiBKOBOO YkpaiHa» Hepo3dacoBaHO Himeuumnna/ 3MiHu | TMNy - 3MiHK Woao peuenmom nionsizae
obornoHkoto, no 20 T npoaykKuii, 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsay.
mr; no 21 TabneTui 'y BUNpobyBaHHs 3MiHa y KOpOTKiVi XapakTepucTuL, NnikapCbKoro

6nictepi; no 3
Gnictepny
KapTOHHIN kopobui

KOHTPOIO AKOCTI
npu BUMYycKy
(mikpobionorivyHa
yncrota):

. XodpdpmaHH-
Ja Pow JlTA,
LLsenuapis;
BupobHuuTBO
Hepo3dacosaHo
T npoaykuii,
BUNpoBYyBaHHsI
KOHTPOMIO SKOCTi
npu
cTabinbHocTi Ta
BUMYCKY (OKpiM
MikpobionoriyHoT
4nCTOTH):
Ekcenna M'moX
eHa Ko. KT,
HimeuuunHa;
BunpobyBaHHs
KOHTPOIO AKOCTI
npu BUMYCKY:
. XodpdhmaHH-
J1a Pow J114,

3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKLUii Ansi
MeAMNYHOro 3aCTOCYBaHHS Ha MiAcTaBi
perynspHO OHOBIOBaHOrO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigxeHs 3
6esnekn 3aCTocyBaHHS NMikapcbKoro 3acoby B
nicnspeecTpauinHunii nepioa, abo sk
pes3ynbTart OUiHKW 3BiTY 3 OCNIMKEHb,
nNpoBeAeHuX BiANOBIAHO A0 NnaHy
nepiaTpuyHmx gocnimkenrs (PIP) (3miHy
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom)
3MiHM BHeceHo [0 [HCTpykKLii ons MegnyHoro
3acTOCyBaHHs1 Nikapcbkoro 3acoby Ao posainy
"MobiuHi peakuii” BignoBigHO Ao pekomeHaaLii
PRAC EMA wopo 6e3neku nikapcbkoro
3acoby. TepmiH BBeAEHHS 3MiH NpoTsirom 6
MiCsILiB Micnsi 3aTBEPOXKEHHS.
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

LLsenuapis;
BvinpobyBaHHs
KOHTPOIO SIKOCTi
npu
cTabinbHocTi Ta
BUWMYCKY
(mikpobionoriyHa
yucrtoTa):
Jlabop JIC CE
eHa Ko. KT,
HimeuumnHa;
MepBuHHE Ta
BTOPUHHE
nakyBaHHs,
BUNpobyBaHHs
KOHTPOMIO SIKOCTi
npu
cTabinbHoCTi:
Henbcapm
MinaHo, C.P.J1,,
ITanis;
Bunyck cepit:
. XodpdmaHH-
J1a Pow 114,
LLiBenyapis

112.

KPAMMNANIKA

TabneTkn, BKpUTI
NNiBKOBOO
o6ornoHkoto, no 250
mr; no 10 TabneTok
y 6nicTepi; no 3
Gnictepu y
KapTOHHIN naywi

MicTtpan
Kenitan
MeHeoxmeHT
NimiTen

AHrnis

anbTepHaTMBHa
nepBuHHA
ynakoBska,
BTOPWHHA
ynakoBska:
PAPMATEH
IHTEPHELUHN
CA, lpeuist;
BUPOGHMLTBO
roToBOI
nikapcbKoi
dopmu,
nepBWHHa Ta
BTOPWHHA
ynakoBka,
KOHTpOMb cepii,
BUNYCK cepii:
dapmateH CA,
Ipeuis

Mpeuis

BHECEHHS 3MiH IO peecTpauiiHix maTtepianis:
3miHu | TMNY - 3miHK 3 skocTi. FoToBUIA
nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa y
cknapi (4OMOMiKHUX peYOBMHAX) rOTOBOrO
nikapcbkoro 3acoby (cmakoBi o6aBku abo
6apBHUKK) - [logaBaHHsi, BUNy4YeHHs1 abo
3amiHa - 3MiHa Woao 3amiHu BMICTY
€TUII0BOro CNUPTY, AKWUI BUKOPUCTOBYETLCSA HA
eTani HaHeCeHHS MOKPUTTA ANS NPUroTYBaHHS
PO3UMHY ANSt NOKPUTTS, Ha BOAY OYULLEHY Y
BignoBigHocTi Ao HacTaHosu ICH Q3C (R8)
woAo gomiwok. 3miHu | Tuny - 3MiHK 3 SIKOCTi.
CeprudikaT BignosigHocTi/lE-cepTudikat
BignoBigHOCTI €Bponeinchkii
dapmakonei/moHorpadii. MoaaHHA HoBoro
abo oHoBneHoro ceptudikaTta BiANOBIQHOCTI
abo BUny4YeHHsi cepTudikaTta BignoBigHOCTI
€Bponevicbkint hapmakonei: ana A®l; ons
BMXiAHOro MaTtepiany/peareHTy/MpOMiXKHOrO
NPOAYKTY, LLO BUKOPUCTOBYIOTLCS Y
BUPOGHMLUTBI ADI; ANs AONOMIDKHOI peYOBUHM
(cepTudcpikat BignoBigHOCTI €Bponeichbkii
dapmackonei) - HoBui ceptudikaT Big HoBOro
BMPOGHMKa (3aMiHa abo JOMNOBHEHHST) NOAAHHS!
HoBoro cepTudikaty R1-CEP 2012-325-Rev
00 ans [ioyoi pedoBMHM NeBeTMpaLeTamy Big

3a
peuerimom

UA/18941/01/01
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
HoBoro BnpobHuka Zhejiang Huahai
Pharmaceutical Co. Ltd., China.
113. | KPAMMNAIJIIKA TabneTkn, BKpUTI MicTtpan AHrnia anbTepHaTUBHA peuis BHECEHHS 3MiH [0 peecTpauiiHuX maTtepianis: 3a UA/18941/01/02
NniBKOBOO Kenitan nepBuHHa 3MmiHu | TMNY - 3miHK 3 AkocTi. FoToBUN peuenmom
obonoHkoto, no 500 MeHempKmeHT ynakoBka, nikapcbkuin 3aci6. Onuc Ta cknag. 3miHa y
mr; no 10 TabneTok TlimiTen BTOPUHHA cknagi (4onoMiXHMX pevyoBMHaAxX) rOTOBOTO
y 6nictepi; no 3 ynakoBka: nikapcbkoro 3acoby (cmakosi fobaBku abo
Gnictepu y PAPMATEH 6apBHuWKK) - [lonaBaHHs, BUNy4eHHs abo
KapTOHHIN nayui IHTEPHELUHN 3amiHa - 3MiHa Woao 3amiHM BMICTY
CA, peuis; €TUIOBOro CNMPTY, AKMIN BUKOPUCTOBYETLCA Ha
BMPOBOHMLTBO eTani HAaHECEHHS MOKPUTTS AMs NPUrOTYBaHHSI
roToBOI PO34YMHY ANS NOKPUTTS, Ha BOAY OYMLLIEHY Y
nikapcbkoi BignosigHocTi 4o HactaHoem ICH Q3C (R8)
dopmu, LWoA0 AOMILOK. 3MiHK | TNy - 3MiHK 3 AKOCTI.
nepBuHHa Ta CepTudikat BignosigHocTi/[E-cepTudikat
BTOpPUHHA BignoBigHOCTI €Bponeiichbkin
yrnakoBkKa, dapmakonei/moHorpadii. MNoaaHHA HoBOro
KOHTPO~b cepii, abo OHOBMEeHoro cepTudikaTta BigNoOBIgHOCTI
BUMYCK cepii: abo BuNy4YeHHs ceptudpikata BignosigHOCTI
dapmateH CA, €Bponewicbkin dapmakonei: ana A®l; ans
[peuis BUXiQHOro matepiany/peareHTy/npoMiHoOro
NpoAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOOHMLTBI ADI; Anst OMOMDKHOI PEYOBUHM
(ceptudbikat BignoBigHOCTI €BponeichbKii
capmakonei) - HoBuii cepTudikaT Big HOBOro
BMPOBHMKa (3aMiHa abo JONOBHEHHS) NOAAHHS
HoBoro cepTtudikaty R1-CEP 2012-325-Rev
00 ans [itoyoi peyoBnHM NesBeTMpaleTamy Bifg
HoBOro BnpobHuka Zhejiang Huahai
Pharmaceutical Co. Ltd., China.
114. | KCAPENTO® TabneTkun, BKpUTI Banep Al HimeuumnH Ansi BCbOro HimeuunHa/ | BHeceHHs 3MiH 4O peecTpauiiHnx maTtepianis: 3a He UA/9201/01/04
nniBKOBOO a BUPOBHMYOro ITania 3MiHu | TMny - 3MiHK Woao peuermom nionsizae
obornoHkoto, no 2,5 npouecy: 6e3nekn/ecekTMBHOCTI Ta dhapmakoHarnsgy.
Mr; no 14 TabneTok Baviep AT, 3MiHa y KOpOTKili XapakTepucTuLi nikapcbkoro
y 6nictepi; no 1 abo HimeuunHa 3acoly, TeKCTi MapKyBaHHS Ta iHCTPYKLUii Ans

4 6nictepu B
KapTOHHIN nayui

Bariep Xenckep
MaHydakTypiHr
C.P.1., Itanisa

0N BTOPUHHOIO
nakyBaHHs:
LLTeremaHH
m6X i Ko. KT,
Himeyunna

MeAMNYHOro 3aCTOCYBaHHsI Ha MiACcTaBi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxkeHs 3
6e3nekn 3acTocyBaHHs nikapcbkoro 3acoby B
nicnsipeecTpadinHuii nepioa, abo sik
pe3ynbTar OLiHKK 3BiTY 3 JOCNIOKEHD,
nNpoBeAeHWX BiANoBIiAHO A0 nnaHy
negiaTpuyHmx gocnimkeHs (PIP) (3miHy
Y3rOPKEHO 3 KOMMETEHTHMUM YNOBHOBaXXEHUM
opraHom). 3miHu BHeceHo Ao IHcTpykuii ans
MEAMYHOro 3aCTOCYBaHHsI NikapcbKoro 3acoby
0o posginy "MNo6ivni peakuii" wono
MOXITMBOIO MOLUKOKEHHSI HUPOK,
acoLinoBaHoro i3 3aCTOCyBaHHAM
aHTUKOArynsiHTa BiAMoBiAHO 4O pekomeHaauii
PRAC EMA. BBefieHHs1 3MiH npoTtsirom 4
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
MicsiLiB nicnsi 3aTBepKEHHS. 3MiHu | Tuny -
AamiHicTpaTVBHI 3MiHW. 3MiHa HaiMeHyBaHHSA
Ta/abo agpecy Micua NpoBagKEHHSs!
nisinbHOCTI BUpOGHMKa/imnopTepa roToBoro
nikapcbKoro 3acoby, BKNOYA4U AinbHUL
BUMYCKy cepii abo micue npoBeaeHHs
KOHTPOJIO SIKOCTI. (QiANbHICTb, 3a Ky
BiAMNoBigae BUpoBHuMK/iMnopTep, He
BKITHOYA04M BUMYCK cepiit). 3MiHa Ha3Bwm
nianpuemMcTBa, BiaNoBiaanbHOro 3a BTOPUHHE
nakyBaHHs! NikapCcbKoro 3acoby.
115. | NNA3OJEKC pO34MH ans TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 6e3 nidnsieae UA/12750/02/01
iHransauin Ta «DPAPMACEN «DPAPMACEI/» 3MiHu | Tuny - 3miHK 3 sikocTi. FoToBUIA peuenma
nepoparnsHoro » nikapcbkui 3aci6. Cuctema
3acToCyBaHHs, 7,5 KOHTelWHep/3aKynoptoBanbHWiA 3aci6. 3MiHa
mr/mn no 1 mn B pPO3Mipy YNakoBKM rOTOBOrO NikapCbKoro
amnyni; no 2 mn B 3acoby (3MiHa KinbKOCTi OAMHWLb (Hanpvknag
amnyni; no 4 mn B TabneTok, aMmny”n TOLLO) B ynakoBLi:) - 3miHa
amnyni; no 5, no 10 nosa AianasoHoM 3aTBepPAXKEHMX pO3MipiB
abo no 20 amnyny yMakoBKN BBEAEHHS A40AATKOBOro po3mipy
navui 3 KApTOHYy ynakoBku: no 1 mn, no 2 mn, no 4 mn B amnyni
Ne10, Ne20. 3miHV BHeCeHo B iHCTPYKLito Ans
MEeOUYHOro 3aCTOCYBaHHSI NiKapCbKoro 3acoby
B po3in "Ynakoska" y 3B'A3Ky 3 BBEAEHHAM
[0[aTKOBKX YNaKoOBOK, SIK HACMIAOK -
3aTBEpPAKEHHSA TEKCTY MapKyBaHHS
[04AaTKOBKX YMNaKoBOK NiKapCbKoro 3acoby.
BBegeHHs 3MiH npoTArom 6-Tu MicauiB nicns
3aTBEPKEHHS.
116. | TAMIKTAN TabneTku, Lo nakcoCmiTKn Benuka Oendapm MonbLla BHECEHHS 3MiH 0 peecTpauinHMX maTtepianis: 3a UA/0452/01/01
aucnepryoTses, no anH Exkcnopt Bputanis Mo3HaHb C.A. 3miHu | TUnY - 3miHK 3 gkocTi. FoToBUI peuernmom
5 wmr; no 14 NimiTen nikapcbkuii 3aci6. KoHTpornb rotoBoro
TabneTok y 6nictepi; nikapcbkoro 3acoby (iHwi 3MiH1) OHOBNEHHS
no 2 6nictepu B BXe 3aTBepKEHUX METOAIB KOHTPOSO SAKOCTI
KapTOHHiIN kopobuyj; nikapcbkoro 3acoby, a came: BUKNageHHs
no 30 TabneTok y TEKCTY [iepXaBHOK MOBOIO 3riAHO Cy4acHMX
dnakoHi; no 1 BUMOT.
hbnakoHy B
KapTOHHiIN kopobui
117. | NAMIKTARN TabneTtku, Wo nakcoCmiTKn Benuka Oendapm Monbwa BHECEHHS 3MiH O peecTpaLiiHuX maTtepianis: 3a UA/0452/01/03
aucnepryoTses, no anH Ekcnopt Bputanis Mo3HaHb C.A. 3miHu | TUNYy - 3miHK 3 gkocTi. FoToBUIA peuernmom
50 wmr; no 14 Nimiteg nikapcbkuii 3aci6. KoHTponb rotoBoro
TabneTok y 6nictepi; nikapcbkoro 3acoby (iHwi 3MiHn) OHOBNEHHS
no 2 6nictepu B BX€ 3aTBEPAXXEHUX METOAIB KOHTPOIHO SIKOCTI
KapTOHHiIl kopobui nikapcbkoro 3acoby, a came: BUKMNaAeHHs
TEKCTY AepXaBHOK MOBOH 3riAHO Cy4acHMX
BVMOT.
118. | NAMIKTARN TabneTku, Lo nakcoCmiTKn Benwuka Oendapm Monbwa BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis: 3a UA/0452/01/04
aucnepryoTses, No anH Exkcnopt Bputanis Mo3HaHb C.A. 3miHu | TUNy - 3miHK 3 gkocTi. FoToBUIA peuernmom

100 wmr; no 14
TabneTok y 6nictepi;

Nimiten

nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby (iHwi 3MiH1) OHOBNEHHS
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no 2 6nictepu B
KapTOHHiN kopobui

BXXe 3aTBEPAKEHNX METOZIB KOHTPOIIIO SKOCTi
nikapcbkoro 3acoby, a came: BUKNaAeHHs
TEKCTY Aep>KaBHOK MOBOIO 3riAHO Cy4aCHMX
BUMOT.

119.

JJAMOTPUH®

TabneTku
aucneprosaHi, no 50
mr; no 10 TabneTok
y 6nicTepi; no 3
Gnictepn y
KapTOHHIN nayui

TOB "ACIHO
YKPAIHA"

Ykpaina

dapmallac C.A.

peuis

BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis:
3MiHu | TMNy - 3MiHK Woao
6e3nekv/edekTMBHOCTI Ta bapmakoHarnsay.
3MiHa y KOpOTKili XapakTepucTuLi nikapcbKkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUii aAns
MeAMYHOro 3aCTOCYBaHHs Ha MiAcTaBi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigxeHs 3
6e3nekn 3acTocyBaHHs nikapcbKoro 3acoby B
nicnspeecTpauinHnii nepioa, abo Ak
pe3ynbTaT OLiHKK 3BiTY 3 LOCHIOKEHD,
npoBefeHnx BiANOBIAHO 4O NnaHy
nepiaTpuynHmx gocnimkenrs (PIP) (3miHy
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom)
3MiHN BHECEHO A0 IHCTPYKUIii AN MeANYHOro
3acTocyBaHHS Nikapcbkoro 3acoby y po3ainu
"OcobnuBocTi 3acTocyBaHHNA",
"MepepnosyBaHHa", "ToGiYHI peakuii”
BiANOBIAHO A0 OHOBNEHOI iHdbopMaLii 3
6e3neku gito4oi pe4oBnHU. BBeaeHHs 3MiH
NPOTArom 6-Tu MiCSILIIB MicNsi 3aTBEPOXKEHHS.

3a
peuerimom

He
nidnsieae

UA/14222/01/02

120.

JJAMOTPUH®

TabneTku
OncneprosaHi, no
100 mr; no 10
TabneTok y 6nictepi;
no 3 6nictepuy
KapTOHHIN naywi

TOB "ACIHO
YKPAIHA"

YkpaiHa

dapmallac C.A.

peuis

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MiHn | TUny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
3MiHa y KOpOTKili XapakTepucTuLL NnikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYyKLUii Ans
MeAMNYHOro 3aCTOCYBaHHS Ha MiAcTaBi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigxeHs 3
6esnekn 3aCTocyBaHHS NMikapcbKoro 3acoby B
nicnsipeecTpauinHuii nepioa, abo sk
pes3ynbTart OUiHKN 3BiTY 3 OCNIOKEHb,
NpOBEAEHMX BiANOBIAHO 4O NnaHy
nepiaTpuyHmx gocnimkeHs (PIP) (3miHy
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom)
3MiHU BHECEHO A0 IHCTPYKLUii AN MeauYHOro
3acTocyBaHHs Nikapcbkoro 3acoby y po3ainu
"OcobnmBocTi 3acTocyBaHHA",
"Mepepno3yBaHHs", "MobiyHi peakuii™
BigMNoBigHO 4O OHOBEHOI iHpopmaLii 3
©e3neku fito4oi pe4oBnHU. BBeaeHHs 3MiH
NpoTSArom 6-Tv MicsiLiB Nicnsi 3aTBEPOXEHHS.

3a
peuenmom

He
nidnsieae

UA/14222/01/03

121.

JTAMOTPUH®

TabneTkn
avcneprosaHi, no 25
mr; no 10 TabneTok

TOB "ACIHO
YKPAIHA"

YkpaiHa

dapmallac C.A.

Mpeuis

BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis:
3MiHn | TMny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta dpapmakoHarnsgy.

3a
peuenmom

He
nionsieae

UA/14222/01/01




76

[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

y GnicTepi; no 3
Gnictepu y
KapTOHHIN nayui

3MiHa y KOpPOTKil XapaKTepuCTULi Nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKLUii Ansi
MeJMYHOro 3aCTOCyBaHHs Ha MiAcTaBi
perynspHo OHOBIOBaHOrO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigkeHb 3
6e3nekn 3acTocyBaHHSs nikapcbKoro 3acoby B
nicnapeecTpauiiHuin nepioa, abo sk
pe3ynbTar OUiHKN 3BiTY 3 4OCNIMKEHb,
npoBefeHnx BigNoBiAHO 4O NnaHy
negiatpuyHmnx gocnigxeHs (PIP) (3MiHy
Y3ro4XXeHo 3 KOMNETEHTHUM YNMOBHOBaXEHUM
opraHom)
3MiHV BHECEHO [0 iHCTPYKLUiT Anst MeanyHoro
3acToCcyBaHHS Nikapcbkoro 3acoby y po3ainu
"OcobnuBocTi 3acTocyBaHHNA",
"MepenosyBaHHs", "IMob6iyHi peakLii"
BiJMNOBIOHO 4O OHOBMEHOI iHpopmaLlii 3
6e3neku gito4oi pe4oBnHU. BBeaeHHs 3MiH
NPOTArom 6-T1 MicsUIB NicNsA 3aTBEPAXEHHS.

122.

JIJAHOTAH® T

Kpanni OYHi, pO34nH
no2.5mny
dnakoHi; no 1
nakoHy y nayui 3
KapToHY

AT "®apmak”

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis:
3MiHn | TMNYy - AgMiHiCTPaTUBHI 3MiHW.
Buny4yeHHs BUpOGHMYOI AinbHWLI (BKIOYaoum
ainbHUUi ana A®l, npomixkHoro npogykty abo
roTOBOro NikapcbKkoro 3acoby, AinbHuUUI ans
npoBeAeHHs NakyBaHHS, BUPOOHUKa,
BignoBigansHOro 3a BMNycK cepin, Mmicue
npoBeAeHHS! KOHTpOrto cepii) abo
nocravanbHWKa BUXIQHOro matepiany,
peareHTy abo JONOMDKHOI PEYOBUHM (SIKLLO
3a3HayeHo y AOCHE) - BUNYYEHHS AiNbHUL
BUpoGHUMTBa AD| TMOonony maneat Sicor
Societa ltaliana Corticosteroidi S.r.l, Itanis
(3aTBepokeHun BupobHuk Pliva Croatia Ltd.,
Xopsartist). 3miHu | TMNy - 3MiHKM 3 SKOCTi.
[oToBWI Nikapcbkuin 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo gonycTuMmnx Mex
roTOBOro MiKapCbKOro 3acoby (iHLi 3MiHN) -
3MiHa B cneumdikauii 13 3a nokasHukom
«CynpoBigHi AOMILLKM NaTaHONpPOCTy», a caMme
3MiHa Ha3BM JOMILLKM E Ta BUNYyYeHHS
aomiwky A. 3miHu | Tuny - 3MiHK 3 SKoCTi.
[oToBWI Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y metogax
BMNPOBYBaHHSA roTOBOro Nikapcbkoro 3acoby
(iHWi 3MiHM y MeToaax BUNpobyBaHb
(BkrtoYatoum 3amiHy abo JOMOBHEHHS)) - 3MiHa
B MeToAax BunpobysaHHs 13 3a nokasHWkoM
«KinbkicHe BU3HayeHHs1. Tumornony,
«KinbkicHe BM3Ha4eHHs. JlaTaHOMpoCT.
BeHzankoHito xnopuay». 3Minu | Tuny - 3miHu 3

3a
peuerimom

UA/14936/01/01
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siKkocTi. [oToBMI Nikapcbkuii 3acib. KoHTponb
roTOBOro fikapcbKkoro 3acoby. 3miHa y

MeToax BUNpoOyBaHHSA roTOBOIO flikapCbKoro

3acoby (iHwi 3MiHM y MeToaax BUNpobyBaHb

(Bkntoyatoum 3amiHy abo JOMNOBHEHHS)) - 3MiHa

B MeTofax BunpobyBaHHs 113 3a nokasHnkom
«CynpoBigHi OMILLKM naTaHOMNpoCTy Ta

TUMOJIoNy»

123.

JIEBOKCUMEQ

Kpanni OYHi, PO34uH,
5mr/mn; no 5mny
nakoHi-
KpanenbHuui; no 1
dnakoHy-
KpanenbHuLi B
KapTOHHiIN kopoOLi

TOB "YOPIA
MEOVLNH"

YkpaiHa

K.O. Pomdapm
Komnani C.P.J1.

PymyHis

BHECEHHS 3MiH IO peecTpauinHuX maTepianis:
3Mminn Il Tuny - 3miHn Wwopao
6e3nekv/edekTMBHOCTI Ta hbapmakoHarnsay.
BHeceHHs1 abo 3miHa(n) oo 3060B'A3aHb Ta
YMOB BuAaui peecTpauinHoro noceig4yeHHs,
BKItoYatoum MnaH ynpaeniHHA puankamm
(3acTocyBaHHs 3MiH(K), ski(a) BUMaratoTb(e)
noganbLoro obrpyHTyBaHHS HOBUMM
[0AATKOBMM AaHWMM, L0 MaloTb HagaBaTucs
KOMMETEHTHNM OpraHoM, OCKiflbK1
BMMaraeTbCsl CyTTEBA OLjiHKA KOMNETEHTHUM
opraHom) 3assHukom TOB "YOPIIA
MEOUVLNH", YKkpaiHa, HagaHo OHOBEHWI
MnaH ynpaeniHHA puankamu Bepcisa 2.0.
3MiHM BHECEHO [0 YaCTWH:
| «3aranbHa iHopmaLis»

Il «Cneundikauisi 3 6e3nekn»

Il «MnaH 3 hbapmakoHarnagy»

V «3axogu 3 MiHiMi3aLii pu3ukiB»

VI «Pestome nnaHy ynpasniHHS pusnkamu»
VIl «OdopaTkm» (nopatkm 1-8) y 3B’s13Ky 3
OHOBMEHHsIM iHcbopMalii 3 nepeniky npobnem
3 6e3neku Ai4oi pe4oBMHY NEBOGOKCaLIMH
(micueBoi Aii) BigNoBiAHO 0O aKkTyanbHOI
iHdbopmaLii pilleHHs KoopavHauiiHoi rpynu 3
npowenypv B3aEMHOIo BU3HaHHS Ta
AeueHTpanizoBaHoi Npoueaypv ANs NIOAUHN
(CMDh), a Takox y 3B'si3Ky i3 3MiHOIO hopmaTy
BianosiaHo Ao Bumor Evaluation Guidance on
the format of the risk management plan (RMP)
in the EU —in integrated format. 31 October
2018 EMA/164014/2018 Rev.2.0.1
accompanying GVP Module V Rev.2 Human
Medicines).

Pestome MNnaHy ynpasniHHS pusnkamu Bepcis
2.0 nopaeTbes.

3a
peuerimom

UA/14769/01/01

124.

JIEBOKCUMEQ

Kpanni O4Hi, pO34uH,
5 wmr/mn; no5mny
noniMmepHomMy
dnakoHi-
KpanensHuui; no 1
nakoHy-
KpanenbHuui B

TOB «YOPNA
MEOVLIUH»

YkpaiHa

YOPI
MEOVLIVH
INAY CAH. BE
TIDK. A.LL.

TypeuuunHa

BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:
3miHu Il Tuny - 3MiHn Wwopo
6e3nekn/edheKTMBHOCTI Ta dhapmakoHarnsay.
BHeceHHs1 abo 3miHa(1) fo 3060B'A3aHb Ta
YMOB BuAaui peecTpauinHoro noceigyeHHs,
BKkItoYatoum MnaH ynpaeniHHA pusnkamm
(3acTocyBaHHs 3MiH(1), siki(a) BUMaraTb(€)

3a
peuerimom

UA/18206/01/01




78

[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

KapTOHHiIN kopooLi

nopanbLoro obrpyHTyBaHHS HOBUMU
[04aTKOBMM AaHUMK, L0 MaloTb HaJaBaTucs
KOMMNETEHTHNM OpraHoM, OCKiflbK1
BMMaraeTbCsl CyTTEBA OLjiHKa KOMNETEHTHUM
opraHom) 3assHukom TOB "YOPII
MEONLMH", YkpaiHa, HagaHO OHOBINEHUIA
MnaH ynpaeniHHA pusmkamu Bepcisa 2.0.
3MiHN BHECEHO 40 YaCTuH:
| «3aranbHa iHdopmaLis»
Il «CneundikaLisi 3 6e3nekn»
Il «MnaH 3 hapmakoHarnsgy»
V «3axoau 3 MiHimi3aLji pusukie»

VI «Pestome nnaHy ynpaeniHHA pusmkamm»
VIl «dopaTkm» (gopatku 1-8) y 3B’s13Ky 3
OHOBJIEHHAM iHdopMaLii 3 nepeniky npobnem
3 Gesneku fitYoi pevyoBMHN feBodriokcaLmH
(micueBoi Aii) BigNOBIiAHO OO aKTyanbHOI
iHdopmauii piweHHa KoopanHauiiHoi rpynu 3
npowenypv B3aEMHOIO BU3HaHHS Ta
AeueHTpanizoBaHoi Npoueaypv ANs NIOAUHN
(CMDh), a Takox y 3B'A3Ky i3 3MiHOtO chopmaTy
BianosigHo Ao Bumor Evaluation Guidance on
the format of the risk management plan (RMP)
in the EU — in integrated format. 31 October
2018 EMA/164014/2018 Rev.2.0.1
accompanying GVP Module V Rev.2 Human
Medicines).

Pestome MNnaHy ynpasniHHS pusukamun Bepcis
2.0 nonaetbes.

125.

Ni30niA-600

TabneTku, BKpUTI
obonoHkoto, no 600
mr no 4 a6o 10
TabneTok y cTpuni;
no 1 ctpuny B
KapTOHHIN kopobui

"meHmapk
dapmacbloTUK
ans JlTa.

IHAis

menmapk
dapmacbioTmkan
3 Jita.

IHaia

BHECEHHS 3MiH 0 peecTpauinHux maTtepianis:
3minu | TMny - 3miln WwWoao
6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
3MiHW y KOPOTKili XapakTepucTuLli nikapcbkoro
3acoly, TeKCTi MapKyBaHHS Ta iHCTpyKLUii Ansi
MELNYHOro 3aCTOCYBaHHS
reHepu4HuX/ribpuaHux/GionogioHmx
nikapcbkux 3acobiB nicnst BHECEHHs Tiei camoi
3MiHW Ha pedbepeHTHUI npenaparT (3MiHa He
noTpebye HaaaHHS XXOAHUX HOBUX JOAATKOBUX
naHunx) 3MiHWM BHECEHO [0 iHCTpYKUii ans
MEeOUYHOro 3aCTOCYBaHHs NiKapCbKoro 3acoby
y po3ginu "B3aemogis 3 iHWnMK nikapCbKumu
3acobamMu Ta iHWi BUaM B3aemopnin",
"OcobnueocTi 3actocyBaHHs", "lMobiyHi
peakuii” 3rigHo 3 iHopmaluieto Wwoao
MeAMYHOro 3acToCyBaHHsI pedepeHTHOro
nikapcbkoro 3acoby (3VIBOKC, Tabnetku,
BKPUTI NriBkoBO 060MoHKo, no 600 Mr).
BBegeHHs 3MiH npoTArom 6-Tu Micauis nicns
3aTBEpPOKEHHS

3a
peuerimom

He
nidnsieae

UA/10410/02/01

126.

JIOM®JIOKC

TabneTku, BKPUTI

Inka

IHAis

Inka

IHOisa

BHECEHHS 3MiH [0 peecTpauinHuMX MaTepianis:

3a

UA/0243/01/01
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
nniBkOBOKO JlabopaTopis JlabopaTopis 3MiHn | TMNy - 3MiHK Woao peuenmom
obonoHkoto, no 400 Timviteq Timiteq 6e3nekv/edekTMBHOCTI Ta hbapmakoHarnsgy.
mr, no 5 TabneTtok y BeeneHHs abo 3MiHu [0 y3aranbHeHWX OaHnX
6nicTepi; no 1 npo cucteMy chapmakoHarnsgy (BBedeHHs
6nictepy B y3aranbHeHVX AaHux Npo cuctemy
KapTOHHIN ynakoBsLyj; dapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI
no 5 rabnetok y ocobu, BianoBiganbHOI 3a 34iNCHEHHS
6nictepi; no 1 hapmMakoHarnsagy; KOHTakTHoi ocobu 3
Gnictepy B (bapmakoHarnagy 3asiBHUKa ANg 30iMCHEHHSA
KapTOHHIN ynakoBsLyj; capmakoHarnsgy B YkpaiHi, AKLWo BoHa
no 4 ynaxkoBku B BiAMiHHa BiA YNOBHOBaXeHOi ocobu,
KapTOHHiI kopooLi BiQNOBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnagy (BKMovar4mn KOHTaKTHI AaHi)
Ta/abo 3miHW y po3MilleHHi MacTep-darina
cuctemn hapMakoHarnsgy) 3MiHa KOHTaKTHOI
ocobu 3asBHMKA, BiANoBiganbHOI 3a
tapmakoHarnsag B YkpaiHi.
Litova pepakuis: Txagadi OJaHiens.
[MponoHoBaHa pepakuisi: CapaniHa Onbra
IBaHiBHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT ocobun
3asiBHMKa, BigNoOBiAanbHOI 3a hapMakoHarnsg
B YKpaiHi
127. | NNIOPICTA® TabneTkn, BKpUTI KPKA, a.4., CnoBeHis Bupo6HuK, CnogeHis/ BHECEHHS 3MiH 10 peecTpaLiHMX maTepianis: 3a UA/5516/01/04
nniBKOBOK HoBo mecto BignoBsiganbHUN Himeyumna/ 3MiHn | TMny - AgMmiHicTpaTuBHI 3MiHW. 3MiHa peyenmom
obornoHkoto, no 100 3a BUPOOHMLTBO Kutan HanMmeHyBaHHS Ta/abo agpecu Micud
mr no 10 TabneTtok y «in bulky, NPOBaXeHHS OisnbHOCTI
6nicTepi; no 3 abo nepBuHHe Ta BMPOGHMWKa/imnopTepa roToBoro fikapcbKoro
no 6, abo no 9 BTOPUHHE 3aco0y, BKIOYa4m AinbHuULL BUNYCcKy cepii
GnicTtepis B nakyBaHHS, abo MmicLe npoBeAeHHS KOHTPOIHO SIKOCTI.
KapTOHHiI kopobuy; KOHTpOrb Ta (misnbHicTb, 3a AKy Bignosigae
no 14 tabnetoky BUWMYCK Cepil: BMPOBHMK/IMNOPTEP, He BKIOYaouM BUMYCK
6nicTepi, no 1, abo KPKA, o.4., cepi) 3miHa HaiMeHyBaHHS BUPOBHMKa, Lo
no 2, abo no 4, abo HoBo mecrTo, BignoBigae 3a MikpobionoriYHWM KOHTponb (y
no 6, abo no 7 CnoBeHis BMNagKy KoHTporo cepii TALl ®apma MM6X),
GnicTtepis B YTOYHEHHS 10ro oyHKUI (BUPOBHMK, LLO
KapTOHHiI kopobui Bupo6HuK, BignoBigae 3a KOHTponb MikpobionoriyHoi

BignoBiganbHUM
3a nepBuHHE Ta

skocTi cepii). 3miHu | Tuny - 3miHun Wwopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay

BTOPUHHE (iHLWi 3MiHW) BHECEHI B TEKCT MapKyBaHHS Ha
nakyBaHHs Ta BTOPWHHIN ynakoBLji nikapcbKkoro 3acoby y n. 8
BUNYCK cepii: "[laTa 3akiHYeHHs TepMiHy npugaTHocTi".
TALO ®apma BBegeHHs 3MiH NnpoTArom 6-Tu Micauis nicns

mbX, 3aTBepAkeHHNA.3MiHu | Tuny - 3MiHM 3 SIKOCTiI.
HimeuunHa CeprudikaT BignosigHocTi/lE-cepTudikat
BianoBigHOCTI €Bponenchkii
Brpo6HuK, dapmakonei/moHorpadii. MoaaHHA HoBoro
BignoBiganbHUN abo oHoBneHoro ceptudikaTta BiANOBIQHOCTI
3a KOHTpOnb abo Buny4YeHHsi cepTudikata BignoBigHOCTI
cepii: €Bponevicbkin bapmakonei: ana A®l; ona
KPKA, a.4a., BMXiHOro MaTepiany/peareHTy/NPoMiXXHOro




80 [TponoBkeHHs noaaTKa 3
Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
HoBo mecrTo, NpoAyKTY, L0 BUKOPUCTOBYHOTLCS Y
CnoBeHisi BUPOGHMLUTBI ADI; Ans AONOMIDKHOI peYOBUHM
(cepTucpikat BignoBigHOCTI €BponeichbKii
Bupo6HuK, capmakonei) - HoBuin ceptudikat Big Bxe
BignosiganbHUn 3aTBEPKEHOrO BUPOGOHUKA - MNofgaHHst HOBOroO
3a KOHTPOrb cepTuddikaTta BignoBigHOCTI €Bponenchbkii
cepii: dapmakonei RO-CEP 2019-275-Rev 00 gns
JlabeHa g.o.0., A®I nozapTaHy Kanio Big BXe 3aTBEPAXXEHOro
CnogBeHisi BUpobHuka Zhejiang Menovo Pharmaceutical
Co., Ltd., China.
Bupo6HuK, BBegeHHs 3miH NpoTArom 6-Tv MicsuiB nicnsi
BignoBsiganbHUN 3aTBepMKeHHs. 3MiHN | Tuny - 3MiHM 3 SKOCTI.
3a KOHTPOSb A®I. KoHTponb A®I. 3miHa y meTogax
cepii: BunpobyBaHHa APl abo BuxigHOro
TAL ®apma MaTepiany/npomikHOro NpoayKTy/peareHTy,
'M6X, LLIO BUKOPUCTOBYETLCS Y NpoLieci BUpobHMLUTBA
HimeyunHa A®I (iHwi 3MiHM y MmeTodax BUNPobyBaHHA
(BKntoYaoum 3amiHy abo gonoBHeHHs ) ADI
Bupo6HuK, abo BUXigHOro/MpoMibXKHOro NpoaykTy) 3MiHa y
BignoBiganbHUn mMeToAax BUNpobyBaHHs Ta cneumdikauii ADI
3a KOHTpOIb no3apTaHy Karnito BHacnigok AoAaBaHHs
Mikpob6ionoriyHoi aHanitTn. BeegeHHst 3MiH NPOTArom 6-tn
AKoCTi cepii (y MicaUIB Micnsa 3aTBepmKeHHs. 3miHu | Tuny -
BUNAAKY 3MiHM 3 sikocTi. [0TOBMI Nikapcbkuii 3acib.
KOHTpOnto cepii KoHTporb roToBoro fikapcbkoro 3acofy (iHwi
TAL ®apma 3MiHN)
v6X): OHOBIEHHS BXe 3aTBEPKEHUX METOLIB
INa6op NNIC CE & KOHTPOIIO sIKOCTI nikapcbKkoro 3acoby, a came:
Ko. KT, BVKNaAEHHS TEKCTY AepXXaBHOK MOBO 3rifHO
HimeuyunHa Ccy4yacHux Bumor. BeBegeHHst 3MiH npoTarom 6-
TV MicsiliB nicnsi 3aTBepaKeHHS. 3MiHu | Tuny -
BMPOGHMK, 3miHu 3 akocTi. CepTudikat BignosigHocTi/lTE-
BignoBsiganbHUN cepTudikaT BignoBiaHOCTI EBponenchbKil
3a BUPOBHMLTBO dapmakonei/moHorpadii. MogaHHsa HoBoro
«in bulk»: abo OHOBMEHOro cepTudikarta BiANOBIAHOCTI
Hinréo MeHoso abo Buny4eHHst cepTudikaTta BignoBigHOCTI
TiaHkaHr €Bponevicbkint bapmakonei: ana A®l; ons
dPapmacbloTukan BMXiAHOro MaTtepiany/peareHTy/MpOMiKHOro
c Ko., I7g, NpoAYKTY, LLIO BUKOPUCTOBYHOTLCS Y
Kutan BUPOGHMLUTBI ADI; AnNs AONOMIDKHOI peYOBUHM
(cepTudpikat BignoBigHOCTI €Bponeichbkii
dapmakonei) - HoBun ceptudikaT Big HOBOro
BMPOGHMWKa (3aMiHa abo JOMNOBHEHHS)
MopaHHsa HoBoro cepTudikaTta BiANOBIQHOCTI
€sponevicbkin dapmakonei: R1-CEP 2010-
139-Rev 05 ansa A®| nosapTaHy kanito Big
HoBoro BnpobHuka Zhejiang Huahai
Pharmaceutical Co., Ltd., China.
BBegeHHs 3MiH npoTArom 6-Tu Micauis nicns
3aTBEPKEHHS.
128. | JIOPICTA® TabneTku, BKpUTI KPKA, o.4., CrioBeHisi B1po6HuK, CnoBeHisi/ BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis: 3a UA/5516/01/01
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
nniBKOBOK HoBo mecto BignoBiganbHUn Himeuuunna 3MinHn | TMNy - AgMiHicTpaTuBHI 3MiHW. 3MiHa peuyenmom
obonoHkoto, no 12,5 3a BUPOOHMLTBO HaliMeHyBaHHS Ta/abo agpecy micus
mr, no 10 TabneTok «in bulk», NPOBaKeHHN OisrbHOCTI
y BnicTepi; no 3 abo nepBuHHE Ta BMpOBHMKa/iMnopTepa roToBoro fikapcbKoro
no 6, abo no 9 BTOPUHHE 3acoby, BKNoYaum AinbHULI BUMYCKy cepii
Gnictepie B nakyBaHHs, abo micLe NpoBeaeHHs! KOHTPOIHO SIKOCTI.
KapTOHHiIN kopobLyj; KOHTPOIb Ta (DisinbHiCTb, 3a Ky Bignosinae
no 14 Tabnetok y BUMNYCK cepil: BMPOBHWMK/IMNOpTEP, He BKIOYaK4M BUMYCK
6nictepi, no 1, abo KPKA, o.4., cepin) 3miHa HariMeHyBaHHS BUPOBHMKA, Lo
no 2, abo no 4, abo HoBo mecTo, BignoBigae 3a MikpoGionoriYHMA KOHTPOIb (Y
no 6, abo no 7 CnoseHis BUNaaKy koHTporio cepii TAL ®apma M'm6X),
6nictepie B YTOYHEHHS Moro yHKLi (BUPOBHMK, Lo
KapTOHHiI kopoOLi Bupo6HuK, Bigno.igae 3a KOHTporb MikpobionoriyHol
BignoBiganbHUn AKOCTi cepii). 3MiHu | Tuny - 3miHKn Wwoao
3a nepBuHHE Ta 6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy
BTOPUHHE (iHWi 3MiHW) BHECEHI B TEKCT MapKyBaHHS Ha
nakyBaHHs Ta BTOPWHHIN ynakoBLi nikapcbKkoro 3acoby y n. 8
BUMYCK Cepii: "[laTa 3aKiH4eHHA TePMiHY nNpuaaTHoOCTI".
TAL ®apma BBegeHHst 3MiH NpoTarom 6-tn micauis nicna
mbX, 3aTBepAKeHHA.3MiHM | Tuny - 3MiHM 3 SKOCTI.
Himeyunna CepTudikat BignosigHocTi/[E-cepTudikat
BignoBigHOCTI €Bponeiichbkin
Brpo6HuK, apmakonei/moHorpadii. loaaHHa HoBoro
BignosiganbHUN abo OHOBMEHoro cepTudikaTta BignNoOBILHOCTI
3a KOHTPOnb abo BuNy4YeHHs ceptudpikata BignosigHOCTI
cepii: €sponevicbkin bapmakonei: ana A®l; gna
KPKA, a.a., BUXiAHOro MaTtepiany/peareHTy/NpoMiXXHOro
HoBo mecrTo, NpoAYKTY, L0 BUKOPUCTOBYHOTLCS Y
CnoBeHis BUPOOHMLTBI ADI; Anst ONOMDKHOI peYOBUHM
(cepTudpikaT BignoBigHOCTI €BpoONEChKin
Bupo6GHuK, dapmakonei) - HoBui ceptudikaT Big BXe

BignoBiganbHUM
3a KOHTpOIb
cepii:

TAL ®apma
'm6X,
Himeyunna

Brpo6HuK,
BignoBsiganbHUN
3a KOHTPOSb
cepii:
INNabena g.o.0.,
CnoBeHisi

Bupo6Huk,
BiAnoBiganbHUN
3a KOHTPOIb
MikpobionoriyHol
AKoCTi cepii (y

BUNagKy

3aTBepAKeHOro BMpobHuka - MNogaHHs HOBOroO
cepTucpikaTa BignosigHoCTi €Bponenchkin
dapmakonei RO-CEP 2019-275-Rev 00 ans
A®I| nosaprtaHy Kanito Big BXe 3aTBepaXeHOro
BMpobHuKa Zhejiang Menovo Pharmaceutical
Co., Ltd., China.

BBeneHHs 3miH NpoTArom 6-Tv MicsuiB nicnsi
3aTBEepAKEHHS. 3MiHN | TUny - 3MiHM 3 SKOCTI.
ADI. KoHTponb AdI. 3miHa y meToaax
BunpobyBaHHs APl abo BuxigHOro
marepiany/npoMixXHOro NpoayKTy/peareHTy,
LL|O BMKOPUCTOBYETLCS Y NpoLieci BUpobHMLUTBA
ADI (iHwi 3MiHM y MeToaax BUNpobyBaHHA
(BKntoYa4uM 3amiHy abo JonoBHeHHs) ADI
abo BMXigHOro/MpomixkHOro NpoaykTy) 3miHa y
mMeTofax BUNpobyBaHHs Ta cneumdikauii ADI
no3apTaHy kanito BHacNigoK AoAaBaHHSA
aHanitTn. BeegeHHs 3MiH NpoTArom 6-tn
MicaUiB Micnsa 3aTBepKeHHS. 3MiHu | Tuny -
3MiHM 3 gkocTi. [0ToBMI Nikapcbkui 3acib.
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
KOHTPOSto cepii KoHTposb roToBoro fikapcbkoro 3acoy (iHwi
TAL ®apma 3MiHW)
'm6X): OHOBEHHSA BXe 3aTBepAKEHNX MeToaiB
Jlabop JIC CE & KOHTPOIMIO SIKOCTIi fikapcbkoro 3acoby, a came:
Ko. KT, BVKNaAEHHS TEKCTY AepXaBHO MOBO 3rifgHO
Himeyumna Cy4yacHux Bumor. BeeeHHst 3amiH npoTarom 6-
TV MicaLiB nicnsa 3aTBepyKeHHs. 3MiHu | Tuny -
3miHu 3 akocTi. CepTudikat BignosigHocTi/lE-
cepTuddikat BignoBigHOCTI €BpONENChKin
capmakonei/moHorpadii. MogaHHA HOBOrO
abo oHoBneHoro ceptudikaTta BigNoBIQHOCTI
abo BuNy4YeHHs ceptudpikata BignoBigHOCTI
€Bponeickkin hapmakonei: gns A®l; ans
BMXiAHOro MaTtepiany/peareHTy/MpOMiKHOro
NpoAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOGHMLTBI ADI; Anst ONOMKHOI peYOBUHM
(cepTudpikat BignoBigHOCTI €BponenchbKii
capmakonei) - HoBuii cepTudikaT Big HOBOro
BMpOGHMKa (3amiHa abo JOMNOBHEHHS)
MoaaHHsa HoBoro cepTudikaTta BiANOBIQHOCTI
€Bponeickkin dapmakonei: R1-CEP 2010-
139-Rev 05 gns A®| nosapTaHy kanito Big
HoBOro BnpobHuka Zhejiang Huahai
Pharmaceutical Co., Ltd., China.
BBegeHHst 3MiH NpoTarom 6-tn micauis nicna
3aTBEPAKEHHS.

129. | NNOPICTA® TabneTku, BKpUTI KPKA, o.4., CnoBeHisi Bupo6HuK, CnoseHis/ BHECEHHS 3MiH 10 peecTpauiiHnX mMaTepianis: 3a UA/5516/01/02
nniBKOBOK HoBo mecto BignoBsiganbHUN HimeuuunHa 3MmiHu | TUNY - AgmiHicTpaTuBHI 3MiHW. 3MiHa peuenmom
oboroHkoto, no 25 3a BUPOOHMLTBO HanMmeHyBaHHS Ta/abo agpecu Micud
mr, no 10 TabneTok «in bulky, NPOBaXeHHS OisnbHOCTI
y 6nicTtepi; no 3 abo nepBuHHe Ta BMPOGHMKa/imnopTepa roToBoro nikapcbKoro
no 6, abo no 9 BTOPUHHE 3aco0y, BKIOYa4m AinbHuULL BUNYCKy cepii
GnicTtepis B nakyBaHHS, abo micLe npoBeAeHHS KOHTPOIHO SIKOCTI.

KapTOHHiIl kopobuyj; KOHTpOrb Ta (misnbHicTb, 3a AKy Bignosigae

no 14 tabnetoky BUWMYCK cepil: BMPOBHMK/IMNOPTEP, He BKIOYaouM BUMYCK
6nicTepi, no 1, abo KPKA, o.4., cepi) 3miHa HaiMeHyBaHHS BUPOBHMKa, Lo
no 2, abo no 4, abo HoBo mecrTo, BignoBigae 3a MikpobionoriYHWM KOHTponb (y
no 6, abo no 7 CnoBeHis BMNagKy KoHTporo cepii TALl ®apma MM6X),
GnicTtepis B YTOYHEHHS 10ro doyHKUIM (BUPOBHMK, LLIO
KapTOHHI kopobui Bupo6Huk, BignoBigae 3a KOHTponb MikpobionoriyHoi

BignoBiganbHUn
3a nepBuHHE Ta

skocTi cepii). 3miHu | TMny - 3miHKn Wwoao
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay

BTOPUHHE (iHLWi 3MiHK) BHECEHI B TEKCT MapKyBaHHS Ha
nakyBaHHs Ta BTOPWHHIN ynakoBLji nikapcbKkoro 3acoby y n. 8
BUNYCK cepii: "[laTa 3akiHYeHHs TepMiHy npugaTHocTi".
TALO ®apma BBegeHHs 3MiH npoTArom 6-Tu Micauis nicns

mbX, 3aTBepAkeHHA.3MiHu | Tuny - 3MiHM 3 SKOCTI.
HimeuunHa CeptudikaT BignosigHocTi/lE-cepTudikat
BignoBigHOCTI €Bponeinchkii
Brpo6HuK, dapmakonei/moHorpadii. MoaaHHA HoBoro
BignoBiganbHUN abo oHoBneHoro cepTudikaTta BiANOBIQHOCTI




83 [TponoBkeHHs noaaTKa 3
Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
3a KOHTPOrb abo Buny4eHHs ceptudpikata BignoBigHOCTI
cepii: €sponewicbkin bapmakonei: ana A®l; gns
KPKA, a.4., BUXIQHOro matepiany/peareHTy/npoMixKHOro
HoBso mecrTo, NpoAyKTY, L0 BUKOPUCTOBYHOTLCS Y
CnoBeHisi BUPOGHMLUTBI ADI; Ans AONOMIKHOI peHOBUHM
(cepTucpikat BignoBigHOCTI €BponeichbKii
Bupo6HuK, capmakonei) - HoBuin ceptudikat Big Bxe
3aTBepAKeHoro BUpobHuka - MogaHHsi HOBOro

BignosiganbHUn
3a KOHTpOSb
cepii:
TALO ®apma
'M6X,
Himeyunna

Bupo6HuK,
BignoBsiganbHUN
3a KOHTPOJb
cepii:
JlabeHa g.o.0.,
CnoBeHisi

Bupo6HuK,
BignoBiganbHUn
3a KOHTpOIb
Mikpob6ionoriyHoi
AKOCTi cepii (y
BUNaaKy
KOHTpoOrto cepii
TAL ®apma
m6X):
INa6op NIC CE &
Ko. KT,
HimeuunHa

cepTuddikaTta BignoBigHOCTI €Bponenchkiin
dapmakonei RO-CEP 2019-275-Rev 00 gns
A®I| nozaprtaHy Kanito Big BXe 3aTBepaAXEHOro
BUpobHuka Zhejiang Menovo Pharmaceutical
Co., Ltd., China.
BBeneHHs 3MiH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBepMKeHHs. 3MiHK | Tuny - 3MiHM 3 SKOCTI.
A®I. KoHTponb A®I. 3miHa y meTogax
BunpobyBaHHa APl abo BuxigHOro
maTepiany/npoMixXHOro NpoaykTy/peareHTy,
LLIO BUKOPUCTOBYETBCS Y NpoLeci BUpobHMLTBa
ADI (iHwi 3MiHM y MmeTodax BUNpobyBaHHA
(BKntoYaoum 3amiHy abo gonoBHeHHs ) ADI
abo BUXigHOro/MpoMi>KHOro NpoaykTy) 3MiHa y
meTogax BunpobyBaHHA Ta cneundikauii API
rno3apTaHy Karito BHacnigok AoaaBaHHs
aHanitTn. BeegeHHst 3MiH NPOTArom 6-tn
MicaUiB Micnsa 3aTBepKeHHs. 3MiHu | Tuny -
3MmiHu 3 aKocTi. FoToBMIA Nikapcbkuin 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby (iHLi
3MiHN)
OHOBIEHHS BXe 3aTBEPKEHUX METOLIB
KOHTPOTIO SIKOCTI nikapcbKkoro 3acoby, a came:
BVKNaAEHHS TEKCTY AepXXaBHOK MOBOK 3rifHO
Ccy4yacHux BumMmor. BeBegeHHs 3MiH npoTarom 6-
TH MicsiliB nicnsi 3aTBepaKeHHs. 3MiHu | Tuny -
3miHu 3 akocTi. CepTudikat BignosigHocTi/lTE-
cepTudikat BiaNOBIAHOCTI EBpONENCHKIn
dapmakonei/moHorpadii. MogaHHa HoBoro
abo oHoBneHoro ceptudikaTta BiANOBIQHOCTI
abo Buny4eHHs cepTudikaTta BignoBigHOCTI
€Bponeiicbkint hapmakonei: ana A®l; ons
BMXiAHOro MaTtepiany/peareHTy/NpOMiXKHOrO
NpoAYKTY, LLIO BUKOPUCTOBYHOTLCS Y
BUPOGHMLTBI ADI; ANs AONOMIDKHOI peYOBUHM
(cepTudcpikat BignoBigHOCTI €BponechbKii

BMPOGHMWKa (3aMiHa abo JOMOBHEHHS)
€sponevicbkin dapmakonei: R1-CEP 2010-

139-Rev 05 ansa A®| nosapTaHy kanito Big
HoBoro BupobHuka Zhejiang Huahai

dapmakonei) - HoBun ceptudikaT Big HOBOro

MopgaHHsa HoBoro cepTudikaTta BiANOBIQHOCTI

Pharmaceutical Co., Ltd., China.




84

[IponoBkeHHs 1oaarka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
BBegeHHs 3miH npoTsArom 6-Tu MicsuiB nicnsi
3aTBEPKEHHS.
130. | JIOPICTA® TabneTkn, BKpUTI KPKA, a.4., CnoBeHis Bupo6HuK, CnogeeHisi/ BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis: 3a UA/5516/01/03
NNiBKOBOO Hoso mecto BignosiganbHWM Himeuumna/ 3MiHn | TMNy - AgMiHiCTpaTuBHI 3MiHW. 3MiHa peuernmom
obonoHkoto, no 50 3a BUPOOHMLTBO Kutan HaliMeHyBaHHS Ta/abo agpecy micus

mr, no 10 TabneTok
y 6nictepi; no 3 abo
no 6, abo no 9
GnicTepie B
KapTOHHiIN kopobLyj;
no 14 tabnetok y
6nictepi, no 1, abo
no 2, abo no 4, abo
no 6, abo no 7
6nicTepie B
KapTOHHiI kopooLi

«in bulky,
nepBuHHE Ta
BTOPUHHE
nakyBaHHS,
KOHTPOSb Ta
BUMNYCK cepil:
KPKA, a.4.,
Hoso mecTo,
CnoBeHisi

Bupo6HuK,
BignoBiganbHUn
3a NepBuHHE Ta

BTOPUHHE

nakyBaHHsi Ta
BUMYCK cepii:
TAL ®apma
'm6X,
Himeyunna

Brpo6HuK,
BignoBsiganbHUN
3a KOHTpOIb
cepii:
KPKA, a.4.,
Hoso mecTo,
CnoBeHis

Bupo6HuK,
BignoBiganbHUM
3a KOHTpOIb
cepii:
JlabeHa pg.o.0.,
CnogBeHisi

Brpo6HuK,
BignoBsiganbHUN
3a KOHTpOIb
cepii:

TALO ®apma
'M6X,
Himeyunna

Bupo6Huk,
BiAnoBiganbHUN
3a KOHTpOIb

NPOBaMKEHHA AiANbHOCTI
BMPOOHWKa/imnopTepa rotToBoro nikapcbkoro
3acoby, BKNoYaum AinbHULI BUMYCKy cepii

abo micLe NpoBeAeHHs! KOHTPOIO SKOCTI.
(DisinbHiCTb, 3a sKy Bignosinae
BMPOBHWMK/IMNOPTEP, He BKIOYaK4M BUMYCK
cepi) 3mMiHa HariMeHyBaHHS BUPOGHUMKa, Lo
Bignosigae 3a MikpoGionoriYHNA KOHTPOrb (Y
BMNagKy KoHTporio cepii TALl ®apma M6X),
YTOYHEHHS Moro yHKLi (BUPOBHMK, Lo
Bignosigae 3a KOHTporb MikpobionoriyHoi
sKocTi cepii). 3miHu | Tvny - 3miHn Wwopo
6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW) BHECEHI B TEKCT MapKyBaHHSA Ha
BTOPMWHHIN yrnakoBLi nikapcbKoro 3acoby y n. 8
"[laTa 3aKiH4eHHA TePMiHY nNpuaaTHoOCTI".
BBegeHHst 3MiH NpoTsrom 6-tn micauis nicns
3aTBepAKeHHA.3MiHM | Tuny - 3MiHM 3 SKOCTI.
CepTudikat BignosigHocTi/lE-cepTudikat
BignoBigHOCTI €Bponeiichbkii
dapmakonei/moHorpadii. lMoaaHHa HoBoro
abo oHoBneHoro ceptudikaTta BiANOBIQHOCTI
abo Buny4YeHHsi cepTudikaTta BignoBigHOCTI
€Bponenicbkin papmakonei: ana A®l; ans
BUXiAHOro MaTtepiany/peareHTy/NpoMiXXHOro
NPOAYKTY, LLO BUKOPUCTOBYHOTLCH Y
BUPOOHMLTBI ADI; Anst OMOMDKHOI peYOBUHM
(cepTudpikat BignoBigHOCTI EBpoNEChKin
dapmakonei) - HoBui ceptudikaT Big BXe
3aTBepAKeHOro BMpobHuka - MNogaHHs HOBOroO
cepTudcpikaTa BignosigHoCTi €Bponenchkin
dapmakonei RO-CEP 2019-275-Rev 00 ans
A®I| nosaprtaHy Kanito Big BXe 3aTBepaXeHOro
BUpoGHMKa Zhejiang Menovo Pharmaceutical
Co., Ltd., China.

BBeneHHs 3miH npoTArom 6-Tu MicsuiB nicnsi
3aTBEPAKEHHS. 3MiHM | TUNy - 3MiHKM 3 sIKOCTI.
ADI. KoHTponb AdI. 3miHa y meToaax
BuNpobyBaHHs APl abo BuxigHOro
maTepiany/npoMixxHOro NPoAyKTy/peareHTy,
LL|O BUKOPUCTOBYETLCS Y NpoLeci BUpobHMLUTBA
A®I (iHwi 3MiHM y MeTodax BUNpobyBaHHA
(Bkntovar4mn 3amiHy abo gonoBHeHHs) ADI
abo BMXigHOro/MpomixkHOro NpoaykTy) 3miHa y
mMeTofax BUNpobyBaHHs Ta cneumdikauii ADI
nosapTaHy Kanito BHacmnigok AofaBaHHs
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
MikpobGionoriyHoi aHanitTn. BeegeHHs 3MiH NpoTsArom 6-tn
AKOCTI cepii (y MicaUIB Micnsa 3aTBepMKeHHS. 3MiHu | Tuny -
BUNAAKY 3MiHM 3 akocTi. [oToBMI Nikapcbkuii 3acit.
KOHTPOSto cepii KoHTposb roToBoro fikapcbkoro 3acoy (iHwi
TAL ®apma 3MiHW)
'm6X): OHOBEHHSA BXe 3aTBepAKEeHNX MeToaiB
Jlabop JIC CE & KOHTPOIMIO SIKOCTi Nikapcbkoro 3acoby, a came:
Ko. KT, BVKNaAEHHS TEKCTY AepXaBHOO MOBOIO 3rigHO
Himeyumna Cy4yacHux Bumor. BBegeHHst 3mMiH npoTarom 6-
TV MicaLiB nicnsa 3aTBepyKeHHs. 3MiHu | Tuny -
BMPOGHMUK, 3miHn 3 akocTi. CepTtudikat BignosigHocTi/lE-
BignoBsiganbHUN cepTuddikat BignoBigHOCTI €BpoONENCchbKin
3a BMPOBGHULTBO capmakonei/moHorpadii. MogaHHA HoBOrO
«in bulk»: abo OHOBMEHOoro cepTudikarta BiANOBIAHOCTI
HiHréo MeHoBo abo BuNy4eHHs ceptudpikata BignoBigHOCTI
TiaHkaHr €Bponeickkin hapmakonei: gns A®l; ans
dapmacbloTukan BMXiAHOro MaTtepiany/peareHTy/MpOMiKHOro
c Ko., NTa, NpoAYKTY, L0 BUKOPUCTOBYHOTLCS Y
Kutan BUPOOHMLTBI ADI; Anst ONOMKHOI peYOBUHM
(cepTudpikat BignoBigHOCTI €BponenchbKii
capmakonei) - HoBuii cepTudikaT Big HOBOro
BMpOGHMKa (3amiHa abo JOMNOBHEHHST)
MoaaHHsa HoBoro cepTudikaTta BiANOBIQHOCTI
€Bponeickkin dapmakonei: R1-CEP 2010-
139-Rev 05 gns A®| nosapTaHy kanito Big
HoBOro BMpobHuka Zhejiang Huahai
Pharmaceutical Co., Ltd., China.
BBegeHHs 3MiH npoTArom 6-Tu MicsuiB nicns
3aTBEPIKEHHS.
131. | NIYUETAM® PO34uH ANs iH'eKuin, 3AT YropuuHa 3AT YropwuHa BHECEHHS 3MiH 10 peecTpauiiHuX mMaTepianis: 3a UA/8165/02/01
200 mr/mn, no 5 mn dapmaueBTuy dapmaueBTUYHN 3miHu | Tuny - 3miHm 3 sikocTi. CepTudpikat peuenmom
(1 r) B amnyni; no 5 HWI 3aBof, 1 3aBoa ElIC BignosigHocTi/lE-cepTudikaT BiANoOBIigHOCTI
amnyn y 6nictepi; no Eric €Bponelicbkint hapmakonei/MoHorpadii.

2 6nictepu y
KapTOHHIN kopobLyj;
no15mn (3r)B
amnyni; no 4
amnynu B briicTepi,
no 1 abo 5 GnicTepis
Y KapTOHHIlA kopobui

MopaHHa HoBoro abo oHoBREHOro
cepTuddikaTta BianoBiaHOCTi abo BUIyYEHHSsI
cepTudcpikaTa BignosigHoCTi €Bponenchkin
dapmakonei: gna A®l; ons BUxigHoro
matepiany/peareHTy/npoOMiKHOTO MPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
Ansi AOMOMiXHOI peyvoBuHN (cepTudikaT
BiZ4NOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBneHun cepTudikaT Big yxe
3aTBEPAKEHOro BUPOOHMKa NoAaHHs
OHOBIEeHOro cepTudikaTty BiANOBIQHOCTI
€sponevicbki dpapmakonei Ne R1-CEP 2004-
069-Rev 02 (3atBepmxeHo: R1-CEP 2004-
069-Rev 01) ona A®I MNMipaueTtamy Big Aitoyoro
Bupo6Huka PHARMACEUTICAL WORKS
POLPHARMA S.A., Poland. 3minu | Tuny -
3miHu 3 akocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BignoBiaHOCTI EBpoNechKilt
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Ne
n/n

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

capmakonei/moHorpadii. MogaHHA HOBOrO
abo oHoBneHoro ceptudikaTta BigNoBIQHOCTI
abo Buny4eHHs ceptucpikata BignoBigHOCTI
€Bponenickkin hapmakonei: gns A®l; ans
BMXiAHOro mMaTtepiany/peareHTy/npoOMiKHOro
NpoAyKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOOHMLTBI ADI; Anst ONOMKHOI peYOBUHM
(ceptudpikat BignoBigHOCTI €BponenchbKii
dapmakonei) - OHoBNEHUI cepTudikart Big
yXXe 3aTBepAXeHOro BUpobHMKa, NoaaHHst
OHOBIEHOro cepTudikaTty BiANOBIQHOCTI
€sponevicbkin dapmakonei Ne R1-CEP 2004-
069-Rev 03 gna Adl MipaueTamy Big gito4oro
BnpobHmka PHARMACEUTICAL WORKS
POLPHARMA S.A., Poland. 3MiHu | Tuny -
3MiHun 3 sikocTi. CepTtudikat BignosigHocTi/lE-
cepTudikat BigNOBIAHOCTI EBpONENCHKin
capmakonei/moHorpadii. MogaHHA HoBOrO
abo OHoBMEeHoro cepTudikaTta BignNoOBILHOCTI
abo Buny4eHHs cepTudikaTta BignoBigHOCTI
€Bponeickkin hapmakonei: gns A®l; ans
BUXiQHOro matepiany/peareHTy/npoMiKHOro
NPOAYKTY, O BUKOPUCTOBYHOTLCA Y
BUPOGHMLTBI ADI; Anst ONOMKHOI pe4OBUHM
(ceptudpikat BignoBigHOCTI €BponeiichbKii
dapmakonei) - OHoBneHun cepTudikat Big
yXe 3aTBepAXeHOro BUpobHUKa, NogaHHst
OHOBJIEHOro cepTudikaTy BiANOBIAHOCTI
€sponevicbkin apmakonei Ne R1-CEP 2004-
069-Rev 04 ona A®I lMipauetamy Big Aito4oro
BupobHuka PHARMACEUTICAL WORKS
POLPHARMA S.A., Poland. 3minu | Tuny -
AOMiHIiCTpaTUBHI 3MiHWU. BunyyeHHs
BUPOGHMYOT AinbHULI (BKMHOYaYM AinbHULI
ans A®l, npomixxHoro npoaykty abo rorosoro
nikapcbkoro 3acoby, ainbHUUi ans
npoBeAeHHs NakyBaHHs1, BUPOOHWKa,
BignoBigansHOro 3a BMNycK cepin, Micue
NPOBELEHHSA KOHTPOIO cepii) abo
nocrtavanbHuKa BUXigHOro Matepiany,
peareHTy abo JONOMIKHOI PEYOBUHM (SIKLLO
3a3HayeHo y AOCbE), BUAaneHHs BUpobHuka
A®I Mipauetamy - EGIS Pharmaceuticals
PLC, Hungary.

132.

JNIYUETAM®

TabneTku, BKPUTI
nniBKOBOO
ob6onoHkoto, no 400
Mmr, no 60 TabneTok

3AT
dapmaveBTuy
HWUI 3aBon,
EriC

YropwuHa

3AT
dapmaueBTUYHN
1 3aBop ElIC

YropwuHa

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3miHu | TMny - 3miHm 3 sikocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT BiANOBIgHOCTI
€Bponelicbkiit hapmakonei/MoHorpadii.

y CKNsAHOMY MopaHHa HoBoro abo OHoOBREHOro
dnakoHi; no 1 cepTudpikaTa BignoBigHOCTi abo BUNyYeHHS
dnakoHy y cepTudpikaTa BignosigHOCTi EBponenchki

3a
peuenmom

UA/8165/01/01
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1

KapTOHHiIN kopobLyj;
no 15 tabnetok y
6nictepi; no 4
Gnictepn y
KapTOHHiN kopobui

dapmakonei: gna APl; ons BuxigHoro
matepiany/peareHTy/npoOMiKHOTO MPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOBHMUTBI AdI;
ONs LONOMIXKHOI pevyoBUHM (cepTudikat
Bi4NoOBIigHOCTI €Bponenchkin dapmakonei) -
OHoBneHur ceptudikat Big yxe
3aTBEPKEHOr0 BUPOOHUKa
NnoJaHHs OHOBMEHOro cepTudpikarty
BigNoBigHOCTI €Bponeinchkin dapmakonei Ne
R1-CEP 2004-083 - Rev 05 (3aTBepaeHo:
R1-CEP 2004-083 - Rev 04) ana Adl
MipaueTtamy Big gitovoro BupobHuka Northeast
Pharmaceutical Group Company, Limited,
China.
3MiHn | TMny - 3miHn 3 skocTi. CepTudikat
BignosigHocTi/FE-cepTudikaT BiANoBigHOCTI
€Bponelicbkin hapmakonei/moHorpadii.
MogaHHsa HoBoro abo oHoBNEHOro
cepTuddikaTta BignoBigHOCTi abo BMUNyYEHHsI
cepTudikaTta BignoBigHOCTI €EBpONENChKiNn
dapmakonei: gna Adl; ons BuxigHoro
maTepiany/peareHTy/npoMiXKHOTO NMPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI;
ONs LOMOMIXKHOI pevyoBUHM (cepTudikat
BiNoOBIigHOCTI €Bponeichkin tapmakonei) -
OHoBneHun ceptudikaT Bif yxe
3aTBEPKEHOr0 BUPOBHUKA
nofaHHsi OHOBIEHOTO cepTudikarty
BigMNoBigHOCTI €Bponencekin dapmakonei Ne
R1-CEP 2004-083 - Rev 06 ans A®l
MipaueTtamy Big gitoyoro Bupo6Huka Northeast
Pharmaceutical Group Company, Limited,
China. 3MiHu | Tuny - 3MiHu 3 gKoCTi.
CeprudikaT BignosigHocTi/lE-cepTudikat
BigNOBIOHOCTI €BponewchbKii
dapmakonei/moHorpadii. MoaaHHA HoBoro
abo oHoBneHoro ceptudikaTta BiANOBIQHOCTI
abo Buny4eHHst cepTudikaTta BignoBigHOCTI
€Bponenicbkin apmakonei: ana A®l; ans
BUXiAHOro MaTtepiany/peareHTy/NpPoMiXXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOOHMLTBI ADI; Anst ONOMDKHOI PEYOBUHM
(cepTudpikat BignoBigHOCTI €BpoONEChKin
dapmakonei) - OHoBReHu cepTudikat Big
yXe 3aTBepa)KeHoro BUpo6HWKa, NoJaHHSA
OHOBJIEHOro cepTudikaTy BiANOBIAHOCTI
€sponevicbkin dapmakonei Ne R1-CEP 2004-
083 - Rev 07 ana A®I MipaueTtamy Bia
nitoyoro Bupo6Huka Northeast Pharmaceutical
Group Company, Limited, China. 3minu | Tuny
- 3miHu 3 gkocTi. CepTudikar
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
BignosigHocTi/lE-cepTudikaT BiANOBIgHOCTI

BUPOOHMLTBI ADI; Anst ONOMDKHOI pEYOBUHM

€sponevicbkin dapmakonei Ne R1-CEP 2004-

069-Rev 04 gna Al Mipauetamy Big gito4oro

€sponeicbkin hapmakonei/moHorpadii.
MogaHHsa HoBoro abo oHoBnEHOro
cepTudikaTta BignoBigHOCTI abo BUNYyYEHHSs
cepTudikaTta BignoBigHOCTI €BpONENChbKiin
dapmakonei: gna APl; ons BuxigHoro
matepiany/peareHTy/npoOMiXKHOTO MPOAYKTY,
LLLO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI AdI;
0N LOMOMIXKHOI pevyoBUHM (cepTudikat
BiZNOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBneHun ceptudikaT Big yxe
3aTBEPKEHOr0 BUPOOHUKa, NogaHHs
OHOBJEHOro cepTudpikaty BiaANoBIAHOCTI
€sponevicbkin apmakonei Ne R1-CEP 2004-
069-Rev 02 (3aTBepaxeHo: R1-CEP 2004-
069-Rev 01) ansa A®I MipaueTtamy Big Aitodoro
BnpobHmka PHARMACEUTICAL WORKS
POLPHARMA S.A., Poland. 3MiHu | Tuny -
3MiHu 3 skocTi. CepTtudikat signosigHocTi/lE-
cepTudikat BiaNOBIAHOCTI EBpONENCHKIN
dapmakonei/moHorpadii. MogaHHA HOBOrO
abo OHOBMEeHoro cepTudikaTta BigNoOBIgHOCTI
abo Buny4eHHst cepTudikaTta BignoBigHOCTI
€Bponeickkin hapmakonei: gns A®l; ans
BUXiQHOro matepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOGHMLUTBI ADI; ANs AONOMIDKHOI peYOBUHM
(cepTudpikat BignoBigHOCTI EBpoONEChKin
dapmakonei) - OHoBneHun cepTudikat Big
yXe 3aTBepAXeHOro BUpobHMKa,
nofaHHsi OHOBIIEHOTO cepTudikarty
BiAMNoBigHOCTI €Bponencekin dapmakonei Ne
R1-CEP 2004-069-Rev 03 onst A®I
MipaueTamy Big Aito4oro BUpoGHMKa
PHARMACEUTICAL WORKS POLPHARMA
S.A., Poland. 3miHu | Tuny - 3MiHu 3 sikOCTi.
CeprudikaT BignosigHocTi/lE-cepTudikat
BigNOBIOHOCTI €BponenchbKii
dapmakonei/moHorpadii. lMoaaHHa HoBoro
abo oHoBneHoro ceptudikaTta BiANOBIQHOCTI
abo Buny4eHHst cepTudikaTta BignoBigHOCTI
€Bponeickkin hapmakonei: gna A®l; ans
BUXiAHOro MaTtepiany/peareHTy/NPOMiXXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y

(cepTudpikat BignoBigHOCTI €BpoNEChkKil
dapmakonei) - OHoBReHu cepTudikat Big
yXe 3aTBepa)KeHoro BUPO6HMKa, NoJaHHSA

OHOBJEHOro cepTudikaTy BiANOBIAHOCTI
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHs1

Homep

peecmpayiliHo2o
noceio4yeHHs1

BnpobHmka PHARMACEUTICAL WORKS
POLPHARMA S.A., Poland. 3MmiHu | Tuny -
AOMiHiCTpaTuBHI 3MiHW. BunydeHHs
BUPOBHMYOT AinbHULI (BKMHOYAKYMN AiNbHALI
ans A®l, npomixHoro npoaykTy abo rotoBoro
nikapcbkoro 3acoby, AinbHuUi ans
npoBefeHHs NakyBaHHSsI, BUPOOHNKa,
BignoBiganbHOro 3a BMNycK cepin, Micue
NpOBeAEHHSA KOHTPOIto cepii) abo
nocravarnbHuKa BUXigHOro mMartepiany,
peareHTy abo AOMOMIXKHOT PEYOBUHY (SIKLLO
3a3HayeHo y J0CbE)
BuaaneHHs BupobHuka APl MipaueTtamy -
EGIS Pharmaceuticals PLC, Hungary.

133.

JIYUETAM®

TabneTkn, BKpUTI
NniBkOBOIO
obornoHkoto, no 800
mr, no 30 TabneTok
Y CKISIHWX
dnakoHax; no 15
TabneTtok y 6nicrepi;
no 2 Gnictepny
KapTOHHiIN kopobui

3AT
dapmaneBTuy
HWUIA 3aBog
ErIC

YropwuHa

3AT
dapmaueBTUYHU
1 3asop ElC

YropwmHa

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3MiHn | TMny - 3miHn 3 skocTi. CepTudikat
BignosigHocTi/E-cepTudikaT BiANoBigHOCTI
€BponeWcbkin dhapmakonei/MoHorpadii.
MogaHHsa HoBoro abo oHoBREHOro
cepTuddikarta BignoBigHOCTi abo BUIyYEHHSsI
cepTudikaTta BignoBigHOCTI €Bponenchkii
dapmakonei: gna Adl; ons BuxigHoro
matepiany/peareHTy/npOMiKHOTO MPOAYKTY,
LLIO BUKOPUCTOBYIOTbCS Y BUPOBHMUTBI AdI;
ONs LOMOMIXKHOI pevyoBUHM (cepTudikat
BiZNOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBneHun cepTudikaT Big yxe
3aTBEPKEHOr0 BUPOBHUKa
NnoJiaHHsi OHOBMNEHOro cepTudpikarty
BigNoBigHOCTI €Bponenchkin chapmakonei Ne
R1-CEP 2004-083 - Rev 05 (3aTBepaxeHo:
R1-CEP 2004-083 - Rev 04) ana A®I
MipaueTtamy Big gitoyoro Bupo6Huka Northeast
Pharmaceutical Group Company, Limited,
China.
3miHu | Tuny - 3miHm 3 sikocTi. CepTudpikat
BignoBigHocTi/'E-cepTudikat BianoBigHOCTI
€Bponelicbkin hapmakonei/moHorpadii.
MogaHHsa HoBoro abo oHOBNEHOrO
cepTudcpikaTa BignosigHOCTi abo BUNyYEHHSI
cepTudikaTta BignoBigHOCTI €BpoNenchbkin
dapmakonei: gna A®l; ons BUXigHoro
matepiany/peareHTy/npoOMiXKHOTO NMPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Yy BUPOOHNLTBI ADI;
Ansi AOMOMiXHOI peyvoBuHK (cepTudikaT
BiQNOBigHOCTI EBponeichki hapmakonei) -
OHoBneHun cepTudikaT Bif yxe
3aTBEPKEHOrO BUPOBHUKA
nofaHHsi OHOBIEHOIO cepTudikarty
BigMoBigHOCTI €Bponenchkin dapmakonei Ne
R1-CEP 2004-083 - Rev 06 ans Adl

3a
peuenmom

UA/8165/01/02
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[IponoBkeHHs 1oaarka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1

MipaueTtamy Big gitovoro BupobHuka Northeast
Pharmaceutical Group Company, Limited,
China. 3miHu | TUnNy - 3MiHK 3 sKOCTiI.
CepTudikat BignosigHocTi/[E-cepTudikat
BigMNOBIQHOCTI €BpoNenchbKii
capmakonei/moHorpadii. MogaHHA HOBOrO
abo OHOBMEHOro cepTudikaTta BigNoOBIgHOCTI
abo Buny4YeHHs cepTudikaTa BiANoOBiAHOCTI
€Bponenickkin hapmakonei: gns A®l; ans
BUXIiQHOro matepiany/peareHTy/npoMixKHOro
NPOAYKTY, O BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI ADI; Anst ONOMKHOI peYOBUHM
(ceptudpikat BignoBigHOCTI €BponeichbKii
dapmakonei) - OHoBneHun cepTudikaT Big
yXe 3aTBepAXeHOro BUpobHUKa, NogaHHst
OHOBJEHOro cepTudpikaty BiaANoOBIAHOCTI
€sponevicbkin dapmakonei Ne R1-CEP 2004-
083 - Rev 07 gnsa Al MipaueTtamy Big
nitovoro BupobHmka Northeast Pharmaceutical
Group Company, Limited, China. 3minu | Tuny
- 3MiHn 3 sikocTi. CepTudpikat
BignosigHocTi/ME-cepTudikaT BiANoBIigHOCTI
€Bponeicbkin hapmakonei/moHorpadii.
MogaHHsa HoBoro abo oHoBREHOro
cepTuddikaTta BignoBigHOCTi abo BMUNyYEHHsI
cepTudikaTta BignoBigHOCTI €BpONenchKin
dapmakonei: gna A®l; ons BUxigHoro
maTepiany/peareHTy/npoMiXKHOTO NMPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
Ans AOMNOMiXHOI pevoBuHK (cepTuddikaT
BigNOBigHOCTI E€Bponenchkin hapmakonei) -
OHoBneHun ceptudikaT Bif yxe
3aTBEPKEHOr0 BUPOOHUKA, NoaaHHs
OHOBJEHOro cepTudikaTy BiANOBIAHOCTI
€sponevicbkin apmakonei Ne R1-CEP 2004-
069-Rev 02 (3aTBepaxeHo: R1-CEP 2004-
069-Rev 01) gnsa A®I Mipauetamy Big gitoyoro
BnpobHmka PHARMACEUTICAL WORKS
POLPHARMA S.A., Poland. 3minu | Tuny -
3miHu 3 sikocTi. CepTudikat BignosiaHocTi/lE-
cepTudikaT BiANoBIAHOCTI €EBpONEnCchKin
dapmakonei/moHorpadii. MoaaHHA HoBoro
abo oHoBneHoro ceptudikaTta BiANOBIQHOCTI
abo Buny4eHHst cepTudikaTta BignoBigHOCTI
€Bponeickkinn hapmakonei: gna A®l; ans
BUXiAHOro MaTtepiany/peareHTy/NPOMiXXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCA Y
BUPOOHMLTBI ADI; Anst ONOMDKHOI PEYOBUHM
(cepTudpikat BignoBigHOCTI €BpONERChKin
dapmakonei) - OHoBReHu cepTudikat Big
Y)Ke 3aTBEPAXEHOro BUPOBHWMKa,
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

nofaHHsi OHOBIIEHOTO cepTudikarty
BiANoBigHOCTI €Bponencekin dapmakonei Ne
R1-CEP 2004-069-Rev 03 onst A®I
MipaueTtamy Big Aito4oro BUpobHMKa
PHARMACEUTICAL WORKS POLPHARMA
S.A., Poland. 3miHu | Tuny - 3MiHu 3 sikocTi.
CepTudikat BignosigHocTi/[E-cepTudikat
BigNOBIQHOCTI €BpoNenchbKii
capmakonei/moHorpadii. MogaHHA HOBOrO
abo OHOBMEHOro cepTudikaTta BignNoOBIgHOCTI
abo Buny4YeHHs cepTudikaTa BiANOBIAHOCTI
€Bponeickkin hapmakonei: gns A®l; ans
BUXigHOro matepiany/peareHTy/npoMiKHOro
NPOAYKTY, O BUKOPUCTOBYHOTLCA Y
BUPOOHMLTBI ADI; Anst ONOMKHOI peYOBUHM
(ceptudbikat BignoBigHOCTI €BponeichbKii
dapmakonei) - OHoBneHun cepTudikaT Big
yXXe 3aTBepAXeHOro BUpobHMKa, NogaHHst
OHOBJEHOroO cepTudpikaty BiANoOBIAHOCTI
€sponevicbkin dapmakonei Ne R1-CEP 2004-
069-Rev 04 gna AdI MipaueTamy Big gito4oro
BnpobHmka PHARMACEUTICAL WORKS
POLPHARMA S.A., Poland. 3minHu | Tuny -
AOMiHiCTpaTMBHI 3MiHW. BunyyeHHs
BUPOBHMYOT AinbHMUI (BKMOYAKYM OiNbHALI
ans A®Il, npomixxHoro npoaykty abo rotosoro
nikapcbkoro 3acoby, AinbHuui Ans
npoBefeHHs NakyBaHHsI, BUPOOHNKa,
BignoBigansHOro 3a BMNycK cepin, Micue
npoBeAeHHSs! KOHTpOrto cepii) abo
nocTtavanbHuKa BUXigHOro Matepiany,
peareHTy abo JOMNOMIKHOI PEYOBUHM (SKLLO
3a3HayeHo y A0CbE)
BuaaneHHs BupobHuka Al MipaueTtamy -
EGIS Pharmaceuticals PLC, Hungary.

134.

JIYUETAM®

TabneTku, BKpUTI
NniBkOBOIO
obornoHkoto, no 1200
mr, no 20 TabneTok
Y CKMSAHUX
dnakoHax; no 10
TabneTok y 6nictepi;
no 2 6nictepu y
KapTOHHiIN kopobui

3AT
dapmaueBTuy
HWUIA 3aBog
EriC

YropwuHa

3AT
dapmaueBTUYHN
1 3asop ElC

YropwuHa

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3miHu | Tuny - 3miHm 3 sikocTi. CepTudpikat
BignosigHocTi/lE-cepTudikaT BiANoBIigHOCTI
€Bponelicbkiit hapmakonei/MoHorpadii.
MopaHHa HoBoro abo oHoBREHOro
cepTuddikata BignoBigHOCTi abo BUIyYEHHSsI
cepTudpikaTa BignosigHOCTi EBponenchkin
dapmakonei: gna A®l; ons BUxigHoro
matepiany/peareHTy/npOMiKHOTO MPOAYKTY,
LLIO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI;
Anst AOMOMiXHOI pevoBuHN (cepTuddikaT
BiZNOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBneHun ceptudikaT Big yxe
3aTBEPAKEHOrO BUPOOHMKa
NoJaHHsi OHOBMNEHOro cepTudpikarty
BigNoBigHOCTI E€Bponelchkin dhapmakonei Ne

3a
peuenmom

UA/8165/01/03
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[IponoBkeHHs 1oaarka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1

R1-CEP 2004-083 - Rev 05 (3aTBepaeHo:
R1-CEP 2004-083 - Rev 04) ana Adl
MipaueTtamy Big gitovoro BupobHuka Northeast
Pharmaceutical Group Company, Limited,
China.
3MiHn | TMny - 3miHn 3 akocTi. CepTudikat
BignosigHocTi/ME-cepTudikaT BigNOBIgHOCTI
€sponeicbkin hapmakonei/moHorpadii.
MogaHHsa HoBoro abo oHoBREHOro
cepTuddikata BignoBigHOCTi abo BMUNyYEHHSsI
cepTudikaTta BignoBigHOCTI €BpONENnChbKiin
dapmakonei: gna Adl; ons BuxigHoro
matepiany/peareHTy/nNpoOMiXKHOTO NMPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
ONs LOMOMIXKHOI pevyoBUHM (cepTudikat
BignoBigHoCTI €Bponeicokin dapmakonei) -
OHoBneHun ceptudikaT Big yxe
3aTBEPKEHOr0 BUPOBHUKa
nofaHHsi OHOBIIEHOTO cepTudikarty
BiAMoOBiAHOCTI €Bponencekin dapmakonei Ne
R1-CEP 2004-083 - Rev 06 ansa Adl
MipaueTtamy Big gitovoro BupobHuka Northeast
Pharmaceutical Group Company, Limited,
China. 3miHu | Tuny - 3MiHK 3 sIKOCTiI.
CepTudikat BignosigHocTi/[E-cepTudikat
BigNOBIOHOCTI €BponechbKii
dapmakonei/moHorpadii. MogaHHsa HoBoro
abo oHoBneHoro ceptudikaTta BiANOBIQHOCTI
abo Buny4eHHs cepTudikaTta BignoBigHOCTI
€Bponevicbkint bapmakonei: ana A®l; ons
BUXiAHOro MaTtepiany/peareHTy/NpOMiXXHOro
NpoAYKTY, LLIO BUKOPUCTOBYHOTLCS Y
BUPOGHMLUTBI ADI; AnNs AONOMIDKHOI peYOBUHM
(cepTudpikaT BignoBigHOCTI EBpoONEChKin
dapmakonei) - OHoBneHun cepTudikat Big
yXe 3aTBepAXeHOro BUpobHUKa, NogaHHs
OHOBJEHOro cepTudikaTy BiANOBIAHOCTI
€sponevicbkin apmakonei Ne R1-CEP 2004-
083 - Rev 07 ana A®I MipaueTtamy Bia
nitoyoro Bupo6Huka Northeast Pharmaceutical
Group Company, Limited, China. 3minu | Tuny
- 3miHn 3 gkocTi. CepTudikar
BignoBigHocTi/E-cepTudikat BignoBigHOCTi
€Bponelicbkint hapmakonei/moHorpadii.
MoaaHHsa HoBoro abo oHoBNEHOro
cepTudcikaTa BignosigHOCTi abo BUNyYEHHSI
cepTudikaTta BignoBigHOCTI €BpoNenchbkin
dapmakonei: gna A®l; onsa BUxigHoro
maTepiany/peareHTy/npoOMiXKHOTO NMPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI;
Ans JOMOMiKHOI peqoBuHM (cepTuddikaT
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[IponoBkeHHs 1oaarka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1

BiZNOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBneHun ceptudikaT Big yxe
3aTBEPAKEHOr0 BUPOBOHUKa, NogaHHs
OHOBJIEHOr0O cepTudpikaTy BiANoOBIOHOCTI
€sponevicbkin dapmakonei Ne R1-CEP 2004-
069-Rev 02 (3aTBepaxeHo: R1-CEP 2004-
069-Rev 01) ansa A®I MipaueTtamy Big gitoyoro
Bupo6Huka PHARMACEUTICAL WORKS
POLPHARMA S.A., Poland. 3MiHu | Tuny -
3MmiHun 3 akocTi. CepTtudikat signosigHocTi/lE-
cepTudikat BigNOBIAHOCTI EBpONENChKin
capmakonei/moHorpadii. MogaHHA HOBOrO
abo oHOBMEeHoro cepTudikaTta BignoOBIgHOCTI
abo Buny4eHHs cepTudikaTta BignoBigHOCTI
€Bponeickkin hapmakonei: gns A®l; ans
BUXiQHOro matepiany/peareHTy/npoMiKHoro
NpoAYKTY, LLIO BUKOPUCTOBYHOTLCS Y
BUPOGHMLTBI ADI; Anst ONOMKHOI peYOBUHM
(ceptudpikat BignoBigHOCTI €BponeiichbKii
dapmakonei) - OHoBneHun cepTudikaT Big
yXe 3aTBepAXeHOro BUpobHMKa,
nofaHHsi OHOBIIEHOTO cepTudikarty
BiAMNOBiAHOCTI €Bponencekin dapmakonei Ne
R1-CEP 2004-069-Rev 03 gns Adl
MipaueTtamy Big Aitovoro BUpobHMKa
PHARMACEUTICAL WORKS POLPHARMA
S.A., Poland. 3miHu | Tvny - 3miHK 3 sikocTi.
CeprudikaT BignosigHocTi/lE-cepTudikat
BigNOBIOHOCTI €BponenchbKii
dapmakonei/moHorpadii. MogaHHsa HoBoro
abo oHoBneHoro ceptudikaTta BiANOBIQHOCTI
abo Buny4eHHst cepTudikaTta BignoBigHOCTI
€Bponevicbkint bapmakonei: ana A®l; ons
BUXiAHOro MaTtepiany/peareHTy/NpoMiXXHOro
NpoAYKTY, LLIO BUKOPUCTOBYHOTLCS Y
BUPOOHMLTBI ADI; Anst OMOMDKHOI peYOBUHM
(cepTudpikat BignoBigHOCTI EBpoONEChKin
dapmakonei) - OHoBneHun cepTudikat Big
yXe 3aTBepAXeHOro BUpobHUKa, NogaHHs
OHOBJEHOro cepTudikaTy BiANOBIAHOCTI
€sponevicbkin dapmakonei Ne R1-CEP 2004-
069-Rev 04 gna A®I MipaueTtamy Big Aito4oro
Bupo6Huka PHARMACEUTICAL WORKS
POLPHARMA S.A., Poland. 3minu | Tuny -
AaMiHicTpaTVBHI 3MiHU. BunyyeHHs
BUPOGHMYOT AinbHULI (BKMHOYaKYM AinbHULI
ans A®l, npomixxHoro npoaykty abo rorosoro
nikapcbkoro 3acoby, ainbHUUi ans
npoBeAeHHs NakyBaHHs1, BUPOBHNKa,
BignoBigansHOro 3a BMNyck cepin, Micue
NpoBeAEHHSA KOHTPOIO cepii) abo
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

noctavanbH1Ka BUXIQHOrO maTepiany,
peareHTy abo AOMOMIXKHOT PEYOBUHY (SIKLLO
3a3HayeHo y AOChE)
BuaaneHHs BupobHuka APl MipaueTtamy -
EGIS Pharmaceuticals PLC, Hungary.

135.

JIIO®I-500

TabneTkn, BKpUTI
NniBKOBOIO
obonoHkoto, no 500
Mr; no 5 TabneTok y
6nictepi; no 1
6nictepy B
KapTOHHiI kopooLi

Inka
JlabopaTopis
Nimiteq

IHAis

Inka
JlabopaTopis
Jlimiteq

IHgia

BHECEHHS 3MiH [0 peecTpauiiHux maTepianis:
3MiHn | TMny - 3MiHK Woao
6e3nekv/edekTMBHOCTI Ta hbapmakoHarnsay.
BeeneHHs abo 3MiHu [0 y3aranbHeHWX OaHnX
npo cucteMy chapmakoHarnsgy (BBedeHHs
y3aranbHEHUX AaHUX Npo cucTemy
thapmakoHarnagy, 3miHa ynoBHOBaXXeHOI
ocobu, BianoBiganbHOI 3a 30iNCHEeHHS
apmakoHarnsay; KOHTaKTHOi ocobu 3
bapmakoHarnagy 3asiBHUKa ANg 30iMCHEHHSA
hapmakoHarnagy B YkpaiHi, AKLO BOHa
BigMiHHa Bif YNOBHOBaXeHOI ocobu,
BiQNOBiQanbHOI 3a 3AiNCHEHHS
dapMakoHarnagy (BKMovar4mn KOHTaKTHI AaHi)
Ta/abo 3miHW y po3MileHHi macTep-darina
cuctemn hapMakoHarnsgy) 3MiHa KOHTaKTHOI
ocobu 3asBHMKA, BiANoBiganbHoOI 3a
apmakoHarnsag B YkpaiHi.

[Litova pepakuis: Txagadi OJaHienos.
[MponoHoBaHa pepakuisi: CapaniHa Onbra
IBaHiBHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT ocobun
3asiBHMKA, BignosiganbHoi 3a dapMakoHarnsag
B YKpaiHi.

3a
peuenmom

UA/16367/01/01

136.

MEOEKCON

Kpanni o4Hi,
cycnexsis, 1 mr/mn
no 10 mn y dprakoHi-
KpanensHuui; no 1
donakoHy-
KpanenbHULi B
KapTOHHiI kopobui

TOB «YOPNA
MEOVLIUH»

YkpaiHa

K.O. Pomdrapm
Komnari C.P.J1.

PyMyHis

BHECEHHS 3MiH [0 peecTpauinHnxX maTtepianis:
3minn Il Tuny - 3miHn Wwoao
6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
BHeceHHs1 abo 3miHa(u) fo 3060B'A3aHb Ta
YMOB BuAaui peecTpauinHoro noceigyeHHs,
BKItoYatoum MnaH ynpaeniHHA pusnkamm
(3acTocyBaHHs 3MiH(1), Ski(a) BUMaraTb(€)
nofanbLIoro o6rpyHTyBaHHA HOBUMM
[0AAaTKOBMM AaHWMM, L0 MaloTb HagaBaTucs
KOMMNETEHTHUM OpPraHoM, OCKifbKu
BMMaraeTbCsl CyTTEBA OLLiHKA KOMMETEHTHUM
opraHom) 3asiBHUKOM HajaHO OHOBIEHUM
MnaH ynpasniHHsA pusmkamu Bepcisa 2.0. 3miHn
BHECEHO 40 YaCTUH:
| «3aranbHa iHdopmauis» Il «Cneundikauis 3
6e3nekn» Il «MnaH 3 dpapmakoHarnsgy» V
«3axoau 3 MiHiMi3aLii pu3ukiB»

VI «Pestome nnaHy ynpasniHHA pusukamm» VI
«[Jopatkn» (nopatku 1-8) y 3B’A3ky 3
OHOBMEHHsIM iHdopMaLii 3 nepeniky npobnem
3 6esneku [ityoi pevyoBMHN AeKcaMeTas3oH
(micueBoi fii) BigNoBigHO A0 akTyanbHoi

3a
peuernmom

UA/13862/01/01




95 [TponoBkeHHs noaaTKa 3
Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
iHdbopMmalii pilleHHs1 KoopavHauiiHoi rpynu 3
npoLenypv B3aEMHOro BU3HaHHS Ta
AeueHTpanizoBaHoi Npoueaypy ANst IOAUHN
(CMDh), a Takox y 3B'A3Ky i3 3MiHOtO (hopmaTy
BignoBigHo ao Bumor Evaluation Guidance on
the format of the risk management plan (RMP)
in the EU — in integrated format. 31 October
2018 EMA/164014/2018 Rev.2.0.1
accompanying GVP Module V Rev.2 Human
Medicines).
Pestome MNnaHy ynpaeniHHS pu3vkamu Bepcis
2.0 pogaetbes.
137. | MEOOKIAB® NMOPOLLOK Ans Mepokemi Kinp Mepokemi Kinp BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a He UA/18207/01/01
oparnbHOI CycneHsil, nTa Timiteq 3MiHM | TUNY - AgMiHICTpaTuBHI 3MiHW. 3MiHa peuenmom nidnszae
400 mr/57 mre 5 mn; HaliMeHyBaHHs Ta/abo agpecu micus
1 cbnakoH 3 NPOBAaMKEHHA AiANbHOCTI
NOPOLUKOM AN BUpOBHMKa/iMnopTepa roToBOro fikapCbKoro
npurotyeBaHHs 70 mn 3aco0by, BKYaum ginbHULi BUNYycKy cepil
cycneHsii y abo MicLe NpoBedeHHS! KOHTPOIHO SIKOCTI.
KOMMMEKTi 3 (misnbHicTb, 3a AKy Bignosigae
[03Y04MM WNpuLeM BUPOGHWK/IMNOPTEP, BKINOYAKOUN BUMYCK
Y KapTOHHIl kopobui cepilt) yTOUYHEHHS Ha3BK Ta agpecu
BMPOBHMYOT OinbHULI Yy BiANOBIAHOCTI 40
cepTtudikaty GMP. 3miHn BHeceHo B
iHCTPYKUilO ONst MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ainu "BupobHuk",
"Micue3HaxomXeHHs1 BUpoOHuKa Ta agpeca
MicUsi MpoBagKeHHS NOro gisinbHocTi" 3
BiAMOBIAHVMU 3MiHAMW B TEKCTi MapKyBaHHSA
ynakoBok.BBegeHHs 3MiH NpoTsaroM 6-tu
MicsiLiB micnsi 3aTBEpPOXKEHHS.
138. | MEAOMNEHEM MOPOLLOK ANA Mepokemi Kinp Mepokemi NTO Kinp BHECEHHS 3MiH IO peecTpauiiHiX maTtepianis: 3a UA/11738/01/02
PO34uHy ANst iH'eKuin nTa (8aBog C) 3miHu | TUny - 3minm 3 sikocTi. CepTudpikat peuenmom

abo iHdysinno 1, 1
(hNakoH 3 MOPOLLKOM
Y KapTOHHIlA kopoobui

BignoBigHocTi/'E-cepTudikat BignoBigHOCTi
€Bponelicbkin hapmakonei/moHorpadii.
MopaHHa HoBoro abo OHOBMEHOro
cepTudcikaTa BignosigHOCTi abo BUNyYEHHS!
cepTudikaTta BignoBigHOCTI €BpONenchbKin
dapmakonei: gna A®l; ons BUxigHoro
maTepiany/peareHTy/npoMiKHOro NpoaykKTy,
LLIO BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI;
Anst AOMOMiXHOI pevoBuHN (cepTudikaT
BigNOBigHOCTI EBponerickkin hapmakonei) -
HoBwuii cepTudikat Bif BXe 3aTBepOXeHOro
BMPOGHMWKa - noaaHHs Hosoro CEP Big Bxe
3aTBepakeHoro BupobHuka A®I Qilu
Antibiotics Pharmaceutical Co., Ltd., CEP Ne
RO-CEP 2015-362-Rev 00. 3miHu | Tuny -
3MmiHu 3 sKkocTi. FoToBMIA Nikapcbkuii 3acib.
3MiHM y BUpo6HMUTBI. 3MiHM BUNpobyBaHb abo
AO0MYyCTUMMX MEX, BCTAHOBMEHUX Y
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n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
crneungikalisx, nig yac BUpobHMLTBa

rOTOBOrO NMiKapCbKOro 3acoby (3BY>XeHHsI
OOMNYCTUMUX MEX) - 3BYXKEHHSI MEX
cneumdikauii 3a nokasHukom «Weight yield»
ANs CyMmilli MmeponeHeMy 3 HaTpieM
kap6oHaTom 3 90-100% [0 95-100%, Lo
NoB’s3aHo 3 GinbLl 0GI'PYHTOBAHUM MiAXO40M
[0 po3paxyHKy, KOnu npu 06YNCNEHHI He
BGepeTbCs OO yBaru KinbKiCTe HECTEPUIBHOTO
nopoLuKy. 3MiHu | Tuny - 3MiHM 3 SKOCTI.
['oTOBWI NiKapCbkWii 3aci6. 3miHn y
BMPOBHMUTBI. 3MiHa po3mipy cepii
(BKNtOYaouM fianasoH po3mipy cepii) roToBoro
nikapcbkoro 3acoby (iHLWi 3MiHW) - 3MiHK
Aiana3oHy po3Mipy cepii 4ns meponeHemy
Tpurigpaty, kapboHaTy HaTpito Ta cymilui
MeporneHeMmy 3 kapboHaToOM HaTpilo BiANOBIAHO
00 fokymeHTiB BUpobHmka Qilu Antibiotics.
[MponoHoBaHa pepakuis: Batch size —
commercial: about 17.7~28.92 kg, Batch size
of meropenem trihydrate: about 15~24 kg,
Batch size of sodium carbonate anhydrous:
about 94~100 kg. 3minHu | Tuny - 3miHn 3
sKocTi. FoToBMI Nnikapcbkuii 3aci6. Cuctema
KOHTeHep/3aKynoptoBanbHWii 3aci6 (iHLi
3MiHN) - OHOBNeHHS po3giny 3.2.P.7.Cuctema
KOHTeWHep/3aKynoptoBanbHuUiA 3acio,
BMpobHuka Qilu Antibiotics, 3okpema
BUITyYEHHS NMaKyBaHHS OQHOro BUAY:
antoMiHieBa 6aHka 3 xnopbyTUNryMOBOIO
npo6koto Ta antoMiHiEBUM BiApUBHUM
KoBnaykoM. 3miHu | Tuny - 3MiHM 3 AKOCTI.
CeprudikaT BignosigHocTi/lE-cepTudikat
BignoBigHOCTI €Bponeinchkii
dapmakonei/moHorpadii. MoaaHHA HoBoro
abo oHoBneHoro ceptudikaTta BiANOBIQHOCTI
abo Buny4YeHHsi cepTudikaTta BignoBigHOCTI
€Bponenicbkin dpapmakonei: ana A®l; ans
BMXiAHOro MaTtepiany/peareHTy/MpOMiKHOro
NpOoAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOOHMLTBI ADI; Anst ONOMDKHOI pEYOBUHM
(cepTudcpikat BignoBigHOCTI €Bponeichbkii
apmakonei) - OHoBNeHu cepTudikat Big
yXe 3aTBepAXXeHOro BUpoGHUKa - NoAaHHSs!
oHoBreHoro CEP Big Bxe 3aTBepaXeHoro
BupobHuka A®I, Qilu Antibiotics (Linyi)
Pharmaceutical Co., Ltd. CEP Ne RO-CEP
2015-362-Rev 01 (nonepenHs Bepcia: RO-CEP
2015-362-Rev 00). BHacninok oHOBNEHHs!
CEP Bigbynucs amiHn B aHaniTM4HOMy MeTogi

Bu3HayveHHs Pd ta Rh (Ph.Eur.2.2.58). 3miHum |
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n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
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TMny - 3MiHK 3 sikocTi. CepTudpikat
BignosigHocTi/E-cepTudikaT BiANoBigHOCTI
€BponeWcbkin dapmakonei/MoHorpadii.
MogaHHsa HoBoro abo oHoBnEHOro
cepTucpikaTta BiaNoBIigHOCTI a6o BUNYYEHHSI
cepTuddikaTta BignoBigHOCTI €Bponenchbkii
dapmakonei: gna Adl; ons BuxigHoro
matepiany/peareHTy/npOMiKHOTO MPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOBHMUTBI AdI;
0N LOMOMIXKHOI pevyoBUHM (cepTudikat
Bi4NOBIigHOCTI €Bponenchkin dapmakonei) -
OHoBneHui ceptudikat Big yxe
3aTBEpOKEHOro BUPOGHUMKa - MoAaHHS
oHoBrieHoro CEP Big Bxe 3aTBepaXeHoro
BupobHuka A®I, Qilu Antibiotics (Linyi)
Pharmaceutical Co., Ltd CEP Ne RO-CEP
2015-362-Rev 02 (nonepeaHs sepcia: RO-CEP
2015-362-Rev 01). BHacnigok oHoBReHHs
CEP Bigbynacs 3MiHa B agpeci BnacHuka
CEP. NponoHoBaHa pepakuis: CEP 2015-362-
Rev 02
No. 29 Huayuan Street Linyi County China-
251 500 Dezhoy City, Shandong Province.
3MiHn | TMny - 3miHn 3 skocTi. CepTudikat
BignosigHocTi/ME-cepTudikaT BiANoBIigHOCTI
€Bponelicbkin hapmakonei/moHorpadii.
MogaHHsa HoBoro abo oHOBNEHOroO
cepTudcikaTa BignoBigHOCTi abo BUNyYEHHSI
cepTudikaTta BignoBiaHOCTI €BpoNenchbKin
dapmakonei: gna A®l; ons BUXigHoro
maTepiany/peareHTy/npoMiXKHOTO MPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI;
Ans AOMNOMiXHOI pevoBuHM (cepTuddikaT
BigNoBigHOCTI E€Bponerchkin hapmakonei) -
OHoBneHun ceptudikaT Bif yxe
3aTBEPAKEHOr0 BUPOOHUKA - NOAAHHS
oHoBneHoro CEP Big BXe 3aTBEpAXXEHOrO
Bupo6Huka A®I, Qilu Antibiotics (Linyi)
Pharmaceutical Co., Ltd CEP Ne RO-CEP
2015-362-Rev 03 (nonepeaHs Bepcis: RO-CEP
2015-362-Rev 02). BHacnigok oHOBREHHS
CEP, Bigbynacs amiHa Ha3su BnacHuka CEP 3
Qilu Antibiotics P (Linyi) Pharmaceutical Co.,
Ltd Ha Shandong Anhong Pharmaceutical Co.,
Ltd. 3miHm | TMny - AgMiHIiCTpaTMBHI 3MiHN.
3miHa HalimeHyBaHHs Ta/abo agpecu micus
NPOBaXXEHHSs OiSANbHOCTI BUPOOHMKa
(Bkrtoyatoun, 3a HeobxigHoCTI, Micue
NpoBEeEHHS KOHTPOIO SIKOCTi), abo BnacHuka
macTtep-cavina Ha A®l, abo nocTayanbHuka
Adl/BuxigHoro
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n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
maTepiany/peareHTy/npoOMiXKHOTO MPOAYKTY,
LLIO 3aCTOCOBYHOTLCS Yy BUPOOHULTBI ADI (SKLLO
3a3HayeHo y AOCbE Ha Nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikaTa BianoBigHOCTI
€Bponencbkint hapmakonei y 3aTBepaxXeHoMy
nocbke, abo BMPOOHMKA HOBOI JOMOMIDKHOT
PEYOBUHY (SIKLLIO 3a3HAYEHO Y [OChE) - 3MiHa
Ha3BW BUPOBHMKA CTEPUITbHOI CyMiLLli
MeporneHeMy TpurigpaTy Ta kapboHaTy
HaTpito. [itoua pegakuisi: Qilu (Linyi)
Antibiotics Pharmaceutical Co., Ltd
MponoHoBaHa peaakuis: Shandong Anhong
Pharmaceutical Co., Ltd. 3mitu | Tuny - 3miHn
3 gkocTi. CepTudikat BignosigHocTi/lE-
cepTudikat BignoBigHOCTI €BpoNeEnchbKin
capmakonei/moHorpadii. MogaHHA HOBOrO
abo oHoBneHoro ceptudikaTta BiANOBIQHOCTI
abo BuNy4eHHs ceptudpikata BignoBigHOCTI
€Bponeickkin hapmakonei: gns A®l; ans
BMXiAHOro MaTtepiany/peareHTy/MpOMiKHOro
NpoAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOGHMLTBI ADI; Anst ONOMKHOI peYOBUHM
(cepTudpikat BignoBigHOCTI €BponenchbKii
dapmakonei) - OHoBNEHUI cepTudikart Big
yXXe 3aTBepaXeHoro BUPo6HMKa - NogaHHs
oHoBreHoro CEP Big Bxe 3aTBepaXeHoro
BUpo6HMKa API, Shandong Anhong
Pharmaceutical Co., Ltd. CEP Ne R1-CEP
2015-362-Rev 00 (nonepepHs Bepcisa: RO-CEP
2015-362-Rev 03)
139. | ME3UM® TabneTku BEPNIH-XEMI | HimeyunH BupobHuuTBO HimeuumHa BHECEHHS 3MiH 10 peecTpauiiHnX mMaTepianis: 6es UA/7977/01/01
®OPTE 10000 KMULLKOBOPO34MHHi; Al a "in bulk", 3MiHu | TMny - 3MiHK Woao peuenma
no 10 TabneTok y KOHTpOIb Cepin: 6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsay
6nicTepi; no 1 abo BEPIIH-XEMI (iHwWi 3MiHKM) OHOBNEHHSI TEKCTY MapKyBaHHS
no 2, abo no 5 Al, HimeuunHa; NepBUHHOI Ta BTOPMHHOI YNaKoBOK Y 3B'A3KY 3
GnicTtepiB y BupobHuuTBO HaHeceHHsIM norotuny komnadii (BERLIN-
KapTOHHiI kopobui "in bulk", CHEMIE MENARINI).
nakyBaHHsi,
KOHTpOIb cepin:
MeHapiHi-PoH
XeligeH M'm6X,
HimeuumnHa;
MakyBaHHs,
KOHTpOMb Ta
BUNYCK Cepin:
BEPIH-XEMI
Al', HimeuynHa
140. | ME3UM® TabneTku BEPIIH-XEMI HimeuumnH BrpobHuuTBO HimeuvunHa BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis: 6es UA/6763/01/03
®OPTE 20000 KMLLKOBOPO3UUHHI; Al a Tabnetok "in 3minu | TUny - 3miHn WwWoao peuenma
no 10 Tabnetok y bulk" Ta 6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy

6nicTepi; no 2 abo

KOHTpOIb cepin:

(iHwWi 3MiHM) OHOBNEHHSI TEKCTY MapKyBaHHS
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n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
no 5 Gnictepis y BEPIIH-XEMI ynakoBKW nikapcbKkoro 3acoby, a came AogaHo
KapTOHHiN kopobui Al', Himewunna iHcpopmaLito Woao norotTuny Komnaii
MakyBaHHS, (BERLIN-CHEMIE MENARINI).
KOHTPOMb Ta
BMNYCK Cepin:
BEPJIH-XEMI
Al’, HimeyuunHa
141. | MEKCUKOP® PO34UH ANS iH'eKUin, TOB Ykpaina MpAT «Jlekxim- Ykpaina BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a UA/4971/01/01
50 mr/mn, no 2 mn B "30PABO" XapkiB» 3MiHn | TMNy - 3MiHK Woao peuyenmom
amnyni; no 5 amnyn 6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.
B KOHTYPHIW BBeaeHHst abo 3MiHM [0 y3aranbHEHWX OaHUX
YapyHKOBIl npo cucteMy chapmakoHarnsgy (BBeAeHHs
ynakoBuj; no 2 y3aranbHeHVX JaHUxX Npo cuctemy
KOHTYPHi YapyHKOBI apmakoHarnsgy, 3MiHa yNnoBHOBaXXEHOT
ynakoBKM B Nayi 3 ocobu, BianoBiganbHOI 3a 30iNCHEeHHS
KapTOHYy capmakoHarnsgy; KOHTakTHoi ocobu 3
bapmakoHarnsgy 3asiBHUKa ANs 30iNCHEHHS
bapmakoHarnagy B YkpaiHi, AKLO BOHa
BigMiHHA Big yNOBHOBaXXeHOI ocobu,
BiANOBIgANbHOI 3a 34iNCHEHHS
tapmakoHarnagy (BKMovar4mn KOHTaKTHI AaHi)
Ta/abo 3MiHN y po3MilLleHHi macTep-canna
cvuctemun dhapmakoHarnsaay) 3MiHa
YyNOBHOBa)eHOI 0cobu 3asiBHMKA,
BiAnoBiganbHOI 3a hapmakoHarnag.
[Hitoya pepakuisa: Mavictep MapuHa
eHHagiiBHa. [ponoHoBaHa pedakuis:
daminapcebka AHHa JleoHigisHa.
3MiHa KOHTaKTHVX AaHWX YNOBHOBaXXEHOI
ocobu, BignoBigansHoi 3a hapmakoHarnsag.
3MiHa Micus 30iNCHEHHSI OCHOBHOI AisiNbHOCTI
3 (papMakoHarnagy. 3miHa MiCcLLe3HaXOMKEeHHS
MacTep-anna cucteMmu apmakoHarnsgy
142. | MEMAHTUHY TabneTku, BKpUTI TOB "ACIHO YkpaiHa BMPOGHMLTBO, IcnaHis BHECEHHS 3MiH 10 peecTpauiiHnX mMaTepianis: - UA/13170/01/02
riAPOXNOPUA | nniskoBoOMO YKPAIHA" nakyBaHHs, 3miHu | TUny - 3miHm 3 akocTi. APl. KoHTponb
obornoHkoto, no 20 aHani3 Ta A®I. 3miHa y napameTpax cneuudikauiv

mr, in bulk: no 10,3
Kr; no 7,7 kr; no 5,7
Kkr; no 4,25 kr; no 3,1
Kr TabneTok y
nakeTax

BUMYCK Cepint:
CiHTOH Xicnanis,
c.n.

Ta/abo JoMyCTUMUX MEX, BUSHAYEHUX Y
cneundikauisx Ha A®l, abo
BVXiAHWA/MPOMiXXHWI NpoJyKT/peareHT, LWo
BMKOPUCTOBYIOTLCS Y MPOLIECi BUPOBHULTBA
A (BUNYyYEHHSI HE3HAYHOTO MOKa3HMKa AKOCTI
(Hanpuknag BUIyYeHHs 3acTapinoro
nokasHuka)) 3MiHa y napameTpax
cneundikauii Ha A®Il, a came- BUINyYeHHsI
BUNPODYBaHHS Ha BMICT BaXKKux MeTanis.
3MmiHu | TUNYy - 3miHu 3 skocTi. APIl. KoHTponb
A®I. 3miHa y napameTpax cneundikauiv
Ta/abo [oMyCTUMUX MEX, BU3HAYEHUX Y
cneuudikauisix Ha A®l, abo
BUXiOHWIA/MPOMDDKHWUIA NPOJYKT/peareHT, Wwo
BMKOPUCTOBYIOTLCS Y MPOLIECi BUPOBHULTBA
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Ne
n/n

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

A®I (BUNyYEeHHs1 HE3HAYHOTO NMOKa3HUKA AKOCTI
(ranpvknag BUMyYeHHN 3acTapinoro
nokasHuka)) 3miHa y napameTpax
cneungikauii Ha A®Il, a came- gomilka
anmetunxnop-agamantany (G/101) sunyyena,
OCKinbku 1-xnop-3,5-gumeTnnagamaHTaH
Oinblue He BUKOPUCTOBYETLCS SIK BUXIOHWI
maTepian BupobHukom cybctanuii AMSA
S.p.A.
3MiHn | TMny - 3MiHm 3 sikocTi. ADI.
BnpobHuuTBO. 3MiHM B npoueci BUpobHuUTBa
A®I (HeaHauHa 3MiHa y npoueci BUpobHULTBA
ADI)

HesHauHa 3miHa B npoueci BupobHuuTtea AdlI,
a came- peareHT Kanito rigpokapboHat
(KHCO3) 6yB 3amiHeHuit Ha 30 % po3uunH
HaTtpito rigpokcmay (NaOH) (skui Bxe
BMKOPVCTOBYETbLCS B MPOLECi BUPOGHMLTBA) 3
MipKyBaHb 6e3neku Ta 0XOpoHM
HaBKOMULLHLOTO cepefosuLua. 3miHu | Tuny -
3MiHun 3 skocTi. A®l. BupobHUUTBO. 3MiHM B
npoueci BupobHuuTea APl (HeaHayHa 3miHa y
npoteci BupobHmutea APl) HeaHayHa 3miHa y
npoueci BupobHuuTea AP, a came- amiHa
NOPSIAKY 3aBaHTaXEHHS rpaHyn HaTpito
rigpokcmay Ta npocony (I-meTokcun-2-
nponaHony).

143.

MEMAHTUHY
rigPoXnorua

TabneTku, BKpUTI
NniBKOBOIO
o6onoHkoto, no 10
mr, in bulk: no 10,3
Kr; no 7,7 kr; no 5,7
Kkr; no 4,25 kr; no 3,1
Kr TabneTok y
nakeTax

TOB "ACIHO
YKPAIHA"

YkpaiHa

BMPOGHMLTBO,
nakyBaHHS,
aHanis Ta
BUMYCK Cepint:
CiHTOH Xicnanis,
C.JL

IcnaHia

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3miHu | TUny - 3miHu 3 akocTi. APl. KoHTponb
A®I. 3miHa y napameTpax cneuudikauiv
Ta/abo JoMyCTUMUX MEX, BUHAYEHUX Y
cneundikauisx Ha A®I, abo
BVXiAHWA/MPOMiXXHWI NpoayKT/pearexT, LWo
BMKOPUCTOBYIOTLCA Y MPOLIECi BUPOOHNLTBA
AP (BUNYyYEHHSI HE3HAYHOTO MOKa3HMKa AKOCTI
(Hanpwknaa BUIYyYeHHs 3acTapinoro
nokasHuka)) 3miHa y napameTtpax
cneumdikauii Ha A®I, a came- BUNy4eHHS
BUNPODYBaHHS Ha BMICT BaXKKux meTanis.
3MmiHu | TUNYy - 3miHu 3 skocTi. APIl. KoHTponb
A®I. 3miHa y napameTpax cneundikauiv
Ta/abo [oMyCTUMUX MEX, BU3HAYEHUX Y
cneuudikauisix Ha A®l, abo
BUXIOHWIA/MPOMDDKHWUIA NPOJYKT/peareHT, Wwo
BMKOPUCTOBYIOTLCS Y MPOLIECi BUPOBHULTBA
A (BUNYYEHHSI HE3HAYHOTO MOKA3HMKa SKOCTI
(Hanpviknag BUMyYeHHS 3acTapinoro
nokasHuka)) 3MiHa y napameTpax
cneundikauii Ha A®Il, a came- gomilka
anmeTtunxnop-agamanTtany (G/101) BunyyeHa,
ocCKinbkn 1-xnop-3,5-gumeTnnagamaHtad

UA/13170/01/01




101 [IponoBkeHHs 1oaarka 3
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n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
Oinblue He BUKOPUCTOBYETLCS SK BUXIOHWUI
matepian BupobHukom cybctaHuii AMSA
S.p.A.
3MiHn | TMNY - 3MiHm 3 sikocTi. ADI.
Bupo6HuuTBO. 3MiHM B NpoLeci BUpobHULITBa
A®| (He3HauHa 3MiHa y npoueci BUpobHMLTBA
ADI)
He3HauHa 3MiHa B npoueci BupobHuuTBa AdI,
a came- peareHT Kanito rigpokapboHat
(KHCO3) 6yB 3amiHeHuin Ha 30 % po3uunH
HaTtpito rigpokcnay (NaOH) (skun Bxe
BMKOPVCTOBYETbLCS B MpOLECi BUPOGHMLTBA) 3
MipKyBaHb 6e3neku Ta 0XOpoHM
HaBKOMULLHLOTO cepefosuLua. 3miHu | Tuny -
3MinHun 3 skocTi. A®l. BupobHuuTBo. 3MiHK B
npoueci BupobHuuTea APl (HeaHayHa 3miHa y
npoteci BupobHmutea APl) HeaHayHa 3MiHa Y
npoueci BupobHuuTea A®Il, a came- amiHa
NOPSIAKY 3aBaHTaXEHHS rpaHyn HaTpito
rigpokcvay Ta npocony (I-meTokcun-2-
nponaxony).
144. | MEMAHTUHY TabneTkn, BKPUTI TOB "ACIHO YkpaiHa BUPOBHMUTBO, Icnania BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: - UA/13170/01/01
raPOXINOPUL | nniBkoBOO YKPAIHA" nakyBaHHS, 3minHn | Tuny - 3MiHuM 3 sikocTi. [oToBUIA
o6onoHkoto, no 10 aHanis Ta nikapcbkuii 3aci6. KoHTpornb rotoBoro
mr in bulk: no 10,3 BUMYCK Cepili: nikapcbkoro 3acoby (iHwi 3MiHM) OHOBREHHS
Kr; no 7,7 kr; no 5,7 CiHTOH Xicnanis, BXE 3aTBEPKEHMX METOLiB KOHTPOSO SAKOCTI
kr; no 4,25 «r; no 3,1 c.n. nikapcbkoro 3acoby, a came: BUKNageHHs
Kr TabneTok y TEKCTY [iepXaBHOK MOBOO 3riAHO Cy4acHMX
nakertax BMMOT
145. | MEMAHTUHY TabneTku, BKpUTI TOB "ACIHO YkpaiHa BMPOGHMLTBO, IcnaHis BHECEHHS 3MiH 10 peecTpauiiHnX mMaTepianis: - UA/13170/01/02
raPOXNOPUL | nniBkoBOMO YKPATHA" nakyBaHHS, 3miHn | TMny - 3MiHuM 3 sikocTi. [oToBUIA
o6onoHkoto, no 20 aHani3 Ta nikapcbkuii 3aci6. KoHTpornb rotoBoro
mr in bulk: no 10,3 BUNYCK Cepilt: nikapcbkoro 3acoby (iHwi 3MiH1) OHOBNEHHS
Kr; no 7,7 kr; no 5,7 CiHTOH Xicnanis, BXe 3aTBepKEHUX METOAIB KOHTPOSO SAKOCTI
kr; no 4,25 «xr; no 3,1 C.JL nikapcbkoro 3acoby, a came: BUKINageHHS
Kr TabneTok y TEKCTY [iepXaBHOK MOBOIO 3riAHO Cy4acHMX
nakeTax BMMOT
146. | MEMAHTUHY TabneTku, BKPUTI TOB "ACIHO Ykpaina BMPOGHMLTBO, IcnaHis BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: - UA/13170/01/01
riAPOXNOPUA | nniBkoBOO YKPAIHA" nakyBaHHS, YTOYHEHHSA1 A03yBaHHA Ta peecTpauifiHoro
060n0oHKo, no 10 aHanis Ta HoMepa B Hakasi MO3 YkpaiHu Ne 176 Big

mrin bulk: no 10,3
Kr; no 7,7 kr; no 5,7
kr; no 4,25 kr; no 3,1
Kr TabneTok y
naketax

BWNYCK Cepin:
CiHToH XicnaHis,
c.n.

02.02.2024 B npoueci BHECEHHS 3MiH (3MiHK
| TMny - 3MiHK 3 AKoCTi. F0TOBWI NiKapCbKUii
3aci6. KoHTporb roToBOro nikapcbkoro 3acooy.
3MiHa y MeTofax BUNpobyBaHHsi rOTOBOIO
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPKEHNX MeToAax BUNPOOYyBaHHS)
HesHauHi 3MiHu oo metoay X ans KOHTPOso
nokasHuka "CynpoBiaHi JoMilkn".
MpuBeneHHs y BignoBigHIiCTb [0 MaTepianis
BMpobHuka Synthon Hispania, S.L., IcnaHis, a
came, BHECEHHS1 O METOAWKM KOHTPOIO
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
dpasy "lMopir peecTpadii gomiwok: 0,05%").
Pepakuis B Hakasi - TabneTku, BKpUTI
nniBkoBOI 060MOHKOD, No 20 Mr, Homep
peecTpauiiHOro NOCBIAYEHHI -
UA/13170/01/02. BipHa pepakuisi - TabneTku,
BKpPUTi NNiBKOBOIO 060M0HKOM0, No 10 mr,
HOMep peecTpauiiHOro NocBiAYEeHHS -
UA/13170/01/01.
147. | MEPOHEM NMOPOLLOK Anst Mdparizep Enu. CWA AcTpa3eHeka Benvka BHECEHHS 3MiH 0 peecTpaLinHMX maTepianis: 3a UA/0186/01/02
PO34MHY Ans iH eKLin Ci. Mi. IOK Nimiten, BpwuTaHis/ 3MiHn | TMNy - 3MiHK Woao peuenmom
abo iHdysii no 1000 | KopnopeWLuH Benuka ITanis/ 6e3nekv/edekTMBHOCTI Ta hbapmakoHarnsay.
mr; no 10 donakoHis BpuTtaHia LLseviuapis/ BBepneHHs abo 3MiHM 00 y3aranbHEeHNX AaHux
3 MOPOLLKOM Y (BUPOOHUK, AnoHis npo cucteMy chapmakoHarnsgy (BBeAeHHs
KapTOHHiIN kopobui BiANoBiAanbHUA y3aranbHEHUX AaHuUX rnpo cuctemy
3a BTOPUHHY thapmakoHarnagy, 3miHa ynoBHOBaXXeHOI
YNaKoBKY, ocobu, BianoBiganbHOI 3a 30iNCHEeHHS
BUNYCK cepii); apmakoHarnsay; KOHTaKTHOi ocobu 3
EnCiEc o6dpap bapmakoHarnagy 3asiBHUKa ANs 30iNCHEHHSA
Cna, Itanis cbapmakoHarnagy B YkpaiHi, AKLO BOHa
(BMPOBHMK "in BiAMiHHa Bi YNOBHOBaXeHOi ocobu,
bulk"); BiANOBIAanbHOI 3a 3AiNCHEHHS
3amboH capmakoHarnagy (BKMovar4mn KOHTaKTHI AaHi)
CeiTuepnang Ta/abo 3miHM y po3MilLleHHi macTep-canna
JIta, Weenuapis cuctemun chapmakoHarnagy) - 3miHa
(BMPOGHUK, KOHTaKTHMX AaHWUX KOHTaKTHOT 0cobu
BignoBiganbHUM 3asiBHMKA, BiANOBiAanbHOI 3a 30IACHEHHSA
3a NepBUHHY chapmakoHarnsgy B YkpaiHi.
ynakoBKy,
BTOPUHHY
ynakoBKy,
BUNYCK cepii);
CymiTomo
LenHinnoH
®apma Ko.,
JTa., Anowis
(BUpOBHUMK "in
bulk™)
148. | MEPOHEM MOPOLLIOK AN Mdbansep Eny. CLUA Actpa3eHeka Benuka BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3a UA/0186/01/01
PO34UnHY ONst iH'eKLin Ci. Mi. IOK Nimiten, Bputanis/ 3minu | TMny - 3miln WwWoao peuenmom
abo iHdysin no 500 KopriopeniuH Benvka ITanis/ 6e3nekn/ehekTMBHOCTI Ta dhapmakoHarnsgy.
mr; no 10 donakoHiB BpuTaHis Lsevinapis/ BBeneHHs abo 3MiHM 00 y3aranbHEHUX AaHUX
3 MOPOLLKOM Y (BUPOBHUK, AnoHis npo cucteMy chapmakoHarnsgy (BBeAeHHs
KapTOHHiIl kopobui BignosiganbHUM y3aranbHEHUX AaHuX Npo cuctemy
3a BTOPUHHY dapmakoHarnsay, 3MiHa ynoBHOBaXXeHOT
yNaKoBKY, ocobu, BianoBiganbHOI 3a 3AiNCHEHHSA
BUNYCK cepii); dapmakoHarnsify; KOHTaKTHoi ocobu 3
EnCiEc Job6dap dapmakoHarnsaay 3asiBHVKa Ans 30iNCHEHHS
Cna, ITanis hapmakoHarnsgy B YKpaiHi, Ko BoHa
(BUpOBHUMK "in BiAMiHHa Big ynoBHOBaxeHOi ocobu,
bulk"); BiANOBIOANbHOI 3a 3AiNCHEHHS
3amboH hapmakoHarnsiay (BKMoYaryM KOHTaKTHI AaHi)
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n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
CeiTuepnang Ta/abo 3MiHN y po3MilLleHHi MacTep-channa
Nta, Weenuapis cuctemun hapmakoHarnsgy) - 3miHa
(BMPOGHUK, KOHTaKTHMX LAaHWUX KOHTaKTHOT 0cobu
BignoBiganbHUn 3asBHMKa, BianoBiganbHol 3a 30iNCHEHHS
3a NepBUHHY dapmakoHarnsay B YKpaiHi.
yNakoBKy,
BTOPUHHY
YNaKoBKY,
BUMYyCK cepii);
Cymitomo
[LerHinnoH
dapma Ko.,
NTa., AnoHis
(BMPOBHMK "in
bulk™)
149. | METOTPEKCAT | koHUeHTpaT 4ns EBEBE ABCTpis NMOBHUI LMK AscTpis/ BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a UA/1209/02/01
"EBEBE" po34nHy ans Papma BMPOGHMLTBA: HimeyunHa 3minn | Tvny - 3miln wopo peuenmom
iHdysin, 100 mr/mn lec.m.6.X. OAPEBA Ge3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
no 5 mn (500 wmr), Hdor.KI YHTepax T'M6X, BBepneHHs abo 3MiHM 00 y3aranbHEeHUX AaHux
a6bo no 10 mn (1000 ABcTpis; npo cuctemMy chapmakoHarnagy (BBeAeHHs
mr), abo no 50 mn BUMYCK cepii: y3aranbHeHWX AaHux Npo cuctemy
(5000 mr) y EBEBE ®apma dapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOi
dnakoHi; no 1 lec.m.6.X. Hor. ocobu, BianoBiganbHOI 3a 34iNCHEHHS
¢nakoHy B KI, ABCTpis; capmakoHarnsgy; KOHTakTHoi ocobu 3
KapTOHHiIN kopoOLi TECTYBaHHSA: bapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHSA
mrn dapmakoHarnsay B YKpaiHi, AKLWO BOHA

MikpobGionoriwe
¢ Mprocnabop
'm6X, ABCTpis;
TECTYyBaHHS:
TNa6op J1 + C AT,
HimeuunHa

BiAMiHHa Big yNOBHOBaxeHOi ocobu,
BiQNOBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnsgy (BKoYaym KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilleHHi MacTep-darina
cvcTeMu dpapmakoHarnsgy) 3MiHa
YMOBHOBaXeHOoI 0cobu 3asiBHMKa,
BignosiganeHoi 3a hapMakoHarnsg.
[itoua pepakuisi: Oasig OxoH Jlesic / David
John Lewis.

MponoHoBaHa pepakuis: Juergen Maares /
tOpreH Maapec.
3MiHa KOHTaKTHVX JaHWUX YNOBHOBaXXEHOI
ocobu 3aaBHMKa, BianoBiganbHoI 3a
dapmakoHarnsag,.
3MiHa KOHTaKTHOT 0cobU 3asiBHUKA,
BignosiganbHoi 3a hapMakoHarnsag B YKpaiHi.
[itoya pepakuis: Opnos B'suecnas
BikTopoBuy.

MponoHoBaHa pepakuisi: TaHacoBa 3opsiHa
MwukonaiBHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0cobu
3asiBHMKA, BignosiganbHoi 3a dhapMakoHarnsag
B YKpaiHi.
3MiHa MicLie3HaxomKeHHs MacTep-daina
cUCTEMU (hapMakoHarnsiay Ta horo Homepa.
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n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
3MiHa Micus 3AiNCHEHHSI OCHOBHOI AisiNbHOCTI
3 papmakoHarnagy.
150. | METOTPEKCAT | po3uuH gns iH'eKuin, EBEBE ABCTpis NMOBHWIA LMK AscTpis/ BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis: 3a UA/0513/02/01
"EBEBE" 10 mr/mn no 1 mn dapma BMPOOHMLTBA: HimeyunHa 3minm | Tvny - 3miln wopo peuenmom
(10 mr) no 5 mn (50 lec.m.6.X. SAPEBA 6e3nekv/edekTMBHOCTI Ta hbapmakoHarnsay.
Mr) y donakoHi; no 1 Hdpr. KI YHTepax T'M6X, BBepneHHs abo 3MiHM 00 y3aranbHEeHUX AaHnx
hbnakoHy B ABTpis; BUNYyCK npo cuctemy papmakoHarnagy (BBeAeHHs
KapTOHHiIN kopobuyj; cepii: EBEBE y3aranbHEeHUX JaHuX npo cuctemy
no 0,75 mn (7,5 mr), dapma dapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI
no 1 mn (10 mr), no lec.m.6.X. Hoor. ocobu, BianoBiganbHOI 3a 30iNCHEHHS
1,5 mn (15 mr), no 2 KI", ABcTpis; hapmMakoHarnsgy; KOHTakTHoi ocobu 3
mn (20 mr) y TECTYBaHHSA: bapmakoHarnagy 3asiBHUKa ANg 30iNCHEHHSA
nonepeaHL0 M bapmakoHarnagy B YkpaiHi, AKLO BOHa
3anoBHeHOMY Mikpobionoriwe BiAMiHHa Bi YNOBHOBaXeHOi ocobu,
wnpwui; no 1 aéo no ¢ MNptoconabop BiQNOBiQanbHOI 3a 3AiNCHEHHS
5 nonepefHbLO 'M6X, ABCTpisi; dapMakoHarnagy (BKMovar4mn KOHTaKTHI AaHi)
3aMnoBHEHNX TEeCTyBaHHSA: Ta/abo 3miHW y po3MilLieHHi MacTep-darina
wnpuuie y Jabop J1 + C AT, cuctemun cbapmakoHarnsgy) 3miHa
KapTOHHiIN kopoOLi Himeyunna yNOBHOBa)eHOI 0cobu 3asiBHMKA,
pa3om 3i BiANoOBiAanbHOI 3a hapmakoHarnsag.
CTEPUIBbHOO [itoya pepakuin: Oasig OxoH Jesic / David
iH’eKLiHOO rOnKo John Lewis.
Ta cepBeTkamu [MponoHoBaHa pepakuisi: Juergen Maares /
HOpreH Maapec.
3MiHa KOHTaKTHMX JaHWX YNOBHOBaXXEHOI
ocobu 3asBHMKA, BiaANOBIAanbHOI 3a
dapmakoHarnag,.
3MiHa KOHTaKTHOI ocobu 3asiBHUKA,
BignoBiganeHoi 3a hapMakoHarnsag B YkpaiHi.
[itoya pepakuis: Opnos B'suecnas
BikToposuy.
[MponoHoBaHa pepakuisi: TaHacoBa 3opsiHa
MuvkonaiBHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT ocobu
3asBHUKA, BiAMNOBIAaNbHOI 3a hapMakoHarnsag
B YKpaiHi.
3miHa Micue3HaxoXeHHs MacTep-darina
cucTemMn chapmakoHarnsgy Ta horo Homepa.
3MiHa Micus 30iNCHEHHSI OCHOBHOI AisiNbHOCTI
3 papmakoHarnagy.
151. | MET®OPMIH TabneTtkn, BKpUTI Canpos CrnioBeHis Nlek C.A., MNonbwa/ BHECEHHS 3MiH [0 peecTpaLiiHMX maTtepianis: 3a UA/9477/01/02
CAHOO3® NNiBKOBOO dapmacbioTika Monbwa CnoseHis BUNPaBEHHS TEXHIYHOI NOMWIIKNK, 3rigHO N.2.4. peuenmom
obornoHkoto, no 850 n3p.Aa. (BPOBHULTBO n.n. 4 posainy VI Hakazy MOS3 Ykpainu Bia
mr, no 10 TabneTok 3a NOBHUM 26.08.2005p. Ne 426 (y pepakuii Hakazy MO3
y 6nicTtepi; no 3 abo LIMKIIOM; Ykpainu Big 23.07.2015 p Ne 460) y
12 BnictepiB y nakyBaHHsi, 3aTtBepgkeHux MKA 13 (MeToau koHTponto), a

KapTOHHiIn kopobuyj,
no 12 rabnetok y
6nictepi; no 10
onictepiB y
KapTOHHI kopobui

BUMYCK Cepii)

Ilek
dapmaLeBTUYHa
KoMnaHisa a.4a.,

came Byno HEKOPEKTHO BKa3aHO (hYHKLii10
BUpOGHYKa Jlek PapmaLeBTUYHa KOMMaHist
A.a., CnoeeHisi: «KoHTponb/BUNpoGyBaHHS
cepii», B TOM Yac K NpaBUIIbHOK pefakLieo €
«TectyBaHHs N-HiTpo3ogmnmeTun-amiHy
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
CnogBeHisi (NDMA). 3asHayeHe BunNpaBneHHs Bignosigae
(TecTtyBaHHsA N- martepianam peecTpaLiiHoro 4ocbe, ski
HiTpo3soanmeTtun npencTasneHi B apxisi (po3ain
n-amiHy 3.2.P.3.1.BupobHuk(-n))
(NDMA))
152. | MET®OPMIH TabneTku, BKPUTI Canpgos CnoBeHis JNlek C.A., Monbwa/ BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: 3a UA/9477/01/01
CAHOO3® NNiBKOBOO dapmackioTika Monbwa CnoBeHis BUMPaBIEHHS TEXHIYHOI NOMWIIKN, 3rigHo N.2.4. peuenmom
ob6onoHkoto, no 500 n3 a.a. (BUPOBHMLTBO n.n. 4 posginy VI Hakazy MO3 Ykpainu Big
mr, no 10 TabneTok 3a NOBHUM 26.08.2005p. Ne 426 (y pegakuii Hakasy MO3
y BnicTepi; no 3 abo LIMKIOM; Ykpainum Big 23.07.2015 p Ne 460) y
12 GnictepiB y nakyBaHHS, 3aTBepakeHnx MKA J13 (metoam koHTporto), a
KapTOHHiIN kopobui BWMYCK Cepii) came Byno HEKOPEKTHO BKa3aHO PYHKLLiI0
BUpOGHYKa Jlek PapmaLeBTYHa KOMMNaHis
Jex A.4., CnoeeHis: «KoHTponb/BMNpobyBaHHs
dapmaieBTU4Ha cepii», B TOM Yac K NpaBUIbHOO peaakuieto €
KoMnaHia g.4a., «TecTtyBaHHa N-HiTposognmeTunn-amiHy
CnogeeHisi (NDMA). 3asHaueHe BuUnNpaBneHHs Bignosigae
(TectyBaHHsA N- martepianam peecTpauiiHoro Jocbe, SKi
HiTpo3soanmeTtun npencTasneHi B apxisi (po3ain
n-amiHy 3.2.P.3.1.BupobHuk(-n))
(NDMA))
153. | MUPLEEPA® PO34uH ANs iH eKuin TOB «Pow Ykpaina BupobHuuTBO Himeuumna/ BHECEHHS 3MiH O peecTpauiiHix maTtepianis: 3a UA/16434/01/02
no 50 mkr/0,3 mn; 1 YkpaiHa» Hepo3adacoBaHo LLisenuapis YTOYHEHHSA peecTpaliiHoro Homepa B peuenmom
nonepeaHLo T npoaykKuii, Hakasi MO3 YkpaiHu Ne 1181 Bip 08.07.2024
HamnoBHEHWIA LLNPULY nepBuHHE B npoueci BHECEHHSA 3MiH (3MiHu | Tuny -
pa3oM 3 ronkow Ans nakyBaHHs, 3miHu wopao 6e3nekn/edekTMBHOCTI Ta
iH’EKLIN Y KAPTOHHIN BTOPUHHE dapmakoHarnsgy (iHwi 3amiHun) - 3MiHu
ynakoBuUj nakyBaHHS, BHECEHO [0 iHCTPYKUii Anst MeanyHoro
BUNpoBYBaHHsI 3acTocyBaHHS nikapcbkoro 3acoby 4o po3ginis

KOHTPOMIO SIKOCTi
(3a BUHATKOM
BUNpoByBaHHsI
MeToaoM
GionoriyHoro
aHaniay
"AKTUBHICTb in
Vivo, Ha
HOPMOLMUTEMIYHI
7 muwi" gns
DOCNioKEHHS
cTabinbHocTi),
BUNYCK cepii:
Powu
[iarHocTuke
'MBX,
HimeuuuHa;
BunpobyBaHHsi

"OcobnusocTi 3acTocyBaHHs", "Crocib
3acTocyBaHHs Ta ao3n", "MobiyHi peakwii”
BignoBigHo oo pekomeHaauin PRAC.
BBegeHHs 3MiH npoTArom 6-Tu Micauis nicns
3aTBEPKEHHS). PeAakUia B HaKasi -
UA/16434/01/01. BipHa peaakuis -
UA/16434/01/02.
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Ne
n/n

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

KOHTPOJHO SIKOCTI
aKTUBHOCTI Ans
BU3HAYEHHS
(Tinbkn
BMNPOOYBaHHS
MeToaoM
GionoriyHoro
aHanisy
"AKTUBHICTb in
vivo, Ha
HOPMOLMTEMIYHI
7 muwi" gns
[OCNIAKEeHHs
cTabinbHocCTi):
Bioeccel-Jlabop
crop Gionoriwe
Ananitik F'm6X,
Hime4vuuHa;
Bupo6HuLTBO
Hepo3dacosaHo
i Nnpoaykuii,
nepBuHHE
nakyBaHHs,
BUNpobyBaHHs
KOHTPOJIO SIKOCTI
(3a BUHATKOM
BUNpoBYyBaHHsI
MeToaoM
GionoriyHoro
aHaniay
"AKTUBHICTb in
Vivo, Ha
HOPMOLMTEMIYHI
7 muwi" gns
[OCHiIKEHHSA
cTabinbHoCTi:
d. XohdbmaHH-
Ja Pow JlTA,
LLiBeviLapis

154.

MIA30®

Kpanni ans
nepoparnsHoro
3acTocyBaHHs, 60
mr/mn, no 15 mny
nakoHi 3
KpanenbHuueto, no 4
dnakoHu y nayui 3
KapTOHY

TOB
"30PABQO"

YkpaiHa

CNELLIAN
MPOLAKTC
NAVH C.I.A.

ITania

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MiHn | TMny - 3MiHK Woao
6e3nekn/ehekTMBHOCTI Ta dpapmakoHarnsgy.
BBeaeHHs abo 3MiHM A0 y3aranbHeHWX AaHuxX
npo cucteMy chapmakoHarnagy (BBeAeHHs
y3aranbHeHUX AaHux npo cuctemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHOI
ocobw, BignoBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnsify; KOHTaKTHoi ocobu 3
hbapmakoHarnsgy 3asiBHUMKa Ans 3ginCHeHHs
chapmakoHarnsigy B YKpaiHi, SKLWo BoHa
BiAMiHHa Bi yNnoBHOBaXeHOi ocobu,

3a
peuenmom

UA/18507/01/01
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Ne
n/n

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHs1

Homep

peecmpayiliHo2o

noceio4yeHHs1

BiANOBiAanbHOI 3a 3AiNCHEHHS
apmakoHarnsgy (BKoYaym KOHTaKTHI AaHi)
Ta/abo 3MiHN y po3MilLleHHI MacTep-channa
cuctemun chapmakoHarnsgy) 3miHa
YNOBHOBaXEHOi 0COBU 3asiBHUKA,
BignoBigansHoi 3a hapMakoHarnsag,.
[itoua pepakuia: Manctep MapuHa
eHHagiiBHa. [ponoHoBaHa peaakuis:
daminapcbka AHHa JleoHigiBHa. 3miHa
KOHTaKTHMX JaHMX YNOBHOBaXeHOi ocobu,
BignoBiganbHoi 3a papMakoHarnsag. 3miHa
Micus 30iMCHEHHSA OCHOBHOI OisiNbHOCTI 3
capmakoHarnsgy.
3MiHa MicLie3HaxomKeHHs MacTep-daina
cuctemun chapmakoHarnsgy

155.

MUIAPOHAT®

Kancynu TBepgi no
250 mr, no 10
kancyn y 6nictepi;
no 2 a6o 4 6nictepu
B NayLi 3 KapTOHY

AT "Tpingekc"

JlatBia

AT "T'pingekc"

JartBia

BHECEHHS 3MiH [0 peecTpauiiHux maTepianis:
BUMPABIIEHHS TEXHIYHOI NOMWIIKK, 3rigHO N.2.4.
n.n. 5 posginy VI Hakazy MO3 Ykpainu Big
26.08.2005p. Ne 426 (y pepakuii Hakazy MO3
Ykpainu Big 23.07.2015 p Ne 460) y
3aTBepmxeHnx MKA 13, ska nos’sizaHa 3
HEBIANOBIAHICTIO iHbopMaLii (pisHOUNTaHHS) B
Mexax ogHoro gokymeHty (MKA J13), a came B
Has3Bi ONMcaHOro MeToAy KOHTPOIO ANs
nokasHuka «lgeHTudikauis MenbaoHito» HasBa
A®I| (MenbaoHito gurigpaT) 6yna 3asHayeHa He
B NOBHOMY BapiaHTi (MenbAoHilt), B TON Yac, Sk
B po3aini «Cneumdikauis» MKA N3 3azHayeHo
KOPEKTHO «laeHTudikauiss MenbaoHito
aurigpaTy». 3aTtBepmkeHo: MeToab! KOHTPOItO
KayecTBa MoeHTndunkauma menbgoHus [...].
3anponoHoBaHo: MeToabl KOHTPOSO kayecTBa
MpeHTndmkaumsa menbgoHus gurugpara [...].
3a3HaueHe BUNpaBreHHs Bignosigae
mMaTtepianam peecTpauiiHoro Jocke, sk
npeacTaBreHi B apxiBi.

6e3
peuenma

UA/16049/01/01

156.

MI®ENPUCTO
H

Tabnetku no 200 mr
no 1 abo 3 Tabnetkn
y 6nicTtepi; no 1
6nictepy B nayui 3
KapToHY

YanHa
Pe3oyp3sec
3ixxy
dapmac’ioTika
n Ko., Ita.

Kutancbka
HapogHa
Pecny6bnik
a

YanHa
Pesoypsec 3ixy
®apmac’toTikan

Ko., Ita.

Kutanceka
HapopgHa
Pecny6nika

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MiHn | TMny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLL nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii ans
MeAMYHOro 3acTOCYBaHHS Ha niacTasi
perynsipHo OHOBIIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3
6e3nekn 3acTocyBaHHs Nikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepioa, abo sk
pe3ynbTar OLiHKK 3BiTY 3 JOCNIOKEHDb,
NpoBeAeHWX BiANoBIAHO A0 NnaHy
nepgiaTpuyHmx gocnimkeHs (PIP) (3miHy
Y3rofXX€HO 3 KOMMETEHTHVM YMOBHOBaXEHUM
opraHom)

3a
peuernmom

He
nidnsieae

UA/16710/01/01
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
3MiHV BHECEHO [0 iHCTPYKLUii Anst MeanyHoro
3aCTOCyBaHHS nikapcbkoro 3acoby y po3ain
"OcobnmBocTi 3acTocyBaHHSA" BigNOBIAHO 40
OHOBJEHOI iHhopMmalii 3 6e3neku aitoyoi
peyoBuHW. BBeaeHHs 3MiH npoTsrom 6-Tn
MicaUiB Nicnsa 3aTBepAXeHHs
157. | MOBIKCUKAM TabneTku, Wo Mosi Xenc LLsenuapi [NoBHUIA LMKN LLiseviuapis/ BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: 3a He UA/13585/01/02
®oAaT ANCMepryoTbes B mM6X a BMPOOHMLTBA: ITanisa 3minm | Tvny - 3miln wopo peuenmom nidnszae
POTOBIV NOPOXKHWHI, Annekc ®apma 6e3nekn/eceKTUBHOCTI Ta hapmakoHarnsgy.
no 7,5 mr, no 10 CA, lWBsenuapis; 3MiHW y KOPOTKi XapaKTepuCTu1Li NikapcbKoro
TabneTok y 6nicTepi, MepBuHHE Ta 3acoby, TeKCTi MapkyBaHHS Ta iHCTPYKLii Ans
no 2 6nictepu y BTOPUHHE ME[MNYHOro 3aCTOCYBaHHs
KapTOHHIN naywi nakyBaHHSI: reHepuYHMX/ribpuaHux/GionoaibHMx
Namn Can nikapcbkunx 3acobiB nicns BHeCeHHs Tiei camoil
MNpocnepo 3MiHM Ha pedepeHTHUI NpenaparT (3MiHa He
C.n.A,, Itanis noTpebye HagaHHS XXOAHUX HOBUX JOAATKOBUX
naHux) 3MiHM BHECEHO A0 iHCTPYyKUiT Ans
MeAMYHOro 3aCTOCYBaHHsI NikapcbKoro 3acoby
y po3ainu: "B3aemogis 3 iHWWUMK fnikapCbKUMMn
3acobamu Ta iHWi Buam B3aemopain",
"OcobnueocTi 3actocyBaHHs", "MobiYHi
peakuii" BianoBigHoO o iHopmalii Wwoao
MELNYHOro 3aCTOCYBaHHS peepeHTHOro
nikapcbkoro 3acoby (Mosanic, TabneTku, 7,5
mr, 15 mr) BBegeHHs1 3MiH NpoTsirom 6-Tu
MiCSILLIB 3 ATV 3aTBEPKEHHS.
158. | MOBIKCUKAM TabneTku, Lo Mosi Xenc LLisenuapi [MoBHUI LMKN LLsenuapis/ BHECEHHS 3MiH 10 peecTpauiiHnx maTepianis: 3a He UA/13585/01/01
®oAaT ANCnepryoTLes B m6X a BMPOGHMLTBA: ITanisa 3minm | Tvny - 3miHn wWopo peuernmom nidnszae
POTOBIN NOPOXHWMHI, Annekc ®apma 6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
no 15 mr, no 10 CA, WBenuapis; 3MiHW y KOPOTKili XapakTepucTuLli nikapcbkoro
TabneTok y 6nictepi, MepBuHHE Ta 3acoly, TeKCTi MapKyBaHHS Ta iHCTPYKLUii Ans
no 1 a6o no 2 BTOPUHHE MeaNYHOro 3acToCyBaHHS
Gnictepun y nakyBaHHs: reHepu4HuX/ribpuaHunx/GionogioHmx
KapTOHHIN nayui Namn CaH nikapcbkux 3acobiB nicnst BHECEHHs Tiei camoi
Mpocnepo 3MiHW Ha pedbepeHTHUI npenaparT (3MiHa He
C.n.A,, Itanis noTpebye HafaHHs XXOOHUX HOBKX OOAATKOBUX
OaHunx) 3MiHWM BHeCEHO [0 iHCTPYKUii ans
MEeOUYHOro 3aCTOCyBaHHS NiKapCbKoro 3acoby
y posginu: "B3aemogis 3 iHW1MK nikapCbKumu
3acobamMu Ta iHWi BUaM B3aemonin",
"OcobnueocTi 3actocyBaHHs", "lMobiYHi
peakuii" BignoBigHo Ao iHpopmalii woao
ME[IMYHOro 3aCTOCyBaHHs pedepeHTHOro
nikapcbkoro 3acoby (Mosanic, Tabnetku, 7,5
mr, 15 Mr) BeBeaeHHsi amiH npotsirom 6-tu
MicsiLiB 3 4aTu 3aTBEPKEHHS.
159. | MOHOCAH® Tabnetku no 40 mr, NMPO.MEA.LIC Yecbka BUPOBHMUTBO 3a Yecbka BHECEHHS 3MiH O peecTpaLiiHuX maTtepianis: 3a UA/4257/01/02
no 10 TabneTok y Mpara a.c. Pecnybnik | noBHum uuknom: | Pecny6nika/ BUNPaBEHHS TEXHIYHOI NOMUIKN B peuenmom
6nictepi; no 3 a MPO.ME[L.LIC CnoBaubka crneundikaLii KOHTPOMIO SIKOCTi 3@ NOKA3HMKOM
Gnictepu B Mpara a.c., Pecnybnika “Po3unHeHHs”, Lo NOB'A3aHO 3 HEKOPEKTHUM
KapTOHHI kopobui Yecbka nepeHeceHHaM iHpopmalii i3 meTogis
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
Pecny6nika; KOHTPOSIO, Nif Yac BHECEHHS 3MiH 40 MeTOoAiB
BMPOOHMLITBO, KoHTponto sikocTi J13 (3miHa 3aTBepaxeHa
nepBUHHE Ta Hakasom MO3 Ykpainm Ne2220 Big 30.09.2020
BTOpPUHHE p.). Cneundikauis skocTi npu Bunycky Litoya
nakyBaHHs1, penakuis: PozumHeHHs™**. <80% (Q) oo 45
KOHTPOSb AKOCTi: MUH. [NponoHoBaHa pegakuisi: PO34nMHEHHA™ ™.
XBM ®apma He meHwe 80% (Q) oo 45 xB. 3asHadeHi
c.p.o., BMNpaBreHHs BiAnoBigaloTb Matepianam
CnoBaubka peecTpaLiiHoro Aocke, ki NpeacTaBeHi B
Pecny6bnika apxi.i.
nepBUHHE Ta
BTOPUHHE
nakyBaHHs:
KOODAPMA
C.p.0., Yecbka
Pecny6nika;
KOHTPOIb SKOCTI:
AJIC Yecbka
Pecny6nika,
c.p.o., Yecbka
Pecny6nika
160. | HAMMA3UM® KOHUEHTpaT ans BioMapwuH Ipnangis Bupo6HuLTBO Himeuumnna/ BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a UA/13183/01/01
pPO34mMHy Ans IHTepHeLwHN 6anky, Benuka 3MiHn | TMny - 3MiHK Woao peuernmom
iHdbysin, 1 mr/mMn no Jlimiten HanoBHEHHS B BpwuTaHis/ 6e3nekn/edeKTUBHOCTI Ta hbapmakoHarnsgy.
5 Mn 'y hnakoHi, NepBUHHY IpnaHgis BBepneHHs abo 3MiHM 0O y3aranbHEeHUX AaHux

3aKyrnopeHomy
npobkoto Ta
06TUCHYTOMY
antoMiHieBNUM
KOBMaYKoM 3
noninponineHoBuv
avckom Tuny «flip-
off». Mo 1 cdonakoHy
Y KapTOHHIlA kopobui

ynaKkoBKy Ta

KOHTpOIb Banky:

Bettep ®apma-
®eprTiryHr F'M6X
i Ko. KT,
Hime4uunHa;
KoHTponb sKocTi
roToBOro
nikapcbKkoro
3acoby:
Bettep ®apma-
®epTiryHr Mm6X
i Ko. KT,
Hime4uunHa;
Bettep ®apma-
®epTiryHr F'M6X
i Ko. KT,
HimeuuuHa;
Bettep ®apma-
®epTiryHr Mm6X
i Ko. KT,
HimeuuuHa;
MapkyBaHHs Ta
BTOPWHHE
nakyBaHHsi
roTOBOro

npo cuctemMy chapmakoHarnagy (BBeAeHHs
y3aranbHeHNUX JaHUX Npo cuctemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI
ocobw, BignoBiganbHoOI 3a 3AiNCHEHHS
dapmakoHarnsay; KOHTaKkTHoi ocobu 3
hbapmakoHarnsgy 3asiBHUKa ANs 30iNCHEHHS
dapmakoHarnsagy B YkpaiHi, AKLO BOHA
BiAMiHHa Big yNOBHOBaxeHOi ocobu,
BiOQNOBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnsay (BKoYaym KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilleHHi MacTep-darina
cvcteMu dpapmakoHarnsgy) 3MiHa
YMOBHOBaXeHOoI 0cobu 3asiBHMKa,
BignosiganeHoi 3a hapMakoHarnsg.
[Hitoua pepakuisi: Dxenmc Hikkac / James
Nickas. MNponoHoBaHa pepakuis: Clo3aHHa
XewHoHeH / Susanna Heinonen.
3MiHa KOHTaKTHMX JaHWUX YNOBHOBaXEHOI
ocobu 3asBHMKA, BiANOBiAanbHOI 3a
dapmakoHarnsag.
3MiHa KOHTaKTHOI 0cobu 3asiBHUKA,
BiAMNoBiAanbHOI 3a hapmakoHarnag B YKpaiHi.
[itova pegakuis: Mopinuk Aptem
Bonoavmuposny.
MponoHoBaHa pepakuisi: Xinbko €BreHis
OnekcaHgpiBHa. 3MiHa KOHTaKTHUX AaHUX
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
nikapcbKoro KOHTaKTHOI 0cobu 3asiBHUKa, BianosigansHoi
3acoby: 3a papmakoHarnsa B YkpaiHi. 3miHa
AnpepcoHbpeko MicLEe3HaxomXeHHa macTep-daina cucrtemm
H (FOK) Nimitea, dapmakoHarnsgy.
Benvka
BpuTtaHis;
KoHTponb sKoCTi
roTOBOroO
nikapcbKkoro
3acoby,
MapKyBaHHS1,
BTOPUHHE
nakyBaHHs,
BignoBiganbHUn
3a BUMYCK cepil:
BioMapwuH
IHTEepHeLwwHN
Nimiten,
Ipnangis
161. | HAPOIH® PO34MH ANS iH'eKLiN TOB "lOpis- Ykpaina TOB «Opis- YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3a UA/19167/01/01
no 100 mr/mn no 0,2 dapm” dapm» 3MminHn | TMny - 3MiHmM 3 sikocTi. [oToBUIA peuenmom
mn (20 wmr), abo no YkpaiHa nikapcbkuii 3aci6. KoHTpornb rotoBoro
0,4 mn (40 mr) y (nakyBaHHS i3 nikapcbkoro 3acoby. 3miHa y meTtogax
nonepeaHL0 copmu in bulk BUNpoByBaHHS roTOBOro Nikapcbkoro 3acoby
HamnoBHEHOMY LeHmkeH (He3HayHa 3MmiHa y 3aTBEpOKEeHMX MeToaax
wnpwvi, no 2 Teknoy BUNPOOYBaHHSA) HE3HAYHA 3MiHa B MeTOSi
wnpuum y Gnictepi, dapmacbioTmkan BuNpobyBaHHs 113 3a nokasHukoM
no 1, abo no 5, abo Ko., Jltg, Kutait) «lpeHTudikauis A» (Tect ocagx.), a came
no 25 6nictepis B AoAaHo iHdopmaLio, Lo BMICT 1 wnpuua
KapTOHHIN navui, nepeHocuTbCs B Npobipky nepea AogaBaHHSAM
abo no 0,6 mn (60 peareHTy. B meTogai «laeHTudikauis D»
mr), abo no 0,8 (80 (Ph.Eur.2.2.30) gogaHo npumiTKy Woao
Mr) y nonepeaHbo MOXIUBOCTi 3aCTOCYBaHHs nodibHoro abo
HamnoBHEHOMY €eKBiBaneHTHOro Npunagay i 4ETEKTOpY.
wnpwvi, no 2 BBeneHHs 3miH NpoTArom 6-Tv MicsiuiB nmicnsi
wnpuum y Gnictepi, 3aTBEPOKEHHS
no 1, abo no 5
6nicTtepis B
KapTOHHIN navui,
abo no 1,0 mn (100
Mr) y nonepeaHso
HarnoBHEHOMY
wnpwi, no 2
wnpuum y énicrepi,
no 1 6nictepy B
KapTOHHIN nayui
162. | HATPIKO PO34MH Ans iH'ekuin, TOBAPUCTB YkpaiHa BCi cTaaii YkpaiHa BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: 3a He UA/8827/01/01
AOEHO3UHTP 10 mr/mn no 1 mn B 03 BMPOGHMLTBA, 3MiHu | TUny - 3MiHK Wwopao peuenmom nionsieae
NDOCDAT amnyni; no 10 amnyn | OBMEXXEHO KOHTPOMb SIKOCTI, 6e3nekn/ehekTMBHOCTI Ta dhapmakoHarnsgy.
y KopoOLji 3 KapTOHy; 0 BUWMYCK Cepil: 3MiHa y KOpOTKili XapakTepucTuL,i NnikapCbKoro
no 1 mn B amnyni; BIOMNOBIOAN ToBapucTBso 3 3acoly, TeKCTi MapKyBaHHS Ta iHCTpyKLUii Ansi
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
no 5 amnyny bHICTHO obmMexeHo MeAMYHOro 3acTocyBaHHS Ha niacrasi
6nictepi; no 2 «KOPTTOPALII BiANoBiAanbHICT perynsipHo OHOBIOBAHOTO 3BiTYy 3 6e3neku
6nictepu y kopobui 3 A 10 "XapkiBcbke nikapcbkoro 3acoby, abo gocnigpkeHb 3
KapToHy; no 1 mn B «300POB’A» capmaLeBTUYHe 6e3nekn 3acTocyBaHHSs nMikapcbKoro 3acoby B
amnyni; no 10 amnyn nignpueMcTeo nicnapeecTpauinHuii nepiog, abo sk
y GnicTepi; no 1 "3popoB's pe3ynbTaT OUiHKK 3BiTY 3 AOCHIOKEHD,
6nicTtepy B kopobui 3 Hapoay", npoBefeHnx BigNoBIiAHO 4O NnaHy
KapToHy YKkpaiHa; BCi neaiaTpuyHmx gocnimkers (PIP) (3miny
cragii Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
BUPOGHMUTBA, opraHom).
KOHTPOMb SKOCTI: 3MiHM BHECEHO B IHCTPYKLIiO ANSi MEAUYHOTO
ToBapucTso 3 3acTocyBaHHS NikapcbKoro 3acoby B po3gain
obmexeHoto "Mo6iyHi peakuii" BiANOBIAHO 4O OHOBMEHOT
BignoBiganbHicT iHdbopMmalii 3 6e3nekn 3acTocyBaHHS Lito4oi
10 peyoBMHM Nikapcbkoro 3acoby. BBegeHHs 3MiH
"dapmMaueBTUYH npoTSArom 6-Tn MicALiB Nicnsa 3aTBepAXeHHS
a KoMMaHis
"3gopos's"”,
YkpaiHa
163. | HOBIPUH® cvpon no 50 mr/mm, AT Ykpaina KOHTpOnb cepii Ykpaina/ BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3a UA/16831/01/01
no 120 mny "KNIBCbKNA Ta BUMYCK Cepil; ITania 3MiHu | TMny - 3MiHK Wopao peyenmom
dnakoHi; no 1 BITAMIHH/I BTOPUHHE 6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnsgy
hnakoHy y 3ABOO" nakyBaHHsi Ans (iHWi 3MiHW) - 3MiHN BHECEHO Y TeKCT
KOMMSIEKTi 3 MipHUM YyNakoBKU in MapKyBaHHS1 BTOPUHHOI (n.17. IHLUE) Ta
CTakaH4MKOM B bulk: AT nepBuHHoI (n.6. IHLE) ynakoBok nikapcbkoro
navui "KNIBCKIA 3acoby, a came: 4oaaHo iHopMaLLilo Npo
BITAMIHHAN HasIBHICTb NOroTuny 3asiBHUKA.
3ABOL", TepmiH BBeQEHHS 3MiH NPOTAroM 6 micauis
YkpaiHa; nicns 3aTBepAXKEHHS.
BUPOGHMLTBO
Hepo3adacosBaHo
i npoaykuii,
nepBuHHa Ta
BTOPWHHA
ynakoBka,
KOHTPOMb cepii
Ta BUNYyCK cepil:
En.Bi.Ci.
dapmachbtoTiui
C.M.A., ltania
164. | HOBOKAIH PO34uH ANS iH eKuin, TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3a UA/20327/01/01
5 mr/mMnno 2 mn, no | "®APMACEN" "®APMACEN" YTOYHEHHS HanuMCcaHHA YNaKoBKW B HaKa3si peuenmom

5 mn B amnyni
nonieTUneHoBIn;
no 10 a6o no 50
amnyn y navui 3
KapTOHY

MO3 Ykpainu Ne 1181 Big 08.07.2024 B
npoueci BHeCeHHs1 3MiH (3MmiHu | Tuny -
3MmiHu 3 sKkocTi. FoToBMIA Nikapcbkuii 3acib.
Cunctema KoHTelHep/3akynoproBanbHUiA 3aci6.
3MiHa po3Mipy ynakoBKM rOTOBOrO MiKapCbKOro
3acoby (3miHa KinbKoCTi oAMHULbL (Hanpuknag
TabneTok, amnyn TOLLO) B ynakoBLi:) - 3MiHa
nosa fiana3oHoMm 3aTBepAXKeHVX po3MipiB
YNaKoBKM -BBEAEHHS AOAATKOBOIO MaKyBaHHS,
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[IponoBkeHHs 1oaarka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1

a came no 2 mn abo no 5 mn B amnyni
nonietuneHosin Ne 50 gns rocnitanbHMX
3akynisenb, 3 BignNoBigHMMN 3MiHaMK J0 p.
«YnakoBka» MKA J13 3atesepaxeHo: Mo 5 mn B
amnyni nonietuneHoein. Mo 10 amnyn pasom 3
iHCTpYyKLUi€0 ANs MeQuyHOro 3acTocyBaHHS
NOMILLAIOTh Y NayvKy 3 KapTOHY.
3anponoHosaHo: Mo 2 mn B amnyni
nonietuneHosin. Mo 10 abo 50 amnyn pasom 3
iHCTpYyKLUi€0 ANs MeQuyYHOro 3acTocyBaHHSA
noMmiLLalTb B Na4ky 3 kapToHy. Mo 5 mn B
amnyni nonietuneHosii. Mo 10 abo 50 amnyn
pas3om 3 iHCTPYKLi€0 AN MEANYHOrO
3aCTOCyBaHHS MOMILLEAIOTb Y MAYKy 3 KAPTOHY.
3MiHW BHeceHi B po3ain "YnakoBka" iHCTpyKUi
ONst MEQUYHOro 3acTocyBaHHA Tay n. 1.
HasBa nikapcbkoro 3acoby, [03yBaHHS,
nikapcbka copma i n. 6.5. Tun Ta BMicT
NepBMHHOI YNaKOBKN KOPOTKOI XapaKTepUCTUKN
nikapcbkoro 3acoby Ta K HacmnigokK -
3aTBEPOKEHHS TEKCTY MapKyBaHHS
[04aTKOBOI YNakoBKM fikapcbkoro 3acoby.
BBeneHHs 3miH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBepAKeHHSs - 3MiHu Il Tuny - 3miHM 3 sKocTi.
[oToBuMI nikapcbkuii 3acib. Cuctema
KOHTeWHep/3aKkynoptoBarnbHui 3aci6. 3MiHa
PO3Mipy YNakoBKM rOTOBOrO NikapCbKoro
3acoby (3miHa macu/o6'emy BMICTY
KOHTelHepa 6araTof030BOro CTEPUIIbHOIO
nikapcbkoro 3acoby (abo ogHoa030BOrO,
4aCTKOBOrO BUKOPUCTaHHS) Ta
6araTo030BOro nikapcbKkoro 3acoby
6ionori4Horo/iMyHONOr4YHOro NOXOAKEHHS ANs
napeHTepanbHOro 3acTOCyBaHHs) —
[oAaBaHHSA HOBOro 06'eMy NakyBaHHS, a came
no 2 mn B amnynax nonieTuneHosux, 6es
3MiHW NEPBUHHOIO NakyBarnbHOro MaTtepiany
(3aTBepmkeHo: No 5 mn B amnynax
nonieTuneHoBux). 3MiHM BHeCEHI B po3gin
"YnakoBka" iHCTPYKLUIi Ans Mean4Horo
3acTocyBaHHsA Ta y n. 1. HasBa nikapcbkoro
3acoby, [4o3yBaHHs, nikapcbka cdopma i n. 6.5.
Twn Ta BMICT NEPBUHHOI YNaKOBKN KOPOTKOT
XapaKTepUCTUKM NiKapCbKoro 3acoby y 3B'A3Ky
3 BBE[leHHSIM JOAATKOBO| YNakoBku (Mo 2 Mn B
amnyni) Ta sik HacMi4oK - 3aTBEPAXKEHHS
TEKCTY MapKyBaHHS AOL4ATKOBO| YNaKOBKM
nikapcbkoro 3acoby. BBegeHHs 3MiH NpoTsrom
6-T MicaLiB nicnsa 3aTBepAXeHHs1). Pepakuis
B Hakasi - No 5 mn B amnyni nomnieTuneHoBin;

no 10 abo 50 amnyn y nayui 3 kapToHy. BipHa
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Ne
n/n

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

peAakuis - no 2 mn, no 5 mn B amnyni
nonieTuneHosii; no 10 aéo no 50 amnyn y
nauui 3 KapToHY.

165.

HOOBYT® IC
100

MOPOLLIOK ANt
OparnbHOro Po3yunHy,
100 mr/gosy; no 2,5
ry cawe; no10
calle y navui 3
KapTOHY

ToBapucTBo 3
[0AaTKOBOKO
BigNoBiganbHi
CTo
"IHTEPXIM"

Ykpaina

ToBapwucTtBso 3
[04aTKOBO
BignoBiganbHicT
0 "IHTEPXIM"

Ykpaina

BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis:
YTOYHEHHSA ynakoBku B Haka3si MO3 YkpaiHu
Ne 1181 Bia 08.07.2024 B npoueci BHECEHHs
3MiH (3MiHn | TUny - 3miHK 3 akocTi. ADI.
Brpo6bHuuTBO. 3MiHa BUpOGHMKa
BVXifHOro/NnpoMi>KHOrO NMPOAYKTy/peareHTy, Lo
BVIKOPVCTOBYIOTBCS Y BUPOBHMYOMY npoLieci
AdI, abo 3miHa BUpobHUKa (BKnoYarouu, ge
HeobXxigHO, MicLie MPOBEAEHHSI KOHTPOIO
skocTi) ADI (3a BigcyTHOCTI cepTudikarta
BiANoOBIAHOCTI €Bponencoki apmakonei y
3aTBEpOKEHOMY [0ChE)(3anponoHoBaHUIA
BUPOBHMK HanexuTb o Tiei caMoi BUPOGHNYOT
rpynv NianpUeEMCTB, WO N 3aTBEPIKEHNN) -
[lonoOBHEHHSA peecTpaLitHOro 4OCLE rOTOBOrO
nikapcbkoro 3acoby matepianamu wopgo Adl
PeHibyT, aKkuii BUPOONSETLCA 3a
anbTepHaTMBHOK CXEMOIO BUPOOHULITBA, BXe
3aTBepakeHoro BMpobHukom TOB
«Papmxim»( A®Il 3apeecTpoBaHuni B YKpaiHi:
P Ne UA/14286/01/01. Cneumdikauis API He
3MiHunucs). Pepakuis B Hakasi - no 10 cawwe y
nayui. BipHa pepakuis - no 10 cawe y naydi
3 KapTOHY.

3a
peuenmom

UA/8831/02/01

166.

HOPKONYT®

TabneTtku no 5 wmr;
no 10 Tabnetok y
6nicTepi; no 2
Gnictepny
KapTOHHIN ynakoBLji

BAT "leneoH
PixTep"

YropwuHa

BAT "leneoH
PixTep"

YropwwmHa

BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:
3MiHu | TMny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay
(iHWi 3MiHW).
3MiHM BHeceHo [0 [HCTpykuii aons MmegnyHoro
3acTocyBaHHS nikapcbkoro 3acoby 4o po3ginis
"MpoTunokasaHHs", "B3aemopis 3 iHWMMK
nikapcbknmmn 3acobamu Ta iHWi BUan
B3aemogin" Ta "OcobnuBocTi 3acTocyBaHHS"
Lwono 6e3nekn 3acTocyBaHHS OikoyOoi
peyvYoBUHM HOpeTUCTEPOH. NpeacTaBneHi 3amMiHn
B iHdhopMmaLlii 3 6e3nekn oo BHECEHHS 3MiH
Ta JonoBHEeHb A0 po3ainis "lMpoTunokasaHHs",
"B3aemogis 3 iHWK1MKN nikapcbkrmMmn 3acobamm
Ta iHWi Buan B3aemogain” ta "OcobnusBocTi
3acTocyBaHHA" Ha MiacTaBi OHOBMEHOI
iHdbopMaLii 3 6e3nekn 3acTocyBaHHs 4ito4ol
PEYOBUHN HOPETUCTEPOH MOXYTb BYTU
peEKOMeHA0BaHi 0 3aTBEPAXEHHS Ta
BHECEHHS B iIHCTPYKLi0 ANst MeQUYHOro
3acTOCyBaHHsI Nnikapcbkoro 3acoby. BeeaeHHsi
3MiH NpoTSArom 6-Tu MicsuiB nicnsa
3aTBepAKEHHS. 3MiHK | Tuny - 3MiHK Wozo
6e3nekn/edekTMBHOCTI Ta dpapMakoHarnsigy

3a
peuernmom

He
nionsieae

UA/7288/01/01
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(iHWi 3miHW). 3MiHWM BHeceHo Ao IHCTpyKLUii ons
MEAMNYHOIO 3aCTOCYBaHHsI NiKapCbKoro 3acoby
0o posginie "OcobnmeocTi 3acTocyBaHHA" Ta
"MoGiyHi peakuii" wono 6esnekn
3aCTOCyBaHHS Ajit040I Pe4OBUHM
HopeTucTepoH. MNpeacTaBneHi 3aMiHM B
iHdbopMmalii 3 6e3nekm Woao BHECEHHS 3MiH Ta
[A0MOBHEHb A0 po3gainis "OcobnueocTi
3acTtocyBaHHs" Ta "MMobiyHi peakuii” Ha
nigcTaei OHOBNEHOI iHdopMaLii 3 6e3nekn
3aCTOCyBaHHS Ajit040I Pe4OBUHM
HOPETUCTEPOH MOXYTb BYTU pekoMeHoBaHi
[0 3aTBEPKEHHS Ta BHECEHHS! B iHCTPYKLIitO
AN MeQUYHOro 3acTOCyBaHHS NiKapCbKoro
3acoby. BeeaeHHsi 3mMiH npoTaromM 6-Tn micsiuis
nicnsa 3aTBepAXeHHs. 3MiHn | Tuny - 3MiHK
wono 6esnekun/edeKTMBHOCTI Ta
capmakoHarnsgy. 3MiHa y KopoTKili
XapaKTepuCcTULi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHsI Ta iHCTPYKUiT A4nA Mean4Horo
3acTocyBaHHS Ha MiacTaBi perynsipHo
OHOBOBAHOrO 3BiTY 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3nekn
3acTocyBaHHS NikapcbKoro 3acody B
nicnspeecTpauiiHuin nepioa, abo sk
pe3ynbTar OLiHKK 3BiTY 3 JOCNIOKEHD,
nNpoBeAeHuX BiANOBIAHO A0 NnaHy
nepiatpuyHux gocnigxeHs (PIP) (iHwi 3miHn).
3MiHM BHeceHo [0 [HCTpykKuii aons MmegnyHoro
3acTocyBaHHS nikapcbkoro 3acoby 4o po3ginis
"MpoTunokasaHHsa" Ta "B3aemogis 3 iHWuMun
nikapcbknmmn 3acobamu Ta iHWi BUan
B3aemogin" wopao 6e3nekn 3acTocyBaHHSA
[itoY0i pevoBMHN HOPETUCTEPOH BiAMNOBIAHO
Ao pekomeHaauii PRAC. MNpeactaeneri 3aMiHu
B iH(bopMaLlii 3 6e3nekun LWoa0 BHECEHHS 3MiH
Ta JonoBHeHb A0 po3ainis "lMpoTunokasaHHsA"
Ta "B3aemogis 3 iHW1MM nikapCbknMm
3acobamu Ta iHLWi BUAK B3aeMoAin" npoekTy
IHCTPYKUIT ANS MeAWYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby Ha nigcTaBi pekomeHaaLin
PRAC, o po3mileHi Ha odiLiitHoMy caiTi
E€MA Ta Ha odpiuinnHomy cawTi OELL MmoxyTb
OyTn pekoMeHOOBaHi A0 3aTBEPAKEHHS Ta
BHECEHHS B iIHCTPYKLi0 Anst MeQUYHOro
3acTOCyBaHHsI Nikapcbkoro 3acoby. BeeaeHHsi
3MiH NpOTSArom 6-Tu MicsiLiB nicns
3aTBEPAKEHHS.

167.

HOPMOMNPEC

Tabnetku; no 10
TabneTok y 6nictepi;
no 2 Gnictepu y

AT
"KI/ITBCbKI/IIZI
BITAMIHHNWA

YkpaiHa

AT
"KI/I'I'BCbKI/IIZI
BITAMIHHAN

YkpaiHa

BHECEHHS1 3MiH [0 peecTpauinHMxX maTtepianis:
3MiHn | TMny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta papMakoHarnsigy

3a
peuenmom

UA/3668/01/01
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
nauyui; no 10 3ABOLO" 3ABOLO" (iHWi 3miHW)
TabneTtok y OHOBIEHHS! TEKCTY MapKyBaHHS! YMaKOBOK
6nictepax nikapcbkoro 3acoby, a came: ayb6noBaHHS
TEKCTY MapKyBaHHS BTOPUHHOI yNakoBKM
aHrmMiNCcLKOI0 MOBOO; AoAasaHHa y n.17. IHLWE
BTOPUHHOI Ta NePBUHHOI YNakoBOK iHhopMaLyji
npo foroTun 3asiBHUKA.
TepmiH BBeQEHHS 3MiH - NPOTArom 6 Micsuis
nicns 3aTBepAXKEHHS.
168. | HYPO®EH®EK Kancynu m'ski no PekkiTT Benuka BianosiganbHUn Benuka BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 6es nionsieae UA/13599/01/01
CNPEC 200 mr; no 4 a6o 10 BeHkisep Bputanis 3a nepBuUHHe, Bputanis/ 3minm | Tvny - 3miln wopo peuenma
YINbTPAKAN kancyn y 6nictepi; Xenckep BTOPUHHE Higepnangu Ge3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
no 1 Gnictepy B IHTEepHeLwwHnN nakyBaHHs, / CnonyyeHi 3MiHa y KOpPOTKil XapaKTepuUCTULi Nikapcbkoro
KapTOHHiIN kopobuyj; Nimiteq KOHTPOMb SKOCTI wratm 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLUii Ans
no 8 kancyny roToBOro (CLWA) MEAMYHOro 3acToCcyBaHHS Ha niacrasi
6nictepi, no 2 NPOAYyKTy Ta perynsipHo OHOBIOBAHOTO 3BiTYy 3 6e3neku
onictepu B BUNYCK cepii: nikapcbkoro 3acoby, abo gocnimpkeHs 3
KapTOHHiI kopoOLi PekkiTT BeHkizep 6e3nekn 3acTocyBaHHS fikapcbkoro 3acoby B
Xenckep nicnspeecTpauiHuin nepioa, abo sk
IHTepHeLwHn pe3ynbTar OLUiHKK 3BiTY 3 JOCTIIKEHD,
Nimiten, Benuka npoBefeHnx BigNOBIAHO 4O NnaHy
BpuTaHis negiatpuyHnx gocnigxeHns (PIP) (iHWi 3miHn)
BiAnoBiganbHUN 3MiHVM BHECEHO [0 iHCTPYKLUii ANst MEANYHOTO
3a BUPOBOHMLTBO 3acTocyBaHHS nikapcbkoro 3acoby 4o po3ginis
in bulk, "OcobnueocTi 3actocyBaHHs", "MobiYHi
BKITHOMAK04M peakuii” BignoBigHO 4O OHOBMEHOI iHpopmaLii
npoBeaeHHs 3 B6e3neku aito4oi peyoBrHY (iBynpodeHy)
KOHTPOro 3rigHo 3 pekomeHaauismu PRAC. TepmiH
SAKOCTi: BBELEHHS 3MiH NPOTArom 6 Micsiyis nicns
MateoH 3aTBEpOKEHHS
Codpmxenc B.B.,
Hinepnanan
BignoBsiganbHUN
3a BUPOBHMLTBO
in bulk,
nepBUHHE,
BTOPUHHE
nakyBaHHs,
KOHTPOMb SIKOCTI
roToBOro
NpoayKTy:
PB Xenc
MaHydekTypuHr
(KOC) nnc,
CronyyeHi
wratu (CLA)
169. | OKCUBYTUHIH | Ttabnetku, 5 mr; no Akkopg Monbwa BupobHuLTBO IHgis/ BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: 3a He UA/19193/01/01
HEKCT®APM 10 TabneTok y Xenckea nikapcbkoro ManbTa/ 3MmiHu | TUNY - AgMmiHicTpaTuBHI 3MiHW. 3MiHa peuenmom nionsizae
6nictepi; no 3 Moncka Cn. 3aco0y, ITanis/ Ha3BM Nikapcbkoro 3acoby - 3miHa Ha3Bwu
Gnictepu y nayui 3.0.0. nepBuHHE Ta Yexis/ nikapcbkoro 3acoby. 3aTBepaXeHo: YpobyTuH
BTOpPUHHE Benvka 3anponoHoBaHo: OKcMBYTUHIH HekcTdapm
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
nakyBaHHs, BpwuTaHis/ BBegeHHs 3miH npoTsArom 6-Tu MicsuiB nicnsi
KOHTPOMb SKOCTI MonbLa 3aTBepAKEHHs. 3MiHuM | Tuny - 3miHn WwWoao
cepii: 6e3nekn/ecbekTUBHOCTI Ta hapmakoHarnsgy
IHTac (iHWi 3miHKM) OHOBMEHHSA TEKCTY MapKyBaHHS
dapmachbtoTikan NEePBUHHOI Ta BTOPUHHOI YNaKOBKM
c, IHgis; nikapcbkoro 3acoby. BBegeHHs1 3MiH NpoTsarom
Bupo6HMLTBO 6-TV MicsLiB NicNs 3aTBEPOXKEHHS.
nikapcbkoro
3acoby,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs:
IHTac

dapmachbtoTikan
c Nimitea, IHais;
KoHTponb
SIKOCTI:
dapmagokc
Xenckea
NimiTen,
ManebTa;
KoHTponb
SIKOCTI:
JIABAHANIBIC
C.P.1,, Itanis;
KoHTponb
SAKOCTI:
TOB AJNC
Yecbka
Pecny6nika,
Yexis;
KoHTponb
SAKOCTI:
TOB AJNC
Yecbka
Pecny6bnika,
Yexis;
HopatkoBa
ninbHUUA 3
NepBUHHOTO Ta
BTOPWHHOIO
nakyBaHHS:
AKKOP[J
XENCKEA
NIMITEL,
Benuka
Bpuranis;
BionosiganbHuii
3a BMNYCK cepil:
AKKOP[
XENCKEA
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
NIMITEL,
Benvka
BpuTtaHis;
BignosiganbHui
3a BUNycCK cepii:
Akkoppg Xenckea
Moncka Cn. 3
o.0. Cknag
IMnopTepa,
MNonbLa
170. | OMENPA30I MOPOLLOK ANs TOB Ykpaina TOB Ykpaina BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a UA/19118/01/01
ACTPA po3unHy ans iH'ekuin | "ACTPAPAPM "ACTPAGAPM", 3MminHn | TMny - 3MiHmn 3 sikocTi. [oToBUIA peuenmom
no 40 mr, no 1 abo " YkpaiHa nikapcbkuii 3aci6. KoHTpornb rotoBoro
10 cnakoHiB y (nakyBaHHS i3 nikapcbkoro 3acoby. 3miHa y meTtogax
KapTOHHiIN kopoOLi copmu in bulk: BUNpoByBaHHSA roTOBOro Nikapcbkoro 3acoby
WaHbayH (He3HayHa 3MmiHa y 3aTBEpOKEeHMX MeToaax
HOnciHb BMNPOOYyBaHHS) BHECEHHSA HE3HAaYHVX 3MiH B
dapmachbtoTikan mMeTop BunpobysaHHsi [T13 3a nokasHUKOM
Ko., Ita., «CynpogigHi gomiwkn» (Papm. CLLUA <621>),
KuTaricbka a came came BUMNpPaBrieHo NOMUIIKY y
HapogHa CNiBBIAHOLLEHHI KOMMOHEHTIB pyXomoi chaau,
Pecny6bnika) nopaHa Tabnuyka 3 XimidyHuMmn Ta
CTPYKTYPHVMMU Ha3BamMu AOMILLOK, AOAAHO
po3paxyHKoBi hopMynu Ans BUSHAYEHHS
BMICTy gomiliok. MeToanka BunpobyBaHHs He
3MiHunacs. 3minm | Tuny - 3miHK 3 AKoCTi.
[oToBWI Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MmeTogax
BMNpobyBaHHS FOTOBOrO NikapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEpOKEHNX MeTofax
BUNPOBYBaHHs) BHECEHHS! HE3HAYHMX 3MiH B
MeToA BunpobyBaHHSA 113 3a nokasHMKOM
«Bwmict Bogn» (®apm. CLUA <921>), a came
NOro>KeHo Ha3BYy aHaniTUYHOT MeToAMKN 3i
cneuudikauieto 113, yTOYHEHO HaBaxKy
npenapary, L0 BUKOPUCTOBYETLCS AN
BUNpoOyBaHHs, BUNPaBEHO NOMUIIKY B
HOpPMYBaHHI BMICTYy BOAM B @aHamMiTUYHIN
MeToAwuLi 3rigHO 3aTBEPAYKEHNX BUMOT
cneundikauii.
171. | ONATAOUH Kpanni o4Hi, po3uuH, | ®apmaueBTuy MonbLwa Padapm C.A. Mpeuis BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3a UA/19029/01/01
EKO 1 mr/mn, no 5 mn HWI 3aBof, 3minu | TNy - 3miHn Wwoao peuenmom
PO34UHY Y “NOJIbOAPM 6e3nekn/ehekTMBHOCTI Ta dhapmakoHarnsgy.
nonieTuneHoBoMy A” CA. BBeneHHs abo 3MiHM 0O y3aranbHEHUX AaHUX
donakoHi- npo cucteMy chapmakoHarnsay (BBeAeHHs
KpanenbHuui y3aranbHeHUX AaHUX Npo cuctemy
MicTKicTiO 5 Mn 3 dapmakoHarnsay, 3MiHa ynoBHOBaXXeHOT
KPULLIKOIO 3 ocobu, BianoBiganbHOI 3a 30iNCHEeHHSA

rapaHTiiHum
Kinbuem, no 1 abo 3
dnakoHu y

dapmakoHarnsify; KOHTaKTHoi ocobu 3
bapmakoHarnsgy 3asiBHUKa NS 30iNCHEHHS
hapmakoHarnagy B YKpaiHi, Ko BoHa
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
KapTOHHiIN kopooLi BigMiHHA Big yNOBHOBaXXeHOI ocobu,
BiANOBIgANbHOI 3a 34iNCHEHHS
dapMakoHarnagy (BKMovar4mn KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLleHHi MacTep-channa
cucteMun chapmakoHarnsagy) 3MiHa KOHTaKTHOT
ocobu 3asBHMKA, BiANOBiAanbLHOI 3a
chapmakoHarnsg B YkpaiHi.
Litova pegakuis: TaHacoBa 3opsiHa
MukonaiBHa. lNMponoHoBaHa pepakuis: Tecnok
OneHa BonogvmupisHa.
3MiHa KOHTaKTHWX JAHUX KOHTaKTHOIT 0cobu
3asiBHMKa, BigNoBiganbHOI 3a hapMakoHarnsg
B YKpaiHi.
172. | NAKNITAKCEN KOHUeHTpaT ans EBEBE ABcTpis NOBHUW LKA AscTpis/ BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3a UA/0714/01/01
"EBEBE" PO34MHY Ans dapma BUpOGHMUTBA: Himeyunna 3MiHu | TMNy - 3MiHK Woao peyenmom
iHdby3in, 6 Mr/mn; no lec.m.6.X. OAPEBA Ge3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
5 mn (30 wr), abo Hdr. KI YHTepax 'm6X, BBeneHHs abo 3MiHM 00 y3aranbHEHUX AaHnX
16,7 mn (100 mr), ABTpia npo cuctemy dapMakoHarnsgy (BBeAeHHs
ab6o 25 mn (150 mr), BUMYCK cepii: y3aranbHeHWX AaHux Npo cuctemy
abo 35 mn (210 wmr), EBEBE ®apma apmakoHarnsgy, 3aMiHa ynoBHOBaXXEHOT
a6o 50 mn (300 mr) lec.m.6.X. Hopr. ocobu, BianoBiganbHOI 3a 30iNCHEHHS
y donakoHi, no 1 KI, ABcTpia capmakoHarnsgy; KOHTakTHoi ocobu 3
hbnakoHy B TEeCTyBaHHSA: apmakoHarnsay 3asiBHUKa ANs 30iNCHEHHSA
KapTOHHiI kopooLi M bapmakoHarnagy B YkpaiHi, AKLLO BOHa
Mikpobionoriwe BigMiHHa Big yNOBHOBaXXeHOI ocobu,
¢ MNprognabop BiZNOBIganbHOI 3a 34iNCHEHHS
"mM6X, ABCTpisi hapmakoHarnsigy (BKoYaryy KOHTaKTHI AaHi)
TEeCTyBaHHS: Ta/abo 3MiHM y po3MilleHHi MacTep-darina
Ilabop NNC CE & cvctemu hapmakoHarnsaay) 3MiHa
Ko. KT, yMNOBHOBaXeHOoI ocobu 3asiBHUKa,
HimeuuunHa BignosiganbHoi 3a hapMakoHarnsg.
TeCTyBaHHS: [itoua pepakuis: Oasig OxoH Jlesic / David
3enbepcoopd John Lewis. lNMponoHoBaHa pegakuis: Juergen
Jlabop Mm6X, Maares / FOpreH Maapec.
ABCTpis 3MiHa KOHTaKTHVX AaHWX YNOBHOBaXXEHOT
ocobu 3asBHMKA, BiANoBiganbHoOI 3a
dapmakoHarnsig. 3miHa KOHTakTHOI ocobu
3asBHUKA, BiAMNOBIAaNbHOI 3a hapMakoHarnsag
B YkpaiHi. [litoua pegakuis: Opnos B'syecnas
BikTopoBuu. lNMponoHoBaHa peaakuis:
TaHacoBa 3opsiHa MukonaiBHa. 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOI ocobu
3asiBHMKA, BignosiganbHoi 3a dhapMakoHarnsag
B YkpaiHi.
3MmiHa MicLe3HaxookXeHHs1 MacTep-darina
cucTeMu hapmakoHarnsigy Ta horo Homepa.
3MiHa Micus 3AiNCHEHHSI OCHOBHOI AisiNbHOCTI
3 papmakoHarnagy.
173. | NAKNITAKCEN KOHUeHTpaT ans Amakca JlTg Benuka KOHTPOrb Ta Himeyuunna/ BHECEHHS 3MiH [0 peecTpauinHMX maTepianis: 3a UA/15145/01/01
AMAKCA po34MHy Ans Bputanis BUWMYCK Cepil: Pecnybnika 3MmiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. peuernmom
iHdpysin, 6 mr/mn; no AkBiga 'M6X, Kopes BunyyeHHs1 BUpOGHMYOI AinbHULI (BKMHOYa4m
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
5 mn, 16,7 mn abo Himeyunna ainbHUUi gnsa A®l, npomixkHoro npogykty abo
50 mn y cdnakoHi; no roTOBOrO MikapcbKoro 3acoby, AinbHULi ans
1 donakoHy B BMPOGHMLTBO in npoBefeHHs NakyBaHHSsI, BUPOOHNKa,
KapTOHHiIN kopooLi bulk, nepsuHHe BiANoOBiganNbHOro 3a BUNYCK cepin, Micue
Ta BTOPUHHE npoBeeHHs1 KOHTPOro cepii) abo
nakyBaHHS: nocravarnbHuKa BUXigHOro mMartepiany,
CamsHr peareHTy abo 4ONOMIKHOT pe4oBUHN (SKLLO
XongiHra 3a3HaYeHo y JOCbE) - BUAANEHHS BUPOBHNYOI
KopnopenwH, ninbHUUi Oncotec Pharma Produktion GmbH,
Pecny6bnika Am Pharmapark, 06861 Dessau-Rosslau,
Kopes Germany (OHkoTek ®apma MpoaykuioH M6X,
Am ®apmanapk, 06861 [eccay-Poccnay,
BUPOBHMUTBO in HimewuunHa), BignosigansHoi 3a BUPOOHULTBO
bulk, nepsuHHe N3 i noro nepsuHHe nakyBaHHA. 3MiHu | TuMy
nakyBaHHs, - 3MiHM 3 sikocTi. FoTOBWMIA NiKapcbkuii 3acib.
BTOPUHHE CT1abinbHicTb. 3MiHa y TepMiHax NpuaaTHOCTI
nakyBaHHs, abo ymoBax 36epiraHHs roToBOro fikapcbKoro
KOHTPO~b cepil: 3aco0by (iHWi 3MiHK) - NOAAHHS HOBUX OaHUX 3i
AkBiga M'moX, cTabinbHocTi 3rigHo 3 kepiBHMuTBOM ICH Ans
Himevumna N3 six gopaTkoBoi iHdopMauii (6e3 3MiHu
TEepMiHy npuaaTHocTi abo ymoB 36epiraHHs)
174. | NTAHKPEATUH TabneTkn, BKPUTI AT YkpaiHa AT "BITAMIHWN" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 6e3 nidnsieae UA/0337/01/01
POPTE 00O0OHKOH, "BITAMIHN" 3MiHu | Tuny - 3miHK 3 skocTi. FoToBMI peuenma

KMLLKOBOPO3YMHHI NO
10 TabneTok y
onictepi; no 2, 4, 5
abo no 6 GnicTepiB y
naJui 3 KapToHy

nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBanbHWiA 3aci6. 3MiHa
PO3Mipy YNakoBKM rOTOBOrO MiKapCbKOro
3acoby (3miHa KinbKoCTi oAMHULbL (Hanpuknag,
TabneTok, amnyn TOLLO) B ynakoBLi:) - 3miHa y
AianasoHi 3aTBEPPKEHNX PO3MIPIB YNaKOBKY.
BBefeHHs gogaTkoBOro po3mipy BTOPUHHOT
ynakoBku Ne40 (10x4). 3miHu BHeceHo B
IHCTPYKLUIilO Ans MeAWUYHOro 3aCTOCYBaHHSI
nikapcbkoro 3acoby ao posginy "Ynakoska" (
JopaBaHHs AoaaTtkoBoi ynakoBku Ne 40) Ta sk
Hacnigok - BiaNoBiAHI 3MiHW B TEKCTI
MapKyBaHHS, 3aTBEPKEHHSI TEKCTY
MapKyBaHHS1 BTOPMHHOI YNaKOBKW fikapCbKOro
3acoby. BBeneHHst 3mMiH npoTsarom 3-ox micsauis
nicnsi 3aTBepaXeHHs. 3MiHu | Tuny - 3MiHn 3
sikocTi. [oTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeVHep/3aKynoptoBanbHuiA 3aci6. 3MiHa
PO3Mipy ynakoBKu roTOBOrO flikapCbKoro
3acoby (3miHa KinbKoCTi oAguMHUUbL (Hanpuknag
TabneTok, ammny”n TOLLO) B ynakoBLji:) - 3MiHa
nosa JianasoHoM 3aTBepAXeHNX po3Mmipis
ynakoBku. BBefieHHA [oAaTKOBOro po3Mipy
BTOpUWHHOI ynakoBku Ne60 (10x6). 3miHu
BHECEHO B iHCTPYKLitO ANSt MEANYHOIO
3acToCcyBaHHS nikapcbkoro 3acoby Ao po3ainy
"YnakoBka" (B04aBaHHsi 4OAATKOBOI yNakoBKM
Ne 60) Ta sik HacnigokK - BiANOBIAHI 3MiHW B
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Ne
n/n

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

TEKCTi MapKyBaHHSl, 3aTBEPOXKEHHS TEKCTY
MapKyBaHHSI BTOPMHHOI YNaKOBKU flikapCbKoro
3acoby. BBeneHHst 3amiH npoTtsarom 3-ox micsauis
nicnsa 3aTBepAXeHHs. 3MiHn | Tuny - 3MiHK
wono 6e3nekn/edeKTUBHOCTI Ta
capmakoHarnsgy (iHwi 3amiHn). 3mMiHM BHECeHOo
B |HCTpPYKLjt0 AN MeaANYHOro 3acTOCyBaHHS!
nikapcbkoro 3acoby Ta KOpoTKy
XapaKTepuCTuKy nikapcbkoro 3acoby Ao
po3ainy "Mob6iyHi peakuii" LLoao 3BiTyBaHHSA
npo nob6iyHi peakuii. BBeaeHHs 3MiH NpoTsrom
3-0x MicauiB nicnga 3aTBEPKEHHSA

175.

NENTA®

NMOPOLLOK Ans
pO3YuHy ans
iH’ekuin, 40 mr, 1
hnakoH 3 NOPOLLKOM
B navui

AT "dapmak”

Ykpaina

AT "dapmak”
(BTOPUHHE
nakyBaHHs,

BUMYCK cepii 3

npoaykuii in bulk
cbipmn-
BUPOGHMKa
Hewmo C.A.
dapmachbtoTikan
IHaacTpi,
Ipeuis)

YkpaiHa

BHECEHHS 3MiH O peecTpaLinHUX maTepianis:
3MmiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HasBM Nikapcbkoro 3acoby - 3miHa Ha3Bu
nikapcbKkoro 3acoby, y 3B'A3Ky Ao[AaBaHHS
3HaKy TOproBoi Mapku o Ha3swu J13. [itoua
pepakuis: MNMenta
MponoHoBaHa peaakuis: Menta® TepmiH
BBEAEHHS 3MiH NPOTSArom 6 Micsiuis nicns
3aTBEepPAKEHHS. 3MiHu | Tuny -
ApOMiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu MicLsA NPOBaIKEHHS
nisinbHOCTI BUpOGHMKa/imnopTepa roToBoro
nikapcbKkoro 3acoby, BKMoyaum ginbHuLi
BMNYCKy cepii abo micLie npoBeaeHHs
KOHTPOO SIKOCTI. (QiiNbHICTb, 3a Ky
BigMNoBigae BUpoOHuMK/iMnopTep, He
BKITIOHAI04M BUMYCK cepilt) 3miHa y 3B'A3Ky 3i
3MiHOI HallMeHyBaHHS Ta agpecu Micus
NpoBaXeHHs OisnbHOCTi BUPOGHMKA rOTOBOrO
nikapcbkoro 3acoby. TepmiH BBEAEHHS 3MiH
NpOTArom 6 MicsAUiB NicNsa 3aTBEPMKEHHS.
3minu | Tvny - 3miln wWoao
6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHKM) 3MiHK BHECEHI Y TEKCT
MapKyBaHHsi nepBuHHOI (n. 6. IHLLE) Ta
BTOPUWHHOI (n. 17. IHWE) ynakoBku
nikapcbkoro 3acoby. TepmiH BBEAEHHS 3MiH
npoTsrom 6 MicsiliB nicns 3aTBepaKeHHS

3a
peuenmom

He
nidnsieae

UA/19998/01/01

176.

NENTA®

MOPOLLIOK AN
PO34MHyY Ans
iH’ekuin, 40 mr, in
bulk: no 150
dnakoHiB y
TPaHCMNOPTHIN
Kopobui

AT "®apmak”

YkpaiHa

Oewmo C.A.
dapmachbtoTikan
IHpacTpi

Mpeuis

BHECEHHS 3MiH IO peecTpauiiHix maTepianis:
3MmiHu | TUNY - AgmiHicTpaTuBHI 3MiHW. 3MiHa
Ha3BW nikapcbkoro 3acoby - 3miHa Ha3Bun
nikapcbKoro 3acoby, y 3B'A3Ky AofAaBaHHS
3HaKy TOproBoi Mapku ao Ha3seu J13. [itova
pepakuis: Menta NponoHoBaHa pedakuis:
Menta® TepMiH BBeAEHHS 3MiH NPOTArom 6
MicsaUiB nicns 3aTBepXEHHs. 3MiHu | Tuny -
AamiHicTpaTVBHI 3MiHW. 3MiHa HaiMEHYBaHHS
Ta/abo agpecu MicLs NpoBaKeHHS
JisnbHOCTi BUpOGHMKa/imnopTepa rotoBoro

UA/19997/01/01
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
nikapcbKoro 3acoby, BKMoYa4um ginbHULi
BMNYCKy cepii abo MicLe npoBeaeHHs
KOHTPOJIO SIKOCTI. (QiANbHICTb, 3a Ky
BignoBigae BUpOGHMK/iMNopTep, BKIOYaum
BWMYCK Cepiit)
3MiHa y 3B'A3Ky 3i 3MiHOIO HalMeHyBaHHS Ta
agpecu Micusi NPOBaKEHHS AiSNbHOCTI
BMPOGHMKa rOTOBOrO NikapCbkoro 3acoby.
TepMmiH BBeAEHHS 3MiH NPOTAroM 6 micsauis
nicnsa 3aTBepAXeHHs. 3MiHn | Tuny - 3MiHK
wono 6e3nekn/edeKTUBHOCTI Ta
tapmakoHarnagy (iHwi 3amiHm) HesHauHi 3miHn
B TEKCTi MapKyBaHHS 419 ynakosku in bulk.
TepmiH BBeOEHHA 3MiH NPOTAroM 6 micauis
nicns 3aTBEpAXKEHHS.
177. | NEPFOBEPIC® | nopoLok Ta Apec Tpenginr | Lsenuapi Mepk CepoHo LLiseviLapis BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a UA/10624/01/01
PO3YMHHUK ANst C.A. A C.A., BigaineHHs 3minn Il Tuny - 3miHm 3 axkocTi. A®I. KoHTponb peuenmom
PO34MHy Ans y M. O60HH A®l. 3miHa y meTogax BunpobyBaHHa AP abo
iH'eKuin; BUXiQHOro matepiany/npoMiKHOro
1 abo 3 pnakoHu 3 npoayKTy/peareHTy, L0 BUKOPUCTOBYETHCH Y
NMOPOLLKOM Y npoueci BupobHuuTea Ad| (cyTTeBa 3amiHa y
komnnekTi 3 1 abo 3 GionoriyHomy/imyHonoriYHOMy/iMyHOXIMIYHHOMY
dnakoHamu 3 1 mn mMeTofi BUnpobysaHHst abo meTogi, y skomy
pO34YuMHHKKa (BOAa BMKOPUCTOBYETbLCS BionoriyHuii peareHT ansi
ons iH'ekuin) y GionoriyHoro A®I, abo Ihoro 3amiHa) 3amiHa
KOHTYPHil GionoriyHoro metogy «Po3LLenneHHs 3B’a3Ky
YapyHKOBIN Arg-C-BEPX» meTogom «PosLenneHHs
ynakosLj; ro 1 3B’A3Ky Lys-C-ynbTpaedektnBHa BEPX», wo
KOHTYPHil BVKOPVCTOBYETLCH ANS iAeHTUdiKaLii akTUBHOI
YapyHKOBIN ynakosLi pevoBMHM MOTPONIHY anbda Ans npoueaypu
B Kopobuj; 5 KapTyBaHHS NenTUAIB Npu BUMYCKY Ta
nakoHiB 3 NPOTAroM TEPMiHY NPUAATHOCTI.
MOPOLLIKOM Y
KOMNNekTi 3 5
dnakoHamu 3 1 mn
pO34uMHHKKa (BoAa
Ans iH'ekuin) y
KOHTYPHil
YapyHKOBIN
ynakosLi; no 2
KOHTYPHi YapyHKOBI
yNaKoBKM B KOpOOLUi
178. | MIKNOH TabneTku, BKPUTI AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis: 3a UA/5283/01/01
NNiBKOBOO "KUIBCbKUN "KUTIBCbKUW 3MiHu | Tuny - 3MinHK Woao peuenmom
obornoHkoto, no 7,5 BITAMIHHAN BITAMIHHAN 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
mr; no 10 TabneTok 3ABOL" 3ABOO" (iHLWi 3MiHWK)

y GnicTepi; no 1
Gnictepy B navui

OHOBIEHHS TEKCTY MapKyBaHHS yMakoBOK
nikapcbkoro 3acoby, a came: BUINy4YeHHs
iHdbopMaUlii, 3a3Ha4eHOoi POCINCbKOK MOBOIO,
Ta BUKIafeHHs ii aHrmincbKo MOBOH, a
Takox y n.17. IHWE BTOPMHHOI ynakoBKu




122 [IponoBkeHHs 1oaarka 3
Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
[opaHo iHpopmaLito Npo NoroTun 3asBHMKa.
TepmiH BBeQEHHA 3MiH NPOTAroM 6 micauis
nicns 3aTBepAXKEHHS.
179. | MIPALETAM- TabneTku, BKpUTI MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a He UA/3225/01/01
OAPHULUA o6GonoHkoto, no 200 "®apmaueBTun "®apmMaueBTNYH 3MiHuM | TUny - 3MiHK 3 akocTi. CepTudikat peuernmom nidnsieae
mr, no 10 TabneTok YHa chipma a ipma BignosigHocTi/lE-cepTudikaT BiANoBIigHOCTI
Y KOHTYpHIW "NapHuug" "AapHuus" €sponelicbkin hapmakonei/moHorpadii.
YapyHKOBIN 3MiHK, NoB'sA3aHi 3 HEOOXiAHICTIO NPUBEOEHHS
ynakoBLi; no 6 y BiAnNoBigHicTb 40 MoHorpadii APY abo
KOHTYPHMX €BponeicbKoi hapmakonei, abo iHLWoi
YapyHKOBUX HauioHanbHoi bapmakonei aepxxasu €C (iHLwi

YyNaKkoBOK B navui

3MiHun). MNprBeaeHHs cneuundikauii Ta meToguk
KOHTPOMIO SIKOCTi Ha AOMOMIXXHY PEHOBUHY
MarHito kapboHar, L0 BUKOPUCTOBYETHLCS ANst
BupobHuuTBa M3, y BignosigHicTb 4o BUMOT
MoHorpadii "Magnesium carbonate, heavy"
€0, 3 ypaxyBaHHAM BUMOT, peKoMeHaaLin Ta
cTunictTukm €sponericbkoi Papmakonei i JDY.
Y 3B'A3Ky 3 UMM Bigbynocst BHECEHHS
peAakuiHnX NpaBoK Ta 3MiHW A0 PO3Ainy
3.2.P.4.1: -pepakuiviHi npaBkn po3ainis:
"KonbopogicTb po3dnHy”, "Xnopugn", "3aniso",
"KinbkicHe Bu3Ha4eHHs", "laeHTundikauia”,
"Onunc", "Cynbgatun”, "MikpobGionoriyHa
yucTtoTa". -0oaaeTbCca po3ain "PeyoBuHu,
HEPO34MHHI B OLITOBI KMCMOTI"; -po3ain
"Po34mnHHICTL" (NepeHeceHo A0 3aranbHUx
BMnacTMBOCTeN); Y 3B'A3Ky 3 UMM BHOCATLCS
Bi4NOBIgHI 3MiHM 0o po3giny 3.2.P.4.2.
BBegeHHs 3MiH npoTArom 6-Tu Micauis nicns
3aTBepAKEHHS. 3MiHM | TMny - 3MiHKM 3 sKoCTi.
[oToBMI Nikapcbkuin 3acib. KoHTponb
[OOMNOMiIXKHUX PeYOBUH. 3MiHa NnapameTpis
cneuudikauin Ta/abo gonycTummnx Mex ansi
[OMOMIXKHOI pe4OBUHU (BUINYYEHHS 3i
crneundikaLii He3Ha4YHOro NoKasHuKa
(Hanpvknag 3acTapinoro nokasHukay)).
BunyueHHs 3i cneundikaLii LONOMiXKHOT
PEYOBMHM MarHito kKapboHaT BaXKKuiA
NoKasHUKIB siKoCTi «Baxki meTtanm» Ta
«ApceH», BignoBigHo Ao maTtepianis
BMpoGHMKa 3rigHo 3 ICH Guideline Q3D
Elemental impurities» Ta Bumor gito4oi
MoHorpadgii € «Magnesium carbonate,
heavy». 3MiHu | TUny - 3MiHK 3 SKOCTI.
"oToBMI Nikapcbkuin 3aci6.Onuc Ta cknag
(iHWi 3MiHW). YTOYHEHHS Ha3BM AOMOMIKHOT
peyoBuHM MarHito kapboHaT 3rigHO hakTUYHUX
BMacTMBOCTEN PEYOBUHY, LLO
BVIKOPVCTOBYETbLCS ANs BUpobHuuTea 13, y
BigNoOBigHOCTI A0 MoHorpadii EP «Magnesium
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Ne
n/n

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHs1

Homep

peecmpayiliHo2o

noceio4yeHHs1

carbonate, heavy» (6e3 3MiHM JOMOMiDKHOT
peyoBuHY i ii KinbkocTi).Oitoua
pegakuis:MarHusi kapboHaT nerkumn.
[NponoHoBaHa peaakuis:

MarHito kapboHaT BaxKuii. 3MiHU BHECEHi Y
po3ain "Cknag" (4onomixkHi pe4oBuHN) B
iHCTPYKUil0 ONst MEAVYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby. BeBeaeHHs1 3MiH npoTsrom
6-TV MicsUiB nicns 3aTBEPOKEHHS.

180.

nonAnPuNn A

Kancynu TBepgi, no
5 mr/5 wr; no 10 abo
no 6 kancyny
6nictepi; no 3 abo
no 5 6nictepis y
KapTOHHiIN kopoOLi

dapmaneBTuy
HWIA 3aBog
«MNOJIbOAPM
A» C.A.

MNonbLa

dapmaueBTUYHU
1 3aBOA
«MNONb®APMA
» C.A.

Monbwa

BHECEHHS 3MiH O peecTpauinHuX maTepianis:
3minn | Tuny - 3minn 3 akocTi. CepTudikat
BignosigHocTi/ME-cepTudikaT BiANoBIigHOCTI
€BponeWcbkin dhapmakonei/MoHorpadii.
MoaaHHsa HoBoro abo oHoBNEHOro
cepTuddikarta BignosiaHOCTi abo BMUNyYEHHsI
cepTuddikaTta BignoBigHOCTI €Bponenchkii
dapmakonei: gna A®I; onsa BUXigHOro
maTepiany/peareHTy/npoOMiXKHOTO NMPOAYKTY,
LLIO BUKOPUCTOBYIOTbCS Y BUPOBHMUTBI AdI;
Ans AOMOMDKHOI pevoBuHM (cepTudikaT
BiNOBIgHOCTI €Bponeinchkin dapmakonei) -
OHoBneHur ceptudikat Big yxe
3aTBepAKeHOro BMpobHuKa - MogaHHA
oHoBreHoro CepTtudikaty BignosigHocTi
€Bponeicbkin Papmakonei R1-CEP 2002-
072-Rev 09 (3aTBepaxeHo: R1-CEP 2002-
072-Rev 08) ons fpito4oi pe4oBUHUT
Amlodipine besilate Big Bxe 3aTBepaXeHoro
BupobHka GLOCHEM INDUSTRIES
PRIVATE LIMITED, India.
3minu | Tuny - 3miHm 3 sikocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT BiANoOBIigHOCTI
€Bponelicbkint hapmakonei/MoHorpadii.
MogaHHsa HoBoro abo oHOBNEHOrO
cepTuddikaTta BianoBiaHOCTi abo BUIyYEHHSsI
cepTudcpikaTa BignosigHoCTi €Bponenchkin
dapmakonei: gna A®l; ons BUxigHoro
matepiany/peareHTy/npoOMiKHOrO MPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
Ansi AOMOMiXHOI peyvoBuHN (cepTudikaT
BiZNOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBneHun cepTudikaT Big yxe
3aTBepOKeHOro BUpobHUKa - MoaaHHs
oHoBreHoro CepTudikaty BignosigHocCTi
€Bponelicbkit Dapmakonei R1-CEP 2002-
072-Rev 10 ans gitoyoi pevoBuHUT Amlodipine
besilate Big BXxe 3aTBepaKkeHOro BUpobHMKa
GLOCHEM INDUSTRIES PRIVATE LIMITED,
India.

3a
peuenmom

UA/20335/01/01

181.

NonAnNPUN A

Kancynv TBepgi, no
10 mr/10 mr; no 10

dPapmaueBTUy
HWIA 3aBof

Monbwa

dapmMaLeBTUYHN
1 3aBof

MonbLwa

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3minu | TMny - 3miHm 3 sikocTi. CepTudikat

3a
peuernmom

UA/20335/01/03
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

abo no 6 kancyny
6nicTepi; no 3 abo
no 5 Gnictepis y

KapTOHHiIN kopooLi

«MONb®APM
A» C.A.

«MNONb®APMA
» C.A.

BignosigHocTi/lE-cepTudikaT BiANOBIgHOCTI
€sponelicbkin hbapmakonei/moHorpadii.
MogaHHsa HoBoro abo oHoBnEHOro
cepTuddikaTta BignoBigHOCTi abo BUNyYEHHSsI
cepTudikaTta BignoBigHOCTI €BpONENChbKiin
dapmakonei: gna APl; ons BuxigHoro
matepiany/peareHTy/npoOMiXKHOTO MPOAYKTY,
LLLO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI AdI;
0N LOMOMIXKHOI pevyoBUHM (cepTudikat
BiZNOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBneHun ceptudikaT Big yxe
3aTBepOKeHOro BUpobHuKa - MogaHHs
oHoBreHoro CepTtudikaty BignosigHocTi
€sponericbkin Papmakonei R1-CEP 2002-
072-Rev 09 (3aTBepaxeHo: R1-CEP 2002-
072-Rev 08) ans pito4oi peyoBUHUT
Amlodipine besilate Big Bxe 3aTBepaxeHoro
BupobHmnka GLOCHEM INDUSTRIES
PRIVATE LIMITED, India.
3miHu | Tvny - 3minm 3 AkocTi. CepTudikat
BignosigHocTi/ME-cepTudikaT BiANoBIigHOCTI
€Bponecbkin dhapmakonei/MoHorpadii.
MoaaHHsa HoBoro abo oHoBREHOro
cepTuddikarta BignoBiaHOCTi abo BMUNyYEHHs!
cepTudikaTta BignoBigHOCTI €Bponenchkii
dapmakonei: gna ADI; onsa BUxigHoro
maTepiany/peareHTy/npoMiXKHOTO MPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
Ans AOMOMDKHOI peyqoBuHM (cepTudikaT
BigNOBIgHOCTI €Bponerchkin hapmakonei) -
OHoBneHun ceptudikaT Big yxe
3aTBepOKeHOro BUpobHuKa - MogaHHA
oHoBneHoro CepTudgikaTty BiANOBIQHOCTI
€Bponericbkit Papmakonei R1-CEP 2002-
072-Rev 10 ans gitoyoi pevoBmHUT Amlodipine
besilate Big BXxe 3aTBepaKeHOro BUpobHMKa
GLOCHEM INDUSTRIES PRIVATE LIMITED,
India.

182.

nonAnPun A

kancynu Tepgi, no
10 mr/5 mr; no 10
abo no 6 kancyny
6nicTepi; no 3 abo
no 5 Gnictepis y
KapTOHHiIN kopobui

dapmaueBTuy
HWIA 3aBoa
«MOJNIb®APM
A» C.A.

MNonblia

dapmaueBTUYHN
1 3aBof
«MOJNIbOAPMA
» C.A.

MonbLla

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3miHu | TMny - 3miHm 3 sikocTi. CepTudpikat
BignosigHocTi/lE-cepTudikaT BiANOBIgHOCTI
€Bponelicbkiit hapmakonei/MoHorpadii.
MopaHHa HoBoro abo oHoBREHOro
cepTudikaTta BignoBigHOCTi abo BUIyYEHHSsI
cepTudpikaTa BignoBigHoCTi EBponenchkin
dapmakonei: gna A®l; ons BUXigHoro
marepiany/peareHTy/npOMiIKHOTO MPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOOHULUTBI ADI;
Ansi AOMOMiXHOT peyvoBuHN (cepTuddikaT
BiZNOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBneHun cepTudikaT Big yxe

3a
peuerimom

UA/20335/01/02




125 [IponoBkeHHs 1oaarka 3
Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
3aTBepOKeHoro BUpobHuKa - MogaHHs
oHoBneHoro CepTtudikaTty BiANOBIAHOCTI
€Bponeicbkin Papmakonei R1-CEP 2002-
072-Rev 09 (3aTBepaxeHo: R1-CEP 2002-
072-Rev 08) ans gito4oi pe4oBUHUT
Amlodipine besilate Big BXXe 3aTBEpPAKEHOTO
BupobHmnka GLOCHEM INDUSTRIES
PRIVATE LIMITED, India.
3MiHn | TMny - 3miHn 3 akocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT BiANOBIgHOCTI
€sponeicbkin hapmakonei/moHorpadii.
MogaHHsa HoBoro abo oHoBREHOro
cepTuddikarta BignoBiaHOCTi abo BMUNyYEHHs!
cepTudikaTta BignoBigHOCTI €EBPONENChKiNn
dapmakonei: gna Adl; ons BuxigHoro
maTepiany/peareHTy/npoOMiXKHOTO MPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI;
ONs LOMOMIXKHOI pevyoBUHM (cepTudikat
BiNoOBIigHOCTI €Bponeichkin tapmakonei) -
OHoBneHun ceptudikaT Bif yxe
3aTBepOKeHOro BUpobHUKa - MogaHHs
oHoBreHoro CepTtudikaty BignosigHocTi
€sponericbkin Papmakonei R1-CEP 2002-
072-Rev 10 gnsa gitoyoi pedouHntT Amlodipine
besilate Big Bxe 3aTBEpPOKEHOTO BUPOBHMKA
GLOCHEM INDUSTRIES PRIVATE LIMITED,
India.
183. | MIPEBEHAP® cycneHsisi ansi Mdpanzep CLUA Mdpanzep Benbris/ BHECEHHS 3MiH 10 peecTpauiiHux maTepianis: 3a UA/15864/01/01
13/ iH’exuin; mo 1 gosi Eny.Ci.Mi. MeHtodekdypuH IpnaHais 3minu |l Tuny - 3MiHn Wwopo peuernmom
PREVENAR® (0,5mn)y Kopnope#nwH r Benbrist HB, 6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy.
13 BAKLUMHA nonepegHL0 Benbris; IHWi 3MiHW, AKi He BBIALWNW Yy Len po3ain, sk
NMHEBMOKOKO | HanoBHeHoMy Mdpanszep BKII0YAIOTb NOAAHHS pe3ynbTaTiB AOoCNiAKeHb
BA Lwnpwui; no 1 Ipneng [0 KOMMETEHTHOro opraHy 3miHu BHECEHO [0
NONICAXAPUL | nonepenHbo dapmaceyTukan yacTtuH: |l «Cneuudikauis 3 6e3neku», |l
HA HaMnoBHEHOMY c, lpnangia «lMnaH 3 hapmakoHarnsaay», V «3axoam 3
KOH’IOFTOBAH LUNpULY Ta OAHiIN MiHimi3auii pusukisy, VI «Pesiome nnaHy
A BiJOKpeMneHin ronui ynpaBniHHa pusnkamuny, VIl «Jogatkun» y
(TPUHAQUATW | B iHoMBIQyansHOMy 3B’53Ky 3 pekomeHaauismmn PRAC B
BANEHTHA Yyoxni y 3aKkpuTomy pesynbTarTi ouiHkm PSUR, a came: BuganeHHsi
ALOCOPBOBAH | nnactukoBomy BaXMMBUX iAeHTUDIKOBAHNX PU3NKIB,
A) KOHTelHepi; no 1 BaXXMMBWX NOTEHLIMHNX PU3NKIB, @ TAKOX
nnacTMKoOBOMY BuaaneHHs BiACyTHbOI iHdopmalii. Pestome
KOHTelnHepi y nnaHy ynpasniHHA pu3ukamu Bepcis 13.0
KapTOHHI kopobui [ofaeTbea
184. | NPINIAXWU® 30 | TabneTku, BKPUTI BEPNIH-XEMI HimeuumnH MeHapiHi-®PoH Hime4vunHa BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis: 3a He UA/15385/01/02
Mmr NNiBKOBOO Al a XenpeH Mm6X 3minu | TUny - 3miHn WwWoao peuenmom nionsieae

ob6onoHkoto, no 30
mr; no 3 abo 6
TabneTok y
onictepax; no 1
Gnictepy y

6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
(iHLWi 3miHK) - 3MiHK BHeceHi Ao IHcTpykuii ans
MEAMYHOro 3aCTOCYBaHHsI NikapcbKoro 3acoby
0o posginis "B3aaemopis 3 iHWMMK
nikapcbknuMu 3acobamu Ta iHWi Buau
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

KapTOHHiIN kopooLi

B3aemogin" (pegakuinHa npaska),
"OcobnuBocCTi 3aCcToCyBaHHS" (YTOMHEHHSI
iH(bopMaUii LLoao AONOMIKHMX PEHOBUH).

TepMmiH BBeAEHHS 3MiH NPOTAroM 6 micauis
nicns 3aTeepakKeHHs. 3MiHn | Tuny - 3MiHn
wopno 6e3nekun/edhekTMBHOCTI Ta
capmakoHarnsgy (iHwi 3amiHW) - 3MiHM BHeCeHi
00 [HCTpyKUii AN MeguYHOro 3acTocyBaHHs
nikapcbKkoro 3acoby o posginy "Ynakoska"
(BUNYYEHHS1 pO3KNagHoi GricTepHOT ynakoBKu
Ta nepexig Ha CTaHAApPTHY YNakoBKy) 3
BiANOBIOHUMW 3MiHAMM B TEKCTi MapKyBaHHSA
yMakoBOK NikapcbKkoro 3acoby. BunyyeHHs
po3knagHoi GnicTepHoi ynakoBku (ramaHeLpb)
K [OOATKOBOro 3axofy 3 MiHimisauii puaukis,
Lo NpM3Beae A0 nepexody Ha CTaHOapTHY
ynakoBky. CTaHgapTHa BTOPUHHA yNaBKOBKa
3aMiHUTb BUNyYeHWIA ramaHeLb. 3MiHa
BHOCUTLCS Yy po3ain "Ynakoska" MKA. TepmiH
BBEAEHHS 3MiH NPOTSArom 6 Micsuis nicns
3aTBepAKeHHs. 3MiHm Il Tuny - 3miHK Wwopo
Ge3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
BHeceHHst abo 3miHa(n) Ao 3060B'A3aHbL Ta
YMOB BuAaui peecTpauinHoro noceig4yeHHs,
BKItoYatoum MnaH ynpaeniHHSA pusnkamm
(3acTocyBaHHS 3MiH(M), Aki(a) BUMaraTb(€)
noganbLoro obrpyHTyBaHHS HOBUMMU
[04aTKOBMM AaHWMMU, Lo MaloTb HagaBaTucs
KOMMETEHTHUM OpPraHoOM, OCKifbKN
BMMaraeTbCsi CyTTEBA OLjiHKA KOMNETEHTHUM
opraHom) - 3asiBHukom BEPIIH-XEMI
Al',HimeyunHa HagaHoO OHOBMEHWUI NNaH
ynpasniHHA puankamu Bepcis 9.0. 3MiHu
BHeceHo A0 YacTuH: |l «Cneuudikauis 3
6e3nekny, V «3axoau 3 MiHimMi3auii pu3ukiBy,
VI «Pestome nnaHy ynpasniHHA pusnkaMmmuy,
VII «dopaTkm» y 3B’A3Ky 3 pekomeHaauismm
PRAC B pesynbTari ouiHkm PSUR, a came:
BUAANEHHs BXNNBUX iEHTUDIKOBAHMX
PU3MKIB, BaXMMBUX NOTEHUIMHUX PU3KKIB, a
TaKoX BUAaneHHs BiACyTHbOI iHcpopmaLii.
CtpykTypy NYPa 6yno oHOBNEHO BiANOBIAHO
no pekomeHaaui Guideline on good
pharmacovigilance practices (GVP) Module V
— Risk management systems (Rev 2). Pestome
nnaHy ynpasniHHa puaukamu Bepcis 9.0
[0J3€eTbCs.

185.

APINIOXU® 60
mr

TabneTku, BKPUTI
nNiBKOBOO
06onoHkoto, no 60
mr; no 3 abo 6

BEPJIH-XEMI
Al

HimeuvuuH
a

MeHapiHi-PoH
XenpeH MM6X

Himeyunna

BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis:
3minu | TUny - 3miHn Wwoao
6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy
(iHwWi 3MiHK) - 3MiHK BHeceHi Ao IHCTpykuii ons

3a
peuerimom

He
nidnsieae

UA/15385/01/01
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHs1

Homep

peecmpayiliHo2o

noceio4yeHHs1

Tabnetok y
6nictepax; no 1
Gnictepy y
KapTOHHiIN kopooLi

MeAMYHOro 3aCTOCyBaHHsI NikapcbKoro 3acoby
0o posginis "B3saemopis 3 iHWMK
nikapcbkumm 3acobamu Ta iHWi BUAM
B3aemogin" (pegakuinHa npaska),
"OcobnuBoCTi 3aCTOCyBaHHS" (YTOMHEHHSI
iH(bopMaUii LLoao AONOMIKHMX PEHOBUH).
TepMmiH BBe4EHHS 3MiH NPOTAroM 6 micauis
nicns 3aTeepakKeHHs. 3MiHn | Tuny - 3MiHn
wopno 6e3nekun/edhekTMBHOCTI Ta
capmakoHarnsgy (iHwi 3miHu) - 3MiHW BHeCeHi
00 [HCTpyKUii AN MegnM4HOro 3acTocyBaHHs
nikapcbkoro 3acoby o posginy "Ynakoeka"
(BUNYYeEHHS1 po3KnagHoi GricTepHOT ynakoBKku
Ta nepexig Ha CTaHAAPTHY YNakoBKy) 3
BiANOBIOHUMW 3MiHAMM B TEKCTi MapKyBaHHSA
yMakoBOK NikapcbKoro 3acoby. BunyyeHHs
po3knagHoi GnicTepHoi ynakoBku (ramaHeLpb)
K [OOATKOBOro 3axofy 3 MiHimisauii puaukis,
Lo NpM3Beae A0 nepexody Ha CTaHAapTHY
ynakoBky. CTaHgapTHa BTOPUHHA yNaBKOBKa
3aMiHUTb BUNyYeHWIA ramaHeLb. 3MiHa
BHOCUTbCS Yy po3ain "Ynakoska" MKA. TepmiH
BBEAEHHS 3MiH NPOTSArom 6 Micsuis nicns
3aTBepAKeHHs. 3MiHu Il Tuny - 3miHK Wwopo
Ge3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
BHeceHHs1 abo 3miHa(u) Ao 3060B'A3aHb Ta
YMOB BuAaui peecTpauinHoro noceBigyeHHs,
BKItoYatoum MnaH ynpaeniHHSA pusnkamm
(3acTocyBaHHs 3MiH(1), Aki(a) BUMaraTb(€)
noganbLIoro obrpyHTyBaHHS HOBUMU
[04aTKOBMM AaHWMMU, Lo MaloTb HagaBaTucs
KOMMETEHTHUM OPraHoOM, OCKiNbKN
BMMaraeTbCsi CyTTEBA OLjiHKA KOMNETEHTHUM
opraHom) - 3asiBHukom BEPIIH-XEMI
Al',HimeuyunHa HagaHoO OHOBMEHWI NNaH
ynpasniHHA puankamu Bepcia 9.0. 3MiHu
BHeceHo A0 YacTuH: |l «Cneuudikauis 3
6esnekny, V «3axoau 3 MiHimisauii pu3ukiey,
VI «Pestome nnaHy ynpasniHHA pusnkaMmmuy,
VII «doaaTkm» y 3B’A3Ky 3 pekomeHgauisimm
PRAC B pesynbTari ouiHkn PSUR, a came:
BUAANeHHs BaXNMBUX ieHTUDIKOBaAHMX
PU3MKIB, BaXMBUX NOTEHUIVMHUX PU3KKIB, a
TaKoX BUAaneHHs BiACyTHbOI iHcbopmaLii.
CtpykTypy NYPa 6yno oHOBNEHO BiANOBIAHO
no pekomeHaaui Guideline on good
pharmacovigilance practices (GVP) Module V
— Risk management systems (Rev 2). Pestome
nnaHy ynpasniHHa puaukamu Bepcis 9.0
[0J3€eTbCs.

186.

NPOJNIKOTEKC

PO34MH ANs iH eKLin,

IBCA

LLiseruapi

KOHTPOI1b SIKOCTi:

LLiBeviuapis

BHECEHHS 3MiH [0 peecTpauiinHMX MaTepianis:

3a

UA/14719/01/01




128 [IponoBkeHHs 1oaarka 3
Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
25 mr/mn; no 1 mny IHcTUTYT a IBCA IHCcTUTYT YTOYHEHHS1 HaNUCaHHA 3asiBHMKa B HaKa3i peuenmom
donakoHi; no 7 Bioximik CA Bioximik CA, MO3 Ykpaiiu Ne 1191 Big 09.07.2024 B
chnakoHis B LLsenyapis npoueci BHECEeHHs 3MiH (3MiHu | Tuny -
KapTOHHiIN kopooLi AOMiHIiCTpaTBHI 3MiHW. 3MiHa HallMeHyBaHHS
BUPOGHMLTBO Ta/abo agpecu MicLsl NPOBaKEHHSI
roToBOro AisnbHOCTI BUpOGHMKa/imnopTepa rotoBoro
nikapcbKkoro nikapcbKoro 3acoby, BKMoYaum ginbHULi
3acoby, BUNYyCKy cepii abo MicLe npoBeaeHHs
nepBuHHE Ta KOHTPOJIO SIKOCTI. (QiSANbHICTb, 3a Ky
BTOPUHHE Bignosigae BUpOGHMK/iMNopTep, BKIOYaum
naKyBaHHs: BUNyCK cepin). 3miHa agpecu Ta
IBCA IHCcTUTYT HaviMeHyBaHHsi BUpobHuka IBCA [HcTutyT
Bioximik CA, Bioximik CA, LLiBeruapis, BignosiganbHoro 3a
LLisenuapis KOHTPOMb SKOCTi, 6e3 3MiHN MicuA
BUPOBHMUTBA. 3MiHN BHECEHO B iHCTPYKLIitO
BUMYCK cepii: Ona Megu4Horo 3aCToCcyBaHHSA NikapcbKoro
IBCA IHcTUTYT 3acoby Loa0 HaMeHyBaHHsI BUPOOHMKa 3
Bioximik CA, BiANOBIAHNMW 3MiHAMW Y TEKCTI MapKyBaHHS
LLBsenyapis yrnakoBKW nikapcbkoro 3acoby. BeeaeHHst 3amiH

npoTtarom 6-Tu micauis nicns
3aTBepMAKEHHS.3MiHM | TUNy - AaMiHicTpaTUBHI
3MiHW. 3MiHa HallMeHyBaHHS Ta/abo agpecu
3asiBHMKa (BNacHWKa peecTpauiiHoro
nocBeigyeHHst). 3MiHa HaiMeHyBaHHA Ta
agpecw 3asBHVKa. BBegeHHs amiH npoTtsarom 6-
Tn MicsLiB nicnsi 3aTBepakeHHS. 3MiHu | Tuny -
3MmiHu 3 aKocTi. FoToBMIA Nikapcbkuin 3aci6.
3MiHu y BUpo6HMUTBI. 3MiHa iMnopTepa/3miHu,
LLIO CTOCYIOTBCS BUMYCKY Cepii Ta KOHTPOIo
SIKOCTi FOTOBOIO fikapcbKkoro 3acoby (3amiHa
abo gopaBaHHsA BUPOOHWMKa, Lo Bignosigae 3a
BBE3€EHHS Ta/abo Bunyck cepii) - He
BKITH0YAKUM KOHTPOb/BUNPOBYBaHHS cepii.
3miHa BUpoOHWMKa BianoBiganbHoOro 3a BUNyck
cepii 3 IBCA IHctuTyT Bioximik CA, Bia anb
MoHTe 13, 6903 JyraHo, LUseruapia Ha IBCA
IHcTuTyT Bioximik CA, Bia Mian Ckaipono 49,
6912 Mayuano, Weenuapis. 3miHM BHeceHO
B iHCTPYKLit0 ANs MEANYHOrO 3aCTOCYBaHHSA
nikapcbkoro 3acoby LoA0 MiCLe3HaX04KEHHS
BMPOGHMKa 3 BiAMOBIAHMMU 3MiHAMW Y TEKCTI
MapKyBaHHSs! yNakoBKM MikapCbKoro 3acoby.
BBegeHHs 3MiH NnpoTArom 6-Tu Micsuis nicns
3aTBepAKeHHS. 3MiHu | Tuny: AgmiHicTpaTuBHI
3MiHn. 3MiHa HanMeHyBaHHs Ta/abo agpecu
Micusi MpoBadKEHHS AisiNbHOCTI
BMPOGHMKa/imnopTepa rotoBoro nikapcbKoro
3aco0y, BKIOYa4m AinbHULL BUNYycKy cepii
abo micLe NnpoBeeHHst KOHTPOIHO SIKOCTI.
(DisinbHiCTb, 3a Ky BigNoBinae
BMPOGHMK/iMNOpTEp, He BKIOYayM BUMYCK




129 [IponoBkeHHs 1oaarka 3
Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
cepint). 3miHa agpecu Ta HalMeHyBaHHS
BMpOobHYKa BignoBigansHoOro 3a BUpoObHULTBO
rOTOBOrO fMikapCbKoro 3acoby, nepBuHHe Ta
BTOPWHHE NakyBaHHsi, 6e3 3MiHW micus
BUPOGHMLUTBA. BBEAEHHS 3MiH NpoTsirom 6-Tu
MicsiLiB nicnsi 3aTBepaKeHHs ). Pepakuis B
Hakasi - IBCA IHctutyT Bioximik C.A. BipHa
peaakuis - IBCA IHctutyT Bioximik CA.
187. | PAN3OOEr® PO34MH Ans iH'ekuin, A/T Hoso [anis BupobHmuTBO, Hanis/ BHECEHHS 3MiH 0 peecTpaLinHMX maTepianis: 3a UA/14281/01/01
PJNIEKCTAY® 100 O/mn; no 3 mn Hopaick HanoBHEHHS B ®paHuia 3MiHu | TMNy - 3MiHK Woao peuenmom
y KapTpuaxi, Skun nepBUHHY 6e3nekv/edekTMBHOCTI Ta bapmakoHarnsgy
MIiCTUTbCS Y yNakoBKy Ta (iHWi 3MiHW) 3MiHN BHECEHI B TEKCT
6aratogo308iit KOHTpOnb 6arnky. MapKyBaHHS BTOPUHHOT YNaKOBKM NiKapCbKOro
0[HOpPa30Bin BignosiganbHui 3aco0by LL0a0 3a3HavYeHHs Ha3BM NiKapCbKoro
Lwnpuy-pysui; no 1 3a BUMYCK: 3acoby [40AaTKOBO aHIMiNCHKOK MOBOIO.
abo no 5 wnpwuu- A/T Hoso BBegeHHst 3MiH NpoTsrom 6-tn micauis nicna
PYYOK y KapTOHHIN Hopaick, [aHis 3aTBEPKEHHS
Kopobui
KomnnektyBaHH
1, MapKyBaHHS!
Ta BTOpPWHHE
nakyBaHHsi
roToBOro
NpoaykKTy.
KoHTponb sKocTi
©anky rotoBoro
npoaykTy Ta
KiHLEBOro
roToBOro
NpoaykKTy:
A/T Hoso
Hopaick, OaHis
MapkyBaHHs Ta
BTOPWHHE
nakyBaHHs1
roToBOro
NpoaykKTy:
HoBo Hopgaick
[MpoatokCboH
CAC, ®paHuis
188. | PANIKIIAB-625 TabneTku, BKPUTI Inka IHAis Inka IHaisa BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis: 3a UA/16724/01/01
NniBKOBOO JlabopaTopia JlabopaTopis 3minu | Tvny - 3miHn wWoao peuenmom
obornoHkoto no 500 Nimiteg Timiteq 6e3nekn/ehekTMBHOCTI Ta dhapmakoHarnsgy.

mr/125 mr no 3
TabneTku y cTpuni,
no 7 ctpunis y
KapTOHHI kopobui

BBeaeHHsA abo 3MiHM 40 y3aranbHeHWX AaHux
npo cucteMy chapmakoHarnagy (BBeAeHHs
y3aranbHeHUX AaHux npo cuctemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI
ocobw, BignoBiganbHoI 3a 3AiNCHEHHS
dapmakoHarnsifly; KOHTaKTHoOi ocobu 3




130 [TponoBkeHHs noaaTKa 3
Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
(bapmakoHarnagy 3asiBHUKa ANg 30iNCHEHHSA
dapmakoHarnsay B YKpaiHi, KO BOHA
BigMiHHA Big yNOBHOBaXXeHOI ocobu,
BiANOBiganbHOI 3a 3AiNCHEHHS
apmakoHarnsgy (BKo4aym KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLleHHi MacTep-channa
cuctemn hapMakoHarnsgy) 3MiHa KOHTaKTHOI
ocobu 3asiBHKKa, BiANOBiganbHoi 3a
capmakoHarnsg B YkpaiHi.
[Litova pepakuis: Txagadi JaHiens.
[MponoHoBaHa pepakuisi: CapaniHa Onbra
IBaHiBHaA. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3asBHMKA, BiANoBiganbHoOI 3a
dapmakoHamnsg B YKpaiHi.
189. | PENNAKCUN Kancynu Teepai; no AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 6e3 UA/5286/01/01
10 kancyny "KNIBCbKNA "KNIBCbKI 3Mminn | Trny - 3MiHmn woao peuenma
6nicTepi; no 2 BITAMIHHW BITAMIHHAW 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy
6nictepu B navui 3ABOO" 3ABOLO" (iHWi 3miHW)
OHOBIEHHS TEKCTY MapKyBaHHsi BTOPUHHOT
ynakoBKM nikapcbKkoro 3acoby, a came:
Ay6ntoBaHHsi TEKCTY aHrMikCbKOK MOBOIO, a
TakoX y n.17. IHWE BTOpMHHOI Ta NepBUHHOI
yNakoBOK AoAaHo iHcpopmalito npo forotun
3asBHMKa. TepMiH BBEAEHHSA 3MiH NPOTSArom 6
MicsaLiB Micnsa 3aTBEpPAXEHHS.
190. | PUHOCTON cnpen HasanbHUK, CninbHe Ykpaina CninbHe YkpaiHa BHECEHHS 3MiH O peecTpauiiHix maTtepianis: bes UA/20110/01/01
pososaHui 1,0 YKpaiHCbKO- yKpalHCbKO- 3miHu | Tuny - 3minm 3 sikocTi. CepTudpikat peuenma
mr/mn, no 10 mny icnaHcbke icnaHcbke BignosigHocTi/lE-cepTudikaT BiANoOBIigHOCTI
nonieTMneHoBomy nianpMeEMCTBO nignpueMcTeo €Bponelicbkin hapmakonei/moHorpadii.
KOHTEWHepi 3 «Cnepko «Cnepko MogaHHsa HoBoro abo oHOBNEHOrO
Hacocom 3 YkpaiHa» Ykpaina» cepTudpikaTa BignoBigHOCTI abo BUNyYeHHS
posnunosayem; no (NoBHMI LMKN cepTudpikaTta BiaNOBIAHOCTI €BPONENChKin
1 KOHTeWHepy y BMPOGHMLTBA, dapmakonei: gna A®l; ons BUxigHoro
naJui 3 KapToHy BUNYCK cepii; maTepiany/peareHTy/npoOMiXKHOTO NMPOAYKTY,
KOHTPOIb LLIO BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI;
SIKOCTI) Ans AOMNOMiXHOI pevoBuHM (cepTuddikaT

BigNOBigHOCTI €Bponenchkin hapmakonei) -
OHoBneHun ceptudikaT Bif yxe
3aTBEpAKEHOro BUPOobOHWMKa - NofgaHHSA
OHOBIEHOro cepTudikaTy BiANOBIAHOCTI
€Bponeicbkini hapmakonei R1-CEP 2017-
054-Rev 00 Big 3aTBEpAKEHOMO BUPOOHMKa
Predsiebiorstwo Innowacyjno-Wdrozeniowe
IPOCHEM Sp. Z o. 0., Poland gito4oi
PEYOBWHM KCUIMOMETA30MiHY riApOXnopua, B
3B’A3KY 3i 3MiHOIO Ha3BW BUPOGHUKa
(3aTBepmkeHo: RO-CEP 2017-054-Rev 00
Predsiebiorstwo Innowacyjno-Wdrozeniowe
IPOCHEM Sp. Z 0. 0., Poland;
3anponoHoBaHo: R1-CEP 2017-054-Rev 00
WARSZAWSKIE ZAKLADY
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

FARMACEUTYCZNE POLFA S.A. IPOCHEM
BRANCH, Poland). 3miHu | Tuny - 3miHn 3
sikocTi. CepTudikat BignosigHocTi/l E-
cepTuddikat BignoBigHOCTI EBpONENCHKin
dapmakonei/moHorpadii. lMoaaHHA HoBoro
abo OHOBMEHOro cepTudikaTta BignNoOBIgHOCTI
abo Buny4eHHs ceptudpikata BignoBigHOCTI
€Bponewicbkin dapmakonei: ana A®l; ans
BUXIiQHOro matepiany/peareHTy/npoMixKHOro
NpoAyKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOGHMLUTBI ADI; Ans AONOMIDKHOI peHOBUHM
(ceptudbikat BignoBigHOCTI €BponeichbKii
dapmakonei) - OHoBNeEHU cepTudikart Big
yXKe 3aTBEPKEHOro BUPOOHMKA - NOAAHHS
OHOBJEHOroO cepTudpikaty BiANoOBIAHOCTI
€Bponevickkin thapmakonei CEP 2017-054-
Rev 01 Big 3aTBEpOXEHOro BUPOGHMKA
WARSZAWSKIE ZAKLADY
FARMACEUTYCZNE POLFA S.A. IPOCHEM
BRANCH, Poland gjto4oi pe4oBuHM
KCUINIOMEeTa30miHy rigpoxrnopua B 3B’A3Ky 3i
3MiHOI Ha3BM BMPOOHUKa (3aTBepakeHo: R1-
CEP 2017-054-Rev 00 WARSZAWSKIE
ZAKLADY FARMACEUTYCZNE POLFA S.A.
IPOCHEM BRANCH, Poland; 3anponoHoBaHo:
CEP 2017-054-Rev 01 ZAKLADY
FARMACEUTYCZNE POLFA S.A., Poland)

191.

PO3YBACIH

TabneTku, BKpUTI
NniBKOBOO
obonoHKoto, Mo 5 mr,
no 10 TabneTok y
6nictepi, no 3 abo
no 6 Gnictepis B
KapTOHHiI kopobui

OPTAHOCVH
NAVGCAEHC
U3 (E® 3ET)

OAE

AnoTekc IHK.

KaHaga

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
YTOYHEHHS1 peecTpaLiiiHoi npoueaypu B
Hakasi MO3 Ykpaiuu Ne 794 Big 07.05.2024 -
3miHu | TMNY - 3miHK 3 skocTi. FoToBUIA
nikapcbkui 3aci6. Onuc Ta cknag. 3miHa abo
A0AaBaHHA LWTaMmMiB, NOTOBLLEHb abo iHLWNX
MapKyBaHb, YKMo4aroum 3amiHy abo
AopasaHHs hapb Ans mapkyBaHHS
nikapcbkoro 3acoby (3miHa wramnis,
noToBLUeHb abo iHWMX MapKyBaHb)- 3MiHU 3a
nokasHukom «Onucy Ans 4o3yBaHHSA 5 Mr,
BUIyYeHHs rpasitoBaHHs «APO» 3 ogHoro
6oky Tabnetkn Ta «ROS» 3 iHWoOro 6oky.
3aTBepoXeHo:

Onwuc. XKoB.Ti kpyrni ABoonykni TabneTky,
BKPUTi NNiBKOBOK 060MOHKOM0, 3
rpaBsitoBaHHsAM «APO» Ha OfHill CTOpOHi Ta
«ROS» Hag «5» - Ha iHwWiMn.
3anponoHoBaHo:

Onuc. XKoBTi Kpyrni gBoonykni TabneTku,
BKPUTi NNiBKOBOK 060MOHKOM0, 3
rpaBitoBaHHAM «5» Ha OfHI CTOPOHI.
3MiHV BHECEHO B iHCTPYKLIiO A1 MEAUYHOIO
3aCcToCyBaHHS fnikapcbkoro 3acoby y posgin

3a
peuernmom

He
nidnsieae

UA/13316/01/01
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

"Nikapcbka hopma" (OCHOBHI (hi3nKO-XiMiYHi
BMNacTUBOCTI).

192.

PO3YBACIH

TabneTkn, BKpUTI
NniBKOBOIO
oboroHkoto, no 20
mr, no 10 TabneTok
y 6nicTepi, no 3
6nictepu B
KapTOHHiIN kopooLi

OPTAHOCUH
NAN®CAEHC
N3 (Ed 3ET 1)

OAE

AnoTekc IHK.

KaHaga

BHECEHHS 3MiH [0 peecTpauiiHux maTepianis:
YTOYHEHHS peecTpauiiiHoi npoueaypu B
Hakasi MO3 YkpaiHu Ne 794 Big 07.05.2024 -
3MminHn | TMny - 3MiHuM 3 sikocTi. [oToBUIA
nikapcbkui 3aci6. Onuc Ta cknag. 3miHa abo
[04aBaHHs LWTamMiB, NOTOBLLEHb abo iHLMX
MapKyBaHb, YKMo4aroum 3amiHy abo
AofaBaHHA hapb Ans MapKyBaHHS
nikapcbkoro 3acoby (3MiHa wramnis,
noToBLUEeHb abo iHWNX MapKyBaHb) - 3MiHM 3a
nokasHukom «Onucy» ans gosysanHs 10 mr, 20
mr Ta 40 Mr, a came BUMyYeHHs rpaBiloBaHHA
«APO» 3 ogHoro 6oky TabneTkn Ta «ROS» 3
iHWworo 6oky.
3aTBepaxeHo:

Onuc. Poxesi kpyrni asoonykni Tabnetku,
BKPWTi NNiBKOBOI 0BGOMOHKOI0, 3
rpaBsitoBaHHsIM «APO» Ha OfHill CTOpOHI Ta
«ROS» Hag «10» - Ha iHLWIiN.

Onuc. Poxesi kpyrni asoonykni Tabnetku,
BKPUTi MNiBKOBOO 060MOHKOI0, 3
rpaBitoBaHHAM «APO» Ha ofHili CTOpPOHi Ta
«ROS» Hag «20» - Ha iHLWUIN.

Onuc. PoxeBi oBanbHi 4BOONYKIi TabneTky,
BKPUTi MNiBKOBOK 060MOHKOM, 3
rpaBitoBaHHsIM «APO» Ha OfHill CTOpOHI Ta
«ROS40» - Ha iHwWin
3anponoHoBaHo:

Onuc. Poxesi kpyrni gBoonykrni TabneTku,
BKPUTi MNiBKOBOKO 060MOHKO0, 3
rpasitoBaHHsAM «10» Ha OAHi CTOPOHI.
Onuc. Poxesi kpyrni gBoonykrni TabneTku,
BKPUTi MNiBKOBOKO 060MOHKOI0, 3
rpasitoBaHHsAM «20» Ha OAHi CTOPOHI.
Onuc. PoxeBi oBanbHi ABoOMYKMi TaGneTky,
BKPUTi MNiBKOBOKO 060MOHKO0, 3
rpasitoBaHHAM «40» Ha OAHi CTOPOHI.
3MiHM BHECEHO B IHCTPYKLUilO ANst MEOUYHOTO
3aCTOCYBaHHsI NiKapcbKoro 3acoby y po3ain
"Nikapcbka chopma" (OCHOBHI (i3nKO-XiMiYHi
BMNacTUBOCTI).

3a
peuenmom

He
nidnsieae

UA/13316/01/03

193.

PO3YBACIH

TabneTkn, BKpUTI
NniBKOBOO
obonoHkoto, no 40
mr, no 10 TabneTok
y 6nicTepi, no 3
Gnictepu B
KapTOHHiIl kopobui

OPTAHOCVH
NAVGCAEHC
U3 (E® 3ET )

OAE

AnoTekc IHK.

KaHapa

BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis:
YTOYHEHHSA peecTpauiiiHoi npoueaypu B
Hakasi MO3 YkpaiHu Ne 794 Big 07.05.2024 -
3miHu | TUNY - 3miHK 3 gkocTi. FoToBUIA
nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa abo
A0AaBaHHA LWTaMMiB, NOTOBLLEHb abo iHLIKX
MapKyBaHb, YKIouaum 3amiHy abo
AofaBaHHa apb Ans MapkyBaHHS

3a
peuerimom

He
nidnsieae

UA/13316/01/04
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

nikapcbkoro 3acoby (3MiHa wramni.,
NoTOBLLUEHb abo iHLWWX MapKyBaHb) - 3MiHU 3a
nokasHukom «Onucy» ans gosyeanHsa 10 mr, 20
mr Ta 40 Mr, a came BUMyYeHHs rpaBitoBaHHSA
«APO» 3 ogHoro 6oky Tabnetku Ta «ROS» 3
iHWworo 6oky.
3artBepaKeHo:

Onuc. Poxesi kpyrni ABoonykni Tabnertku,
BKPWTi NNiBKOBOK 0BGOMOHKOM0, 3
rpasitoBaHHAM «APO» Ha ofHili CTOPOHi Ta
«ROS» Hag «10» - Ha iHLWLINA.

Onuc. Poxesi kpyrni gsoonykni TabneTtku,
BKPWTi NNiBKOBOK 0BGOMOHKOI0, 3
rpaBsitoBaHHsIM «APO» Ha OfHill CTOPOHI Ta
«ROS» Hag «20» - Ha iHLWIN.

Onuc. PoxeBi oBanbHi gBoonykni TabneTku,
BKPUTi MNiBKOBOO 06OMOHKOI0, 3
rpaBitoBaHHAM «APO» Ha ofHili CTOpPOHi Ta
«ROS40» - Ha iHwWin
3anponoHoBaHo:

Onuc. Poxesi kpyrni asoonykni Tabnetku,
BKPWTi NNiBKOBOK 0GOMOHKOI0, 3
rpagitoBaHHsAAM «10» Ha OZHIN CTOPOHI.
Onuc. Poxesi kpyrni asoonykni Tabnetku,
BKPWTi NNiBKOBOI 0BGOMOHKOI0, 3
rpaBitoBaHHAM «20» Ha OZHI CTOPOHI.
Onuc. PoxeBi oBanbHi ABoOMyKMi TabneTky,
BKPUTi NNiBKOBOK 060MOHKOM0, 3
rpaBitoBaHHAM «40» Ha OZHi CTOPOHI.
3MiHM BHECEHO B iHCTPYKLUilO ANst MEOUYHOTO
3aCTOCyBaHHs1 Nikapcbkoro 3acoby y po3ain
"Nikapcbka chopma" (OCHOBHI (i3VKO-XiMiYHi
BMacTUBOCTI).

194.

PO3YBACIH

TabneTku, BKpUTI
NniBKOBOO
obornoHkoto, no 10
mr, no 10 TabneTok
y 6nictepi, no 3 abo
no 6 Gnictepis B
KapTOHHI kopobui

OPTAHOCVH
NAVGCAEHC
U3 (E® 3ET )

OAE

AnoTekc IHK.

KaHaga

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
YTOYHEHHS peecTpauiiiHoi npoueaypu B
Haka3i MO3 Ykpainu Ne 794 Big 07.05.2024 -
3miHu | TMNY - 3miHK 3 skocTi. FoToBUIA
nikapcbkui 3aci6. Onuc Ta cknag. 3miHa abo
A0AaBaHHA LWTaMmMiB, NOTOBLLEHb abo iHLWNX
MapKyBaHb, YKMto4arym 3amiHy abo
fofaBaHHA hapb Ans MapKyBaHHS
nikapcbkoro 3acoby (3miHa wramnis,
noToBLUEHb abo iHLWMX MapKyBaHb) - 3MiHU 3a
nokasHukom «Onucy» ansa gosyeanHsa 10 mr, 20
Mr Ta 40 Mr, a came BUIyYeHHs rpaBitoBaHHS
«APO» 3 ogHoro 6oky Tabnetku Ta «ROS» 3
iHWoro 6oky.
3aTBEpOXeHO:

Onuc. Poxesi kpyrni goonykni TabneTku,
BKPUTi MNiBKOBOK 060MOHKOM0, 3
rpaBitoBaHHsIM «APO» Ha OfHill CTOpOHI Ta

3a
peuernmom

He
nidnsieae

UA/13316/01/02
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

3acoby

«ROS» Hag «10» - Ha iHLWIN.

Onuc. Poxesi kpyrni ABoonykni Tabnertku,
BKPWTi NNiBKOBOK 0BOMOHKOI0, 3
rpasitoBaHHAM «APO» Ha ofHili CTOPOHi Ta
«ROS» Hag «20» - Ha iHLLIN.

Onuc. PoxeBi oBanbHi 4BOONYKi TabneTky,
BKPWTi NNiBKOBOK 0BOMOHKOI0, 3
rpasitoBaHHAM «APO» Ha ofHili CTOPOHi Ta
«ROS40» - Ha iHwWin
3anpornoHoBaHo:

Onuc. Poxesi kpyrni ABoonykni Tabnertku,
BKPWTi NNiBKOBOK 0BGOMOHKOI0, 3
rpaBitoBaHHAM «10» Ha OOHIN CTOPOHI.
Onuc. Poxesi kpyrni ABoonykni TabneTku,
BKPWTi NNiBKOBOI 0GOMOHKOI0, 3
rpaBitoBaHHAM «20» Ha OOHIN CTOPOHI.
Onuc. PoxeBi oBanbHi 4BOONYKIi TabneTky,
BKPWTi NNiBKOBOK 0GOMOHKOI0, 3
rpaBitoBaHHAM «40» Ha OOHIN CTOPOHI.
3MiHM BHECEHO B IHCTPYKLIiO ANt MEAUYHOTO
3aCTOCYBaHHs! NikapcbKoro 3acoby y po3ain
"Nikapcbka hopma" (OCHOBHI hi3nKO-XiMiYHi
BMNacTUBOCTI).

195.

CAHOOCTATHU
H®

PO34MH AN iH'EKUIN,
0,05 mr/1 mn; no 1
M1 B amnyni; no 5
amnyn B kopob6ui 3
KapToHY

Hoeapric
dapma Al

LLsenuapi
a

BUPOBHMUTBO 3a
NOBHUM LIMKIOM:
Hosaprtic ®apma
Ltenn AT,
LLisenuapis
BUWMYCK cepil:
HoBapric
dapmacbioTurka,
C.A., Icnanis
BMPOGHMLTBO,
nepBUHHE Ta
BTOPWHHE
nakyBaHHs,

KOHTPOJ1b AKOCTI:

Henbdapm
OixoH, ®paHuis

LLseviuapis/
Icnanis/
®paHuia

BHECEHHS 3MiH O peecTpaLinHUX maTepianis:
3MiHn | TUNy - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HariMeHyBaHHs Ta/abo agpecu micus
npoBagXXeHHs AiAnbHOCTI BUPOOHYMKa
(Bkntoyatoun, 3a HeobxigHocTi, Micue
NPOBEAIEHHST KOHTPOIIO AKOCTI), abo BnacHuka
macTtep-darina Ha A®l, abo noctayanbHuUka
Adl/BuxigHoro
matepiany/peareHTy/npOMiKHOTO MPOAYKTY,
LLIO 3aCTOCOBYOTBLCS Y BUPOGHMLTBI ADI (sIKLLo
3a3Ha4yeHo y JOCbE Ha fnikapcbkuii 3acib) 3a
BiZICYTHOCTi cepTudikaTa BignoBigHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaXeHOMy
pocbe, abo BUpoOHMKa HOBOT AOMOMIXKHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Yy A0Cbe) 3MiHa
Ha3BM Ta agpecu BUpo6Huka AD| okTpeoTuay.
Bupo6Huya ginbHuUS Ta yci BUpoGHUYi
onepauii 3anuwarTbCcsa He3aMiHHUMK. [itoua
pepakuis: Po3gin 3.2.S.2.1 BUpobHuk(u):
Novartis Ringaskiddy Limited Ringaskiddy Co.
Cork Ireland MKA J13: Hoeaprtic PiHrackigai
Timiten, Ipnangisi / Novartis Ringaskiddy
Limited, Ireland MponoHoBaHa pepakuis:
Po3sgin 3.2.S.2.1 Bupo6Huk(u): Sterling
Pharma Ringaskiddy Limited Ringaskiddy
Cork, P43 FR63 Ireland MKA N3: CtepniHr
dapma Pinrackigai Jliviteq, Ipnangis / Sterling

3a
peuerimom

Pharma Ringaskiddy Limited, Ireland

UA/9821/01/01
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[IponoBkeHHs 1oaarka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
196. | CAHOOCTATHU PO34MH Ans iH'ekuin, Hosapric Llserinapi | BupobHMUTBO 3a | LlUBenuapis/ BHECEHHS 3MiH 0 peecTpaLinHMX maTepianis: 3a UA/9821/01/02
H® 0,1 mr/1 mn; no 1 mn dapma Al A MOBHUM LINKIOM: Icnanis/ 3MiHn | TMny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa peuernmom
B amnyni; no 5 HosapTic ®apma ®paHuia HaliMeHyBaHHs Ta/abo agpecu micus
amnyn B Kopobui 3 LtenH AT, NPOBaXeHHs JisANbHOCTI BUPOOHMKa
KapToHy LLisenuapis (Bkntoyatoum, 3a HeobXigHOCTI, MicLe
BUNYCK cepii: NPOBEAEHHST KOHTPOIIO AKOCTI), abo BnacHuka
HosaprTic MacTep-canna Ha A®l, abo nocTayanbHuKa
dapmacbioTurka, Adl/BnxigHoro
C.A., IcnaHis mMaTtepiany/peareHTy/NpoMiDKHOTrO NPOAYKTY,
BUPOBHMLTBO, LLIO 3aCTOCOBYHTLCA Y BUPOOHULTBI ADI (AKLWO
nepBuHHe Ta 3a3Ha4YeHo y JOCbE Ha fikapcbkuii 3acib) 3a
BTOPUHHE BiACYTHOCTI cepTudikaTa BignoBigHOCTI
nakyBaHHs, €BponeWcbkin dhapmakonei y 3aTBepaKeHoMy
KOHTPOMb SKOCTI: Aocbe, abo BUpOBHMKa HOBOT AOMOMIKHOT
Henbdapm PEYOBUHM (SIKLLO 3a3Ha4YeHo y focbe) 3MiHa
LixxoH, ®paHuin Ha3Bu Ta agpecu BupobHuka APl okTpeoTuay.
BupobHuya ginbHWUS Ta yci BUpobHuyi
onepauii 3anuwarTbCs He3MiHHUMK. [itoya
peaakuisi: Poagin 3.2.S.2.1 BupobHuk(n):
Novartis Ringaskiddy Limited Ringaskiddy Co.
Cork Ireland MKA J13: HosaprTic PiHrackigai
Nimitean, lpnaHgis / Novartis Ringaskiddy
Limited, Ireland MNMponoHoBaHa pegakuis:
Po3gin 3.2.S.2.1 BupoGHuk(n): Sterling
Pharma Ringaskiddy Limited Ringaskiddy
Cork, P43 FR63 Ireland MKA N3: CrepniHr
dapma PiHrackinai Nimiteq, Ipnangis / Sterling
Pharma Ringaskiddy Limited, Ireland
197. | CEBIKAP HCT TabneTtkn, BKpUTI 3eHTiBa, K.C. Yecbka Haivi CaHkio HimeuunHa BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: 3a UA/17662/01/01
NniBkOBOIO Pecny6bnik Opoyn MmM6X YTOYHEHHSA peecTpaliiHoro Homepa B peuenmom
o6onoHkoto, 20 mr/5 a Hakasi MO3 Ykpainu Ne 1191 Big 09.07.2024
mr/12,5 mr; no 14 B npoueci nepepeecTpadii. Pegakuis B
TabneTok y 6nictepi; Hakasi - UA/17647/01/01. BipHa pepakuis -
no 2 6nictepa y UA/17662/01/01.
KapTOHHIN nayi;
198. | CUBYTIH TabneTku no 5 wmr, AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHuX maTepianis: 3a UA/6115/01/01
no 10 TabneTok y "KNIBCbKUW "KUIBCbKWW 3MiHu | Tuny - 3minm woao peuenmom
6nictepi, no 3 BITAMIHHIAN BITAMIHHAN 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsay
6nictepu B nayui 3ABOA" 3ABOLO" (iHLWi 3MiHWK)
OHOBIEHHS TEKCTY MapKyBaHHsi BTOPUHHOT
ynakoBKM nikapcbKkoro 3acoby, a came:
[y6ntoBaHHst TEKCTY aHrMiACbKOK MOBOIO, a
Takox y n.17. IHWE goaaHo iHdopMauito npo
nIoroTun 3asBHUKA. TepMiH BBEAEHHS 3MiH
npoTArom 6 MicsAuUiB Nicns 3aTBEPKEHHS
199. | CUHEKOA Kpanni opanbHi Ans XaneoH KX LLiBeruapi | BMPOGHMLTBO 32 LLiBenuapis BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: bes He UA/5260/02/01
niten, 5 mr/mn; no CAPN | MOBHUM LINKIOM: 3MiHn | TMny - 3MiHK Woao peuernmom nionsieae

20 mn y chrnakoHi 3 XaneoH KX 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay
KpanenbHULEe i C.a.p.n. (iHWi 3MiHKM) 3MiHM BHECEHI B iIHCTPYKLit0 Ans
KpULLIKOHO; MO 1 MeANYHOro 3acTOCYBaHHS NikapCbKoro 3acoby
hnakoHy y LLI0A0 NpUBEAEHHS Ha3BM po3Ainy
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
KapTOHHiIN kopooLi «MicuesHaxompkeHHs BUpOOHMKa Ta agpeca
MiCLil NPOBAMKEHHS NOr0 QiANbHOCTI» y
BignosigHicTe 3 [logatkom 18 Mopaaky.
BBegeHHs 3miH npoTsArom 6-Tu MicsuiB nicnsi
3aTBEPKEHHS.
200. | COJIEKC® Tabnetkn no 100 mr; | PiBocdhapm CA | LUsenuapi PiBocapm CA LLiseviLapis BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a UA/14312/01/02
no 10 TabneTok y a BMMPAaBIIEHO TEXHIYHY MOMUIKY B iHCTPYKLT peuenmom
Gnictepi; no 3 AN MeQu4YHOro 3acToCyBaHHS NikapCbKoro
Gnictepn y 3acoby, a came y Ha3Bi Nnikapcbkoro 3acoby
KapTOHHiI kopooLi 3a3HayeHin aHrMinCbLKOK MOBOIO:
3ATBEPIKEHO: COJIEKC® (SOLEX®)
SAMNPOIMNOHOBAHO: COJIEKC® (SOLEX)
201. | CONNEKC® Tabnetkun no 200 mr; | PiBodapm CA | Lsewnuapi Pisodgapm CA LLisenuapis BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3a UA/14312/01/03
no 10 TabneTtoky a BWMPAaBIIEHO TEXHIYHY MOMUIIKY B iHCTPYKLT peuenmom
6nictepi; no 3 ONa Megu4Horo 3aCToCyBaHHSA NikapcbKoro
onictepny 3acoby, a came y Ha3Bi NikapCbKoro 3acoby
KapTOHHiIN kopobui 3a3HaYeHil aHrMiNCbKOK MOBOIO:
3ATBEPI>KEHO: COJIEKC® (SOLEX®)
SAMNPOIMNOHOBAHO: COJIEKC® (SOLEX)
202. | COJIEKC® TabneTkn, BKpUTI Pisocdpapm CA | LUsenuapi Pisodgapm CA LLisenuapis BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3a UA/14312/01/01
NNiBKOBOO A BUNPaBEHO TEXHIYHY NMOMWIKY B iIHCTPYKLiT peyenmom
o6onoHkoto, no 400 AN MeQUYHOro 3acToCyBaHHS NiKapCbKoro
mr no 10 TabneTok y 3acoby, a came y Ha3Bi NnikapCbkoro 3acody
6nictepi; no 3 3a3HayeHin aHrnincbLKOK MOBOIO:
6nictepny 3ATBEPPKEHO: COJIEKC® (SOLEX®)
KapTOHHIN kopobui SATMNPOIMNOHOBAHO: COJIEKC® (SOLEX)
203. | CTPEC-TPAH rpaHynmno 10 r MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHux mMaTepianis: 6es nionsizae UA/3829/01/01
rpaHyn y neHani «HaujoHanbHa «HaujoHanbHa 3MiHu | Tuny - 3miHK 3 skocTi. FoToBMI peuenma
nonimepHomy; no 1 omeonaTnyH [omeonaTnyHa nikapcbkuii 3aci6. Cuctema
neHany B navuj 3 a Cninka» Cninka» KOHTelHep/3aKkynoptoBanbHui 3aci6. 3miHa y

KapToHy abono 5r
rpaHy”n y KOHTenHepi
3 403yBaHHsIM; Mo 2
KOHTEMHepU B nayui
3 KapTOHY

NEePBUHHIN yNakoBLii FOTOBOro MikapCbKoro
3acoby (Tvun koHTelHepa abo foaaBaHHSA
HOBOrO KOHTeWHepa) - TBepai, M'siki Ta
HecTepunbHI piaki nikapceki dopmu. CynyTHS
3MiHa- 3MiHu 3 gKocTi. [oToBUIA NiKapCbKui
3aci6. KoHTponb roToBOro nikapcbkoro 3acooy.
3miHa napameTpiB cneuudikauin Ta/abo
AOMNYCTUMKX MEX rOTOBOTO NiKapCbKOro
3acoby (AoNoBHEHHS cneuudikawii HoBUM
MOKa3HMKOM 3 BiNOBiAHUM METOAO0M
BUNpobyBaHHs) - BBEAEHHSA [OAATKOBOI
yNaKkoBKK, a Came KOHTelHep 3 A03yBaHHSAM Mo
5 r, 3 BHECEHHSAM BiAMNOBIigHNX 3MiH [0 p.
«YnakoBka» Ta LONOBHEHHs cneuudikadii M3
n. «Maca BMIiCTy ynakoBKuW: KOHTenHepu 3
[03yBaHHAM No 5 ry» 3 BiANOBIAHMM METOLOM
BMNPOOYBaHHs. 3MiHN BHECEHO B iHCTPYKLiIO
AN MeAUYHOTO 3acTOCYBaHHS NikapCbKoro
3acoby no posainy "YnakoBka" y 3B'si3ky 3
BBEOEHHAM J0L4ATKOBOI MEPBUHHOI YMAKOBKU
(KoHTeNHep 3 Ao3yBaHHSAM Mo 5r) Ta sk
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Ne
n/n

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

Hacnigok - BiANoBigHI 3MiHM BHECEHO A0
po3ainy "Cnocib 3acTocyBaHHs Ta fo3n"
(mopaBaHHsA anropuTMy 3acTOCyBaHHS) 3rigHO
3 MaTtepianamMu peectpauiHoro 4oChe.
BBeaeHo TekcT mapkyBaHHS A4S BiANOBIAHOIO
[03yBaHHS Ha 5 1 (NepBMHHA Ta BTOPUHHA
yNakoBKM Nikapcbkoro 3acoby). 3miHu | Tuny -
3MiHu 3 sKoCTi. FoTOBMIA nikapcbkuid 3aci6.
CucrtemMa KoHTelHep/3akynoptoBanbHuii 3acib.
3MiHa po3Mipy ynakoBKu roTOBOrO JlikapCbKoro
3acoby (3miHa KinbKoCTi oAguHUUbL (Hanpukiag
TabneTok, aMmny”n TOLO) B ynakoBLi:) - 3miHa
nosa AianasoHoM 3aTBEpPAXKEHMX pO3MipiB
YNaKOBKUN — Yy 3B’sI3Ky 3 BBEAEHHSIM [,04aTKOBOI
NEePBUHHOI YNaKOBKWN (KOHTENHEP 3
[03yBaHHAM, Mo 5 r), 3MiHIOETLCS KiNbKiCTb
OAWHULIL Y BTOPUHHIN ynakosLi. Y navui 3
KapTOHy Byae no 2 KOHTEeNHepU 3 A03yBaHHSAM.
3aranbHa KinbKiCTb nikapcbkoro 3acoby y
BTOPWHHIN ynakosui (10 r) — He 3MiHIOETBLCA
3MiHV BHeCeHi B iHCTPYKLi0 AN MeAUYHOrO
3acTOCyBaHHs1 Nikapcbkoro 3acoby Ao po3aainy
"YnakoBka" y 3B’si3Ky 3 JOAABaHHSAM HOBOI
YNaKOBKW - KOHTENHepa (3MiHa KinbKocTi
OAVHWLb BTOPUHHOI ynakoBkK). BignosigHi
3MiHM BHECEHO B TEKCT MapKyBaHHS! YaKOBKU
nikapcbkoro 3acoby.

204.

TABEIin

Tabnetkn no 1 mr;
no 20 Tabnetok y
6nicTepi; no 1
Gnictepy B
KapTOHHIN nayui

CTAOA
ApuHanmitTTen
b Al

HimeuvuuH
a

XANECH
AJIKAJIA, C.A.

IcnaHia

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3miHu | TUNY - AgmiHicTpaTuBHI 3MiHW. 3MiHa
HalMeHyBaHHs1 Ta/abo agpecu Micus
NPOBaXeHHS OifnbHOCTI
BMPOGHMKa/imnopTepa rotoBoro nikapcbKoro
3acoby, BKMYa4m AinbHuUL BUNycky cepii
abo micLe NnpoBeAeHHst KOHTPOIO SIKOCTI.
(DisinbHiCTb, 3a Ky BigNoBinae
BMPOBHWMK/IMNOpTEP, BKMIOYAK0YM BUMYCK
cepi) 3miHa HaiMeHyBaHHS Ta agpecu Micus
NPOBaXeHHS AiANbHOCTi BUPOGHMKA rOTOBOrO
nikapcbKoro 3acoby, BKMIOYa0UM AinbHUL0
BUMNYCKy cepii. 3MiHW BHECEHO B IHCTPYKLUtO
ANst MEAUYHOTO 3aCTOCYBaHHS IikapCbKOro
3acoby y po3ainu "BupobHuk",
"Micue3HaxomXeHHs1 BUpoOHuKa Ta agpeca
MiCList MPOBAKEHHS MOro JisinbHoCTi" 3
Bi4NOBIgHNMM 3MiHAMUW B TEKCTI MapKyBaHHS
ynakoBoK. TepMiH BBEAEHHS 3MiH NpPOTArom 6
MiCsILiB Micnsi 3aTBEPAXKEHHS.

6e3
peuenma

He
nidnsieae

UA/1238/02/01

205.

TArPICCO

TabneTku, BKPUTI
nniBKOBOO
o6onoHkoto, no 40
mr; no 10 TabneTok

AcTtpa3eHeka
AB

LBeuis

BMPOGHMLTBO,
KOHTPOMb SIKOCTI,
BUWMNYCK cepil,
NnepBUHHE Ta

LLBeuis

BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:
3miHu Il Tuny - 3MiHn Wwopo
6e3nekn/edheKTMBHOCTI Ta dhapmakoHarnsay.
3MiHM y KOpOTKili XapakTepucTuLli Nikapcbkoro

3a
peuerimom

He
nidnsieae

UA/16232/01/01
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Ne
n/n

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHs1

peecmpayiliHo2o
noceio4yeHHs1

y GnicTepi; no 3
Gnictepu y
KapTOHHiI kopooLi

BTOPWHHE
nakyBaHHs:
AcTpa3eHeka
ABb

3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii aAns
MEAMNYHOro 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
[aHUMW 3 AKOCTi, AOKMIHIYHUMM, KNiHIYHUMW
OaHnMu Ta AaHuMu 3 dhapmakoHarnsgy -
3MiHN BHECEHO A0 IHCTPYKUIii AN MeANYHOro
3acToCcyBaHHsI Nikapcbkoro 3acoby Ao posainy
"®dapmakornorivHi BnactusocTi"
("®apmakogmHamika") BignosigHO A0
MarepianiB peecTpauiiHoro Aocbe, a Takox
penaroBaHo iHbopMaLito y TEKCTI po3ainis
"®apmakogmHamika", "®apmakokiHeTuka",
"Cnoci6 3actocyBaHHsi Ta 4o3n". OHOBMEHO
MnaH ynpaeniHHA pu3unkamu 4o Bepcii 15.2
BBeneHHs 3MiH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBepaKeHHs. 3MiHu Il Tuny - 3miHK Wwopo
6e3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
3MiHM y KOPOTKiVi XapakTepucTuLli nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYyKUii aAns
MELMNYHOrOo 3aCTOCYBaHHS y 3B'sI3Ky i3 HOBUMMU
OaHUMW 3 SIKOCTi, JOKNIHIYHUMU, KNIHIMHUMMN
OaHnMun Ta AaHuMu 3 dhapmakoHarnsgy -
3MiHV BHECEHO [0 iHCTPYKLUiT Anst MeanyHoro
3aCTOCYBaHHS NiKapcbkoro 3acoby Ao po3ainy
"MoGiyHi peakuii" BianoBigHO 4o MaTepianis
peecTpauinnHoro gocbe. BBegeHHs 3MiH
NPOTArom 6-Tu MiCSILIIB MiCNsi 3aTBEPOXKEHHS.

206.

TArPICCO

TabneTku, BKpUTI
NniBkOBOIO
obonoHKoto, rno 80
mr; no 10 TabneTok
y 6nicTepi; no 3
Gnictepny
KapTOHHiI kopobui

AcTtpa3eHeka
AB

LBeuis

BMPOGHMLTBO,
KOHTPOMb AKOCTI,
BUWMNYCK cepil,
nepBuHHe Ta
BTOPWHHE
nakyBaHHsi:
Actpa3eHeka
Ab

LLBeuis

BHECEHHS 3MiH 0 peecTpauinHMX maTtepianis:
3minu Il Tuny - 3MiHn Wwopo
6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
3MiHW y KOPOTKili XapakTepucTuLli nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKLUii Ansi
MELMNYHOro 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMMU
[aHUMWN 3 SKOCTi, AOKMIHIYHUMU, KNiHIYHUMKU
AaHUMK Ta faHnMm 3 chapMakoHarnsagy -
3MiHVM BHECEHO [0 iHCTPYKLUii ANst MEANYHOTO
3acTocyBaHHS nikapcbkoro 3acoby Ao po3ainy
"®apmakornorivyHi BnactusocTi"
("®apmakoamHamika") BignosigHoO Ao
MaTepianis peecTpauiiHoro OCbE, a TakoxX
pedaroBaHo iHopMaLito y TeKCTi po3ainis
"papmakogmHamika", "®apmakokiHeTuka",
"Cnocib 3acTocyBaHHs Ta fo3un". OHOBNEHO
MnaH ynpasniHHA puamkamu o Bepcii 15.2
BBeneHHs 3miH NnpoTArom 6-Tu MicsuiB nicnsi
3aTBepaKeHHs. 3MiHu Il Tuny - 3miHu Wwono
6e3nekn/ehekTMBHOCTI Ta dhapmakoHarnsgy.
3MiHM y KOPOTKiVi XapakTepucTuLli NnikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYyKLUii Ansi
MeaMYHOro 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM
OaHUMK 3 SKOCTI, AOKNIHIYHUMU, KNIHIYHUMMN
[aHUMK Ta JaHnMu 3 hapMakoHarnsgy -

3a
peuerimom

He
nidnsieae

UA/16232/01/02
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
3MiHV BHECEHO [0 iHCTPYKLUii Anst MeanyHoro
3aCcToCyBaHHS fnikapcbkoro 3acoby Ao po3ainy
"MoGiyHi peakuii" BianoBigHO 4O MaTepianis
peecTpauinHoro gocbe. BBegeHHSa 3MiH
NpOTHArom 6-Tv MicsILB MicNsi 3aTBEPAXEHHS.
207. | TAUTOBAK NMOPOLLOK Anst TOB «BYCT YkpaiHa BUPOBHMLTBO ITanis/ BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a UA/20435/01/01
po34nHy ans DAPMA» roToBOI Icnanis BMNPAaBIEHO TEXHIYHY MOMUIKY Y TEKCTi peuenmom
iHcpysin no 50 wmr, no nikapcbkoil MapKyBaHHSI BTOPMHHOI YNaKoBKW flikapCbKoro
50 mr y donakoHi; no dopmu, 3acoby n.1. "Hassa nikapcbkoro 3acoby":
1 donakoHy y nayui nepBMHHa Ta 3ATBEPOXXEHO:
BTOPWHHA TAMTOBAK
ynakoBKa, TYGOBAC
KOHTPO~b cepil: Taureyunkni
Xikma ITanis tigecycline
C.n.A,, Itanis; 3AMNPOIMNOHOBAHO:
BUMYCK cepii: TANTOBAK
[anenikym Xernc TAYGOBAC
C.N.Y., IcnaHis; Tanreynknid
BTOPWHHA tigecycline
ynakoBka,
KOHTPOIb cepil
(chbismko-
XimiyHun): CAI
MAHY®AKTYPI
HI, C.JY,
Icnanis;
KOHTPOMb cepii
(dpisuko-
XiMiYHWR):
Kimoc, C.11.,
Icnanis;
KOHTpOnb cepii
(dpisuko-
XiMiYHMI Ta
MikpobionoriyHm
n):
Hetdapmanab
KoHcanTiHr
Cepsalices,
IcnaHis;
KOHTpOrb cepii
(mikpobionorivyHu
1n): €BpodpiHC
Biodapma
MpogakT TecTiHr
Cneiin C.JLY,
IcnaHis
208. | TAUNON®EH® | nopotuok ans HOBEN INAY Type4unH HOBE INAY TypeyunHa BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis: 6es nionsizae UA/10897/01/01
XOT 0pPanbHOro PO3UMHY; CAHAI BE a CAHAI BE 3MiHu | Tuny - 3minm Wwoao peuenma
no 20 r NopoLLKy B TIOXKAPET TIDXKAPET 6e3nekn/edheKTMBHOCTI Ta dhapmakoHarnsay.
nakerti; no 20 r AL A.LL. 3MiHa y KOpOTKili XapakTepucTULL Nikapcbkoro
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
NOPOLLKY B NakeTi; 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii ans
no 6 abo 12 naketis MeOU4YHOro 3aCToCyBaHHs Ha nigcTasi
Y KapTOHHIN perynspHo OHOBIOBaHOrO 3BiTy 3 6e3nekn
ynakoBLuj nikapcbkoro 3acoby, abo gocnigpkeHb 3
6e3nekn 3acTocyBaHHs Nikapcbkoro 3acoby B
nicnapeecTpauiiHuin nepioa, abo sk
pe3ynbTaT OUiHKK 3BiTY 3 LOCHIOKEHD,
NpoBeAEHMX BiANOBIAHO A0 NnaHy
negiatpuyHmnx gocnigxeHs (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom)
3MiHV BHECEHO B iHCTPYKLUIiO A11s1 MEAUYHOro
3aCcToCyBaHHSA Nikapcbkoro 3acoby 4o po3aainis
"B3aemogisi 3 iHWu1MK nikapcbkummn 3acobamm
Ta iHWi Bnan s3aemogain” ta "OcobnueocTi
3acTocyBaHHA" BignoBigHO A0 OHOBIEHOI
iHopMauii woao 6e3neku 3acTocyBaHHA
Li0401 PeYOBMHU 3riQHO 3 pekoMeHaaLie
PRAC. TepMiH BBEAEHHSI 3MiH - NPOTSrom 6
MiCSILIiB MiCNsi 3aTBEPAXKEHHS.
209. | TENMICAPTAH | Tta6netku no 80 mr; TOB «TeBa YkpaiHa [MepBWHHA Ta YropwuHa/ BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a UA/14020/01/01
-TEBA no 7 Tabnetok y YkpaiHa» BTOpPMHHA IHgia 3MminHn | TMny - 3MiHuM 3 sikocTi. [oToBUIA peuenmom
6nictepi; no 4 yrnakoBkKa, nikapcbkui 3aci6. KoHTponb rotoBoro
6nictepu B kopobLi [03Bin Ha nikapcbkoro 3acoby. 3miHa napameTpis
BUMYCK Cepii: crneundikauin Ta/abo gonycTUMMX Mex
AT roTOBOrO NiKapCbKoro 3acoby (BUMy4YeHHs
dapmaueBTUYHN HEe3Ha4yHOro nokasHuka (Hanpuknag,
1 3aBog TeBa, 3acTapinoro nokasHuka, Takoro sik 3anax Ta
YropuuHa cmak, abo ineHTudikauia 6apBHUKIB Yn
BupobHuuTBO cMakoBux fo06aBok)) BunyueHHs
Hepo3adacosBaHo BUNpobyBaHHs Ha AinMMICTb TabneTku 3i
T npoaykKuii, cneuudikaLii Ha BUMycK Ta TEpPMiH
nepBuHHa Ta npuaaTHocTi M3 y BignosigHocTi Ao
BTOpPUHHA pekomeHpaauin EMEA Q&A Part 1 European
yrnakoBKa: Pharmacopeia - Monographs on Tablets
MapkcaHc BBeaeHHs 3MiH npoTsrom 6-Tu Micauis 3 gatu
®apma J14., 3aTBEPAXKEHHS.
IHAis
210. | TUrAUUN NOpPOLLOK AN Mdpansep CLUA BUPOGHMLTBO ITanis BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis: 3a UA/12347/01/01
pO34MHy Ans Eny.Ci.Mi. npoaykuii in 3minu | TMny - 3miln WwWoao peuenmom
iHcpysin no 50 mr; 10 KopnopenwH bulk, nepBuHHe 6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy
(hnaKoHiB 3 nakyBaHHs, (iHLWi 3MiHWM) 3MiHN BHECEHI B TEKCT

MOPOLLKOM Y naui 3
KapToHy

KOHTPOIb SIKOCTI:

MateoH ITania
C.n.A., ltania
BUPOGHULTBO
npoaykuii in
bulk, nepBuHHe
Ta BTOpPWHHE
nakyBaHHs,
KOHTPOIb SIKOCTI

MapKyBaHHS BTOPUHHOI yNakoBKku B M. 1.

«HABBA JTIKAPCbKOI'O 3ACOBY», n. 5.

«CMOCIB TA WNAX BBEAEHHA», n.14.

«KATEIOPIA BIOMYCKY». Takox BHECEHO
YTOYHEHHS LLOAO NOroTuMy 3asiBHMKa B TEKCT
MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI

ynakoBokK y po3gin «IHWE». TepMiH BBeAEHHS
3MiH NpoTArom 9 MicsuiB nicns 3aTBEpPOYKEHHS
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
Ta BUNYCK cepil:
Baet lNenepne
C.p.J1., Itanis
LocnigpxeHHs
CTEPUNbHOCTI:
KOpodpiHe -
Baviona6b C.p.n.,
ITania
211. | TIAPA TPIO® TabneTkn, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLinHMX maTepianis: 3a He UA/15069/01/01
NNiBKOBOO "dapmaueBTn "®apmaueBTUYH 3MiHu | TMNy - 3MiHK Woao peuenmom nionsieae
obonoHkoto, no 10 YyHa dipma a cbipma 6e3nekv/edekTMBHOCTI Ta hbapmakoHarnsay.
mr/12,5 mr/160 wmr; "NapHuus" "OapHuus" 3MiHa y KOpOTKili XapaKTepuCTuLi Nikapcbkoro
no 7 Tabnetok y 3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUii aAns
KOHTYPHil MeOU4YHOro 3aCTOCyBaHHs Ha niacTasi
YapyHKOBIl perynsipHoO OHOBIOBaHOrO 3BiTy 3 6e3neku
ynakosLii; no 2 Ta no nikapcbkoro 3acoby, abo gocnigpkeHo 3
4 KOHTYPpHI ©e3nekn 3acTocyBaHHS MikapCcbkoro 3acoby B
YapyHKOBI yNakoBKM nicnsipeecTpauiHuin nepioa, abo sk
B nauui; no 14 pe3ynbTaT OLiHKK 3BiTY 3 LOCHIOKEHD,
TabneTok y npoBeaeHVX BiANOBIAHO A0 MnaHy
KOHTYPHil negiatpuyHmnx gocnigxeHns (PIP) (3MiHy
YapyHKOBIN Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
ynakosuj; no 1, no 2 opraHom) - 3MiHM BHECEHO B iHCTPYKLO Ans
abo 6 KOHTYpHUMX MeAMYHOro 3aCTOCYBaHHs! NikapcbKoro 3acoby
YapyHKOBUX 0o po3sginy "MepenosyBaHHs" BiaNOBIgHO 00
YNaKoBOK B navuli OHOBJIEHOI iHghopmaLii Wwoao 6esneku
3acToCyBaHHS Aito4ol pevyoBMHY 3rigHO 3
pekomeHaauieto PRAC. BBeaeHHs 3MiH
NpOTHArom 6-Tu MiCSILIIB MicNsi 3aTBEPOXKEHHS.
212. | TIAPA TPIO® TabneTku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnX mMaTepianis: 3a He UA/15070/01/01
NniBKOBOO "®apmaueBTn "®apmaueBTUYH 3minu | Tvny - 3miln wopo peuernmom nidnszae
obornoHkoto, no 5 YyHa dipma a cipma 6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
mr/12,5 mr/160 mr; "OapHuus” "OapHuus” 3MiHa y KOpOTKili XapakTepucTuLL nikapcbKoro
no 7 TabneTtok y 3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKLUii Ans
KOHTYPHil MEeOUYHOro 3aCTOCyBaHHs Ha niacTas.i
YapyHKOBIl perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
ynakoBLi; o 2 Ta no nikapcbkoro 3acoby, abo gocnigxeHs 3
4 KOHTYPpHI ©e3nekn 3acTocyBaHHS Mikapcbkoro 3acoby B
YapyHKOBI yNaKkoBKW nicnsipeecTpadinHuii nepioa, abo sk
B nauyui; no 14 pes3ynbTar OUiHKM 3BiTY 3 OCNIOKEHb,
Tabnetoky NPOBEAEHMX Bi4NOBIAHO 4O NnaHy
KOHTYPHilA nepgiaTpuyHmx gocnimkeHs (PIP) (3miHy
YapyHKOBIl Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
ynakosuj; no 1, no 2 opraHom) - 3MiHM BHECEHO B iHCTPYKLi0 Ans
ab0o 6 KOHTYpPHUX MeAMYHOro 3aCTOCYBaHHsI Nikapcbkoro 3acoby
YapyHKOBUX oo posginy "lMNepego3yBaHHsA" BIANOBIAHO 40
yMakoBOK B Mnauuli OHOBreHoI iHdopmauii woao 6eanekn
3aCTOCyBaHHS Aito4ol pevyoBUHM 3rigHO 3
pekomeHaadieto PRAC. BeeaeHHs 3MiH
NPOTSArom 6-Tu MiCSILLIB MiCNsi 3aTBEPOXKEHHS.
213. | ®EPPYM JIEK PO34MH Ans iH'ekuin, Canpgos CrnoBeHis Jlek CnoBseHis BHECEHHS 3MiH [0 peecTpauinHMX MaTepianis: 3a UA/9347/01/01
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
100 mr/2 mn; no 2 dapmackioTika dapmaueBTMyHa 3MiHn | TMNy - AOMiHICTPaTUBHI 3MiHW. peuenmom
M B amnyni; no 5 n3 a.a. KOMMaHis a.Aa. BunyyeHHs1 BUpOGHMYOT AinbHULI (BKMHOYa4m
amnyn y 6nictepi; no ainbHuUi gnsa A®l, npomixkHoro npogykty abo
1 Gnictepy y roTOBOrO NikapcbKoro 3acoby, AinbHuLUi ans
KapTOHHiIl kopoby; NpoBeAEHHS NaKyBaHHsI, BUPOOHYKa,
no 2 mn B amnyni; BiANOBiganNbHOro 3a BUNYCK cepin, Micue
no 10 amnyny NpoBeAEeHHsA KOHTPOIto cepii) abo
6nictepi; no 5 nocravanbHuKa BUXigHOro martepiany,
GnictepiB y peareHTy abo 4ONOMIXKHOT Pe4OoBUHM (SKLLO
KapTOHHiI kopooLi 3a3HaveHo y focbe) BunyyeHHs BupobHuka
A®I-Vifor (International) Inc., Switzerland.
3anuwaeTtbes 3aTBepaKeHni BUpobHUK AdI-
Zhejiang Apeloa Jiayuan Pharmaceutical Co.,
Ltd., China.
214. | ®IPYJIIH 10000 | kancynu TBepai 3 TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 6e3 UA/20188/01/01
racTpope3nCTEeHTHU "Tnepdapm XENTXKEP MNBT 3MminHn | TMny - 3MiHmM 3 siKocTi. [oToBMIA peyenma
MU rpaHynamu no nTa" nTa nikapcbkui 3aci6. 3MiHn y BUPOBHMUTBI. 3MiHa
150 mr; no 10 po3Mipy cepii (BKMtoYaroum gianasoH po3mipy
kancyn y 6nictepi, cepii) roToBOro nikapcbkoro 3acoby
no 2 a6o no 10 (36inbLieHHsA go 10 pasiB NOPIBHAHO i3
GnictepiB y 3aTBEPAKEHNM po3MipoM) 36inblueHHS
KapTOHHIN ynakoBLji po3mipy cepii I'M13 go 10 pasie (BBeAeHHs
popaTkoBoro poamipy cepii 1000 000 kancyn),
y 3B’513Ky 3 ONTMMi3aLi€l0 BUKOPUCTaHHS
obnagHaHHsA npy BUPOBHULTBI rOTOBOTO
nikapcbkoro 3acoby (6e3 3MiHu TexHonorii
BMPOGHMLTBA Ta NPOMMCIIOBOro obnagHaHHs).
3aTBepaXKeHo
Po3wmip cepii 400 000 kancyn
Ne10 kanc. no 2 6nictepu — 20 000 yn.
Ne10 kanc. no 10 6nictepis — 4000 yn.
3anponoHoBaHo
Po3mip cepii 400 000 kancyn
Ne10 kanc. no 2 6nictepu — 20 000 yn.
Ne10 kanc. no 10 6nictepis — 4000 yn.
Po3mip cepii 1000 000 kancyn
Ne10 kanc. no 2 6nictepu — 50 000 yn.
Ne10 kanc. no 10 6nictepis — 10 000 yn.
215. | ®NYBPIKC® nboAsHuku no 8,75 AT "®apmak” YkpaiHa KoHTponb cepiii: IcnaHis BHECEHHS 3MiH 10 peecTpauiiHnX mMaTepianis: 6es UA/17885/01/01
Mmr no 8 abo 12 IHOGAPMEWL, 3MiHu | TUNY - AgMmiHicTpaTuBHI 3MiHW. 3MiHa peuenma
NbOASHUKIB Y C.J1., Icnanis HariMeHyBaHHs Ta/abo agpecu micus

GnicTepi; no 2
Gnictepu y navui 3
KapToHY

KoHTponb cepint:
NNABOPATOPIO
EYIBAPHE,
C.A,, IcnaHis

BupobHuuTBO
roToBOI
npoaykuii,
BUNYCK cepii,

NPOBaXXeHHS OifAnbHOCTI
BMPOOHVKa/imnopTepa rotToBoro nikapcbkoro
3aco0y, BKMOYa4m AinbHULL BUNYyCcKy cepii

abo micLe NnpoBeeHHst KOHTPOIO SIKOCTI.
(misnbHicTb, 3a AKy Bignosiaae
BMPOBHMK/IMNOPTEP, He BKIOYaouM BUMYCK
cepii). TepmiH BBEAEHHSI 3MiH - NpoTArom 6
MiCsILiB MiCNsi 3aTBEPOXKEHHS.
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Ne
n/n

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

nepBuHHE Ta
BTOPUHHE
nakyBaHHS:
Jlosi'c
dapmacbioTukan
3 C.J1., IcnaHis

216.

DJIYKOHA3O0N

kancynu no 50 wmr,
no 7 a6o 10 kancyn
y GnicTepi, no 1
Gnictepy B kopobui 3
KapToHY

TOB
"Actpacdapm”

Ykpaina

TOB
"AcTtpadapm”

Ykpaina

BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis:
YTOYHEHHSl HanucaHHs cTaTycy
peknamyBaHHs B Haka3i MO3 YkpaiHu Ne
1191 Bia 09.07.2024 B npoueci BHeCEeHHA
3MiH (3MiHu | TUNY - 3MiHK Wopao
Ge3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
3MiHa y KOpOTKiVi XapakTepucTuL,i NnikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUii aAns
MeAMYHOro 3aCTOCyBaHHs! Ha MiACcTaBi
perynsipHo OHOBIIOBAHOTO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigxeHs 3
6e3nekn 3acTocyBaHHs nikapcbKoro 3acoby B
nicnspeecTpauinHni nepioa, abo sk
pe3ynbTaT OLiHKK 3BiTY 3 LOCHIOKEHD,
npoBefeHnx BigNOBIAHO 4O NnaHy
nepiaTpuyHmx gocnimkers (PIP) (3miHy
Y3rO[KEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom) 3MiHM BHECEHO [0 IHCTPYKLUIi 4ns
MEeOUYHOro 3aCTOCyBaHHS NiKapCbKoro 3acoby
[0 po3sginy "3actocyBaHHs y nepios BariTHOCTI
abo rogyBaHHsa rpyaa” BignosigHo Ao
OHOBreHoI iHdopmaLii Wwoao 6eanekn
3acTocyBaHHS fjtoyoi pevoBuHM). Pegakuisi B
Hakasi - BiacyTHi. BipHa peaakuis - He
nignsrae.

3a
peuerimom

He
nionsizae

UA/9065/01/01

217.

®JTIYKOHA30

kancynu no 150 mr;
no 1 kancyni B
6nictepi; no 1 abo
no 2, abo no 3, abo
no 4 6nictepu y
KopobLi 3 KapTOHyY

TOB
"AcTtpadapm"

YkpaiHa

TOB
"Actpadapm"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
YTOYHEHHS1 HanucaHHs cTaTtycy
peknamyBaHHs B Hakasi MO3 YkpaiHu Ne
1191 Bia 09.07.2024 B npoueci BHECEHHA
3MiH (3MiHu | TNy - 3MiHK Wwopo
6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
3MiHa y KOpOTKili XapakTepucTuL nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKLUii Ansi
MEeOUYHOro 3aCTOCyBaHHsI Ha nigcTa.i
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigxeHs 3
6e3nekn 3acTocyBaHHS MikapcbKoro 3acoby B
nicnsipeecTpauinHuii nepiog, abo sik
pe3ynbTart OUiHKN 3BiTY 3 OCNIOKEHb,
NPOBEAEHWX Bi4NOBIAHO 4O NnaHy
negiaTpuyHmx gocnimkeHs (PIP) (3miHy
Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom) 3MiHM BHECEHO [0 IHCTPYKLUIT Ans
MEMYHOro 3aCTOCYBaHHsI Nikapcbkoro 3acoby

Ne 1— 6es
peuenma,
Ne 2; Ne 3;
Ne 4 — 3a
peuenmom

He
nionsizae

UA/9065/01/03
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
[0 po3giny "3acTtocyBaHHs y nepiog BariTHOCTI
abo rogyBaHHs rpyaa” BianoeigHo ao
OHOBJEHOI iHhopMmalii Wwoao 6e3neku
3acToCyBaHHSA Aito4oi pevoBuHM). Pepakuis B
Hakasi - BiacyTHi. BipHa peaakuis - He
nignsrae.
218. | XAPTUN® - AM | kancynu no 5 mr/10 3AT YropwuHa 3AT YropwuHa BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a UA/13636/01/01
Mr no 7 kancyny dapmaueBTUy dapmMaueBTUYHN 3MiHu | TUNY - AGMIHICTPaTUBHI 3MiHW. peuenmom
6nictepi; no 4 HWI 3aBof, 1 3aBop ElIC BunyuyeHHs BUPOGHMYOI AinbHML (BKIOYaoum
6nictepu abo no 8 Eric ainbHUUi gnsa A®l, npomixkHoro npogykty abo

6nictepiB y
KapTOHHIN ynakoBLyj;
no 10 kancyny
6nictepi; no 3 abo
no 9 Gnictepis y
KapTOHHIN ynakoBLi

roTOBOrO MikapcbKoro 3acoby, AinbHWLi ans
npoBefeHHs NakyBaHHsI, BUPOOHWKa,
BiANOBiganNbHOro 3a BUNYyCK cepin, Micue
NPOBEAEHHS KOHTPOIO cepii) abo
nocrtavarnbHuKa BUXigHOro Martepiany,
peareHTy abo 4ONOMIKHOI Pe4OBMHN (SKLLO
3a3Ha4YeHo y JOCLE)

BUITyYEHHS OOHOTO i3 3aTBEPKEHNX
BUPOGHMKIB AitoY0i peHOBUHM ammoguniHy
6ecunary - Hetero Drugs Limited
(3aTBepmkeHo: 3A0 dapmaueBTUYHMI 3aBog
OI'C, Benrpusi, HETERO DRUGS LIMITED,
Mnawms; sanponoHosaHo: 3AT
dapmaueBTnyHuin 3aBog ElC, YropwuHa).
3MinHn | Tuny - 3MiHm 3 sikocTi. A®I. KoHTporb
A®Il. 3miHa y napameTpax cneuudikauin
Ta/abo AoNYyCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisx Ha AdI, abo
BVXiAHWI/MPOMDKHUI NpoAyKT/pearexT, LWo
BMKOPWCTOBYOTBCS Y NpoLeci BUpobHuLTBa
AdI| (gopaBaHHs abo 3amiHa (3a BUHATKOM
aKTUBHOI peyoBuHK BionoriyHoro abo
iMyHOMOrYHOro NOXOMXEHHST) NapameTpa
crneundikauii 3 BiagnoBiAHUM MeTOA0M
BMNpobyBaHHSA 3a pesynbTatamu JOCHiAKEHb
3 B6e3neku abo AKoCTi) - 3MiHa KpUTepiiB
NPUNHATHOCTI BU3HAYEHHS po3noainy
YacTUHOK 3a po3mipom (PSD) y cneundikadii
fitoyoi peqoBUHM amnoaunivy 6ecunary.
3aTBepakeHo: Particle Size Distribution - d90:
NMT 150 um 3anponoHosaHo: Particle Size
Distribution d50: 45-110 pum. 3MmiHu | TNy -
3MmiHu 3 sKocTi. FoToBMIA Nikapcbkui 3acib.
3MiHM y BUpOOHMLUTBI. 3MiHM y npouieci
BMPOGHMLTBA roTOBOrO fikapcbkoro 3acoby,
BKITHOMAI0YM MPOMDKHUI NPOAYKT, WO
3aCTOCOBYETLCS MPU BUPOOHULTBI FOTOBOro
nikapcbkoro 3acoby (He3HayHa 3MiHa y
npoweci BUPOGHMLTBA) - HE3HAYHa 3MiHa Y
npoueci BupobHuuTea J13, a came BBeaeHO
ONTUMiI30BaHYy TEXHOMOTi0 BUTOTOBMEHHS
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1

rpaHynaTy paminpuny. Ons rpaHynsuii 3
BVCOKOHO LUBMAKICTIO 3CyBY BUKOPUCTOBYIOTb
3MEHLLEHY KINbKICTb rpaHynsauiiHoro po3ymHy
(2x6 n). 3aranbHa KinbKicTb rpaHynsuiiHoro
PO34MHY He 3miHunaceb. Lientonosy
MiKpoKpucTaniyHy ans romoreHisawii Il
NPOCItOTb Y KOHTEMHEP i3 HepXkaBito4oi cTarni.
MIKPOKPUCTamiYHOI, CKIfNlbKU 3aTBEPKEHNIA
BUPOBHMK NPUNUHMB NOCTa4YaHHsi JOMOMDKHOT
peyvoBMHN BUPOOHMKY 3. 3MiHu | Tuny -
3MiHu 3 sKoCTi. FoTOBMIA nikapcbkuid 3aci6.
KoHTponb roToBoro fikapcbkoro 3acoby. 3MiHa
y MeTofax BUnpobyBaHHS roTOBOro
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPKEHUX MeToAax BUNpobyBaHHs)
He3HauYHi peaakuiiHi 3MiHKM B METOZi KOHTPOI0
3a nokasHukom «Onuc kancyn». Mepeknag Ha
yKpaiHCbky MOBY. 3MiHu | Tuny - 3MiHK 3
siKkocTi. [oToBMIA Nikapcbkuii 3acib. KoHTponb
roTOBOro nikapcbKkoro 3acoby. 3miHa y
MeToax BUNpobyBaHHS roTOBOIO flikapCbKoro
3acoby (He3HayHa 3MiHa y 3aTBEPKEHUX
mMeToAax BUNpobyBaHHA) BHECEHHS HE3HAYHUX
pefakuinHmx 3miH B cneuudikadito Ta metoq
koHTponto 13 3a nokasHukoM «Onmc BMICTY
Kancynuy», y BianoBigHOCTI A0 OpUriHanbHNX
maTepianis BupobHuka. MNepeknag Ha
yKpaiHCbKy MoBY. 3MiHu | Tuny - 3miHuK 3
sikocTi. [oTOBMI Nikapcbkui 3aci6. KoHTponb
roToBOro nikapcbkoro 3acoby. 3miHa y
MeTofax BUNpoGyBaHHS roOTOBOIO flikapCbKoro
3acoby (He3HayHa 3MiHa y 3aTBEPAKEHNX
MeTofax BUNpobyBaHHS) BHECEHHS
He3Ha4yHUX pefakuinH1X 3MiH B crneumdikauito
Ta metog koHTponto 113 3a nokasHukom
«Konip BmicTy kancynm» Ta «3anax BMiCTy
Kancynu» y BiANoBiAHOCTI A0 OpUriHaNbHUX
matepianis BupobHuka. MNepeknag Ha
YKPaiHCbKy MOBY.
3MmiHu | TUNY - 3miHK 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BMUNPOBYBaHHsI FOTOBOrO NikapCbKoro 3acoby
(iHWi 3MiHM y MeTofax BUNpobyBaHb
(Bkrtoyaro4mM 3amiHy abo JONOBHEHHS)) 3MiHM B
mMeTofax koHTponto 13 3a nokasHukamu
«lpeHTudikauis piroyoi pevyosuHn (BEPX)»,
«KinbkicHuii BmicT (BEPX)», «OpHopigHicTb
nosoBaHux oauHus (BEPX)» y BignosigHocTi
[0 3aTBepakeHoro posginy 3.2.P.5.2
AHaniTM4Hi MeToauku B KpaiHi
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1

3asBHUKa/BMPOBHMKa, a came 3MiHEHO cknapj,
PO34YMHHMKA, 3MIHEHO TeMnepaTypy
aBTocamnnepa 3 25°C go 10°C, gogaHo
TEPMiH NPMAATHOCTI PO34YUNHIB, OHOBMEHO
po3paxyHKoBi (hopMynun, OHOBNEHO KpuTepii
npvaaTHOCTI XpoMaTorpadiyHoi cuctemu.
3MminHn | TMny - 3MiHuM 3 sikocTi. [oToBUIA
nikapcbkui 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MmeTogax
BUNpobyBaHHsi FOTOBOrO NikapcbKoro 3acoby
(iHwWi 3MiHM y MeTopax BunpobyBaHb
(BKNtoYao4um 3amiHy abo JOMNOBHEHHST)) 3MiHM B
meTogi koHTponto 13 3a nokasHMKOM
«CynposigHi gomiwkn (BEPX)», a came C3
nomiwkn AML-01 3miHeHO (3amicTb OCHOBU
BUKOPUCTOBYHOTh Ciflb (0yMapOoBOI KUCOTH),
3MEHLLEHO KOHLEHTpaLil0 CTaH4APTHOro
PO34MHY AN igeHTMdiKauii 4OMILWOK, BBEAEHO
OHOBIEHI PO3paxyHKOBI (hOpMynn Ta PO34MH
ONsi NepeBipKu YyTIMBOCTI CUCTEMM.
Mepeknag Ha yKpaiHCbKy MOBY.
meTogi koHTponto 13 3a nokasHMKOM
«Po3unHeHHs1 (BEPX)», a came 3miHM B
PO3paxyHKOBI hopMyIii Ta B KPUTEPISX
NPUAHATHOCTI XpoMaTorpadiyHoi CUCTEMN.
Mepeknag Ha ykpaiHCbKy MOBY.
oY abo €sponelicbkoi hapmakonei)
He3HauHi 3MiHN B MeTogi koHTponto M3 3a
nokasHukom «PosnagaHHsy. 3amicTb
npoBeAeHHs TECTY 3a AoMNoMorow npunagy A
(EP 2.9.1) TecT npoBOAUTLCS 3a AOMNOMOIOH
npunagy B (EP 2.9.1). Nepeknag Ha
yKpalHCbKY MOBY.
mMeTogi koHTporto 13 3a nokasHKom
«lpeHTudikauis gitoyoi pevosuHmn (TLLUX)».
Mepeknaa Ha ykpaiHCbKy MOBY. 3MiHu | Tuny -
3MmiHu 3 aKocTi. FoToBMIA Nikapcbkuin 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
y MeToaax BUNpobyBaHHSA roOTOBOrO
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEpKEHNX MeToAax BUNPOOyBaHHS)
He3HauHi pefakuiriHi 3mMiHM B cneumdikaLii Ta
mMeTogi koHTporto M3 3a nokasHUKoM
«CepenHa maca BMicTy kancynuy». MNepeknag,
Ha yKpaiHCbKy MOBY.
mMeTogi koHTpornto M3 3a nokasHKoM
«OpHopigHICTL Macy BMIiCTY Kancynmy.
Mepeknag Ha yKpaiHCbKy MOBY.
He3HauHi pefakuiriHi 3mMiHWM B cneumdikaLii Ta
meTogi koHTponto 113 3a nokasHykom «BmicT
Boaym (3a metopom K. diwepa)». MNepeknag Ha
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

yKpaiHCbKy MOBY. 3MiHuM | Tuny - 3MiHK 3
sikocTi. FoToBUIA Nikapcbkui 3aci6. KoHTponb
roToBOro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNpoOyBaHHSA roTOBOIO flikapCbKoro
3acoby (He3Ha4yHa 3MiHa y 3aTBEPKEHNX
MeToAax BUNpoOyBaHHS) - He3HauHi 3MiHV B
cneundgikauii Ta metogai koHTponto 113 3a
nokasHvkom «MikpobionoriyHa uncToTay.
3MminHn | TMny - 3MiHuM 3 sikocTi. [oToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
crneunikauin Ta/abo gonycTuMmMX Mex
roTOBOro NiKapcbKoro 3acoby (iHLi 3MiHu) -
npuseaeHHs BuMor cneundikadii 113 3a
nokasHukom «Onuc kancyn» y BignosigHOCTI
0o 3aTBepaxeHoro n.3.2.P.5.1.Cneumdikauis(-
7). Po3mip kancynu He 3amiHMBCS. 3MiHN
BHeceHi B po3ain "flikapcbka doopma” (OCHOBHI
i3nKo-XimMi4HiI BNacTMBOCTI) B iIHCTPYKLito Ans
MEeOUYHOro 3aCTOCYBaHHsI NiKapCbKoro 3acoby.
BBegeHHst 3MiH NpoTsarom 6-tn micauis nicna
3aTBEPKEHHS.

219.

XAPTUN® - AM

kancynu no 5 mr/5
Mr; No 7 Kancyny
6nictepi; no 4 abo
no 8 Gnictepis y
KapTOHHIN ynakoBLi;
no 10 kancyny
6nictepi; no 3 abo
no 9 Gnictepis y
KapTOHHIN ynakoBLi

3AT
dapmaneBTuy
HWI 3aBog
EriC

YropwuHa

3AT
dapmaueBTUYHU
1 3aBop ElIC

YropwwmHa

BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis:
3MiHn | TMNY - AgMiHICTPaTUBHI 3MiHW.
BunyuyeHHs BUPOGHMYOI AinbHMLI (BKIOYaoum
ainbHUUi ana A®Il, npomixkHoro npogykty abo
roTOBOro nikapcbKoro 3acoby, AinbHWLi ans
npoBeAeHHs NakyBaHHS, BUPOOHUKa,
BignoBigansHOro 3a BMNycK cepin, Mmicue
npoBeAeHHSs! KOHTpOrto cepii) abo
nocravanbHWKa BUXIQHOro maTepiany,
peareHTy abo JONOMDKHOI PEYOBUHM (SKLLO
3a3HayeHo y AOCbE) BUNYYEHHS OQHOTO i3
3aTBEPKEHUX BUPOBOHUKIB Ait040i pe4OBUHM
amnoauniny 6ecunaty - Hetero Drugs Limited.
3MmiHu | TUny - 3miHu 3 akocTi. APl. KoHTponb
A®Il. 3miHa y napameTpax cneuudikauin
Ta/abo [OoNyCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisx Ha AdI, abo
BVXiAHWA/MPOMiXXHWIA NpoayKT/pearexT, LWo
BMKOPVCTOBYIOTBCS Y NpoLieci BUpobHuLTBa
AdI| (gopaBaHHs abo 3amiHa (3a BUHATKOM
aKTUBHOI peyvoBUHU GionoriyHoro abo
iMyHOIOrYHOro NOXOOKEHHS) MapamMeTpa
cneundikauii 3 BiagnoBigHUM MeTOAO0M
BMNPOOYBaHHSA 3a pe3ynbTaTaMu JOCNiAXEHb
3 6e3nekn abo AKOCTi) 3MiHa KpuUTepiiB
NPUNHATHOCTI BU3HAYEHHS pO3noainy
YacTUHOK 3a po3mMipom (PSD) y cneuundikauii
LitoY0i pevoBUHM amnoaunivy becunary.
Hitoya pegakuis: d90: NMT 150 pm.

3a
peuerimom

UA/13634/01/02




Popma sunycky

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

148
Kpaina
eupobHUKa

[IponoBkeHHs 1oaarka 3
Homep

Ymosu
aidnycky

PeecmpauyitiHa npoyedypa

MponoHoBaHa pepakuisa: d50: 45-110 um
3MminHn | TMny - 3MiHuM 3 sikocTi. [oToBUIA

Peknamye
aHHs1

peecmpayiliHo2o
noceio4yeHHs1

Ne
n/n

Hasea
JliKapcbK020
3acoby

(nikapcbka ¢ghopma,
ynakoeka)

nikapcbkuin 3aci6. 3MiHM y BUPOBHULTBI. 3MiHK
y npoueci BUpOGHULITBA rOTOBOrO MiKapCbKoro

3aco0y, BKMYa4M NPOMIKHUIA NPOAYKT, L0
3aCTOCOBYETHCS NMPY BUPOOHULTBI FOTOBOIO
nikapcbkoro 3acoby (Hes3HayHa 3miHa y
npoteci BUPO6GHMLTBA) HE3HAYHa 3MiHa Y
npoueci BupobHuuTtea 13, a came BBeAeHO
ONTUMI30BaHY TEXHOOTiH0 BUTOTOBMEHHS
rpaHynaTy paminpuny. Ons rpaHynsuii 3
BVCOKOHO LUBMAKICTIO 3CyBY BUKOPUCTOBYIOTb
3MEHLLEHY KiNnbKiCTb rpaHynALiiHOrO po3ynHy
(2x6 n). 3aranbHa KinbKiCTb rpaHynsuiiHoro
PO34MHY He 3miHunacek. Lientonosy
MIKpOKpUCTarniyHy Ans romorenisauii Il
NPOCIOITb Y KOHTEWHEP i3 HEPXKaBitoyoi cTani.
[nsa po3dysaHHs 5 Mr/5 Mr TBepay XenaTtnHosy
kancyny CONI-SNAP 3 3amiHnTu Ha kancyny
CONI-SNAP 2. 3miHuBCS nywwe po3mip
060MOHKM Kancynu, Cknag Ta skicTb Kancyn
sanuwunmcs 6e3 amiH. 3miHm | Tuny - 3miHn 3
sIKocTi. [oToBMI Nikapcbkuii 3acib. KoHTponb

36yaHukiB [E (iHWi 3mMiHW) 3aMiHa BUpOGHWKa

OOMOMDKHUX pevyoBMH. 3aMiHa oxxepena
ofepXaHHA AO0MOMKHOI pe4oBUHM abo
peakTuBy, L0 CTAHOBUTb PU3NK Nepeaaui

[OMOMDDKHOI PEYOBUHM LIENtonosun
MiKPOKpPUCTanI4HOI, CKifbK1 3aTBEPKEeHNN
BMPOGHWK NPUMUHUB NOCTa4YaHHSA JOMOMIXKHOI
peyoBuHY BUPOGHMKY 13, 3miHm | Tuny -
3MmiHu 3 aKocTi. FoToBMIA Nikapcbkuin 3acib.
Onuc Ta cknag. 3miHa dhopmmn abo posmipis
nikapcbkoi popmMu (TabneTkn 3 HeranHUM
BUBIMbHEHHAM, Kancynu, cynosnTopii Ta
necapii) 3miHa po3mipy >xenaTuHOBOI kancynu
Ha nikapcbkuin 3acio XAPTUIN®-AM, kancynu
no 5 mr/5 mr. 3miHu | Tuny - 3MiHM 3 sKOCTI.
[oToBwWI Nikapcbkuii 3aci6. Cuctema
KOHTeVHep/3aKynoptoBanbHuiA 3aci6. 3miHa
dopmu abo po3mipy KOHTENHEPaA YK
3aKynoptoBarnbHOro 3acoby (nepBuUHHOI
yMakoBKM) (HeCTepuribHi rikapcbki 3acobm) -
3MiHa po3mipy GnicTepa Ha nikapcbkuii 3aci

XAPTUN®-AM, kancynu no 5 mr/5 mr. 3MiHu |
Tuny - 3MiHM 3 SKOCTi. [O0TOBMIN NiKapCbkui

3aci6. KoHTponb roToBoro nikapcbkoro 3acoby.
3MiHa y MmeTofax BUNpobyBaHHsi FOTOBOTO
nikapcbkoro 3acoby (He3HayHa 3MiHa y

3aTBEPAKEHNX METOAAX BUNPOBYBaHHS)

BHECEHHS He3Ha4YHUX 3MiH B MeTof KOHTpOI0
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[IponoBkeHHs 1oaarka 3
Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1

113 3a noka3Hukom «Onuc kancyny», a came
BUMy4YaeTbCs po3ain «HopmyBaHHSA» 3 onucy
aHaniTnyHoi Metoawmku. MNepeknag Ha
yKpaiHCbKy MOBY. 3MiHu | TUny - 3MiHK 3
skocTi. [oToBUIA Nikapcbkui 3aci6. KoHTponb
roToBOro nikapcbkoro 3acoby. 3miHa y
MeToax BUNpoOyBaHHSA roTOBOIO flikapCbKoro
3acoby (He3Ha4yHa 3MiHa y 3aTBEPKEHNX
MeToAdax BUNPOOyBaHHS) - BHECEHHS
He3HaYHUX pedakuiiHMX 3MiH B cneumdikauito
Ta meTog koHTponto 113 3a nokasHunkom
«Onuc BMICTy Kancynuy», y BianoBigHOCTI Jo
opuriHanbHMX MaTepianis BUPOGHMKa.
Mepeknaa Ha ykpaiHCbKy MOBY. 3MiHu | Tuny -
3MiHM 3 skocTi. [oTOoBMI Nikapcbkuii 3acit.
KoHTponb roToBoro fikapcbkoro 3acoby. 3MiHa
y MeTofax BunpobyBaHHS roToBOro
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPKEHUX MeTofax BUNpobyBaHHs) -
BHECEHHS HE3HaYHWNX PeAaKUinHUX 3MiH B
crneungikauito Ta MeTod koHTpornto 13 3a
nokasHukomM «Konip BMIiCTy kancynu» ta
«3anax BMIiCTy kancynu» y BianoBigHOCTiI 40
opuriHanbHMX MaTepianis BUPOGHMKa.
Mepeknag Ha ykpaiHCbKy MoBy. 3MiHu | Tuny -
3MiHM 3 akocTi. [oToBMI Nikapcbkuii 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
y MeTofax BunpobyBaHHS rOTOBOrO
nikapcbkoro 3acoby (iHLwwi 3MiHu y meToAax
BuUNpobyBaHb (BKNtoYarym 3aMiHy abo
[OOMOBHEHHS)) 3MiHM B MeTofax koHTponto 13
3a NokasHukamu «lgeHTudikadis giroyoi
peyoBuHY (BEPX)», «KinbkicHui BMiCT
(BEPX)», «OpHopigHiCTb O30BaHUX OQNHULb
(BEPX)» y BignoBigHOCTi A0 3aTBEPAXKEHOrO
po3giny 3.2.P.5.2 AHaniTnyHi MeToanku B
KpaiHi 3asiBHMKa/BUpOOHUKa, a came 3MiHEHO
TemnepaTtypy aBTocamniepa 3 25°C go 10°C,
BKa3aHO TEPMiH NPMAATHOCTI PO3YMHIB,
OHOBIEHO po3paxyHKOBi (HOPMYIM, OHOBINEHO
KpuTepii npuaaTHocTi xpomaTorpadiyHoi
cuctemu. MNepeknag Ha yKpaiHCbKy MOBY.
3MmiHu | TUNY - 3miHK 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BMNpPoByBaHHsi FOTOBOrO NikapCbKoro 3acoby
(iHWi 3MiHM y meTofax BUNpobyBaHb
(BKrtoyaro4mn 3amiHy abo JONOBHEHHS)) 3MiHM B
mMeTogi koHTporto M3 3a nokasHUKoM
«CynpogigHi gomiwkn (BEPX)», a came C3

nomiwkn AML 3MiHeHo, 3MeHLLIeHo




150 [TponoBkeHHs noaaTKa 3
Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1

KOHLIEHTPaLito CTaHAAPTHOMO PO3YMHY AN
iaeHTudikauii 4OMiLLIOK, BBEOEHO OHOBMEHiI
po3paxyHKoBi (hopMynu Ta Po34uH ANs
nepesipkun YyTnMBOCTI cuctemu. MNepeknag Ha
YKpaiHCbKy MOBY. 3MiHM | TUny - 3MiHM 3
sIKocTi. [oToBMI Nikapcbkuii 3acib. KoHTponb
roToBOro nikapcbkoro 3acoby. 3miHa y
mMeToAax BUNpobyBaHHsi FOTOBOTO MikapCbKOro
3acoby (iHwWi 3MiHM y MeToaax BUNpobyBaHb
(BKrtoYatoum 3amiHy abo [4ONOBHEHHS))
He3HauHi peAakuiviHi 3MiHM B METOfi KOHTPOIto
T3 3a nokasHukom «Po3unHeHHs (BEPX)», a
came 3MiHW B po3paxyHKoBil hopmyni Ta B
KpUTEpISX NPUAHATHOCTI XpoMaTtorpadivHoi
cuctemun. Nepeknag Ha yKpaiHCbKy MOBY.
oY abo €sponerickbkoi hapmakonei)
He3HauyHi 3MiHM B MeToai koHTponto 13 3a
nokasHukoM «PosnagaHHs». 3amicTb
npoBeAeHHs TECTY 3a A0MNOMOrow npunagy A
(EP 2.9.1) TecT npoBOANTLCS 3a AOMOMOrOH0
npunagy B EP 2.9.1 gnsa gosysanHsa 10 mr/10
mr. MNepeknag Ha ykpaiHCbKy MOBY. 3MiHM |
Tnny - 3MiHM 3 SKOCTi. [O0TOBMI NiKapCbKu
3aci6. KoHTporsib roToBOro fikapcbkoro 3acofy.
3miHa y MeTogax BUNpobyBaHHS roTOBOro
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPKEHUX MeTofax BUNpobyBaHHs) -
He3HauyHi pefakuiviHi 3MiHK B MeTOfji KOHTPOI0
N3 3a nokasHukoM «lgeHTugikauis girodoi
peyoBuHuM (TLLX)». MNMepeknag Ha ykpaiHCbKy
moBy. 3MiHu | Tuny - 3miHK 3 skocTi. FoToBUIA
nikapcbkuit 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MeTogax
BMUNpoByBaHHsi FOTOBOrO NikapCbKoro 3acoby
(He3HayHa 3MmiHa y 3aTBEpOKeHVX MeTofax
BUNPOOYBaHHS) He3HaYHi pedakuinHi 3MiHV B
mMeTogi koHTporto 13 3a nokasHKoM
«CepenHsa maca BMicTy kancynux». MNepeknag
Ha yKpaiHCbKy MOBY. 3MiHu | Tuny - 3miHuK 3
sikocTi. [oTOBMI Nikapcbkuii 3aci6. KoHTponb
roTOBOro nikapcbkoro 3acoby. 3miHa y
MeTofax BUNpoOyBaHHSA roTOBOrO fiKkapCbKoro
3acoby (He3HayHa 3MiHa y 3aTBEPAXKEHUX
MeTofAax BUNpoOyBaHHSA) He3HaYHI pefaKLUinHi
3MiHM B MeTogi koHTponto 13 3a nokasHukom
«OpaHopigHICTb MacK BMICTY Kancynuy.
Mepeknapg Ha ykpaiHCbKy MOBY. 3MiHu | Tuny -
3MiHM 3 akocTi. [oToBMI Nikapcbkui 3acit.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa
y MeToAax BUnpobyBaHHsS roTOBOrO

nikapcbkoro 3acoby (He3HayHa 3MiHa y
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Ne
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Hasea
JliKapcbK020
3acoby

Popma sunycky
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ynakoeka)
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3asi8HUKa
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eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

3aTBEPKEHUX MeTofax BUNpobyBaHHs) -
He3HauHi peAakuiviHi 3MiHN B METOfi KOHTPOIto
113 3a «BmicT Boam (3a metogom K.
diwepa)». MNepeknag Ha ykpaiHCbKy MOBY.
3MmiHu | TMnY - 3miHK 3 AkocTi. FoToBU
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y MmeTogax
BUNPOBYBaHHSI FOTOBOrO NiKapCbkoro 3acoby
(He3HayHa 3MmiHa y 3aTBepOKeHMX MeToaax
BUNPOOYBaHHS) He3HauYHi peaakLinHi 3MiHK B
meTopai koHTponto M3 3a «MikpobionoriyHa
yuctoTtay. [Nepeknag Ha yKpaiHCbKy MOBY.
3MminHn | TMny - 3MiHuM 3 sikocTi. [oToBUIA
nikapcbkui 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
crneunikauin Ta/abo gonycTuMmMX Mex
roTOBOro MiKaPCbKOro 3acoby (iHLi 3MiHM) -
3MiHa BMMor crieumdikauii M3 3a nokasHkom
«Onuc kancyny». 3MiH1 BHeCeHi B po3ain
"[Nlikapcbka dpopma” (OCHOBHI (pi3nKo-XiMidHi
BNACTMBOCTI) B iIHCTPYKLitO ANst MEANYHOrO
3acToCyBaHHsI Nnikapcbkoro 3acoby. BeegeHHsi
3MiH NpOTSArom 6-Tu MicsLiB nicns
3aTBEPKEHHS.

220.

XAPTUN® - AM

kancynu no 10 mr/10
MTr; Mo 7 Kancyny
6nicTepi; no 4 abo
no 8 Gnictepis y
KapTOHHIl ynakoBLi;
no 10 kancyny
6nicTepi; no 3 abo
no 9 6nictepis y
KapTOHHIN ynakoBLi

3AT
dPapmaueBTUy
HWIA 3aBoA
EriC

YropwuHa

3AT
dapmMaLeBTUYHN
1 3asopa ElIC

YropwmHa

BHECEHHS 3MiH O peecTpaLinHUX maTepianis:
3MmiHu | TUNY - AAMIHICTPaTUBHI 3MiHW.
BunyyeHHs BUpOGHMYOI AinbHULI (BKIHOYa4m
AinbHuUi anst A®I, npomixkxHoro npoaykty abo
roToBOro nMikapcbKoro 3acoby, AinbHUL ANS
npoBeAeHHs NakyBaHHS, BUPOOHUKa,
BignosiganbHOro 3a BMMNycK cepin, Micue
NPOBELEHHS KOHTPOIO cepii) abo
nocravanbHWKa BUXIQHOMO MaTepiany,
peareHTy abo JONOMIKHOT PEYOBUHU (SIKLLO
3a3HaYeHO Y OCbE) BUMYYEHHS OOHOrO i3
3aTBEPKEHUX BUPOBHUKIB Ait040i pe4OBUHM
amnogunivy 6ecunaty - Hetero Drugs Limited.
3miHu | TUny - 3miHu 3 akocTi. APl. KoHTponb
A®I. 3miHa y napameTpax cneuudikauiv
Ta/abo [oMyCTUMUX MEX, BU3HAYEHUX Y
crneundikauisx Ha A®l, abo
BVXiAHWA/MPOMiXXHWIA NpoayKT/pearexT, LWo
BMKOPUCTOBYIOTLCS Y MPOLIECi BUPOBHNLTBA
A®I (nogaBaHHst abo 3amiHa (32 BUHATKOM
aKTUBHOI peyvoBUHU GionoriyHoro abo
iMyHOIOrYHOro NOXOAXKEHHS) MapameTpa
crneundikauii 3 BianoBigHUM MeTOA0M
BMNPOOYBaHHS 3a pe3ynbTaTtaMmu JOCNiAXEHb
3 6e3nekun abo sKocTi) 3MiHa KpuUTepiiB
NPUNHATHOCTI BU3HAYEHHSA po3noainy
4YacTUHOK 3a po3mMipom (PSD) y cneuundikauii

3a
peuernmom

UA/13634/01/03




Popma sunycky

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk
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Kpaina
eupobHUKa

[IponoBkeHHs 1oaarka 3
Homep

Ymosu
aidnycky

PeecmpauyitiHa npoyedypa

Lito40i pevyoBMHU amnoguniHy 6ecunarty.
[itoya pegakuis: d90: NMT 150 pm.

Peknamye
aHHs1

peecmpayiliHo2o
noceio4yeHHs1

Ne
n/n

Hasea
JliKapcbK020
3acoby

(nikapcbka ¢ghopma,
ynakoeka)

[MponoHoBaHa peaakuis: d50: 45-110 pm
3MminHun | TMny - 3MiHuM 3 sikocTi. [oToBUIA
nikapcbkuin 3aci6. 3MiHM y BUPOBHULTBI. 3MiHK

y npoueci BUPOGHMLITBA rOTOBOTO NikapCbKOro
3aco0y, BKMYa4M NPOMIKHUIA NPOAYKT, L0
3aCTOCOBYETLCS NPV BUPOOHULITBI rOTOBOrO
nikapcbkoro 3acoby (He3HayHa 3MiHa y
npoteci BUpo6GHMLTBA) HE3HAYHa 3MiHa Y
npoueci BupobHuuTtea 13, a came BBeaeHO
ONTUMi30BaHy TEXHOIOTi0 BUTOTOBMEHHS
rpaHynaty paminpuny. Ona rpaHynsuii 3
BVCOKOHO LUBMAKICTIO 3CyBY BUKOPUCTOBYIOTb
3MEHLLEHY KINbKICTb rpaHynsuiiHoro po3ymnHy

NPOCIOITb Y KOHTENHEP i3 HEPXKaBitoyoi cTani.

(2x6 n). 3aranbHa KinbKiCTb rpaHynsuiiHoro
PO34MHY He 3miHunacek. Lientonosy

MiKpOKpucTanivyHy gnsi romoreHisauii Il

[nsa posdysaHHs 5 Mr/5 Mr TBepay XenaTtnHosy
kancyny CONI-SNAP 3 3amiHuTK Ha kancyny
CONI-SNAP 2. 3miHuBCS nywwe po3mip
060MOHKM Kancynu, Cknag Ta skicTb Kancyn
3anuwnnucs 6e3 amiH. 3miHu | Tuny - 3miHn 3
siKkocTi. [oToBMI Nikapcbkuii 3acib. KoHTponb
OOMOMDKHUX pevyoBMH. 3aMiHa oxxepena
ofepXaHHs JOMNOMIXHOI peyoBUHK abo
peakTuBy, L0 CTAHOBUTbL PU3NK nepeaadi
36yaHukiB [E (iHWi 3mMiHW) 3aMiHa BUpOGHWKa
OOMOMDKHOI PEYOBUHU Lientonosun
MiKPOKpUCTanI4HOI, CKiflbK1 3aTBEpKEeHNN
BMPOGHWK NPUMUHUB NOCTa4YaHHSA JOMOMIXKHOI
peyoBUHY BUPOGHMKY 13, 3miHu | Tuny -
3miHu 3 aKocTi. FoToBMIA Nikapcbkui 3acib.
Onuc Ta cknag. 3miHa dhopmu abo poamipis
nikapcbkoi popMu (TabneTkn 3 HeranHUM
BUBINbHEHHAM, Kancynu, cynosnTopii Ta
necapii) 3miHa po3mipy >xenaTuHOBOI Kancynu
Ha nikapcbkuin 3acio XAPTUIN®-AM, kancynu
no 5 mr/5 mr. 3miHu | Tuny - 3MiHM 3 AKOCTI.
[oToBuI nikapcbkuii 3acib. Cuctema
KOHTeVHep/3aKynoptoBanbHuiA 3aci6. 3miHa
dopmu abo po3mipy KOHTENHEPA YK
3aKyrnoproBanbHoro 3acoby (nepBuHHOI

yMakoBKM) (HeCTepuribHi rikapcbki 3acobu) -
3MiHa po3mipy GnicTepa Ha nikapcbkuii 3acié
XAPTUN®-AM, kancynu no 5 mr/5 mr. 3minu |

Tuny - 3MiHM 3 SKOCTi. [OTOBMI NikapCbKuin

nikapcbkoro 3acoby (He3HayHa 3MiHa y

3aci6. KoHTponb roToBoro nikapcbkoro 3acoby
3MiHa y MeTofiax BUNpobyBaHHsi rOTOBOTO
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3aTBEPKEHUX MeTofax BUNpobyBaHHS)
BHECEHHS HE3HaYHWNX 3MiH B METO/, KOHTPOI0
'N13 3a nokasHukom «Onuc kancyny», a came
BUNyYaeTbCA po3ain «HopMyBaHHa» 3 onucy
aHaniTnyHoi metoguku. MNepeknag Ha
yKpaiHCbKy MoBY. 3MiHuM | Tuny - 3MiHK 3
sIKkocTi. [oToBMI Nikapcbkuii 3acib. KoHTponb
roTOBOro fikapcbKoro 3acoby. 3miHa y
MeToAax BUNpoOyBaHHSA roTOBOIO flikapCbKoro
3acoby (He3HayHa 3MiHa y 3aTBEPAXKEHNX
mMeToaax BUNpobyBaHHS) - BHECEHHS
He3HaYHUX pedakuiiHMX 3MiH B cneumdikauito
Ta meTog koHTponto 13 3a nokasHukom
«Onuc BMICTy Kancynuy», y BianoBiaHOCTI 40
opuriHanbHMX MaTepianis BUPOGHMKa.
Mepeknag Ha ykpaiHCbKy MoBy. 3MiHu | Tuny -
3MiHM 3 akocTi. [oToBMI Nikapcbkui 3acib.
KoHTponb roToBoro fikapcbkoro 3acoby. 3MiHa
y MeTofax BUnpobyBaHHS roTOBOrO
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPKEHUX MeTofax BUNpobyBaHHs) -
BHECEHHS HE3HAYHUX pefakuUinHUX 3MiH B
cneuudikauito Ta metoa koHTponto 113 3a
nokasHukomM «Konip BMIiCTy kancynu» ta
«3anax BMIiCTy kancynu» y BianoBigHoCTi 4o
opuvriHanbHNX MaTtepiarnis BUPOOHMKa.
Mepeknapg Ha ykpaiHcbKy MoBY. 3MiHu | Tuny -
3MmiHu 3 aKocTi. FoToBMIA Nikapcbkuin 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
y MeTofax BunpobyBaHHS rOTOBOrO
nikapcbkoro 3acoby (iHLi 3MiHM y MeToaax
BMNpobyBaHb (BKNoYaum 3aMmiHy abo
[OOMOBHEHHS)) 3MiHM B MeTofax koHTponto 13
3a nokasHukamu «lgeHTudikauis giroyoi
peyoBuHu (BEPX)», «KinbkicHuin BMiCT
(BEPX)», «OgHOpIgHICTb 4O30BaHMX OOUHMLb
(BEPX)» y BignoBigHOCTi 4O 3aTBEpPAKEHOIO
po3giny 3.2.P.5.2 AHaniTnyHi MeToanku B
KpaiHi 3asBHVKa/BMpOBHUKa, a came 3MiHEHO
TemnepaTtypy aBTocamniepa 3 25°C go 10°C,
BKa3aHO TEPMiH NPMAATHOCTI PO3YMHIB,
OHOBIEHO po3paxyHKoBi (POPMYIM, OHOBMNEHO
KpuTepil NnpugaTHOCTI XpomaTorpadivHoi
cuctemu. MNepeknag Ha yKpaiHCbKy MOBY.
3miHu | TUNYy - 3miHK 3 gkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb roToBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BMNpobyBaHHsi FOTOBOrO NiKapCbKoro 3acody
(iHWi 3MiHM y MeToaax BUNpobyBaHb
(BKrTtoyaro4mM 3amiHy abo JONOBHEHHS)) 3MiHM B
mMeTogi koHTponto 13 3a nokasHWKOM
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«CynposigHi gomiwkun (BEPX)», a came C3
pomiwkn AML 3MiHEHO, 3MEHLLEHO
KOHLIEHTPALito CTaHAAPTHOMO PO3YMHY Ans
ineHTudikauii LomiloK, BBEOEHO OHOBMEHI
po3paxyHKOBi (OPMynM Ta PO34nH ANs
nepesipkn YyTnMBOCTI cuctemu. MNepeknag Ha
yKpaiHCbKy MOBY. 3MiHuM | Tuny - 3MiHK 3
skocTi. FoToBUIA Nikapcbkui 3aci6. KoHTponb
roToBOro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNpoOyBaHHSA roTOBOIO flikapCbKoro
3acoby (iHwi 3miHM y MeToaax BUnNpobyBaHb
(BKnOYaoum 3amiHy abo JONOBHEHHS))
He3HauYHi peaakuiviHi 3MiHN B METOZi KOHTPOIO
N3 3a nokasHukom «Po3unHeHHs1 (BEPX)», a
came 3MiHW B po3paxyHKoBil hopmyni Ta B
KPUTEPISX NPUAHATHOCTI XpoMaTorpadivHoi

cuctemu. MNepeknaa Ha yKpaiHCbKy MOBY.
oY abo €sponerickbkoi hapmakonei)
He3HayHi 3MiHM B MeToai koHTporto 13 3a
nokasHukom «PosnagaHHs». 3amicTb
npoBeAeHHs TECTY 3a A0ONOMOrow npunagy A
(EP 2.9.1) TecT npoBoAnTbLCSA 3@ JOMNOMOIoH
npunagy B EP 2.9.1 gnsa gosysanHsa 10 mr/10
mr. MNepeknag Ha ykpaiHCbKy MOBY. 3MiHM |
TMny - 3MiHK 3 AKOCTI. [0TOBMIA NikapCbKuii
3aci6. KoHTponb roToBOro nikapcbkoro 3acooy.
3miHa y MeTogax BUNpobyBaHHS roTOBOroO
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPKEHNX MeTofax BUNpobyBaHHs) -
He3HauyHi pefakuiviHi 3MiHK B MeTOfji KOHTPOIo
N3 3a nokasHukoM «laeHTudikauis giroyoi
peyoBuHu (TLLX)». MNepeknag Ha ykpaiHCbKy
moBy. 3MiHu | Tuny - 3miHK 3 sKocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BMNpobyBaHHsi FOTOBOrO NiKapCbKoro 3acoby
(He3HayHa 3MmiHa y 3aTBEpOKEHMX MeToAax
BUNPOOYBaHHSA) He3HauHi pedaKLUiiHi 3MiHW B
meTogi koHTponto 13 3a nokasHWKOM
«CepepnHsi Maca BMicTy kancynux». MNepeknag
Ha yKpaiHCbKy MOBY. 3MiHu | Tuny - 3miHu 3
sikocTi. [oTOBMI Nikapcbkuii 3aci6. KoHTpornb
roToBOro fikapcbkoro 3acoby. 3miHa y
mMeTofax BUNpobyBaHHSA roTOBOIO JliKkapCbKoro
3acoby (He3HayHa 3MiHa y 3aTBEPAKEHNX
MeToAax BUNpobyBaHHS) HE3HaYHI pefaKuiiHi
3MiHM B MeTogi koHTponto 13 3a nokasHukom
«OpHopiaHICTL Macy BMIiCTY Kancynuy.
Mepeknapg Ha ykpaiHcbKy MoBY. 3MiHuM | TUny -
3MiHM 3 akocTi. [oToBMI Nikapcbkuii 3acib.
KoHTponb rotoBoro nikapcbkoro 3acody. 3MiHa
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y MeTofax BMnpobyBaHHS roToBOro
nikapcbkoro 3acoby (Hes3HayHa 3miHa y
3aTBEPKEHUX MeTofax BUNpobyBaHHs) -
He3HayHi peaakuiiHi 3MiHKM B METOi KOHTPOS0
M3 3a «BmicT Boau (3a metogom K.
diwepa)». MNepeknag Ha ykpaiHCbKy MOBY.
3MminHn | TMny - 3MiHuM 3 sikocTi. [oToBUIA
nikapcbkui 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MmeTogax
BUNpobyBaHHsi FOTOBOrO NikapcbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEpOKEHMX MeToAax
BUNPOOYBaHHS) He3HauYHi pedakLinHi 3MiHK B
mMeTogai koHTponto 13 3a «MikpobionoriyHa
ynctoTtar. MNepeknag Ha yKpaiHCbKy MOBY.
3MminHn | TMny - 3MiHmM 3 sikocTi. [oToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
crneundikauin Ta/abo gonycTUMmMX Mex
roTOBOrO NiKapcbKoro 3acoby (iHLi 3MiHu) -
3MiHa BuMor cneumdikadii 13 3a nokasHukom
«Onuc kancyny». 3MiH1 BHeCeHi B po3ain
"Nikapcbka hopMa" (OCHOBHI i3MNKO-XiMiYHi
BMacTMBOCTI) B iHCTPYKLitO ANS MEANYHOrO
3acToCyBaHHsI Nikapcbkoro 3acoby. BeegeHHsi
3MiH NpOTAroM 6-Tu MicsuiB nicns
3aTBEPYKEHHS.

221.

XAPTUN® - AM

kancynu no 10 mr/5
Mr 0 7 Kancyny
6nictepi; no 4
6nictepu abo no 8
GnicTtepiB y
KapTOHHIN ynakoBLi;
no 10 kancyny
6nicTepi; no 3 abo
no 9 Gnictepis y
KapTOHHIN ynakoBLi

3AT
dapmaueBTuy
HWUIA 3aBog
EriC

YropwuHa

3AT
dapmaueBTUYHN
1 3asop ElC

YropwuHa

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MmiHu | TUNY - AgMiHICTPaTUBHI 3MiHW.
BunyyeHHsA BUPOGHWYOI AinbHULI (BKITHOYa04M
AinbHuUi anst A®I, npomixkHoro npoaykty abo
roTOBOro nikapcbKoro 3acoby, AinbHWLi ans
npoBeAeHHS NaKyBaHHS, BUPOOHNKa,
BignosiganbHOro 3a BMNycK cepin, Micue
npoBeAeHHSs! KOHTpOrto cepii) abo
nocrayanbHuKa BUXiOHOro MaTepiany,
peareHTy abo JONOMIKHOT PEYOBUHU (SIKLLO
3a3HayYeHo y [OCbE) BUNYYEHHS OAQHOTO i3
3aTBEPKEHNX BUPOOHUKIB Ait040i Pe4YOBUHM
amnoaunivy 6ecunaty - Hetero Drugs Limited
(3aTBepmkeHo: 3A0 dapmaueBTUYHMIA 3aBos,
3I'MC, Benrpusi, HETERO DRUGS LIMITED,
WHawus; 3anponoHoBaHo: 3AT
dapmauesTruyHuU 3asog ElIC,
YropwwmHa).u3minu | Tuny - 3miHn 3 akocTi.
ADI. KoHTponb AdI. 3miHa y napameTpax
cneuudikauin Ta/abo [ONyCTUMUX MEX,
BM3HaYeHuX y cneumdikauisx Ha Adl, abo
BVXiAHWA/NPOMiXXHWI NpoayKT/pearexT, Wo
BMKOPUCTOBYIOTLCS Y MPOLIECi BUPOBHULTBA
A®I (nogaBaHHst abo 3aMiHa (3a BUHATKOM
aKTUBHOI peyoBuHU GionoriyHoro abo

3a
peuerimom

UA/13635/01/01
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iMyHOSOrYHOrO NMOXOAXEHHS) MapameTpa
crneundikauii 3 BianoBigHUM MeTOA0M
BMNPOBOYBaHHA 3a pe3ynbTaTaMun JOCNiAXEHb
3 6e3nekun abo AKoCTi) - 3MiHa KpUTepiIiB
NPUAHATHOCTI BU3Ha4YeHHSA po3noainy
YacTMHOK 3a po3mipom (PSD) y cneundikauii
Lito40i pevyoBMHU amnoguniHy 6ecunarty.
3aTBepakeHo: Particle Size Distribution - d90:
NMT 150 um 3anponoHoBaHo: Particle Size
Distribution d50: 45-110 um 3miHu | Tuny -
3MiHu 3 sKoCTi. FoTOBMIA nikapcbkuid 3aci6.
3MiHN y BUPOBHMLTBI. 3MiHM y nNpoLeci
BMPOOHMLITBA rOTOBOTO fikapCbKoro 3acoby,
BKI0HAI04MN NPOMIDKHUMA NMPOAYKT, WO
3aCTOCOBYETHCS MPY BUPOOHULTBI FOTOBOIO
nikapcbkoro 3acoby (HesHayHa 3miHa y
npoueci BUPOGHMLTBA) - HE3HAYHa 3MiHa Y
npoueci BupobHuuTtea J13, a came BBeAeHO
ONTMMI30BaHy TEXHOIOTi0 BUrOTOBMNEHHS
rpaHynaty paminpuny. Ansa rpaHynsuii 3
BMCOKOIO LUBUKICTIO 3CYBY BUKOPUCTOBYIOTb
3MEHLLEHY KINbKICTb rpaHynsuiiHOro po3ynHy
(2x6 n). 3aranbHa KinbKiCTb rpaHynsALinHOro
PO34MHYy He 3miHunachk. Llentonoasy
MiKpOKpucTanivyHy ansi romoreHisauii Il
NPOCItOTb Y KOHTEMHEP i3 HepXaBito4oi cTari.
3miHu | TMNY - 3miHK 3 skocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb JONOMiXHMX
peyoBuH. 3amiHa Jkepena oAepXaHH:A
[OOMNOMiXHOI pe4yoBUHU abo peakTuBy, LLIO
CTaHOBUTb pU3WK Nnepeaadi 36yaHwvkis IME (iHLwi
3MiHW) 3amiHa BUPOOHMKa [OMOMIKHOI
PEYOBUHM LIENoNo3n MiKpOKPUCTaniyHol,
CKiNbKv 3aTBEPAXEHWA BUPOBHMK NPUMUHUB
nocTayaHHs AOMOMIKHOI PEYOBMHM BUPOBHUKY
N3. 3minHu | TUny - 3miHK 3 sikocTi. MoToBMI
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BMNpobyBaHHS FOTOBOrO NikapCbkoro 3acoby
(He3Ha4Ha 3MiHa y 3aTBEPKEHNX MeToAax
BUNPoByBaHHS )MHe3HaYHi pefaKLiiHi 3MiHV B
METOZAi KOHTPOIO 3a NokasHukom «Onuc
kancyn». MNepeknag Ha yKpaiHCbKy MOBY.
3miHu | TUNYy - 3miHK 3 gkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meToaax
BMNpobyBaHHsi FOTOBOrO NiKapCbKoro 3acoby
(He3HayHa 3miHa y 3aTBepOKeHVX MeTofax
BMNPOOYBaHHS) BHECEHHS HE3HAYHMX
pefakuinHMx 3miH B cneuudikadito Ta metoq
KoHTponto 113 3a nokasHukom «Onuc BMICTY
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Kancynuy, y BignoBigHOCTI 4O opuriHanbHUX

maTepianis BupobHuka. MNepeknag Ha
yKpaiHCbKy MOBY. 3MiHuM | Tuny - 3MiHK 3
sikocTi. [oToBMI Nikapcbkuii 3acib. KoHTponb
roTOBOro fikapcbkoro 3acoby. 3miHa y
MeToAax BUNpoOyBaHHSA roTOBOIO flikapCbKoro
3acoby (He3HayHa 3MiHa y 3aTBEPAXKEHNX
meToaax BUNpobyBaHHS) - BHECEHHS
He3HaYHUX pedakuiiHMX 3MiH B cneumdikauito
Ta meTog koHTponto 13 3a nokasHyKom
«Konip BmicTy kancynu» Ta «3anax BMiCTy
Kancynuy» y BignoBigHOCTI 4O OpuriHanbHUX
mMaTepianie BupobHuka. Mepeknag Ha
YKpaiHCbKy MOBY. 3MiHM | Tuny - 3MiHK 3
siKkocTi. [oToBMI Nikapcbkuii 3acib. KoHTponb
roToBOro nikapcbkoro 3acoby. 3miHa y
mMeToAax BMNpobyBaHHSA roTOBOIO flikapCbKoro
3acoby (iHwWi 3MiHM y MeToaax BunpobyBaHb
(BKNtoYao4uM 3amiHy abo JOMNOBHEHHST)) 3MiHM B
mMeTogax koHTponto 13 3a nokasHukamm
«loeHTndikauis girovoi pevoBuHu (BEPX)»,
«KinbkicHuin BmicT (BEPX)», «OgHopigHicTb
[o3oBaHux oamHuub (BEPX)» y BignosigHocCTi
0o 3arBepaxeHoro posginy 3.2.P.5.2
AHaniTU4HI MeETOAMKM B KpaiHi
3asBHUKa/BMPOBHMKa, a came 3MiHEHO cknag
PO34YMHHMKA, 3MIHEHO TEMMNepaTypy
aBTocamnnepa 3 25°C go 10°C, gogaHo
TEePMiH NPUAATHOCTI PO34MHIB, OHOBIEHO
po3paxyHKoBi hOpMYrn, OHOBMEHO KpUTepil
npuaaTHOCTI XpoMaTorpadiyHoi cucTemu.
3miHu | TUnYy - 3miHK 3 gkocTi. FoToBUI
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MmeTogax
BMNpobyBaHHsi FOTOBOrO NiKapCbKoro 3acoby
(iHWwi 3MiHM y meTofax BunpobyBaHb
(Bkntovaro4m 3amiHy abo JONOBHEHHS)) 3MiHM B
meTogi koHTponto 13 3a nokasHMKOM
«CynposigHi gomiwwkun (BEPX)», a came C3
aomiwky AML-01 3miHeHo (3amicTb OCHOBM
BVIKOPVCTOBYIOTb Ciflb (hyMapoBoi KUCNoTH),
3MEHLLEHO KOHLEHTpaLlilo CTaHAapTHOro
po34nHy Ans igeHTudikauii AoMiwok, BBeAeHO
OHOBJIEHI pO3paxyHKOBi (POPMYNn Ta PO3UUH
ONsi NepeBipKu YyTNMBOCTI CUCTEMM.
Mepeknapg Ha ykpaiHcbky MoBY. 3MiHu | TUny -
3MiHM 3 akocTi. [oToBMI Nikapcbkuii 3acib.
KoHTponb roToBoro nikapcbkoro 3acody. 3MiHa
y MeTofax BunpobyBaHHS roOTOBOrO
nikapcbkoro 3acoby (iHLwwi 3aMiHu y meToaax
BMNpobyBaHb (BKNoYarym 3aMiHy abo
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[OMOBHEHHS)) HE3HAYHI pefaKLifiHi 3MiHW B
meToai koHTponto 13 3a noka3HWKOM
«Po3unHeHHs1 (BEPX)», a came 3miHu B
PO3paxyHKOBI hOpMyIii Ta B KPUTEPISX
NPUAHATHOCTI XpomaTorpadiyHoi cucTemu.
Mepeknag Ha ykpaiHCbKy MoBy. 3MiHu | Tuny -
3MiHM 3 akocTi. [oToBMI Nikapcbkuii 3acit.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
y MeTofax BMnpobyBaHHS roToBOro
nikapcbkoro 3acoby (OHOBMNEHHs Npoueaypu
BUNPODYBaHHS ANs NpUBeAeHHs y
BiQNOBIQHICTb 3i 3MiIHEHOO 3aranbHO cTaTTel
oY abo €sponerickbkoi hapmakonei)
He3HauyHi 3MiHM B MeToai koHTponto 13 3a
nokasHukoM «PosnagaHHs». 3amicTb
npoBeAeHHs TECTY 3a A0MNOMOrow npunagy A
(EP 2.9.1) TecT npoBOANTLCS 3a AOMOMOrO0
npunagy B (EP 2.9.1). Nepeknag Ha
yKpaiHCbky MoBY. 3MiHu | TUny - 3MiHK 3
sKkocTi. [oToBMI Nikapcbkui 3aci6. KoHTponb
roToBOro nikapcbkoro 3acoby. 3miHa y
MeToax BUNpobyBaHHS roOTOBOIO flikapCbKoro
3acoby (He3HayHa 3MiHa y 3aTBEPAKEHNX
MeTogax BUNpobyBaHHSI) - HEe3HauHi
penakuinHi 3miHm B cneumdikauii Ta metogi
koHTporto 113 3a noka3Hukom «laeHTudikauisa
aitoyoi pevoBuHu (TLLUX)». Mepeknaa Ha

yKpalHCbKY MOBY.
meTogi koHTponto 13 3a nokasHMKOM
«CepepnHsl Maca BMicTy kancynux». MNepeknag
Ha yKkpaiHCbKy MoBY. 3MiHu | Tuny - 3miHK 3
skocTi. [oTOBMI Nikapcbkui 3aci6. KoHTponb
roToBOro fikapcbkoro 3acoby. 3miHa y
MeToax BUNpoOyBaHHS rOTOBOIO flikapCbKoro
3acoby (He3HayHa 3MiHa y 3aTBEPAKEHNX
mMeToAdax BUNpobyBaHHSA) - HE3HAYHI
pedakuinHi 3MiHM B cneumdikauii Ta meToai
KoHTponto 13 3a nokasHukom «OQHOPIAHICTE
macu BMICTy kancynu». MNepeknag Ha
yKpaiHCbKy MoBY. 3MiHM | Tuny - 3MiHK 3
skocTi. [o0TOBMI Nikapcbkui 3aci6. KoHTponb
roTOBOro nikapcbKkoro 3acoby. 3miHa y
MeToax BUNpoGyBaHHS rOTOBOIO fikapCbKoro
3acoby (He3HayHa 3MiHa y 3aTBEPKEHUX
MeTofAax BUNpoOyBaHHSA) He3HaYHI pefaKLuinHi
3MiHM B cneumdikauii Ta MeToAi KOHTPOro
N3 3a nokasHukom «BmicT Boam (3a meTogom
K. ®iwepa)». MNepeknaa Ha ykpaiHCbKY MOBY.
3MmiHu | TUNY - 3miHK 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
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Ne
n/n

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

BUNpobyBaHHsi FOTOBOrO NikapcbKoro 3acoby
(He3Ha4Ha 3MiHa y 3aTBEpIKEHNX MeToAax
BUNPOOYBaHHS) - HE3HAYHI 3MiHN B
cneunikauii Ta metogai koHTponto 113 3a
nokasHvkom «MikpobionoriyHa uncToTay.
3MminHn | TMny - 3MiHun 3 siKocTi. [oToBMIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
crneungikauin Ta/abo 4onycTUMMX Mex
roTOBOro NiKapcbKoro 3acoby (iHLi 3MiHu) -
npuseaeHHs BuMor cneunadikadii 113 3a
nokasHukom «Onuc kancyn» y BignosigHOCTI
0o 3aTBepaxeHoro n.3.2.P.5.1.Cneumdikauis(-
7). Po3mip kancynu He 3amiHMBCS. 3MiHN
BHeceHi B po3ain "flikapcbka popma” (OCHOBHI
i3nKo-XimMi4HiI BNacTMBOCTI) B iIHCTPYKLito Ans
MEeOUYHOro 3aCTOCYBaHHsI NiKapCbKoro 3acoby.
BBegeHHst 3MiH NpoTsrom 6-tn micauis nicna
3aTBEPKEHHS.

222.

XOJNYAEKCAH

Kancynu Teepai, no
300 mr, no 10
kancyn y 6nictepi;
no 2 abo no 5, abo
6, abo 10 Gnictepis
B KAPTOHHI Kopobui

TOB "YOPIJ
MEOWLNH"

Ykpaina

YOPNA
MEOVLIMH
INIAY CAH. BE
TIK. A.LL.

TypeyvunHa

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:
3MminHn Il Tuny - 3miHun Wwopao
Ge3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
BHeceHHst abo 3miHa(n) Ao 3060B'A3aHbL Ta
YMOB BuAaui peecTpauinHoro noceig4yeHHs,
BKMtoYatoum MNnaH ynpasniHHS puankamm
(3acTocyBaHHs 3MiH(1), Aki(a) BUMaraoTb(€)
nofanbLloro o6rpyHTyBaHHA HOBUMM
[00aTKOBMM AaHUMM, LLO MaloTb HagaBaTUcs
KOMMETEHTHNM OpPraHoM, OCKiflbKn
BMMaraeTbCs CyTTEBA OLLiHKA KOMMETEHTHUM
opraHom) 3asiBHMKOM HafjlaHO OHOBMEHWUIA
MnaH ynpaeniHHA pusnkamm Bepcis 2.0 3MiHn
BHECeHO A0 YacTuH: | «8aranbHa iHpopmauisi»
Il «Cneuundikauisi 3 6e3nekm» V «3axoam 3
MiHimi3auii pusmkiB» VI «Pestome nnaHy
ynpaBniHHg pusmkammny VIl «dogatku»
(nopatkm 1-8) y 3B’A3Ky 3 OHOBIEHHSM
iHbopMmaLii 3 6e3neku itoyoi pevoBrHM
ypcoae3oKkcmxonesa KucnoTa BianoBiAHO A0
aKTyanbHOI pedepeHTHOI iHopMalii, a Takox
y 3B'AI3Ky i3 3MiHOKO hopmaTy BiAnoBigHO A0
Bumor Evaluation Guidance on the format of
the risk management plan (RMP) in the EU —
in integrated format. 31 October 2018
EMA/164014/2018 Rev.2.0.1 accompanying
GVP Module V Rev.2 Human Medicines).

3a
peuerimom

UA/14162/01/01

223.

LE®ENIM

NMOPOLLOK Ans
pO34uHy ans

iH ekuin no 1000 wmr;
1 donakoH 3
NMOPOLLKOM Y kopobui

AHaHTa
Megikeap J1A4.

Benuka
BpuTaHis

AHaHTa
Megikeap
Nimiten

IHaia

BHECEHHS 3MiH IO peecTpauiiHnX MaTepianis:
3MiHu | TUny - AQMiHICTpaTUBHI 3MiHW.
BunyyeHHs BUpOGHMYOI AinbHULI (BKMHOYa4um
ainbHUUi ana A®Il, npomixkHoro npoaykty abo
roTOBOrO fikapcbKkoro 3acoby, AinbHWLi Ansi

3a
peuerimom

He
nidnsieae

UA/15345/01/01
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Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

3 KapTOHY

npoBefeHHs NakyBaHHSsI, BUPOOHNKa,
BignoBiganbHOro 3a BMNycK cepin, micue
NpoBeAEeHHsA KOHTPOIto cepii) abo
nocrtavarnbHuKa BUXigHOro Martepiany,
peareHTy abo AOMOMIXKHOT PEYOBUHY (SIKLLO
3a3Ha4Y€eHo Y [OCbE) BUIYYEHHSI BUPOBHMNYOT
[inNbHUL rOTOBOrO Nikapcbkoro 3acofy, a came
Csicc NepeHnTepanc Jita., IHais. 3anvwaeTtscs
3aTBepaKeHnin BupobHuk AHaHTa Megikeap
Timitea, IHAis. 3MiHM BHECEHi B iIHCTPYKL,i0
AN MeguyHoro 3acTocyBaHHS LLoA0
BUITyYEHHS OAHOrO 3 BUPOBHUKIB MikapcbKoro
3acoby Ta sk HacnigokK - BUIyYeHHs! iHCTPYKUii
0N MeQMYHOrO 3aCTOCYBaHHHS Ta TEKCTY
MapKyBaHHs! yNakoBKM MikapcbKoro 3acoby
Onsi uboro BUpoOHuKa. BBeaeHHst 3aMiH
NpoTArom 3-X MICAUIB Nicrsa 3aTBEPAXEHHS.

224.

LE®TAINONM
AHAHTA

NMOPOLLOK Ans
PO34MHy ans
iH'ekuimno1r, 1
hnakoH 3 NOPOLLKOM
y kopobLi 3 kKapToHy

AHaHTa
Megikeap NnTa.

Benuka
BputaHia

AHaHTa
Megikeap
JlimiTen

IHgia

BHECEHHS 3MiH O peecTpauiiHux maTepianis:
3MiHu | TUny - 3MiHKM Wwoao
6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHK). 3MiHK BHeceHi y n. 17. IHLWE
BTOPWHHOI ynakosku Ta n. 6. IHWWE nepBuHHOI
yMaKoBKW nikapcbKkoro 3acoby. BBeaeHHst 3miH
NPOTArom 3-x MicsILiB NiCNsi 3aTBEPOAXKEHHS.
3MiHn | TMNYy - AgMiHiCTPaTUBHI 3MiHW.
BunyyeHHsa BUpOGHWYOI AinbHULI (BKITHOYao4M
AinbHuui anst A®I, npomixkHoro npoaykty abo
roTOBOro nikapcbKoro 3acoby, AinbHWLi ans
NPOBEAEHHS NaKyBaHHS, BUPOOHWKa,
BignoBiganbHOro 3a BMNycK cepin, Micue
npoBeAeHHSs! KOHTPOTo cepii) abo
nocravanbHuKa BUXiOHOro MaTepiany,
peareHTy abo JONOMIKHOT PEYOBUHU (SIKLLO
3a3HaYeHO Y [0CbE) BUMYYEHHS BUPOOHMYOT
[inNbHUL rOTOBOrO Nikapcbkoro 3acoby, a came
Csicc MepeHtepanc N7a., IHgis. 3anuwaetbes
3aTBEPKEHUI BUPOOHMK AHaHTa Meaikeap
JlimiTen, IHAis. 3MiHM BHECEHI B iIHCTPYKLitO
Ansi MEOUYHOTO 3aCTOCYBaHHS LLOAO
BUIMYYEHHS1 OOHOrO 3 BUPOBHUKIB MikapcbKoro
3acoby Ta K HaCMiAOK - BUIyYEHHST iIHCTPYKLT
ONst MEAMYHOTO 3aCTOCYBaHHHS Ta TEKCTY
MapKyBaHHs1 yMakoBKU MikapcbKoro 3acoby
Ons Uuboro BUpobHuKa. BBeaeHHs 3MiH
npoTsArom 3-X MicAUiB Nicns 3aTBEPAXEHHS.

3a
peuerimom

He
nidnsieae

UA/15346/01/01

225.

LMCNNATUH-
mini

KOHLEHTpaT Ansi
PO34MHy Ans
iHdpysin, 0,5 mr/mn;
no 20 mn (10 wmr),
a6o 50 mn (25 wmr),
a6o 100 mn (50 mr)

Mini Xenckepe
Nimiten

Benuka
Bputanis

BeHyc Pemegic
Timiten

IHaisa

BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis:
3MiHM | TUNY - AgMiHICTpaTuBHI 3MiHW. 3MiHa
HalMeHyBaHHs1 Ta/abo agpecu Micus
NpOBaXeHHS OisnbHOCTI
BMPOGHMKa/imnopTepa rotoBoro nikapcbKoro
3acoby, BKMKYa4m AinbHuLi BUNycky cepii

3a
peuenmom

He
nionsieae

UA/6490/01/01
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Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceio4yeHHs1
y cbnakoHi; no 1 abo micLe NpoBeaeHHs! KOHTPOIH SIKOCTI.
cnakoHy B (miAanbHICTb, 3a AKy Bignosiaae

KapTOHHiIN kopooLi

BUPOGHMK/IMNOPTEP, BKIOYAKUN BUMYCK
cepin). AogMiHicTpaTMBHa 3MiHa HanNMCaHHsI
agpecu BUpobHMKa. 3MiHM BHECEHO B
iHCTPYKUil0 ONst MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3gin
"Micue3HaxookeHHs1 BUpoOHuKa Ta agpeca
MicLUA NpoBaaXeHHs NOro OisnbHOCTI" 3
BiANOBIOHUMW 3MiHAMKN B TEKCTi MapKyBaHHS
ynakoBok. TepMiH BBEAEHHS 3MiH NpoTArom 6
MicsaUiB Nicnsa 3aTBEPAXEHHS.

*y pa3i eHeceHHs1 3MiH 00 iHCmMpyKuii Npo MmeduYyHe 3acmocyeaHHsI

B.o. HauyasbHUKA
DapManeBTUYHOIO YIIPABJIIHHS

Ouaexcanap I'PIHEHKO




