MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPATHA
HAKA3

Kuis

03 6epe3nst 2025 poky Ne 353

IIpo Aep>kaBHY peecTpariiio (mepepeecTpaniio) JKapCbKHX 3aco0iB (MeJUYHHX
iMyHOOio/TOTiUHKX MpenapaTiB) Ta BHeCeHHA 3MiH /I0 peecTpaliiHUX MaTepiaiiB

BianoBigHo o cratti 9 3akoHy Ykpainu «IIpo mikapchbKi 3aco0u», MyHKTIB 3,
26, 30, 49 Tlopsgky aepskaBHOI peectpailii (TepepeecTpaiiii) JiKapchbKHUX 3acobiB,
3aTBep/pKeHoro rmoctaHoBoro Kabinety MiHicTpiB Ykpainu Bij 26 TpaBHs 2005 poky
Ne 376 (B pepakuii mocraHoBu Kabinety MinicTpiB Ykpainu Bif 26 kBiTHs 2024
poky Ne 529), ab3aily ABafuUsaTh IM’siToro MiANYHKTY 12 myHKTY 4 [TosioKeHHsT TIpo
MiHicTepcTBO OXOpPOHM 37I0POB’Sl YKpaiHU, 3aTBeppkKeHOoro rnocraHoBor KabiHery
MinictpiB Ykpaiau Big 25 Gepe3nsi 2015 poky Ne 267 (B pefakiiii 1oCTaHOBH
Kabinery MinicTpiB Ykpainu Big 24 ciunst 2020 poky Ne 90), Ha mizcrasi
pe3y/bTaTiB eKCIIePTU3U PeecTpalliiHiX MaTrepiaiiB TiKapCchKUX 3aco0iB (MeauUHMX
iMyHoOionoriuHMX  mpemapartiB), 10 TOJaHi Ha Jep)XaBHy  PpeECTparlifo
(mepepeecTpallit0) Ta BHECEeHHS 3MiH [0 peeCcTpalliiHUX MaTepiajiB, TpPOBeJeHUX
Jlep)KaBHUM  MMiANPUEMCTBOM  «/lep>KaBHMM e€KCIepTHUM 1LieHTp MiHicTepcTBa
OXOPOHM 3/7I0POB’S] YKpaiHW», BUCHOBKIiB II[0/0 edheKTHBHOCTi, Oe3meuHoCTi Ta
AKOCTI, IOA0 eKCIIepTHOI OLIHKHK CITiBBiJHOLIIEHHS KOPUCTL/PU3MK JIIKAPCHKOrO
3aco0y, 1[0 TIPOTIOHYETLCS [0 Jep>KaBHOI peecTpaljii (mepepeectpariii), II0A0
BHECEeHHsI 3MiH [0 PeeCTpalliiHUX MaTepialiB Ta peKoMeH/allii Moro /10 Jep>KaBHOI
peectpaiiii (epepeecTpaiiii) abo BHeCeHHsI 3MiH /10 peeCTpalliiHMX MaTepiaiB

HAKA3Y1O:

1. 3apeectpyBaTi Ta BHecTH [0 [lep)kaBHOTO peECTPy JiKapChbKUX 3acobiB
YKpaiHM fiKapchbKi 3acobu (MeauuHi iMyHOOiosoriuHi TipermapaTH) 3rifHO 3
Jomatkom 1.

2. TlepepeecTtpyBaTy Ta BHECTH 70 Jlep>KaBHOTO PeECTPY JiKapChKUX 3acobiB
YKpaiHd JiKapckKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTu) 3rifHO 3
JOJaTKOM 2.

3. BHecTn 3MiHM [0 peecTpauliiHUX MarepiajiB Ta /lep)KaBHOTO peecTpy
MKapcbKUX 3aco0iB YKpaiHW Ha Jikapcbki 3acobu (MeawuHi iMyHOOGiosoriuHi
ripenaparty) 3rijHO 3 JOJATKOM 3.



4. ®apmarieBTHUHOMY Yyrpas/iHHiO (Onekcangpy ['pilieHKy) 3abe3mneunTd
OTIPU/TFOJJHEHHSI I[bOTO Haka3dy Ha odiliiiHoMy BeOcaiiTi MiHicTepcTBa 0XOpOHU
310pOB’d YKpaiHu.

5. KOHTpO/1b 32 BUKOHAHHAM LIbOT'0 HaKa3y IOK/IaCTy Ha 3aCTyrnHuUKa MiHicTpa
Enema ApamaHoBa.

MiHuicTp BikTop JISAIIIKO



ITEPEJIIK
3APEECTPOBAHUX JITIKAPCBKHUX 3ACOBIB (MEAVNYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI
BHOCSATECS 10 JEPXKABHOI'O PEECTPY JIIKAPCBKMX 3ACOBIB YKPAIHU

Aopatok 1

[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»

Bifg, 03 6epe3Ha 2025 poky Ne 353

Ne Hassa dopma 3asiBHUK Kpaina Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n JliKapcbKo20 BUIMYCKY 3asiBHUKa BUPOOGHUKa BionyckKy aHHs1 peecmpayiliHo
3acoby (nikapcbka 20
¢hopma, nocBi0OYEeHHs
ynakoska)
1. | BOSEHTAH TabneTku, BKPUTI Akkopg, HigepnaHaun BiANOBIAa/IbHUIA 32 BUMYCK Monbwa/ PeecTpauist 4o BBEEHHS B Ail0 3aKOHY 3a He UA/20790/01/01

AKKOP/, 125 MI' NNiBKOBOO Xerckea cepi: IHais/ YKkpaiHu Bif 28 nunHa 2022 p. Ne 2469- peyernmom nionsieae
TABNETKW, 060/10HKO0, 125 B.B. Akkoppa Xenckea lMoncka Benuka IX “Mpo nikapcbki 3acobu”
BKPUTI Mmr; no 14 Cn. 3 0.0., MNonbLya; BputaHis/
nniBKOBOKO Tabnetok, IcnaHis Pestome nnaHy ynpasniHHA py3nkamu
OBOJIOHKOKO/B BKPUTUX BMPOGHULITBO NiKAPCLKOro Bepcia 6.0 gofaetbes. MepioAnyHICTb
OSENTAN NNiBKOBOO 3acoby, NnepBMHHE Ta noAaHHA perynspHo OHOB/1OBAHOIO
ACCORD 125 MG | 060/0HKOM0, Y BTOPVHHE NakKyBaHHS: 3BiTy 3 6e3neku, BigNoBigHO A0 MNopsaaky
FILM-COATED 6nictepi; no 4 IHTac ®apmacbloTikanc 3[iiCHEeHHSs hapMakoHariaay,
TABLET 6nictepun y naui

Nimiteq, 1HAiN;

[0[aTKoBe BTOPUHHE
nakyBaHHs:
Akkoppg, Xenckea Jlimiteg,
Benwuka bBputaHis;

KOHTPO/b AKOCTI:
Nab6opaTopi dPyHaacio day,
IcnaHis

3aTBEPAKEHOro HakasoM MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi
tocTunLii YkpaiHm 29 ciuHs 2007 poky 3a
Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOpPOHW 340POB'A
Ykpainu Big, 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO 3i CTPOKaMK,
3a3HavYeHMN Y NepiognMYHOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.

B.o. HauanLHUKA
dapMaineBTUYHOT0 yIIPaB/IiHHA

Onekcanap I'PIHEHKO







IIEPEJIIK
INEPEPEECTPOBAHUX JIIKAPCBKHX 3ACOBIB (MEJNYHUX IMYHOBIOJ/IOI'TYHUX ITPEITAPATIB), AKI
BHOCSATHCS 10 IEPXKABHOI'O PEECTPY JIIKAPCHKHNX 3ACOBIB YKPAIHU

Aopatok 2
[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»

Big 03 Gepe3ns 2025 poky Ne 353

Ne Hassa

o ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | yBaHHA | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
1. | AMOPON®IH- nak ons Hirtie 3AT "IHTENI NntBa LWaHenb IpnaHgjs MepepeecTpauisi Ha HEOGMEXEHWNIA TEPMIH 6e3 nionsizae UA/18068/01/01
IHTENI nikyBanbHui1, 50 FEHEPUKC Mepgikan OHOB/IEHO iHGhopMaLLito B IHCTPYKUIT Ans peuenma
Mmr/mn; no 2,5mny HOPL" AHnimviTeq, MEeAMYHOrO 3aCTOCYBaHHS NMiKapCbKOro 3acoby y
donakoHi; no 1 Komnawi

hNakoHy B KOMMIEKTI
3 nnoYkamu ans
HIrTiB, cepBeTkaMm
[ONS OYWLLEHHA Ta
wnarensaMu ans
HaHeCeHHs naky y
KapTOHHI KopooLli

po3ginax "®apmakoTepaneBTuyHa rpyna’,
"®apmakonoriyHi BnactnsocTi”, "MNokasaHHa"
(peparyBaHHs), "B3aemogisi 3 iHLWIMMK NiKapCbKUMN
3acob6amu Ta iHWi Buan B3aemogiit”, "OcobamBocCTi
3acTocyBaHHA", "3acTocyBaHHS y nepiog,
BariTHOCTi abo rogyBaHHsa rpyaar”, "gitn"
(peparyBaHHs), "Mepepo3yBaHHA", "T06IYHI
peaxuii” BignosigHo A0 iHhopmMauii pedpepeHTHOro
nikapcbkoro 3acoby (JTJOLLEPUI®, nak ans Hirtis
nikyBanbHWiA, 50 Mr/mMn), a Takox Ao po3giny
"Mo6ivHI peakui” o040 BaXKNNBOCTI 3BITYyBaHHS
npo NoGiyHi peakuii.
Pestome nnaHy ynpasniHHA pusukamu sepcisa 2.0
[ofaeTbes.

MepioanyHICTb NOAAHHSA PErynsipHoO
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiAHO A0
Mopsaky 34ilicHeHHs hapMakoHarnagy,
3aTBEPA)KEHOr0 Haka3oM MiHicTepcTBa OXOPOHU
340pOoB’A Ykpainu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuLi
Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa OXOPOHY 3[40POB'S
YkpaiHu Bif 26 BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTPOKaMu, 3a3Ha4YeHUMHN Y
nepiogMYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3

6e3neku.

B.o. Haua/IbLHUKAa
dapMaLeBTUYHOr0 yIIpaB/IiHHA

Ounexkcanpap I'PILIEHKO




ITEPEJIIK

Joparok 3
[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriuHMXx npenaparis) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianie»

Big 03 Gepe3ns 2025 poky Ne 353

JIIKAPCBKHMX 3ACOBIB (MEJVNUYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), OO0 AKUX BYJ/IK BHECEHI
3MIHU 1O PEECTPAIIMHUX MATEPIAJIB, SIKI BHOCATELECSH 10O JEP)KABHOI'O PEECTPY JIIKAPCHKUX
3ACOBIB YKPAIHA

Ne Hassa Popma surnycky 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknav Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs | peecmpayiliHo20
3acoby ynakoska) nocBiO4Y€eHHs
1. | ASE/NIbTA Tabnetku no 75 mr CninbHe YkpaiHa NOBHUIA LMK Monbwa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/18115/01/01
no 10 TabneTok y YKpaiHCbKO- BMPOGHMLTBA, YTOYHEHHSA1 HanucaHHA BUPOGHUKIB Ta iX peyenmom
6nicTepi, no 1 icnaHcbke KOHTPO/Ib AKOCTi Ta cpyHKUi B Haka3i MO3 YkpaiHu Ne 25 Bipg,
6nictepy y nigNPUEMCTBO BUMYCK cepil: 03.01.2025 B npoueci nepepeecTpavii y 38'A3ky 3
KapTOHHIW nayvj "Cnepko Biochapm N14, npoBefeHHAM npoLieaypn "BUNpPaBIeHHs
YkpaiHa" Monblua; TEXHIYHOT MOMUIIKU B peECTpaLiiHoMy
MiKpoG6ionoriyHuiA noceigyeHHI". Pefakuia B Hakasi - biodhapm /114,
KOHTPONb: Monbla. BipHa pegakLis - NOBHU LK
diTochapm KneHka BMPOGHULITBA, KOHTPOJb AAKOCTi Ta BUMYCK
C.A., Monbla; cepii: Biochapm J/iTa, MonbLuua;
MiKpOGioNoriuHuii KOHTposb: Pitodhapm
MiKpoG6iooriYHuiA KneHka C.A., MonbLa; MikpoGionoriuHuii
KOHTPONb: KOHTpoOnb: Mo3/1a6 J/ita, Monbua
Mo3/a6 N14,
Monbwa
2. | AMNIA® PO3YMH ANS iH'EKi, Baiep Al HimeuunHa BMPOGHMLITBO HimeuunHa/ BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/12600/01/01
40 mr/mn; no 0,165 (BKKOYALOUM CLWA 3MmiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peyenmom
M1y nonepeaHbo CTepusibHY Ta (hapmakoHarnsgy. 3miHa yactotu Ta/abo
3arnoBHeHOMY dinbTpauito, TEPMiHiB NOAAHHSA PerynspHO OHOB/IOBAHMX 3BITiB
wnpwuyj; no 1 HanoOBHEHHSA - 3 6e3neku fikapcbkux 3aco6iB. 3MiHa y yacToTi Ta
wnpuuy (3anasHomy nepBUHHA JaTtax nofaHHsi perynsipHo OHOB/THOBAHOTO 3BITY 3
y 6nictep) y ynakoBka), 6e3neku.
KapTOHHI ynakoBsLy; BTOPWHHA ynaKoBKa, [itoya pepakuis: YactoTa nofjaHHsa perynspHo
no 0,278 mny KOHTPO/b cepil, OHOB/IOBAHOrO 3BiTY 3 6e3nekn 1 pik. KiHuesa

CKNsAHOMY hN1aKoHi;
no 1 cpnakoHy 3
PiNbTPyBa/IbHOK
ronkow 18 Gy

BiANOBIAa/IbHUI 3a
BUNYyCK cepii gns
h1aKkoHiB,
MapKyBaHHs,

gara ans skayeHHs gaHnx no PO3b6 -
30.11.2018 p. Aarta nogaHHsA PO36 - 08.02.2019
p. MponoHoBaHa pefakuis: YactoTa nogaHHs
perynspHO OHOB/IKOBAHOIO 3BiTY 3 6e3neku 3 pokw.




n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)
KapTOHHI ynakoBLi

3asBHUK

Kpaina Bupo6Huk
3asiBHUKa

6nicTepHa ynakoBka,

7

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu

Peknav

cTepunisauis,
BTOPWHHA ynakoBkKa,
BMPOGHNUNIA

KiHueBa gata ansa BK/OYEHHS gaHnx go PO36 -

Bionycky

yBaHHs

Homep
peecmpayitiHo2o

KOHTPO/1b, KOHTPO/b
SAKOCTI,
BiANOBiAa/IbHWIA 32
BUNYyCK cepii gns
nonepegHL0
3aMnoBHEHUX
wnpuuis: baliep AT,
HimeuunHa, BepniH,
HimeyvunHa;
BMPOGHMLITBO
Hepo3acoBaHol
NpPOAYKL,i, KOHTPO/b
AKOCTI
Hepo3acoBaHol
npoAyKujii:
PenxeHepoH
dapmacbloTikanc,
IHK., CLUA;
KOHTPO/b SIKOCTI
Hepo3acoBaHol
npoaykuii: €spodpiHc
JNaHkacTep
Nab6opaTtopis, IHK.,
CLUA; BUPO6GHMLTBO
(BKOYaLOUM
CTepUbHY
inbTpauito,
HanoBHEHHS -
nepBuHHA
yMakoBka),
BMPOGHUUNIA
KOHTPO/1b, KOHTPOJIb
AKOCTI, BisyanibHa
iHCnekuia ans
hNaKoHIB;
BMPOGHUUNIA
KOHTPO/1b, KOHTPO/b
SIKOCTI, BidyasibHa
iHCnekuis ans
nonepegHLo
3aMNoBHEHUX
wnpuuis: Bettep
Papma-depTiryHr
'm6X i Ko. KT,

30.11.2025 p. Aarta nogaHHa PO3b - 28.02.2026

p. PekomeHz0BaHO [0 3aTBEPAKEHHS BiAMNOBIAHO

[0 NepioAVNYHOCTI NOAAHHS PerynsipHo

OHOBJ/IHOBAHUX 3BITiB 3 6E3MeKN Nlikapcbknx 3acobiB
y €C.

nocsBi0YeHHs
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PeecmpayjitiHa npoyedypa

Ymosu

Peknam
yBaHHs1

Homep
peecmpayitiHo2o

n/n

Hassa
JliKapcbK0O20

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Bionycky

nocsBi0YeHHs

3acoby

HimeyvunHa;
BMPOOHULITBO
(BKOUaOUM
CTepubHY
inbTpadito,
HaMoBHEHHS -
nepBuHHa
ynakoBka),
BUPOGHNYNIA
KOHTPO/1b, KOHTPO/Ib
AKOCTI, BidyasibHa
iHCnekuis ans
h1akoHIB Ta
nonepegHLo
3anoBHEHNX
wnpuuis: Bettep
dapma-depTiryHr
v6X i Ko. KT,
HimeuunHa;
KOHTPO/b SIKOCTI:
Baiiep AT,
HimeyumnHa,
Bynneptasib,
HimeuumnHa,;
KOHTPO/Tb AKOCTI ANs
nonepegHLo
3anoBHEHNX
LUNPWLB, KOHTPO/Ib
AKOCTI (TiNbkK TecT
Ha MexaHiyHi
BK/IIOYEHHS) Ans
donakoHiB: baiiep
AT, HimeuunHa,
JleBepKyseH,
HimeyunHa

TainaHg

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:

3a

UA/16557/01/01

AKHETPEKC
10

Kancynm m'aki no 10
Mr o 10 kancyn y
6nictepi, no 3
6nictepu B
KapTOHHI Kopo6Lyi

Mera
NaidpcaiieHci3
Mabnik
Komnawi
Nimiteq

TainaHpg,

Mera JlaindbcaiieHci3
Mab6nik KomnaHi
Nimitep

BMMpPaB/IEHHS TEXHIYHOI NOMWUIIKH, 3rigHO nn.4
n.2.4. po3giny VI Hakazy MO3 YkpaiHu Big
26.08.2005p. Ne 426 (y pegakuii Hakasy MO3
Ykpainu Big 23.07.2015 p Ne 460) y 3aTBEpAXKEHNX
MKSA N3 3a noka3HMKoM «KisibkicHe BU3HaYeHHS
i30TpeTVHOIHY» B MeTofax KOHTPO/I0, a came no
TEKCTY METOAMKN BKa3aTn «peakTus
METU/IEHX/TOPUA» 3aMiCTb «METUNEHXI0PUL», a
TakoX BUMNpaBNEHHA METOANKNA NPUTOTYBaHHS
BUMPOOYBaHOro po3ynHy. 3asHadyeHe
BMNPaB/IEHHs BignoBigae marepianam

peyerimom

pPeeCTpaLiiiHOro A0Chbe, siki NpeAcTaB/eHi B apXiBi
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
(po3gin 3.2.P.5.2. AHaniTN4YHi MeToanKn)
4. | AKTPANIO® PO3YMH ANS iH'EKLiA, A/T Hoso [aHia BignoBiganbHuii 3a [Lanisa/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/0325/01/02
HM 100 MO/mn; mo 10 Hopgaick BWMNYCK Cepiii PpaHuin 3MmiHu | TUNY - 3MiHK Wopao 6esnekn/edeKTUBHOCTI peyenmom
My donakoHi; no 1 KiHLLEBOro NPOAYKTY: Ta dpapmakoHarnsgy. BeegeHHs abo 3miHv o
donakoHy y AT Hoso Hopgick, y3arasibHeHUX JaHnX Npo cucTemy
KapTOHHIli Kopoobui [JaHis; Bupo6bHuk hapmakoHarnsgy (BBefeHHs y3arasibHEHNX JaHnx
NPOAYKLi 38 NOBHUM npo cuctemy chapmakoHarnsgy, amiHa
umknom: Hoso YNOBHOB&XEHOT 0co6M, BiANOBIfaNbHOI 3a
Hopgaick 3[iiCHEHHS (hapMakoHarnsay; KOHTaKTHOI 0cobu 3
MpogatokcboH CAC, dhapmakoHarnsgy 3asaBHuKa Ans 34iliCHeHHS
PpaHuis hapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6W, BiAMNOBIga/IbHOI 3a
3pificHeHHs hapmakoHarnsay (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-chaiina cuctemn hapmakoHarnsgy) 3miHa
YMOBHOBaXEHOT 0CO6Y 3asBHMKA, BignoBiganbHOT
3a hapmakoHarnag,.
[Litoua pepakuin: KapcteH Jlonnike. NponoHoBaHa
pepakuisi: i3 MpimmLueliB. 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6W 3asiBHNIKA,
BiANOBIAabHOI 3a thapmakoHarnsag,. 3miHa
KOHTaKTHUX [aHNX KOHTaKTHOT 0CO6U 3asBHNKA,
Bi4NoBiAabHOI 3a hapMakoHarnsa B YkpaiHi.
5. | ANIEP3VH Kpansi opasibHi, 3AT YropwuHa 3AT YropmHa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 UA/9862/02/01
po34nH 5 Mr/mn no dPapmaneBTUy dapmaLeBTUYHNI 3MmiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peyenma
20 MmNy dhnakoHi 3 HWi 3aBOf, 3aBop ElC Ta hapmakoHarnsagy (iHwi 3miHu). 3mMiHU BHECEHO
KpanenbHuueto, no 1 ETIC y TEKCT MapKyBaHHS1 NePBMHHOI (N. 6) Ta
hnakoHy 3 BTOPWHHOI (N. 3, 17) ynakoBKuM NikapcbKoro 3acooby.
KpanenbHULEelo B TepMiH BBEAEHHS 3MiH - TPOTAroM 6 MicALiB nicas
KapPTOHHI KOpoobLii 3aTBEPKEHHSA.
6. | ACKOPIN cupon; no 100 mn neHmapk IHais "neHmapk IHais BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/8670/01/01
EKCIMNEKTOP a6o no 200 mny PapMacboTUK PapmMacboTKan3 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKuii peyenmom
AHT NAacTUKOBMX ans Jtg,. nrTa. 3aci6. KOHTpO/1b rOTOBOro NiKapcbKoro 3acoby
thnakoHax; no 1 (iHWi 3MiHW) - OHOBJ/IEHHSA BXE 3aTBepIKeHNX
chnakoHy pasom 3 MEeTOZIB KOHTPOJItO AKOCTI NikapCbKoro 3acoby, a
MiPHVM KOBMAuKoOM Y came BVKMafeHHs TEKCTY fepXaBHO MOBOIO
KapPTOHHI ynakoBsLi 3rigHO cy4yacHMX BUMOT
7. | ACMIPUH® C | TabneTtku wunydyi; no Baviep LLeliLapis Baviep Bittepdenss Himeuunna BHECEHHS 3MiH [0 peecTpayjiiiHux maTepianis: 6e3 nionsea UA/4398/01/01
2 Tabnetkun y cTpumi; KoHcblomep 6X 3miHu |l TUny - 3MiHn Wopao 6e3nekn/ed)eKTUBHOCTI peyenma €
no 5 ctpunis y Kep Al Ta chapmakoHarnsgy. 3mMiHu y KopoTkili

KapTOHHI KOpo6Li

XapaKTepucTuL Nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta IHCTPYKUIiT 4519 MeANYHOro
3aCTOCYBaHHS Y 3B'A3KY i3 HOBUMMW AaHVMU 3
AKOCTI, JOKNIHIYHUMMU, KNIHIYHUMN AaHMU Ta
OaHyMu 3 hapmakoHarnsgy. 3mMiHM BHECEHO A0
IHCTPYKUIT ANA MEeANYHOr0 3aCTOCYBaHHSA
nikapcbKoro 3acoby o po3ainy "3actocyBaHHs y
nepiog BariTHOCTi abo rogyBaHHs rpyaar”.
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPAKEHHS
8. | ATASOP-P TabneTkv BKpUTI Emkyp IHAiA Emkyp IHAis BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/19258/01/01
MN/1iBKOBOIO dapmachbloTika dapmacbloTikanc 3MmiHu | TUNy - AgMiHICTpaTUBHI 3MiHK. 3MiHa peyenmom
060/10HKOt0 Mo 300 nc nTpg, nra. HalilMeHyBaHHs Ta/abo agpecy 3asiBHMKa
mr/100 mr no 30 (BnacHvKa peecTpauiitHOro NocBig4YeHHS) - 3MiHa
Tabnetok y chriakoHi; ajpecy 3asBHVKa
no 1 chnakony y
KapPTOHHI ynakosLi
9. | AYFMEHTUH NMopoLIoK AN nakcoCmiTKn Benuvka CmiTKnsiiH Bivem Benvka BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis: 3a UA/0987/05/02
OpasIbHOT CyCneHsil, AH EkcnopT BpuTaHis $apmacboTukanc, BpuTtaHis/ 3MiHu | TUNY - 3MiHK 3 iKOCTi. FOTOBWIA Nikapcbkuii peuenmom
400 mr/57 mr B 5 mn; Nimiteq Benuka BpuTaHis; PpaHuin 3aci6. KoHTposb roToBOro Mikapcbkoro 3acoby.
1 dpnakoH 3 "nakco Bennkom 3MmiHa y meTogax BunpobyBaHHA roTOBOro
NMOPOLLKOM A/15 MpogakwH, PpaHLuis niKapcbKoro 3acoby (He3HayHa 3miHa y
npurotyBaHHsa 70 mn 3aTBEPMAXEHUX MeToAax BUNpobyBaHHs) -
cycneHsii y He3HauHi 3MiHM y npoueaypi TeCTyBaHHSA
hnakoHax 3 «Bu3HaueHHs AOMILLOK NoNiMepy kniaBynaHaTy»
npo30poro ckna 3 A5 3aMiHW BCiX cneundivyHnX napameTpis,
mMeTasnieBo MOB’A3aHNX 3 MOTOYHOK MapPKOK Ta MOAE/NI0
KPWLLIKOIO, L0 chnyopecL,eHTHOro cnekTpoMeTpa 3 NPUMITKO
3arBrHUyeTHCA (3 [AnsA KopucTyBaya, Lo A0AATKOBI napameTpu
KOHTPO/IEM MEepLLOro npvnagy NoBWHHI ByTW BU3HaYeHi nig vac
BIAKPUTTSA | BaslifaLii o6nafHaHHs, o6 A03BOAUTU 3aMiHy
nosliMepHo NMOTOYHOrO 3aCTapisioro cnekTpoMeTpa
NNiBKOHO, LLO
MICTUTbCSA
BCEpeAViHi) pasom 3
[03YH0UUM LLNPULLOM
a60 MipHUM
KOBMaykoM, abo
MipHOIO JTOXKOHO,
NOMILLEHWIA B
KapTOHHY KOPOOGKY
ab0 3 KpULLKOIo i3
3axX1CTOM Bif,
BIAKPUTTS AITbMU
pasom 3 [03YHUnM
wnpuuom abo
MipHOIO JTOXKOIO,
noMiLeHwnii B
KapTOHHY KOpPOGKY
10. | BEMAHTEH® | kpem 5%; no30r Baiiep LLiBeiyapis "M MpeH3ax HimeuunHa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 UA/4157/01/01
a6o 100 r y Ty6i; no KoHcblomep MpopykTioHc MM6X 3MiHu | TUnYy - 3MiHK 3 aKocTi. CepTudikaT peyenma
1 Ty6i y KapTOHHilA Kep Al BignosigHocTi/lE-cepTudikar BignosigHoCTI

KopoobUi

€Bponelicbkili hapmakonei/moHorpadii. MogaHHs
HOBOro abo OHOBMIEHOro cepTudikata
BIAANOBIAHOCTI 260 BUNYYEHHSA cepTudikara
BignoBigHOCTI €Bponelicbkili hapmakonei: gns
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
A®l; gns BuxigHOro
mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA
cepTuguikar Bif y)Xe 3aTBep4KEHOr0 BUPOOHMKA.
noAaHHs OHOBJIEHOTO cepTudikaTa BifnoBigHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 1997-113 -
Rev 03 (3aTBepmkeHo: R1-CEP 1997-113 - Rev
02) ana A®l gekcnaHTeHosy Bif BXe
3aTBepKeHoro Bupo6Hvka DSM Nutritional
Products (UK) Ltd., LLloTnaHgis.
11. | BETAQVH® cynosuTopii 3AT YropwuHa 3AT YropumHa BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 6e3 UA/6807/02/01
BariHasbHi no 200 dapmaneBTuy dapmaLeBTUYHNIA 3MiHu | TUny - 3MiHK Wopao 6e3nekn/etpeKTUBHOCTI peyenma
mr, no 7 HWUIA 3aBOS, 3asopg ErC Ta hapmakoHarnsagy (iHwi 3miHu), 3mMiHM BHECEHO
CynosunTopiiB y EriC y TEKCT MapKyBaHHs nepBuHHOI (M. 6. IHLLE) Ta
6nictepi; no 1 a6o 2 BTOpWHHOI (M. 17. IHLWE) ynakoBku nikapcbkoro
6nictepn y 3acoby. BBefeHHs 3MiH NPOTAroM 6-Tu MicsLiB
KapPTOHHIN nayyj nicns 3aTBepPAKEHHS.
12. | BETAA/NH® cynosuTopii 3AT YropwumHa 3AT YropwuHa BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 6e3 niosnsza UA/6807/02/01
BariHasbHi no 200 PapmaueBTny dapmaLeBTUUHWI 3MiHM | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyenma €
Mr 10 7 Cyno3uTopiiB HW 3aBOf, 3aBog ElC Ta hapmakoHarnsagy (iHwi 3miHu). 3MiHU BHeceHi B
y 6nictepi; no 1 aéo EriC IHCTPYKLiO AN1A MeAUYHOro 3aCTOCyBaHHA
no 2 6nictepu B nikapcbKoro 3acoby (po3ain «Cknag») 1ay TekcT
KapTOHHI nayui MapKyBaHHS yMakoBKM MikapcbKoro 3acoby (po3gain
«KIJIbKICTb AIK04OT PEHOBVIHW») woao
NpUBELEHHS KifIbKICHOro BMICTY akTVBHOrO iody
[0 3aTBepKeHOT cneumdikauii MeToaiB KOHTPOIO
AKOCTi. TakoX BHECEHi YTOUHEHHS B TEKCT
MapKyBaHHS BTOPMHHOI YNakoBKW J1ikapCbKOro
3acoby y po3gin 17 «IHLWE». BBeAeHHS 3MiH
NpOTArom 6-Tv MicALiB NicAa 3aTBePAKEHHS
13. | BI1OAAI Tabnetkn no 200 wmr, KYMN®EP NntoBcbka | Agamepg ®apma C.A. Monbwa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 UA/19715/01/01
no 10 Tabnetok y BIOTEX, YABb Pecny6nika 3MmiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peyenma

6nictepi, no 5
6nicTepiB y nauui

Ta hapmakoHarnsgy. BeegeHHst abo 3miHu o
y3ara/ibHeHUX JaHnx npo cucremy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHnx
npo cuctemy thapmakoHarnsgy, amiHa
YMOBHOBaXXEHOT 0CO6M, BigNoOBigabHOI 3a
3AiiCHeHHA hapMakoHarnsgy; KOHTakTHOT ocoou 3
hapmakoHarnsgy 3asBHuKa A5 34iCHEHHS
hapMakoHarnsgy B YkpaiHi, SKLLO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6Wu, BiAMnoBigabHOI 3a
3ailicHeHHs hapMakoHarnsgy (Bkiyanum
KOHTaKTHi AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-haiina cuctemu chapmakoHarnsgy) 3miHa
YMNOBHOBaXEHOT 0CO6U 3asBHMKa, BifnoBigabHOT
3a hapmakoHarnsg,.
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
[Oitoua pepaxuis: Wynby Onbra CepriiBHa.
MponoHoBaHa pepakuisi: Maiictep MapuHa
[eHHagiiBHa.
14. | BIH®IH TabneTku, BKpUTI [eTepo /1a63 IHgjis [eTepo /1a63 IHAjs BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3a UA/17517/01/01
NAiBKOBOO Nimiteq Nimitep 3MiHu | TUNY - 3MiHK 3 IKOCTi. FOTOBWIA NikapcbKuii peuenmom
060/10HKO0, N0 5 Mr; 3aci6. KoHTposb roToBOro MikapcbKoro 3acoby.
no 15 Tabnetok y 3MmiHa y meTogax BunpobyBaHHA roTOBOro
6nictepi; no 2 niKapcbKoro 3acoby (iHLWi 3MiHM y MeTogax
6nictepu y kopobui 3 BMNPOGYBaHb (BK/IOYAKYM 3aMiHy abo
KapToHY [OMNOBHEHHS)). 3MiHa 32 MOKa3HNKOM
"laeHTudikais 6apsHuka. FD&C cuHiii No2
a/loMiHieBMI nak (MeTog Y®)". MNponoHyeTbes
3aMiHWUTW PO34YMH TapTpaTy HaTPIl0 Ha po3BefeHy
X/IOPUCTOBOSHEBY KUC/OTY SIK 3pa30K XO/10CTOro
PO34MHY, OCKiNIbkK paHile 6yna gonyLieHa
NOMUIIKA.
15. | BANIbCAPIA TabneTtku, BKPUTI CaHpo3 CnoseHis Bupo6bHMLTBO "in Icnanis/ BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a UA/14686/01/01
NAiBKOBOO dapmacbioTika bulk", nakyBaHHs, CnoseHis/ 3MiHu | TUny - 3MiHK 3 aKocTi. CepTudiikaT peyenmom
obonoHkoto, no 80 n3 a.a. TecTyBaHHsA: 3irdppig PymyHisa/ BignosigHOCTI/IE-cepTudpikar BignosigHOCTI
Mr; no 14 TabneTok Bap6epa, C.J/1., ITania €Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHsA
y 6nicTepi; no 2 IcnaHis; Bunyck HOBOro abo OHOB/IEHOr0 cepTudpikata
6nictepu y cepii: lek BiANOBIAHOCTI ab0 BUNYyYEHHS cepTudikata
KapTOHHIli KopooLi $apmaueBTUYHA BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
KomnaHis g.4a. , A®I; ons BMXigHOro
CnoBeHis; mMartepiany/peareHTy/nMpoMiKHOIo NPOAYKTY, WO
TECTYBaHHS: BMKOPWCTOBYIOTLCS Y BUPOOHNULTBI ADI; ans
Consiac Al’, [0NOMIXHOT peyoBrHY (cepTudikaT BignoBigHOCTI
LLiBeiiuapis; €Bponelicbkiin hapmakonei) - OHOB/IEHWIA
KOHTPOb SKOCTI: cepTuqikaT Bif yxe 3aTBepKeHOro BUpobHuka -
Canpos C.P.J1., MopaHHA OHOB/IEHOrO cepTudikaTy BifNOBIAHOCTI

PymyHist; Bunyck
cepii, KOHTPOS1b
AKOCTI, BUPOBGHNLTBO
"in bulk", nepBrHHe
Ta BTOPUHHE
nakyBaHHs:
HosapTic ®apma
C.n.A,, Itanisa

EP R1-CEP 2013-159-Rev 02 (nonepefHsi Bepcis
CEP R1-CEP 2013-159-Rev 01) ana A®I
BasicapTaHy Bif BXe 3aTBEpPAKEHOro BUPO6HMKaA
Zhejiang Tianyu Pharmaceutical Co. Ltd. 3miHu |
TMny - 3MiHK 3 AKocTi. APl BupobHMUTBO. 3MiHa
BMPOGHMKA BUXIAHOrO/NPOMIKHOTO
NpoAyKTy/peareHTy, WO BUKOPUCTOBYIOTLCA Y
BUpo6HMYOMY npoueci A®I, abo 3miHa BUPO6HMKaA
(Bkntovaroun, ae HeobxigHoO, MicLe NPoBeAEeHHS
KOHTpO/0 sIKOCTi) AdI (3a BiACYTHOCTI
cepTudpikaTa BignoBiaHOCTI EBpONeiiChKilt
hapmakonei y 3aTBepaKeHOMY AOCLE)(3MiHN 80
3axopiB, NoB'A3aHUX 3 KOHTponem Adl, abo
[ofasaHHA AifbHUL, fe NPOBOANTLCA
KOHTpONb/BMNPOGYBaHHSA cepii) - [logaBaHHsA
pinbHUUi SGS International Services Laboratory
(ISL) Limited, Ringaskiddy, Cork, P43 FR63,
Ireland, sik goaaTkoBy naboparopito,
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1

BiANOBIAa/IbHY 3a MPOBEAEHHS BUMPOOYBaHHS
KOHTPOJtO AIKOCTi PO3MNoAiny YacTok 3a po3mipamu
A®| BanicapTtaH. 3miHu | TNy - 3MiHK 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y meToaax
BMNpo6yBaHHA APl abo BuUXigHOro
marepiany/npoMiKHOro NPoayKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NpoLieci BUpobHuytea AdI
(iHWi 3miHM y MeTogax BUNPobyBaHHA (BK/IOUaun
3amiHy abo fonoBHeHHs) APl abo
BVXifHOro/MpOMiKHOro NpoAaykTy) - lofaBaHHs
anbTepHaTMBHOI Npoueaypu BunpobysaHHA AdI
BancapTaH Bupo6HuuTBa Zhejiang Tianyu
Pharmaceutical Co. Ltd., BignosigHo go CEP
KoMnaHii Tianyu. 3MiHu | Tuny - 3MiHW 3 SKOCTI.
A®I. KoHTponb AdI. 3miHa y MeToaax
BMNpo6yBaHHA A®| abo BuXigHOro
mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea Ad|
(iHWi 3MmiHM y MeTogax BUNpobyBaHHs (BKOYa0UM
3aMiHy abo fonoBHeHHS) APl abo
BUXIAHOrO/NPOMIXXHOr0 NPOAYKTY) - JoAaBaHHs
anbTepHaTUBHOI nMpoueaypy BUNpobyBaHHa AdI
BancaptaH Bupo6HuyTBa Divi's Laboratories Ltd,
BignosigHo Ao CEP komnaHii Divi's, 3a BUHATKOM
TeCTyBaHHS1 PO3MoAi/ly 4acToK 3a PO3MipoMm, ke
6yae npogoexysaTuch y Novartis. 3miHu | Tuny -
3MmiHn 3 sKocTi. CepTudikar signosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBpONENCHKIi
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI a6o
BW/yYEHHS cepTudpikaTta BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; pns
BMXiAHOrO MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; ona foNOMiKHOT peqyoBuHN (cepTudpikat
BifNoBigHOCTI €Bponelickkili hapmakonel) -
OHOBReHW cepTuddikaT Bif, y)xe 3aTBepAKeHOro
BMpO6HUKa - [ofaHHA OHOB/IEHOro cepTudikaty
signosigHocTti EP RO-CEP 2016-290-Rev 04
(nonepegaHs Bepcis CEP RO-CEP 2016-290-Rev
03) ana A®| BancapTaHy Bif, BXxe 3aTBepAKeHoro
Bnpo6HMka NOVARTIS PHARMA AG, y 3B'3Ky 3
HaCTYMHMMU 3MiHaMU: -3MiHa Ha3BU KOMMaHil
Novartis International Pharmaceutical Ltd., Branch
Ireland Ha Novartis Integrated Services Limited; -
nocunexHs cneuudikauii 41 NDMA 3 0.090 ppm
00 0.030 ppm; -BUNYYEHHA «AK NpUKNag» 3
XpomaTtorpadiyHux ymoB y metogi MX-MC/MC,




14

n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

onmMcaHnx y YnHHin MmoHorpadii NOVARTIS 3
TeCTyBaHHS NiKapCbKUX PeYoBUH. 3MiHu | Tuny -
AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu Micus NPOBaMKEHHS AiSNbHOCTI
BMPOGHMKa (BK/TO4akouu, 3a HEO6XiAHOCTI, MicLe
NpoBeAEHHS KOHTPOJIO SKOCTI), ab0 BNacHuMka
macTep-haiina Ha A®l, abo noctavanbHuKa
Adl/BnxigHoro matepiany/peareHTy/npomMixXHOro
NPOAYKTY, L0 3aCTOCOBYIOTbLCA Y BUPOOHULTBI ADI
(AKLLLO 3a3HAYEHO Y AOCbE Ha JlikapcbKuii 3acib) 3a
BifiICYTHOCTI cepTudikaTa BignosigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaKeHoOMy
[ocbe, abo BUPOOHMKA HOBOT AOMOMDKHOT
PEYOBUHM (AKLLO 3a3HAYeHO Y A0CbE) - 3MiHa
Ha3BW Ta afpecy AiNbHUL, BiANOBIAaIbHOT 3a
npoBefieHHA BUNPO6yBaHb KOHTPOO SKOCTi Ad]
BancapTtaH, 6€3 3mMiHM MicLs BUPOOHULTBA.
3artBepmkeHo Novartis International
Pharmaceutical Ltd., Branch Ireland, Ringaskiddy,
Co. Cork, Ireland. 3anponoHoBaHo SGS
International Services Laboratory (ISL) Limited,
Ringaskiddy, Cork, P43 FR63, Ireland

16.

BA/IbCAPIA

TabneTku, BKPUTI
NAiBKOBOO
o060n0Hkoto, no 160
Mr; Mo 14 TabneTok
y 6nicTepi; no 2
6nictepu y
KapTOHHIlA KopooLi

CaHpo3
dapmachbloTika
n3 n.Aa.

CnoseHisi

Bupo6HMLTBO "in
bulk", nakyBaHHs,

TecTyBaHHs: 3irdpig,

Bap6epa, C.J/1.,
Icnanis; Bunyck
cepii: Jlek
dPapmaueBTMyHa
KomnaHia g.4a. ,
CnoseHis
TECTyBaHHS:
Consiac Arl',
LLiBeiiuapis;
KOHTPO/b SIKOCTI:
CaHpgos C.P.J1.,
PymyHist; Bunyck
cepii, KOHTPOS1b

AKOCTI, BUPOBGHMLTBO

"in bulk", nepBuHHe
Ta BTOPWHHE
nakyBaHHS:
HoBaprTic ®apma
C.n.A,, Itanis

Icnanis/
CnoseHis/
PymyHis/
ITanis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MmiHn | TURY - 3miHk 3 sKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHsA
HOBOro abo OHOBMEHOro cepTudpikata
BiANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiANOBIgHOCTI EBponeiickkili hapmakonei: ans
A®I; ons BMXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBIEHWIA
cepTuaikaT Bif yxe 3aTBepKeHOoro BUpobHuKa -
MopaHHA OHOB/IEHOTO cepTudikaTy BifNOBIAHOCTI
EP R1-CEP 2013-159-Rev 02 (nonepeaHs Bepcis
CEP R1-CEP 2013-159-Rev 01) ansa A®l
BasicapTaHy Bif, BXe 3aTBEPAKEHOr0 BUPOOHMKA
Zhejiang Tianyu Pharmaceutical Co. Ltd. 3miHu |
My - 3MiHK 3 AKoCTi. APl BupobHMUTBO. 3MiHa
BMPOGHMKA BUXIAHOrO/NPOMIKHOTO
NPoAYKTy/peareHTy, L0 BUKOPUCTOBYHOTLCS Y
BUpo6HMYOMY npoueci A®I, ab6o 3miHa BUPO6HMKA
(Bknrovaroun, ae HeobxigHO, MicLe NPOBEAEHHS
KOHTposto sikocTi) APl (3a BigcyTHOCTI
cepTudpikaTa BignoBiaHOCTI EBpONEiiChKilt
dhapmakonei y 3aTBepaKEHOMY AOCLE)(3MiHN A0

3a
peyenmom

UA/14686/01/02
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1

3axopiB, NoB'A3aHUX 3 KOHTponem Adl, abo
[ofaBaHHA AinbHULI, Ae NPOBOAUTLCS
KOHTpONb/BMNPOGYBaHHSA cepii) - JloaaBaHHA
OinbHWUi SGS International Services Laboratory
(ISL) Limited, Ringaskiddy, Cork, P43 FR63,
Ireland, sik goaatkoBy nabopartopito,
BiANOBIAa/IbHY 3a MPOBEAEHHS BUMPOOYBaHHS
KOHTPOJt0 SAIKOCTi PO3MNoAiny YacTok 3a po3mipamu
A®| BanicaptaH. 3miHu | TUny - 3MiHK 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y meToaax
BMNpo6yBaHHA APl abo BUXigHOro
marepiany/npoMiKHOro NPoayKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NpoLieci BUpobHuytea AdI
(iHWi 3miHM y MeTogax BUNPobyBaHHA (BK/IOUauM
3amMiHy abo fonoBHeHHs) APl abo
BVXifHOro/MpoMiKHOro NpoAaykTy) - lofaBaHHs
anbTepHaTMBHOI npoueaypu BunpobysaHHA AdI
BancapTaH Bupo6HuuTBa Zhejiang Tianyu
Pharmaceutical Co. Ltd., BignosigHo go CEP
KoMnaHii Tianyu. 3MiHu | Tuny - 3MiHW 3 SKOCTI.
A®I. KoHTponb AdI. 3miHa y MeToaax
BMNpo6yBaHHA A®l abo BuxigHOro
mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea Ad|
(iHWi 3MiHM y MeTogax BUNpobyBaHHs (BKIOYa0UM
3aMiHy abo fonoBHeHHs) A®l abo
BUXIAHOTO/NPOMIXXHOr0 NPOAYKTY) - JoAaBaHHs
anbTepHaTUBHOI nMpoueaypy BUNpobyBaHHa AdI
BancaptaH Bupo6HuyTBa Divi's Laboratories Ltd,
BignosigHo Ao CEP komnaHii Divi's, 3a BUHATKOM
TeCTyBaHHS1 PO3MoAi/ly 4acToK 3a PO3MIpoM, ke
6yae npogoBxysaTuch y Novartis. 3miHu | Tuny -
3MiHn 3 sKocTi. CepTudikar signosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBpONENChKIi
hapmakonei/MoHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI abo
BU/yYEHHS cepTudpikaTta BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans
BMXiAHOrO MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; ona foNoOMiKHOT peqyoBuHN (cepTudpikat
BifNoBigHOCTI €Bponelickkili hapmakonel) -
OHoBReHW cepTuddikaT Bif, y)xe 3aTBepAKeHOro
BMpO6HUKa - [ofaHHA OHOB/IEHOro cepTudikaty
signosigHocTti EP RO-CEP 2016-290-Rev 04
(nonepegaHs Bepcis CEP RO-CEP 2016-290-Rev
03) ana A®| BancapTaHy Bif, BXxe 3aTBepAKeHoro
BupobHMKa NOVARTIS PHARMA AG, y 3B's13Ky 3
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n/n

JliKapcbK0O20

Hassa

3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

HaCTYMHUMU 3MiHaMU: -3MiHa Ha3BU KOMMaHil
Novartis International Pharmaceutical Ltd., Branch
Ireland Ha Novartis Integrated Services Limited; -
nocunexHs cneuudikauii 4 NDMA 3 0.090 ppm
00 0.030 ppm; -BUNYYEHHA «AK NpUKNag» 3
xpomatorpadiyHux ymos y metogi MX-MC/MC,
onmMcaHnX y YnHHin MmoHorpadiii NOVARTIS 3
TeCTyBaHHS NiKapCbKUX PeYyoBUH. 3MiHu | Tuny -
AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu MicUs NPOBaMKEHHS AISNbHOCTI
BMPOGHMKa (BK/IO4akouu, 3a HEOBXIAHOCTI, MicLe
NpOBeAEHHS KOHTPOJIO SKOCTI), ab0 BNacHuMka
macTep-haiina Ha A®l, abo noctavanbHuKa
Adl/BnxigHoro matepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 3aCTOCOBYIOTbCA Y BUPOOHULTBI ADI
(AKLLLO 3a3HAYEHO Y AOCbE Ha JlikapCbKuii 3acib) 3a
BifiCYTHOCTI cepTudikaTa BignosigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaKeHOMy
[ocbe, abo BUPOOHMKA HOBOT AOMOMDKHOT
PEYOBUHM (AKLLO 3a3HAYeHO Y A0CbE) - 3MiHa
Ha3BW Ta afpecy AiNbHUL, BiANOBIAabHOT 3a
npoBefeHHsA BUNPO6yBaHb KOHTPOO SKOCTi AdI
BancapTtaH, 6€3 3MiHM MicLs BUPOOHULTBA.
3arBepmkeHo Novartis International
Pharmaceutical Ltd., Branch Ireland, Ringaskiddy,
Co. Cork, Ireland. 3anponoHoBaHo SGS
International Services Laboratory (ISL) Limited,
Ringaskiddy, Cork, P43 FR63, Ireland

17.

BAHKOMILUN

H

niodpinizat gns
PO3UmnHy ans
iHdpy3iin no 1000 wmr;
no 1 a6o 10 cknsHMX
hNaKkoHiB,
3aKyrnopeHunx
rymMOBO Npo6Koto,
cnopsapKeHo
ANIOMIHIEBUM
0B6TUCKHUM
KOBMAYKOM i
KpULLKOKO «dpnin-
och» Y KapTOHHii
Kopobu,i

xeHohapm
nrtg

Benvka
BputaHis

XaliHaHb Moni ®apm
Ko., 14,

Kutait

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3Mminu | TUNY - 3MiHK Wopao 6esnekn/edeKTUBHOCTI
Ta chapmakoHarnsgy. BHecenHs abo 3miHa(u) oo
3000B'A3aHb Ta YMOB Buadi peecTpauiiHoro
noceigyeHHs, Bknoyaouy MNMnaH ynpasniHHA
pv3nkamm (iHWi 3MiHK). 3asBHUKOM HajaHO
OHOB/IeHUIA MNaH ynpasniHHA pusukamu Bepcis
2.0. 3MiHM BHECEHO A0 YacTuH: | «3aranbHa
iHchopmauis»; Il «Cneundikauis 3 6esnekn»; Il
«MnaH 3 chapmakoHarnagy»;

V «3axoau 3 MiHimi3auji pusukis»; VI «Pesiome
nnaHy ynpasniHHA pusukamm»; VII «ogartkm»
(mopatku 1-8) y 3B’A3Ky 3 OHOBNIEHHAM iHhOpMaLLT
3 6e3neku Ajloyoi peyoBMHN BAHKOMILVH
BiAMNOBIAHO A0 akTyanbHOi pedhepeHTHOT
iHbopMaLLii, a Takox Yy 3B'A3KY i3 3MiHOIO chopmaTy
BignosigHo Ao sumor 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

3a
peyenmom

UA/19627/01/02
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
Module V Rev.2 Human Medicines). Pestome
MnaHy ynpasniHHA pusmkamu sBepcisa 2.0
[0A3€ETLCS.
18. | BAHKOMIUW | niodpinizaT ans [xeHodhapm Benuka XaiiHaHb Moni ®apm KnTaii BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: - UA/19628/01/01
H pPO34nHy Ans nth BpuTaHis Ko., NTo. 3MiHM | TUnYy - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI
iHQpy3ii no 500 wmr; Ta hapmakoHarnsgy. BHeceHHs abo 3miHa(un) o
in bulk: mo 100 3000B'A3aHb Ta YMOB BuAadi peectpauiiHoro
hNakoHiB y NoCBiAYEHHSA, BKoYatoun MnaH ynpasniHHA
KapTOHHI KOpooL, pu3nkKamm (iHLWi 3MiHK). 3assBHUKOM HagaHo
OHOBJ/IEHWIA [NaH ynpaBniHHA pu3nkamun Bepcis
2.0. 3miHM BHeceHO [0 YacTuH: | «3aranbHa
iHchopmauis»; Il «Cneundikauis 3 6esnekn»; Il
«[MnaH 3 chapmakoHarnagy»;
V «3axofu 3 MiHimi3avii pusukis»; VI «Pesiome
nnaHy ynpasniHHA pusukamm»; VII «logatkm»
(mopatkmn 1-8) y 3B'A3KY 3 OHOB/IEHHAM iHChopMmaLi
3 6e3nekun Ajtyoi pevyoBUHY BaHKOMILMH
BiANOBIAHO A0 akTyanbHOI pedhepeHTHOI
iHchopMmawii, a TakoX y 3B'A3Ky i3 3MiHOI dhopmaTty
BignosigHo fo 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
MnaHy ynpasniHHS pusnkamu Bepcisa 2.0
[0A3€ETbCA.
19. | BAHKOMIUW | niodpinizaT ans [xeHodapm Benuka XaliHaHb Moni ®apm Kutaii BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: - UA/19628/01/02
H pOo34nHy Ans nrp BpuTaHis Ko., NTg,. 3MmiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
iHdpy3iin no 1000 wmr; Ta hapmakoHarnsagy. BHeceHHs abo 3miHa(un) oo
in bulk: no 100 3060B's13aHb Ta YMOB BMAaYi peecTpauiiiHoro
hNakoHiB y NOCBIAYEHHS, BKOYatouun MnaH ynpasniHHA

KapTOHHI Kopo6Lyi

py3nkamm (iHLWi 3MiHK). 3assBHUKOM HagaHo
OHOB/IEHWIA [naH ynpasniHHA pu3nkammn Bepcis
2.0. 3MiHM BHECEHO [0 YacTuH: | «3aranbHa
iHbopmauis»; Il «Cneuundikauis 3 6e3nekm»; Il
«MnaH 3 hapmakoHariagy»;

V «3axoau 3 MiHimMi3auii pu3ukie»; VI «Pestome
nnaHy ynpasniHHA pusukamn»; VII «logatkm»
(mopaTkmn 1-8) y 3B'A3KY 3 OHOB/IEHHAM iHChopMmaLi
3 6e3nekn fjtoyoi peyoBNHY BAHKOMILWH
BiANOBIAHO A0 aKTyasibHOI pedepeHTHOI
iHchopMmawii, a TakoX y 3B'A3KyY i3 3MiHOIO dhopmaTty
BignosigHo Ao sumor 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
MnaHy ynpaBaiHHA pusmkamu Bepcis 2.0
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
[0A3ETLCA.
20. | BAHKOMIUWM niodpinizat gns xeHohapm Benuka XaliHaHb Moni ®apm KnTaii BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/19627/01/01
H po3unHy Ans nrtg BputaHis Ko., NTa,. 3MmiHu | TUNY - 3MiHK Wopao 6esnekn/edeKTUBHOCTI peyenmom
iHdpy3iin no 500 wr; Ta chapmakoHarnsagy. BHeceHHss abo 3miHa(u) oo
no 1 a6o 10 ckNsHUX 3000B'A3aHb Ta YMOB Buaui peecTpauiiHoro
h1aKkoHiB, noceigyeHHs, Bknoyaoun Mnax ynpasniHHA
3aKyrnopeHunx pv3nkamm (iHWi 3MiHK). 3asBHUKOM HajaHO
ryMOBOIO NMPOGKOL0, OHOB/IeHUIA MNaH ynpasniHHA pusukamu Bepcis
CnopsaaKEHO 2.0. 3MiHM BHECEHO A0 YacTuH: | «3aranbHa
anloMiHIEBUM iHchopmauis»; Il «Cneundikauis 3 6esnekn»; Il
06TUCKHUM «[lMnaH 3 hapmakoHarnsagy»;
KOBMAa4KoM i V «3axoau 3 MiHimi3auji pusukis»; VI «Pesiome
KpULLKOKO «dpnin- nnaHy ynpasniHHA pusukamm»; VII «ogartkm»
0och» Y KapTOHHii (mopatku 1-8) y 3B’A3Ky 3 OHOBIEHHAM iHhOpMaLLT
KopoobLi 3 6e3neku Ajloyoi peyoBMHN BAHKOMILVH
BiAMOBIAHO A0 akTyanbHOi pedhepeHTHOT
iHbopMaLLii, a Takox Yy 3B'A3KY i3 3MiHOIO chopmaTy
BignosigHo Ao sumor 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
MnaHy ynpasniHHA pusmkamu Bepcisa 2.0
[0A3€ETLCSA.
21. | BErosi PO34YMH ANS iH'eKLi A/T Hoso [aHia NPUroTYBaHHS, [JaHis BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis: 3a UA/20617/01/01
®JIEKCTAY no 0,25 mr no 1,5 mn Hopgaick HanoBHEHHS Ta 3MiHM | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peuenmom
po3unHYy Y KOHTPO/b AKOCTI Ta (papmakoHarnsgy. BeegeHHs abo 3miHv o
nonepegHbL0 npoaykuii in bulk

HamnoBHeHiIN wnpwvu-
pyuuy; 1
nonepeaHbO
HamnoBHeHa LUNpuL-
pyyka Ta 4
0HOpPAa30Bi rosikn
Hoso®aiiH® lMntoc B
KapTOHHIli KopoobLi

(kapTpuaxi no 1,5
M Ta 3 Mi).
BignosigansHuii 3a
BMNyCK cepil
roTOBOro
NikapcbKoro 3acoby:
A/T Hoso Hopgick,
[Janis;
NPUroTyBaHHs,
HanoBHEHHSA Ta
KOHTPO/b AKOCTI
npoaykuii in bulk
(kapTpuaxi no 1,5
M Ta 3 M).
KomnnekTyBaHHs,
MapKyBaHHSA Ta
nakyBaHHs rOTOBOr0O
nikapcbKoro 3acoby
(cemarnyTug,
PO34MH ANS iH'EKLR

y3arasibHeHVX AaHunx npo cuctemy
hapmakoHarnsagy (BBefeHHs y3arasibHeHUX JaHux
npo cuctemy chapmakoHarnsgy, aMiHa
yMOBHOBaXeHOT 0cobu, BignoBigansbHoOI 3a
3[jiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asiBHuKa Ans 34iCHEeHHS
hapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
BiJ, yNOBHOBaXeEHO| 0cO6MU, BiANOBIgaNbHOI 3a
3fjiicHeHHs hapmakoHarnsagy (Bkioyarun
KOHTaKTHI fjaHi) Ta/abo 3MiHM Yy PO3MiLLEeHHi
mMacTep-gaiina cuctemu hapmMakoHarasgy). 3miHa
YMOBHOBaXEHOT 0CO6Y 3asBHWKa, BignoBigaibHOT
3a hapmakoHarnsg,.

[Litoua pepakuin: KapcteH Jlonnike. MNponoHoBaHa
pegakuis: Ni3 MpiMMLieinB. 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXKEHOT 0CO6W 3as1BHNIKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MmiHa
KOHTaKTHUX AaHWX KOHTaKTHOI 0CO6U 3asiBHYMKA,
Bi4NoBiAa/IbHOT 32 hapmMakoHarnsag B YkpaiHi.
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
no 1,5 mn 1a 3 mn,
nonepegHLo
HanoBHeHa LWnpuuy-
pyuka PDS290 ans
cemarnytuay): AIT
Hoso Hopgaick,
[JaHis
22. | BErosi PO34MH ANS iH'eKLit A/T Hoso [aHia NPUroTYBaHHS, [JaHis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/20617/01/02
®NEKCTAY no 0,5 mrno 1,5 mn Hopgaick HanoBHEHHA Ta 3MiHM | TUNy - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyernmom
PO3UKHY Y KOHTPO/b SIKOCTI Ta hapmakoHarnsgy. BeegeHHst abo 3miHv o
nonepegHbL0 npoaykuii in bulk y3ara/lbHeHNX AaHux npo cuctemy
HamnoBHEHIN wnpwL- (kapTpuaxi no 1,5 hapmakoHarnsagy (BBefeHHs y3arasibHEHUX JaHnx
pyuuj; 1 M Ta 3 mn). npo cuctemy chapmakoHarnsgy, aMiHa
nonepegHbL0 BignoBiganbHuii 3a YNOBHOB&XEHOT 0co6MU, BiANOBIifaNbHOI 3a
HarnoBHeHa Lnpuy- BMNyCK cepii 3[iiCHEHHS (hapMakoHarnsay; KOHTakTHOI 0cobu 3
pyyka Ta 4 roToBOro dhapmakoHarnsgy 3asaBHuKa A1s 34iliCHEHHS
04HOPa30Bi ronku niKkapcbKoro 3acoby: hapMakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
Hoso®aiiH® lMNntoc B A/T Hoso Hopgick, Bi, yNOBHOBaXXEHO| 0CO6MU, BigNOBigaIbHOI 3a
KapTOHHIli KopoobLi [JaHis; 3pificHeHHs chapmakoHarnsay (BkioYakyn
NPUroTYBaHHS, KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
HanoBHEHHSA Ta macTep-aiina cuctemu papmakoHarnsgy). 3miHa
KOHTPO/b AKOCTI YMOBHOBaXEHOT 0C06Y 3asBHMKA, BignoBiganbHOI
npoaykuii in bulk 3a (papmakoHarnsa,.
(kapTpuaxi no 1,5 [itoua pepakuis: KapcteH Jlonnike. MNponoHoBaHa
M Ta 3 mn). pepakuisi: i3 MpimmLueliB. 3MiHa KOHTaKTHUX
KomnnekTyBaHHs, [aHnX YNoBHOBaXKEHOT 0CO6W 3as1BHNIKA,
MapKyBaHHsA Ta BiANOBIAabHOI 3a thapmakoHarnsag,. 3miHa
nakyBaHHS roTOBOro KOHTaKTHUX [aHNX KOHTaKTHOT 0CO6U 3asBHNKA,
nikapcbKoro 3acoby Bi4NoBiAaIbHOT 32 hapMakoHarnsg B YkpaiHi.
(cemarnyTng,
PO34MH NS iH'eKL
no 1,5 mn ta 3 mn,
nonepeAHbL0
HanoBHeHa Lnpuy-
pyyka PDS290 ans
cemarnytuay): AIT
HoBo Hopagaick,
[JaHia
23. | BEIosl PO34MH ANS iH'eKLiin AIT HoBo [NaHis NMPUroTYBaHHS, [Janis BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/20617/01/03
®NIEKCTAY no 1 mrno 3 mn Hopgaick HanoBHEHHSA Ta 3MmiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peyenmom

PO3UmnHY Yy
nonepeaHL0
HarMoBHEHI LWnpuy-
pyuu; 1
nonepeaHL0
HaroBHeHa LnpuLL-
pyyka Ta 4
04HOPAa30Bi rokM

KOHTPONb SIKOCTI
npoaykuii in bulk
(kapTpuaxi no 1,5
M Ta 3 Mi).
BignoBiganbHuii 3a
BUNYyCK cepii
roToBOro
nikapcbKoro 3acoby:

Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHu Ao
y3arasibHeHVX AaHux Npo cuctemy
hapmakoHarnsgy (BBefeHHs y3arasibHEHNX JaHnx
npo cuctemy chapmakoHarnsgy, aMiHa
YNOBHOBaXXEHOT 0CO6M, BigNOBigabHOI 3a
3[iiCHeHHs1 hapMakoHars4y; KOHTaKTHOI ocobu 3
thapmakoHarnagy 3asiBHUKa A5 34iliCHEHHS
hapmMakoHarnsay B YkpaiHi, KO BOHA BigMiHHa
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
Hoo®aiiH® lNntoc B A/T Hoso Hopagick, BiJl yNOBHOBaXeHOI 0c06WU, BiAMNOBIga/IbHOI 3a
KapTOHHIlA KopooLi [JaHis; 3iiCHeHHSs1 hapMakoHarnaay (Bkiuakum
NPUroTyBaHHs, KOHTaKTHI fjaHi) Ta/abo 3MiHM Yy PO3MiLLEeHHi
HarnoBHEHHA Ta macTep-aiina cuctemu papmakoHarnsgy). 3miHa
KOHTPO/b AKOCTI YNOBHOB&XEHOT 0CO6U 3aABHMKA, BifNOBIgaNbHOI
npoaykuii in bulk 3a hapmakoHarnsg,.
(kapTpugxi no 1,5 [itoua pepakuis: KapcteH /lonnike. MNponoHoBaHa
M Ta 3 Mi). pepakuisi: /i3 MpimmLueliB. 3MiHa KOHTAKTHUX
KomnnektyBaHHs, [aHnX YNOBHOBAXEHOI 0CO6U 3asBHNIKa,
MapKyBaHHs Ta BiANOBIA&IbHOI 3a thapmakoHarnsg,. 3miHa
nakyBaHHS r0TOBOro KOHTaKTHUX JaHNX KOHTaKTHOT 0CO6U 3asABHNKa,
nikapcbKoro 3acoby BiAANOBIAaNLHOI 3a hapmakoHarnifg B YkpaiHi.
(cemarnyTug,
PO3YMH NS iH'eKLi
no 1,5 mn ta 3 mn,
nonepegHL0
HanoBHeHa Lnpuy-
pyuka PDS290 ansa
cemarnytugy): AIT
Hoso Hopgick,
[JaHis
24. | BErosl PO34YMH ANS iH'EKL A/T HoBo [aHis NPUroTyBaHHS, [JaHis BHECEHHS 3MiH 10 peecTpaviiiHiX maTepianis: 3a UA/20617/01/04
®JIEKCTAY no 1,7 mrno 3 mn Hopgaick HanoBHEHHS Ta 3MiHM | TUnYy - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI peuenmom

PO3UUHYy y
nonepeaHbO
HamnoBHEHiIN Wnpuu-
pyuu; 1
nonepeaHbLO
HanoBHeHa LUNpuL-
pyyka Ta 4
0HOpPAa30Bi rosikn
HoBo®aiiH® lMntoc B
KapTOHHIl KopoobLi

KOHTPO/b AKOCTI
npoaykuii in bulk
(kapTpuaxi no 1,5
M Ta 3 mi).
BignosigansHuii 3a
BMNyCK cepil
roTOBOro
nikapcbKoro 3acoby:
A/T Hoso Hopgick,
[Janis;
NPUroTyBaHHs,
HanoBHEHHA Ta
KOHTPO/b AKOCTI
npoaykuii in bulk
(kapTpuaxi no 1,5
M Ta 3 Mi).
KomnnekTyBaHHs,
MapKyBaHHSA Ta
nakyBaHHS! TOTOBOrO
nikapcbKoro 3acoby
(cemarnyTug,
PO34mnH ANS iH'eKLii
no 1,5 mn 1a 3 mn,
nonepegHLo
HanoBHeHa Lnpuy-

Ta thapmakoHarnsgy. BeegeHHs abo 3MiHu Ao
y3ara/ibHeHUX JaHnx npo cucTemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHnx
npo cuctemy thapmakoHarnsgy, sMiHa
yMOBHOBaXeHOT 0cobu, BignoBigansHoOT 3a
3[iiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asiBHuKa Ans 34iCHEeHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA
BiJ, yNOBHOB&XEHOT 0CO6M, BiANOBIgaNbHOI 3a
3fjificHeHHs hapmakoHarnsagy (Bkioyarun
KOHTaKTHi fjaHi) Ta/abo 3MiHM Yy PO3MiLLeHHi
mMacTep-gaiina cuctemu papmMakoHarnsay). 3miHa
YNOBHOBaXEHOT 0CO6YM 3asBHMKa, BignoBigaibHOI
3a hapmakoHarnag,.

[Litoua pepakuin: KapcteH Jlonnike. MNponoHoBaHa
pegakuisi: N1i3 MpiMMLieinB. 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXKEHOT 0CO6W 3as1BHNIKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MiHa
KOHTaKTHUX AaHWNX KOHTaKTHOI 0CO6U 3asiBHYKA,
BiANOBIAa/IbHOI 32 hapMakoHarnisg B YkpaiHi.
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pyuka PDS290 ans
cemarnytuay): AIT
Hoso Hopgaick,
[JaHis
25. | BErosli PO34MH ANS iH'eKLit A/T Hoso [aHia NPUroTYBaHHS, [JaHis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/20617/01/05
®NEKCTAY no 2,4 mrno 3 mn Hopgaick HanoBHEHHA Ta 3MiHn | TUNy - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyernmom
PO3UKHY Y KOHTPO/b SIKOCTI Ta hapmakoHarnsgy. BeegeHHst abo 3miHu o
nonepegHL0 npoaykuii in bulk y3ara/lbHeHNX AaHux npo cuctemy
HamnoBHEHiIN wnpwu- (kapTpuaxi no 1,5 hapmakoHarnsagy (BBefeHHs y3arasibHEHUX JaHnx
pyuui; 1 a6o 3 M Ta 3 mn). npo cuctemy chapmakoHarnsgy, aMiHa
nonepegHbL0 BignoBiganbHuii 3a YNOBHOB&XEHOT 0co6M, BiANOBIfaNbHOI 3a
HanoBHEHI LWNpuL- BMNyCK cepii 3[iiCHEHHS (hapMakoHarnsay; KOHTakTHOI 0cobu 3
pyukm Ta 4 abo 12 roTOBOrO thapmakoHarnagy 3asBHUKa AN5 34iCHEHHSA
04HOPa30BUX ros10K niKapcbKoro 3acoby: hapmakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
Hoso®aiiH® lMNntoc B A/T Hoso Hopgick, Bi, yNOBHOBaXXEHO| 0CO6MU, BigNOBigabHOI 3a
KapTOHHI Kopo6Lyi [JaHis; 3pificHeHHs chapmakoHarnsay (BkioYakyn
NPUroTYBaHHS, KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
HanoBHEHHSA Ta macTep-aiina cuctemu papmakoHarnsgy). 3miHa
KOHTPO/b AKOCTI YMOBHOBaXEHOT 0CO6Y 3asBHMKA, BignoBiganibHOI
npoaykuii in bulk 3a (hapmakoHarnsa,.
(kapTpuaxi no 1,5 [itoua pepakuis: KapcteH Jlonnike. MNponoHosaHa
M Ta 3 mn). pepakuisi: i3 MpimmLueliB. 3MiHa KOHTaKTHUX
KomnnekTyBaHHs, [aHnX YNoBHOBaXKEHOT 0CO6U 3asiBHNIKA,
MapKyBaHHs Ta BiANOBIAabHOI 3a thapmakoHarnsag,. 3miHa
nakyBaHHS r0TOBOro KOHTaKTHUX [aHNX KOHTaKTHOT 0CO6U 3asBHNKA,
nikapcbKoro 3acoby Bi4NoBiAabHOT 3a hapMakoHarnsg B YkpaiHi.
(cemarnyTng,
PO34MH NS iH'EKLi
no 1,5 mn ta 3 mn,
nonepeAHbL0
HanoBHeHa Lnpuy-
pyyka PDS290 ans
cemarnytuay): AIT
HoBo Hopagaick,
[JaHia
26. | BEHTO/IH aepo30/1b Ans nakcoCwmitKn Benvka 'nakco Bennkom dpaHuis/ BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/2563/01/01
EBOXANEP iHransuin, AH EkcnopT BpuTaHis MpoaakLuH, IcnaHis 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
[o30BaHuit, 100 Nimitepq dpaHuis; HalilMeHyBaHHs Ta/abo aapecy 3asiBHMKa
MKr/g0o3y; no 200 (BnacHuKa peecTpauiiiHoro Noceig4yeHHs). 3miHa
£03y 6as10Hi; no 1 "nakco Bennkom afipecy 3asBHMKa (BNacHWka peecTpauiiHoro
6asIoHy B KapTOHHii C.A., IcnaHis NOCBIAYEHHS).
KopoobUi
27. | BIATPA® TabneTku, BKpUTI Biatpic CLA dapeBa Ambyas PpaHuis BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a UA/0313/01/03
nAiBKOBOO CnewenTi 3MiHu | TUnYy - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyernmom
060/10HKO10, Mo 100 nnc Ta thapmakoHarnsgy. BeegeHHs abo 3MiHu Ao

mr no 1, a6o no 2
Tabnetku y 6nictepi;
no 1 6nictepy B

y3ara/ibHeHuX aHuX Npo cUcTeMy
hapmakoHarnay (BBEAeHHs y3arasibHeHUX AaHnX
npo cuctemy hapMakoHarsisgy, 3miHa




22
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KapTOHHI Kopo6L; yMOBHOB&aXeHOT 0cobu, BignoBiganbHOT 3a
no 4 Tabnetkn y 3[iiCHEeHHS1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
6nicTepi; no 1 abo hapmMakoHarnsgy 3asBHvKa A5 34iACHEHHS
no 2 6nictepu B thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA
KapTOHHIlA KopooLi Bifl yNOBHOBaXeHOI 0cobu, BiAnoBigabHOI 3a
3ailicHeHHA hapMakoHarnsagy (BKIyanum
KOHTaKTHi fjaHi) Ta/abo 3MiHM Yy PO3MiLLEHHi
macTep-gpaiina cuctemu hapmakoHarnsgy) -
3MiHa KOHTaKTHUX AaHunX YNOBHOBAXEHOI 0CO6u
3a8BHKa, BiANOBIAaNLHOI 3a thapmakoHarnsag,.
3MiHa MicLe3HaxoMKeHHs1 MacTep-aiina
cucTeMu chapmakoHarnagy. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AisANIbHOCTI 3
chapmakoHarnsgy
28. | BIATPA® TabneTkun, BKpUTI Biatpic CLWA dapesa Ambyas PpaHLin BHECEHHS 3MiH [0 peecTpavjiiiHiX maTtepianis: 3a UA/0313/01/02
MN/1iBKOBOIO Cnewenri 3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI peyenmom
060/10HKO10, M0 50 nnc Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHu a0
mr, no 1 a6o no 4 y3arasibHeHnX AaHux npo cucremy
Tabnetkn y 6nictepi; hapmakoHarnsgy (BBefAeHHs y3arasibHeHNX JaHux
no 1 6nictepy B npo cuctemy hapmakoHarnsgy, amiHa
KapTOHHIli Kopoobui yMNOBHOBaXeHOT 0cobu, BifnoBiganbHOI 3a
3[iiCHeHHs1 hapMakoHarsay; KOHTakTHOI ocobu 3
chapmakoHarnsgy 3asaBHuKa AN 34iliCHeHHS
hapMakoHarnagy B YkpaiHi, SKLO BOHA BigMiHHA
BiJl yNOBHOBaXeHOI 0co6Wu, BiAMNoBiga/IbHOI 3a
3piicHeHHs chapMakoHarnsay (Bkiyakyn
KOHTaKTHI faHi) Ta/abo 3MiHM Yy PO3MiLLEHH
macTep-ghaiina cuctemn hapmakoHarnsgy) -
3MiHa KOHTaKTHUX JaHWUX YNOBHOBaXEHOT 0cobun
3asBHWMKa, BiANOBIAaNbHOI 3a thapmakoHarnsag,.
3MiHa MicLe3HaxoMkeHHss MacTep-daiina
cuctemu chapmakoHarnagy. 3miHa micus
3[iACHEHHS OCHOBHOI AisNbHOCTI 3
chapmakoHarnsgy
29. | BIATPA® TabneTku, BKPUTI Biatpic CLWA dapesa Ambyas dpaHuis BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a UA/18004/01/01
NAiBKOBOO CnewenTi 3MiHM | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyenmom
o60onoHkoto, no 25 nnc Ta dpapmakoHarnsgy. BeegeHHs abo 3miHv o

Mr 10 4 TabneTkm y
6nictepi; no 1
6nictepy B
KapTOHHIli KopooLi

y3arasibHeHUX JaHnx npo cucTemy
thapmakoHarnsgy (BBefeHHs y3arasibHEHUX JaHnx
npo cuctemy chapmakoHarnsgy, amMiHa
YNOBHOBaXEHOT 0cO6MU, BiANOBIAaNLHOI 3a
3[iiCHEHHS (hapMakoHarnsay; KOHTaKTHOI 0cobu 3
dhapmakoHarnsagy 3asaBHuKa gns 34ilCHeHHS
hapmakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
Bifl YNOBHOBaXeHOI 0co6u, BiAMNOBIga/IbHOI 3a
3pificHeHHs hapMakoHarnsay (BkiYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-gpaiina cuctemu hapmakoHarnsgy) -
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3MiHa KOHTaKTHMX AaHNX YNOBHOBaXKEHOT 0CO6U
3asBHVKa, BiANoBiAa/IbHOT 3a hapMakoHarnsg.
3MiHa MicLe3HaxoMKeHHA MacTep-aiina
cmcTeMu dhapmakoHarnsgy. 3miHa micus
3[iACHEHHSI OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsgy
30. | BOTPIEHT™ TabneTku, BKpUTI HoBaprTic LLiseiiuapis Brpo6HMK Benuka BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a He UA/12035/01/01
NAiBKOBOO dapma Al Hepo3acoBaHol BpuTtaHis/ 3MiHu | TUNY - 3MiHK 3 IKOCTi. FOTOBWIA NikapcbKuii peuenmom niosnsiz2a
06010HKo0, Mo 200 npoaykKujii: Icnanis/ 3aci6. 3MiHn y BUpo6HMLTBI. 3amiHa abo €
mr; no 30 TabneTok "nakco OnepefiwHc CnoBeHisn BBE/EHHS A0AAaTKOBOI AiNbHULI BUPOGHMULTBA A5

y thnakoHi; no 1
h1akoHy B
KapTOHHIli KopoobLi

HOK Nimiten, Benuka
BpuTaHis;

Bupo6Huk ans
nakyBaHHs Ta
BWMYCKy Cepii:
[nakco Bennkom
C.A., Icnanis;

KOHTPO/b AKOCTI
(vacTkoBwUiA):
Nex
PapmacboTuKanc
4.4., CnoBeHis;

BUPOBHULTBO,
KOHTPO/b AKOCTI:
3irdopig bapbepa,

C.J1., IcnaHis;

BMPOGHMLTBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
4aCTKOBWI KOHTPO/b
AKOCTI, BUNYCK cepil:
HoBaprTic
PapmacbioTrKan
MaHydhakTypiHr
NNC, Cnoseris

4yacTnHM abo BCbOro BUPOGHMYOro npouecy
rOTOBOrO /1iKapCbKOro 3acoby (AiNnbHULSA, Ha Kl
npoBoAATbLCS 6yab-AKi BUPOOHMYI cTagil, 3a
BUHSATKOM BUMNYCKY Cepiil, KOHTPO/IO AKOCTI,
NEepPBUHHOTO Ta BTOPMHHOIO NakyBaHHSA, AN
HecTepW/IbHKX JliKkapCbknx 3aco6iB) - BBEAEHHS
[0[aTKOBOT AiNbHULL BiANOBIAabHOI 3a
BMpo6HULTBO /13 - 3irdpig Bapbepa, C./1.,
Icnanis. BBeAeHHS 3MiH NpPOTArom 6-Tu MicsuiB
nicnsa 3aTBepiKeHHs. 3MiHn | Tuny - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPOIO AKOCTI
roTOBOro Nikapcbkoro 3acoby (3amiHa abo
[0AaBaHHS AiNbHWLI, Ha SIKili 3A4iNCHIOETLCS
KOHTPO/b/BUNPOGYBaHHSA cepil) - AoAaBaHHS
3ircopig Bapbepa, C.J1., IcnaHisa B AKOCTI
BMPOGHMKA BifNOBIAaIbHOTO 3@ KOHTPOJIb SKOCTI
N13. BBEAeHHA 3MiH NPOTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS. 3MiHM | TMNy - 3MiHM 3 SKOCTI.
[oTOBWIA NTikapcbkuii 3aci6. 3MiHM Y BUPOOHULITBI.
3MiHa iMnopTepa/3miHu, L0 CTOCYOTLCS BUMYCKY
cepii Ta KOHTPOJIIO SIKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo AoaaBaHHA AifbHULI, Ha SAKiiA
3[iICHIETLCS KOHTPO/IL/BUNPOBYBaHHS cepil) -
nofaBaHHs Jlek ®apmacbkioTukanc a.4a., CnoBeHis
B SIKOCTi BUPOGHMKA BifNoBiAaNbHOr0 3a KOHTPO/ib
AKocTi J13. BBeieHHS 3MiH NPOTArom 6-Tu Micauis
nicns 3aTBepkKeHHs. 3MiHu | Tuny - 3miHu 3
sKocTi. FoToBMIA Nnikapcbkuii 3aci6. 3mMiHN y
BMPOGHMUTBI. 3amiHa abo BBeAeHHS A04aTKOBOT
AiNbHWL| BUPOOHMLTBA 4718 YacTuHK abo BCbOro
BMPOBGHMNYOro NpoLecy roToBoro Nikapcbkoro
3aco6by (4i/IbHMUA 418 NePBUHHOMO NakyBaHHS) -
nofaBaHHs Jlek ®apmacbkioTukanc a.4., CrnoBeHis
B SIKOCTi BUPOGHMKA BifnoBigasibHOro 3a NepBrHHE
nakyBaHHs /13. BBeieHHs 3MiH NpOTSArom 6-Tu
MicaUiB Micns 3aTBepAKEHHS. 3MiHu | Tuny - 3MiHK
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3 AKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHUUTBI. 3amiHa abo BBeAeHHSA A04aTKOBOT
AiNbHUL| BUPOOHULTBA 4718 YacThHK abo BCbOro

BMPOBGHNYOro NpoLecy roToBoro Nikapcbkoro
3acoby (finbHULA AN BTOPUHHOTO NakyBaHHS) -

nofaBaHHs Jlek ®apmacbkioTukanc a.4a., CnoBeHis
B SIKOCTi BMPOGHMKA BifnoBiAasibHOTO 3a BTOPUHHE
nakyBaHHs /13. BBefleHHs 3MiH NpOTArom 6-Tu
MicALiB MicnsA 3aTBepKEHHSA. 3MiHu | TUMY - 3MiHK
3 AKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOOHULTBI. 3MiHa iMnopTepa/3miHn, LWwo
CTOCYHOTbCS BUMYCKY cepii Ta KOHTPO/IHO AKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
[oflaBaHHA BUPOOHMKA, L0 BiANoOBifaE 3a

BBE3€eHHs Ta/abo BuUnyck cepii) - Bkatovaroun

KOHTPO/b/BMNPOGYBaHHSA cepil - foAaBaHHA Lek
Pharmaceuticals d.d, Slovenia B SkocTi BUpO6GHMKa
BiZANOBIAa/IbHOrO 3a BUMNYCK Cepii roToBOI
npoaykuii, oHoBneHHs p. 3.2.P.3.1 BupobHuk(1).

BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas

3aTBEPAKEHHS. 3MiHM | TUNY - 3MiHM 3 SKOCTI.
[oTOBWIA NMikapcbkunii 3aci6. 3MiHWM Y BUPOOHULTBI.
3MiHM BUNpo6yBaHb abo AOMYCTUMUX MEX,
BCTaHOBMEHNX Y cneuudikauisx, nig vyac
BMPOGHMLITBA rOTOBOTO /1iKapCbKOro 3acoby (iHLwi
3MiHW) - 3a3Ha4YeHHA NokasHuKa AKOCTi "ToBLMHA
oKpeMoi TabneTkn" Ak napameTpa KOHTPO/IO Nig,
yac BUpo6HULTBa. 3MiHN | TUMY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHM Y BUPOOHULITBI.
3MiHn BUNpobyBaHb abo AOMYCTUMUX MEX,
BCTaHOB/IEHNX Y cneuudikauisx, nig vyac
BMPOBGHULTBA rOTOBOrO NiKapCbKoro 3acoby (iHLwui
3MiHW) - PO3LUMPEHHS 3aTBEPLKEHOrO NOKa3HMKa
KOHTPO/I0 SIKOCTI Nif, Yyac BMpo6HuLTBa "Po3nag,
TabneTok", Akl He Mae CyTTEBOrO BM/IMBY Ha
3arasibHy SKICTb rOTOBOrO /liKapCbKOro 3acoby.
3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKWiA
3aci6. 3MiHM Yy BUPO6HULTBI. 3MiHV BUNPO6YyBaHb
ab0o fonycTMMMUX MeX, BCTAHOB/IEHNX Y
cneundikauisix, Mg yac BUpoOHMLTBA rOTOBOrO
niKapcbKoro 3acoby (BU/1ly4EHHSI HECYTTEBOrO
BMNPOGYBaHHA B NPOLIECi BUPOOHULITBA) -
BW/TYYEHHS HE3HAYHOTIO NOKa3HUKa KOHTPO/IIO
AKOCTI nig, yac BMpo6HuUUTBa "LiNbHICTL
noApiGHeHnX rpaHyn" 3 etany Cyxoro
noapibHeHHs. 3MiHu | TUNy - 3MiHU 3 SKOCTI.
[OTOBMIA NikapcbkuMii 3aci6. KOHTPOIb AOMOMIKHUX
peyoBuH. 3MiHa y MeTogax BUNPobyBaHHA
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3acoby ynakoska) nocsioYyeHHs1

[OMOMDKHOT pe4qoBUHM (iHLWi 3MiHW y MeTogax
BUNPO6YBaHHSA (BK/IOUaluM 3aMiHy abo
[ofaBaHHs)) - 3aMiHa y MeTogax BUNpobyBaHHS
[0MnomiXHOT pedoBuHK Opadry Pink YS-1-14762-A
4ns igeHTudikauii 3a gonomoroto IR, 3 KBr Ha IR
(ATR). 3MiHu | TUNY - 3MiHK 3 AKOCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTPOb AOMOMIXHMX PEYOBUH.
3MiHa y MeToax BUNPOGYBaHHS AOMOMiXHOT
peyoBuHM (iHLLI 3MiHK y MeToAax BUNPoByBaHHSA
(BKtOYatouM 3amiHy abo JoAaBaHHs)) -
[0AaBaHHA NOCUIAaHHA Ha KOMMNEeHAiauTbHW MeTof,
(compendial method) Bu3HauyeHHs ans
|aeHTudikaLii TuTaHy AOMNOMiXXHOT Pe4YOBUHM
Opadry Pink YS-1-14762-A. 3MiHu | TUnNYy - 3MiHK 3
AKOCTi. FOTOBUIA Nikapcbkuii 3aci6. KOHTponb
[OMOMDKHUX PeyoBMH. 3MiHa y MeTofdax
BUNPOGYBAHHSA LONOMIXHOI pevOBUHYM (iHLWi 3MiHK
y MeTofax BunpobyBaHHs (BK1H0Yaoumn 3amiHy abo
[ofaBaHHSA)) - AOAaBaHHSA NOCUIaHHA Ha
KoMneHfianbHWin meTog (compendial method)
BM3HAYeHHA Ana laeHTudikauii 3anisa 4onoMiKHOI
peyoBuHM Opadry Pink YS-1-14762-A. 3MiHu |
TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpOsb fONOMDKHUX peyoBuH. 3MiHa Yy MeTogax
BMNPOGYBaHHSA JOMOMDKHOI PEYOBUHM (iHLUI 3MiHN
y MeTofax BUNpobyBaHHs (BK1H0Yaoumn 3amiHy abo
[0faBaHHs)) - AofaBaHHSA NOCUIAHHA Ha
KOMneHianbHWin meTog (compendial method)
BMU3HAYeHHs 3arasibHa 30M1a A/19 AONOMDKHOT
peyoBuHn Opadry Pink YS-1-14762-A. 3MiHun |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA NMikapcbkuii 3aci6.
3MiHV Yy BUPOOHMLTBI. 3MiHM y NpoLeci
BMPOGHULITBA rOTOBOTO J1iKapCbKOro 3acoby,
BK/1OUAK0UY MPOMIKHUIA MPOAYKT, WO
3aCTOCOBYETHCS NPW BUPOGHULTBI FOTOBOTO
niKkapcbKoro 3acoby (He3HayHa 3MiHa y npoveci
BMPO6HULITBA) - 3MiHa oguHMLi yacy (KW/cekyHan
Ha CeKyHAy ) A4N19 KIHLLeBOi TOUKM rpaHy loBaHHSA
Ha eTani BOM0roro rpaHytoBaHHA. 3MiHu | Tuny -
3MiHM 3 sKoCTi. [O0TOBWMIA Nikapcbkuii 3aci6. 3MiHU Y
BMPOBOHULTBI. 3MiHU Y npoLeci BUpo6HMLTBA
rOTOBOrO JliKapCbKOro 3acoby, BKIYaUn
NPOMDKHWI NPOAYKT, LLLO 3aCTOCOBYETLCA NP
BUPOGHMLTBI rOTOBOrO NikapCbKoro 3acoby
(He3HayHa 3miHa y npoueci BUpobHMLTBA) -
[0AaBaHHA 3afaHyX LifIbOBUX NapaMeTpis An1s
OCHOBHOI CU/IM CTUCHEHHS, L0 BUKOHYETbCS Ha
eTani CTUCHEHHS. 3MiHuM | Tuny - 3MiHK 3 AKOCTI.
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[oTOBWIA Nikapcbkuii 3aci6. 3MiHWM Y BUPOOHULTBI.
3MiHM y npoueci BUpoOHULTBA FOTOBOrO
nNiKapcbKoro 3acoby, BK/IKUAKUN NPOMKHUIA

NPOAYKT, L0 3aCTOCOBYETHCA NPU BUPOOHNLTBI
roTOBOrO JIiKapCbKOro 3acoby (He3HayHa 3miHa y
npotieci BUpo6HMLTBA) - foAaBaHHA 3afaHoil
LUBMAKOCTI Ta Yacy 3MillyBaHHS Ha eTani
nonepegHbLOro 3matlyBaHHsa. 3MiHu | Tuny - 3miHu
3 AKOCTi. FoTOBUIA Nikapcbkuii 3aci6. 3MiHK y
BMPOGHMUTBI. 3MiHN Y NpoLeci BUpobHuLTBA
roTOBOrO NiKapcbkoro 3acoby, BkIoYatoun
NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCS NpY
BVMPOGHMLTBI FOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y npoLeci BUpo6HMLTBA) -
A0faBaHHA 3a4aHol WBUAKOCTI 3MillyBaHHS Ha
eTani 3maulyBaHHs. 3MiHu | Tvny - 3MiHU 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHM Y BUPOOHULITBI.
3MiHK Y npoLieci BUPOGHMLTBA rOTOBOIO
NiKapCcbKOoro 3acoby, BK/IHOHAKUN NPOMDKHUIA
NPOAYKT, L0 3aCTOCOBYETHLCA NPU BUPOOHULTBI
roTOBOrO JIiKapCbKOro 3acoby (He3HayHa 3miHa y
npoueci BUPO6bHULITBA) - AoAaBaHHS
anbTepHaTNBHOIO NakyBasIbHOTO mMaTtepiany -
aNoMiHiEBOT KOMNO3UTHOI thonbrn (PET/AL/PE).
3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKWiA
3aci6. 3MiHM Yy BUPO6GHULTBI. 3MiHV BUNPOGYyBaHb
ab0o foNyCTUMUX MEX, BCTAHOB/EHUX Y
cneundikauisix, mig yac BMpoOHMLTBA rOTOBOrO
NiKapcbKoro 3aco6y (3BY)XEHHS fOMYCTUMUX MEX) -
3BY)XEHHSI HOPMYBaHHS B NpoLeci BUpobHULTBa
Ona napameTpa "KinbkicTb Bogn" 3 28.0 — 31.8 %
Ha 28.0 -30.0 % BMKOHaHe Ha eTari Bos10roro
rpaHyntoBaHHA. 3MiHM | TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHWM Y BUPOOHULTBI.
3MiHM BUNpo6yBaHb abo AOMYCTUMUX MEX,
BCTaHOBMEHNX Y cneuudikauisx, nig vyac
BMPOGHMLITBA rOTOBOTO J1iKapCbKOro 3acoby
(OoopaBaHHsA HOBOro MeToAy BUNPOGYBaHHA Ta
[0NyCTUMUX MEX) - AOAABaHHA HOBOTO TECTY
"Onuc" Ta inoro fonycTiMi Mexi Ha eTani
HaHeCeHHs MNiBKOBOro NOKPUTTS Ha TabneTky.

a6bo A0NyCTUMUX MEX, BCTaHOB/TIEHUX Y

cneuudikauisix, nig yac BMpobHMLTBA rOTOBOrO
nikapcbKoro 3acoby (fofaBaHHS HOBOrO MeToay
HA

3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. 3MiHM y BUPO6HULTBI. 3MiHM BUNpOGYyBaHb

BMNPOGYBaHHS Ta AONYCTUMUX MEX) - A0AABaH
HoBoro TecTy "CepefHsi Maca Tabnetku" Ta ifo

ro
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
[OMNyCTUMI MeXi Ha eTani HaHeCEHHS NNIBKOBOrO

NOKPUTTS Ha TabneTky. 3MiHu | Tuny - 3MiHu 3
AKOCTi. FOTOBMIA Nnikapcbkuid 3aci6. 3MiHn y
BMPO6HMLTBI. 3MiHN BUNpobyBaHb abo
LONyCTUMMUX MeX, BCTAHOBMEHNX Y crnieundikaulisx,
nifg Yac BUPOOHULITBA FOTOBOTO NiKapCbKOro
3aco6y (BWyYEHHSI HECYTTEBOTO BUNPOGYBaHHSA B
npoLeci BUPOGHULITBA) - BUMYYEHHSI HE3HAYHOrO
TecTy B npoteci BupobHuuTea "Loss on drying
performed by NIR" (BTpata macu npu BucyLlyBaHi
meTogom NIR). 3miHu | TMNy - 3MiHK 3 SKOCTI.
[oTOBWIA NiKapCbkMii 3aci6. 3MiHU Y BUPOGHULITBI.
3MiHu BUNpobyBaHb abo AOMYCTUMUX MEX,
BCTaHOBMEHMX Y cneumdikayisx, nig yac
BMPOGHMLITBA FOTOBOTO /1iKAPCbKOro 3acoby
(BWTyYEHHSI HeCyTTEBOIO BUNPOOYyBaHHA B NpoLeCi
BUPOGHMLITBA) - BUMYYEHHS] HE3HAYHOrO TECTY B
npoueci BupobHuuTea "ldentification and content
by NIR". 3miHu | TURY - 3MiHK 3 AkoCTi. [OTOBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa y
MepBVHHIl yNakoBLji rOTOBOrO JlikapCbkoro 3acoby
(siKicHWIA Ta KinbKicHWI cknag) - Teepai nikapcbki
dopmu - 3MiHa cknagy NepBUHHOI YNakoBKu
(dbnakoHiB) gnst HoBOro BMpo6HUKa Lek
Pharmaceuticals d.d., BBegeHHs child-resistant
closure that includes an induction heat seal liner
3amicTb child-resistant closure that includes a
polyethylene facead foil induction seal liner. 3miHu
| TNy - 3MiHK 3 AKoCTi. FOTOBUIA Nikapcbkuii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3MiHM Y NpoLieci
BMPOGHMLITBA FOTOBOrO JiKapCbKOro 3acoby,
BK/TOHAK0UM MPOMIXHWIA NPOAYKT, L0
3aCTOCOBYETHCS MPW BUPOGHULTBI FOTOBOTO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoveci
BMPOGHULITBA) - BUAASIEHHS APYrOpsAHOro
napameTpa "BucoTa roioBHoro uuniiHgpa” 3 etany
CTUCHEHHSA. 3MiHU | TUNy - AOMIHICTPaTUBHI 3MiHW.
3MiHa HalimeHyBaHHsi Ta/abo agpecu micusa
NPOBaKEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa
roTOBOrO NiKapcbkoro 3acoby, BkIoYatoun
AiNbHUL BUNYCKY cepii abo micue npoBegeHHs
KOHTPOJIO AIKOCTI. (AiANbHICTb, 3a Ky BignoBigae
BMPOGHUMK/IMNOPTEp, HEe BK/IOYaoUM BUMYCK Cepiid)
- 3MiHa Ha3BM BUPOOHYKa 3 Jlek PapmMacbioTUKasc
a.4., Cnoseris Ha HosapTic dapmacbioTukas

MaHydaktypiHr JI/IC, CnoBeHis Ta yTOYHEHHS
agpecy, y 3B8'A3Ky 3 OHOB/IEHHSAM B EMA. 3MiHK
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n/n

Hassa
JliKapcbK0O20

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3acoby

BHOCATbCS B MaTepianv peecTpauiiHoro Jocke
3.2.P.3.1 Bupo6Hukn, MKA. BBegeHHs 3MiH
npoTArom 6 micsAuiB nicns 3aTBeppKeHHs. 3MiHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
3MiHV Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, LWo
CTOCYHOTbCS BUMYCKY cepii Ta KOHTPO/IO AKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
[oflaBaHHA BUPOOHUKA, L0 BiANoOBifaE 3a
BBE3€eHHA Ta/abo Bunyck cepii) - He BkAOYarum
KOHTPO/b/BMNPOGYBaHHSA cepii - 3amiHa
BMpOOHUKA 3 «/lek PapMacbloTUKaC 4.4.» Ha
«HoBapTic ®apmacbioTukan MaHnydaktypiHr JI/1C»
Ta YTOUHEHHS afpecu, Y 3B'A3Ky 3 OHOB/IEHHAM B
EMA. [inbHuus 6yae matu BUPOOGHUYI (PyHKLT:
B1pPO6HMLTBO, NEPBUHHE Ta BTOPUHHE MNakyBaHHS,
4acTKOBWIN KOHTPOJIb SIKOCTI, BUNYCK cepii. 3MiHK
BHOCSTbCSA B MaTepiasin peecTpauiiHoro gocbe
3.2.P.3.1 Bupo6Hvku, MK, oHOBNOIOTLCA
po34inu: «BUPOGHMK», «MicLLe3HaX0mKEHHS
BUPOOHMKIB Ta agpecy Micusi NpoBaMKEHHS iX
LiSNIbHOCTI». 3MiHW BHECEHI B iHCTPYKLi0 oNs
MeAMYHOro 3acTOCYBaHHSA MikapCbKoro 3acoby y
po3ainu «BnpobHuk» Ta «Micue3HaxomxeHHs
BMPOGHMKa Ta afpeca MicLis NPOBaKEHHS 1oro
[iSNbHOCTI» (3amiHa BUpo6HUKa 3 «Jlek
dapmacbloTuKasc 4.4.» Ha «HoBapTic
dapmacbioTvikan MaHyakTypiHr JI1IC»), aK
HacnifoK — 3aTBEPAKEHHA TEKCTY MapKyBaHHSA
yNakoBKM NiKapCbKoro 3acoby A5 NeBHOro
BMPOGHYKA.
BBefeHHs1 3mMiH NnpoTarom 6 micsAuis nicns
3aTBepXEHHS. 3MiHY | Tuny - 3MiHK Woa0
6e3nekn/edekTnBHOCTI Ta thapmakoHarnsagy (iHLi
3MiHW) - BUAAIEHHS 3 iIHCTPYKLiT 4719 MeANYHOro
3acTocyBaHHS Nikapcbkoro 3acoby BUPOOHUKA
«nakco OnepeiwHc HOK JlimiTen», Benuka
BputaHis. BBegeHHs 3MiH MpoTArom 6 micauis
nicnsa 3aTBepmXeHHs. 3MiHu | Tuny - 3MiHK 3
AKOCTi. FOTOBUIA Nikapcbkuii 3aci6. KOHTponb
rOTOBOrO JliKkapCbKoro 3acoby (iHLWi 3MiHK) -
BHECEHHS 3MiH 0 cneuudikadii roToBoro
NikapcbKoro 3acoby, a caMme YyTOYHEHHS NPUMITOK
[0 crneumndikayii. BBegeHHs 3MiH npoTsarom 6-tm
MicsILiB Nicns 3aTBepPAKEHHS.

He

UA/12035/01/02

31.

BOTPIEHT™

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKOH0, No 400
mr; no 30 TabneTok

Hosaprtic
Papma Al

LLiseiuapis

Brpo6HMK
Hepo3dacoBaHol
NPOAYKLUT:
"nakco OnepenHc

Benuka
BputaHis/
Icnanis/
CnoBeHisn

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHn | TUNY - 3MiHK 3 SKOCTi. [OTOBWIA NiKapCbKWiA
3aci6. 3MiHM y BUPOGHULTBI. 3amiHa abo
BBE/IEHHS A0AATKOBOI AifIbHULI BUPOBGHWLTBA A5

3a
peyerimom

niosnsiea
€
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
y dhnakoHi; no 1 tOK Nimiten, Benuka YyacTuHM abo BCbOro BUPOGHUYOro npotiecy
hNakoHy B BpuTaHis; rOTOBOrO JlikapCbKOro 3acoby (AiNbHULSA, Ha SKil

KapTOHHI KOpo6Li

Brpo6Huk ans
nakyBaHHs Ta
BUMYCKY Cepii:
naxkco Bennkom
C.A., IcnaHis;

KOHTPO/b SIKOCTI
(vacTkoBuUiA):
Nex
dapmacbloTUKaIC
4.4., CnoseHis;

BMPOGHMLTBO,
KOHTPO/1b SIKOCTI:
3irchpig, Bapbepa,

C.J1., IcnaHis;

BMPOGHULTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
4aCTKOBWI KOHTPO/Ib
SAKOCTI, BUMYCK cepil:
Hosapric
PapmacboTukan
MaHydakTypiHr
NNC, CnoseHis

npoBoAATLCA 6yab-AKi BUPOOHMYI cTagil, 3a
BUHATKOM BUMYCKY CepiiA, KOHTPOJIO AKOCTI,
NepBUHHOTO Ta BTOPVHHOIO NakyBaHHSA, AN
HeCTepU/bHUX NiKapCbknx 3acobiB) - BBEAEHHS
[04aTKOBOI AiNbHUL BiANOBigaIbHOT 3a
BMpo6HUUTBO N13 - 3irchpig Bapbepa, C.J1.,
Icnanis. BBefeHHS 3MiH NPOTArom 6-TW MicsiuiB
nicns 3aTBepKeHHs. 3MiHv | Tuny - 3miHu 3
sKocTi. FoToBWMIA Nikapcbkuid 3aci6. 3MiHM y
BMPOGHULTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPOIHO AKOCTI
roToBOro nikapcbkoro 3acoby (3amiHa abo
[ofaBaHHA AiNbHUL, Ha SKil 34iACHIOETLCS
KOHTPO/b/BMNPOGYBaHHSA cepii) - A0AaBaHHSA
3irdpig Bapbepa, C.J1., IcnaHisi B AkocTi
BMPOGHMKA BifNOBIAaIbHOTO 3@ KOHTPO/Ib SAKOCTI
N3. BBefeHHS 3MiH NpoTArom 6-T MicAUiB micas
3aTBEPKEHHSA. 3MiHU | TUNY - 3MiHW 3 AKOCTI.
[oTOBWIA NiKapCbkMii 3aci6. 3MiHU Y BUPOGHULITBI.
3MiHa iMnopTepa/3aMiHu, L0 CTOCYIOTLCS BUMYCKY
cepii Ta KOHTPOJt0 AKOCTi FOTOBOTO NiKapCbKoro
3acoby (3aMiHa abo AofaBaHHA AiflbHUL, Ha SKiiA
3[iICHIOETLCS KOHTPO/IL/BUNPOBYBaHHS cepii) -
nofaBaHHs Jlek ®apmacbioTukanic a.4a., CnoBeHis
B SIKOCTi BUPOGHMKA BifNOBIAaNIbHOTO 3@ KOHTPO/b
akocTi /13. BBegeHHA 3MiH MPOTAroM 6-Tv MicsiLiB
nicnsa 3aTBepmXeHHs. 3MiHu | Tuny - 3MiHK 3
AKocTi. FoToBUIA Nikapcbknii 3aci6. 3MiHK y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS J0AaTKOBOI
AiNbHULI BUPOGHMLTBA A1 YACTUHM abo BCbOro
BVMPOGHNYOrO MPOLECY roTOBOrO NiKapPCbKOro
3aco06y (AinbHMLA AN NEePBUHHOTO NaKyBaHHS) -
nofaBaHHs Jlek ®apmacbioTukanic a.4a., CnoBeHis
B SIKOCTi BUPOGHMKA BifNOBifaIbHOTO 3a NepBUHHE
nakysaHHs J13. BeefieHHs 3MiH npoTarom 6-Tu
MicaLiB nicna 3aTBepMKeHHs. 3MiHu | Tuny - 3MiHK
3 AKOCTi. FoTOBUIA Nikapcbkuii 3aci6. 3MiHK y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS J0AaTKOBOI
AiNbHULI BUPOGHMLTBA A1 YACTUHM abo BCbOro
BVMPOGHNYOrO MPOLECY roTOBOrO NiKapPCbKOro
3acoby (gibHMLA ANS BTOPUHHOTO NakyBaHHS) -
nofaBaHHs Jlek ®apmacbioTukanic a.4., CnoBeHis
B AIKOCTi BUPOGHMKA BifNOBiAaNIbHOIO 3a BTOPUHHE
nakysaHHs J13. BeefieHHs 3MiH npoTarom 6-Tu
MicaLiB nicna 3aTBepMKeHHs. 3MiHu | Tuny - 3MiHK
3 AKOCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHK y
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1

BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPOIIO AKOCTI
roToOBOro fikapcbkoro 3acoby (3amiHa abo
[ofaBaHHsA BUPOOHKKa, WO BiagnoBigae 3a
BBE3eHHs Ta/abo BuUmnyck cepii) - Bkitoyatoun
KOHTPO/b/BUNPOGYBaHHA cepil - AoAasaHHA Lek
Pharmaceuticals d.d, Slovenia B skocTi BUpo6H1Ka
Bi4NOBIAA/ILHOIO 3a BUMYCK cepil roToBOI
NpoayKuii, oHoBNeHHA p. 3.2.P.3.1 BUpo6HUK(1).
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPKEHHSA. 3MiHU | TUnY - 3MiHW 3 AKOCTI.
[oTOBWIA NiKapCbkMii 3aci6. 3MiHU Y BUPOGHULITBI.
3MiHu BUNpobyBaHb abo AOMYCTUMUX MEX,
BCTaHOBMEHMX Y cneumdikayisx, nig yac
BMPOBHULITBA FOTOBOrO NiKapCbKoro 3acoby (iHLwui
3MiHM) - 3a3Ha4YeHHs NMoKasHMKa AKOCTi "ToBLMHA
oKpemoi TabneTkn" Sk napameTpa KOHTPOSIHO Mif
yac BUpo6HULTBA. 3MiHK | TUMY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHWM Y BUPOOHULTBI.
3MiHM BUNpo6yBaHb abo AOMYCTUMMX MEX,
BCTaHOBEHNX Y cneuudikauisx, nig vyac
BMPOGHMLITBA rOTOBOTO /1iKapPCbKOro 3acoby (iHLwi
3MiHW) - PO3LUMPEHHS 3aTBEPAXKEHOr0 NokasHuka
KOHTPO/IO AKOCTI Nif, Yac BMpo6HULTBa "Po3nag,
TabneTok", AK1in He Mae CyTTEBOTO BM/INBY Ha
3arasibHy AKICTb rOTOBOrO NiKapCbKoro 3acoby.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. 3MiHM y BUPO6HULTBI. 3MiHM BUNPOGYyBaHb
abo [oNyCTUMUX MEX, BCTAHOBNEHWX Y
cneupudikauisix, nig yac BMpoBbHMLTBA FOTOBOrO
NiKapcbKoro 3acoby (BUyYEHHS1 HECYTTEBOTO
BMNPOGYBaHHS B NPOLIECi BUPOGHMLTBA) -
BU/TYYEHHSA HE3HAYHOTO NOKa3HUKA KOHTPOJIHO
AKOCTI Nig, yac BUpo6HMUTBA "LLinbHICTL
noApibHeHVX rpaHyn" 3 eTany Cyxoro
NoApiGHEHHS. 3MiHKM | TUMY - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkunii 3aci6. KOHTPOIb AOMOMDKHUX
peyoBWH. 3MiHa y MeTodax BUNPOOyBaHHS
[OMNOMDKHOT peYoBUHYM (iHLLI 3MiHW y MeTogax
BMNpPo6YyBaHHSA (BK/IHOYatOUM 3amiHy abo
[oflaBaHHs)) - 3aMiHa y MeTofax BUNpobyBaHHS
[0NoMKHOT peyoBuHM Opadry Pink YS-1-14762-A
Ans igeHTudikauyii 3a gonomoroto IR, 3 KBr Ha IR
(ATR). 3MiHn | TUNY - 3MiHK 3 siKOCTi. FOTOBWMIA
nikapcbkuii 3aci6. KOHTPOb AONOMiIXXHMX PEYOBUH.
3MiHa y MeToAax BUMPOGYBaHHS JOMOMiXHOT
peyoBUHY (iHWi 3MiHW Y MeTogax BUNpPo6yBaHHA

(BKNHOYAOUM 3aMiHy abo foAaBaHHs)) -
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1

[0AaBaHHA NOCUIAHHA Ha KOMMNEHAauTbHW MeTof,
(compendial method) Bu3HayeHHs ans
laeHTuUdbiKaLii TuTaHy ONOMIXHOT Pe4OBUHM
Opadry Pink YS-1-14762-A. 3MiHu | Tuny - 3MiHu 3
AkocCTi. FOTOBWIA Nikapcbkuii 3aci6. KoHTpob
[OMOMDKHUX PEeYOBMH. 3MiHa y MeToAax
BMNPOGYBaHHSA JOMOMDKHOI PEYOBUHM (iHLUI 3MiHN
y MeTofax BUNpobyBaHHs (BK1H0Yaoumn 3amiHy abo
[0[aBaHHs)) - AofaBaHHSA NOCUIAHHA Ha
KOMneHianbHWin meTog (compendial method)
BU3HAUYEHHA ANA |aeHTudikauii 3ani3a 4oNOMKHOT
peyoBuHn Opadry Pink YS-1-14762-A. 3MiHun |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA NMikapcbkuii 3aci6.
KOHTPONb AONOMKHMX peqoBuH. 3MiHa y MeTofax
BMNPOOGYBaHHA [OMOMDKHOI PEYOBUHM (iHLUI 3MiHK
y MeTogax BunpobyBaHHs (BK/IOYaoum 3amiHy abo
[ofaBaHHSA)) - AoAaBaHHA NOCUIaHHA Ha
KoMneHgianbHuit meTog, (compendial method)
BU3HAYeHHs 3arasibHa 301a 4719 AONOMKHOT
peyoBuHM Opadry Pink YS-1-14762-A. 3MiHun |
TNy - 3MiHK 3 SIKOCTi. FOTOBWMIA Nnikapcbkuii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3MiHM Y NpoLieci
BMPOGHMLITBA FOTOBOrO JiKapCbKOro 3acoby,
BK/TOHAK0UM MPOMIXHWIA NPOAYKT, L0
3aCTOCOBYETHCS MPW BUPOGHULTBI FOTOBOTO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoveci
BMPOOHULITBA) - 3MiHa oauHML Yacy (KW/cekyHan
Ha CeKyHZy ) A4/19 KIHLLeBOi TOUKM rpaHy 1loBaHHSA
Ha eTani BO/10roro rpaHytoBaHHsA. 3MiHun | Tuny -
3MiHK 3 SIKOCTi. TOTOBWIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMUTBI. 3MiHN Y NpoLeci BUpobHuLTBA
roTOBOrO NiKapcbkoro 3acoby, BkIoYatoun
NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCS NpY
BVMPOGHMLTBI FOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y npoLeci BUpo6HMLTBA) -
[0faBaHHA 3afjaHyX LinboBUX napameTpis 4ns
OCHOBHOI CW/IN CTUCHEHHS, L0 BUKOHYETLCA Ha
eTani CTUCHEHHS. 3MiHU | TUny - 3MiHW 3 AKOCTI.
[oTOBWIA NiKapCbkMii 3aci6. 3MiHU Y BUPOGHULITBI.
3MiHM y npoLieci BUPOGHMLTBA rOTOBOrO
nikapcbKoro 3acoby, BK/IKUYAKUN NPOMDKHUIA
NPOAYKT, LLIO 3aCTOCOBYETLCA NPV BUPOOHULITBI
rOTOBOrO JliKapCbKOro 3acoby (He3HauyHa 3miHa y
npoueci BUpo6HMLTBA) - AoAaBaHHA 3aaaHol
LUBMAKOCTI Ta Yacy 3MillyBaHHA Ha eTani
nonepeaHLOro 3matyBaHHs. 3MiHu | Tuny - 3miHn
3 KoCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPO6HMLTBI. 3MiHK Y NpoLeci BUpobHULTBA
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
rOTOBOrO NiKapCbKOro 3acoby, BKIOYaoum
NPOMiXHWIA NPOAYKT, L0 3aCTOCOBYETLCS NpU
BVMPOGHMLTBI FOTOBOrO NiKapCbKOro 3acoby

(He3HauHa 3miHa y npoueci BUpobHMLTBA) -
[0AaBaHHA 334aHoT LWBWAKOCTI 3MillyBaHHS Ha
eTani amallyBaHHs. 3MiHu | Tuny - 3MiHM 3 AKOCTI.
[oTOBWIA NMikapcbkuii 3aci6. 3MiHWM Y BUPOOHULTBI.
3MiHM y npoueci BUpoOHULTBA rOTOBOrO
NiKapcbKoro 3acoby, BK/IKUAKUN NPOMKHUIA
NPOAYKT, L0 3aCTOCOBYETHLCA NPU BUPOOHNLTBI
roTOBOrO JIiKapCbKOro 3acoby (He3HayHa 3miHa y
npoweci BUPO6HULITBA) - AoAaBaHHSA
a/lbTEPHATVMBHOIO NakyBasIbHOTO mMartepiasny -
antoMiHieBOT KOMNoO3uTHOI thonbrn (PET/AL/PE).
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. 3MiHM Yy BUPO6HULTBI. 3MiHM BUNpOGYyBaHb
abo [oNyCTUMUX MEX, BCTAHOBNEHWX Y
cneuudikauisix, nig yac BMpoBbHULTBA FOTOBOrO
NiKapCbKOro 3acoby (3BYy)XEHHS JOMYCTUMUX MeX) -
3BY)XEHHSI HOPMYBaHHS B MpoLieci BUpobHULTBa
Ana napameTpa "KifbkicTb Bogn" 3 28.0 — 31.8 %
Ha 28.0 -30.0 % BuKOHaHe Ha eTani BO10roro
rpaHyntoBaHHA. 3MiHW | TUNY - 3MiHKU 3 AKOCTI.
[oTOBWIA NiKapCbKMii 3aci6. 3MiHU Y BUPOGHULITBI.
3MiHu BUNpobyBaHb abo AOMYCTUMUX MEX,
BCTaHOBMEHMX Y cneumdikayisx, nig yac
BMPOGHMLITBA rOTOBOTO /1iKAPCbKOro 3acoby
(OofaBaHHA HOBOro MeToAy BUNPo6yBaHHA Ta
[0NyCTUMUX MEX) - A0AABaHHA HOBOFO TECTY
"Onuc" Ta iloro fonyctTnMi Mexi Ha eTani
HaHEeCeHHs MiBKOBOro NOKPUTTS Ha TabneTky.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapCbKuii
3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHV BUNPO6YyBaHb
abo [oNyCTUMUX MEX, BCTAHOBNEHWX Y
cneumdikauisx, nig yac BUPoO6GHMLTBA rOTOBOro
nNiKapcbKoro 3acoby (4o4aBaHHA HOBOro MeToay

HOBOro TecTy "CepefHs Maca TabneTku" Ta iioro
[0nycTUMI Mexi Ha eTani HaHeCEeHHS NNIBKOBOTO
NOKPUTTS Ha TabneTky. 3miHu | Tvny - 3MiHu 3
sKocTi. FoToBWMIA Nikapcbkuid 3aci6. 3MiHN y
BMPOOHULTBI. 3MiHN BUNpPObOYyBaHbL abo

nifg, Yac BUPOBGHULITBA rOTOBOIO NiKapCbKoro
3aco6y (BW/yYEHHSI HECYTTEBOrO BMNPOBYBaHHS

BUMPOGYBAHHS Ta JOMYCTUMUX MEX) - JOAABaHHS

[OMNYCTUMKX MEX, BCTAHOB/IEHMX y cneuudikavisx,

B

npoLeci BAPOO6HULITBA) - BUTYYEHHS] HE3HAYHOTO

TecTy B npoteci BUpo6bHuMuTBa "Loss on drying
performed by NIR" (BTpata macu npu BUcyLlyBaHi
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1

meTtogom NIR). 3miHu | Tvny - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHM Y BUPOOHULITBI.
3MiHn BUNpobyBaHb abo AOMYCTUMUX MEX,
BCTaHOB/IEHNX Y cneuudikauisix, nig vyac
BMPOOHULITBA FOTOBOrO NiKapCbKoro 3acoby
(BUNYYEHHS HECYTTEBOrO BUNPO6YBaHHSA B NPOLECi
BUPOOBHWNLITBA) - BUMYYEHHS] HE3HAYHOrO TECTY B
npoueci BupobHuuTea "ldentification and content
by NIR". 3miHu | Tuny - 3miHK 3 sIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3miHa y
NepBUHHIl yNakoBLji rOTOBOr0 Nikapcbkoro 3acoby
(sAKicHWIA Ta KinbKicHWI cknag) - Teepai nikapcbki
hopmMu - 3MiHa cKnagy NepBUHHOI YNakoBKu
(chnakoHiB) gns HoBoro BMpo6HUka Lek
Pharmaceuticals d.d., BBegeHHs child-resistant
closure that includes an induction heat seal liner
3amicTb child-resistant closure that includes a
polyethylene facead foil induction seal liner. 3miHn
| Tuny - 3MiHK 3 AKoCTi. FOTOBWIA NikapcbkWii 3aci6.
3MiHM Yy BUPOBGHMLTBI. 3MiHM Y NpoLieci
BMPOGHMLITBA rOTOBOTO J1ikapCbKOro 3acoby,
BK/THOHAK0UM MPOMIKHWIA NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOOHULITBI TOTOBOrO
nNikapcbKoro 3acoby (He3HayHa 3MiHa y npoLeci
BMPOGHNLITBA) - BUAANEHHS APYrOpsAHOro
napameTpa "BucoTa ronosBHoro uuiiHgpa" 3 etany
CTUCHEHHSA. 3MiHK | TNy - AOMIHICTPaTUBHI 3MiHN.
3MiHa HalimeHyBaHHsi Ta/abo agpecu micus
NPOBaKEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa
rOTOBOrO NKAPCbKOro 3acoby, BKIoUaoun
OinbHUL BUNYCKY cepii abo MicLe npoBefeHHs
KOHTPOJIO AKOCTI. (AiANbHICTb, 3a Ky BiAnoBsifae
BMPOGHMK/IMNOPTEP, He BK/OYaoUM BUMYCK Cepiid)
- 3MiHa Ha3BW BUPO6GHMKA 3 Jlek PapmacbioTuKasic
A.4., CnoseHis Ha HosapTic ®apmacbioTukas
MaHydhakTypiHr JI/IC, CnoBeHisl Ta yTOUHEHHS
agpecu, y 3B'A3Ky 3 OHOB/IEHHAM B EMA. 3MiHK
BHOCSITbCS B MaTepiasin peecTpauiiHoro focke
3.2.P.3.1 Bupo6Hukn, MKA. BBegeHHs 3MiH
NPOTArom 6 MicsiLiB nicns 3aTBepKeHHs. 3MiHu |
TNy - 3MiHK 3 SIKOCTi. FOTOBUIA Nnikapcbkuii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3MiHa iMmopTepa/3miHu, Wwo
CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPOIIO AKOCTI
roTOBOro nikapcbkoro 3acoby (3amiHa abo
[ofaBaHHsA BUPOOHNKa, Lo BiAnoBigae 3a
BBE3eHHA Ta/abo Bunyck cepii) - He Bkovarouu
KOHTPO/b/BMNPO6YBaHHSA cepii - 3amiHa
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BUPOGHMKa 3 «Jlek dapmacbioTUKasIC 4.4.» Ha
«HoBapTic ®apmacbloTkan MaHydakTypiHr JI/1IC»
Ta YTOUHEHHS aApecu, Y 3B'A3Ky 3 OHOB/IEHHAM B
EMA. finbHnusa 6yae matu BUPOGHWYI QoyHKLi:
B1po6HMLTBO, NEPBUHHE Ta BTOPUHHE NakyBaHHS,
4aCTKOBWIA KOHTPOSb AKOCTi, BUMYCK cepii. 3MiHK
BHOCATbCS B MaTepianv peecTpauiiHoro Aocke
3.2.P.3.1 Bupo6Hukn, MKH, oHOBMOIOTLCA
po3ainu: «BUPOBHUK», «MicLLe3HaX0aKEHHS
BMPOGHWKIB Ta aapecy MicLs NPOBaMKEHHS 1X
LiSNTbHOCTIi». 3MiHW BHECEeHi B iHCTPYKUio ANns
MeAMYHOro 3acToCyBaHHSA NikapcbKoro 3acoby y
po3ginu «BnpobHuk» Ta «MicLe3HaxomKeHHs
BMPOOHMKaA Ta afpeca MicLis NPOBaKeHHs /ioro
[ISNbHOCTI» (3amiHa BUPOOHMKa 3 «Jlek
dapmacbloTukasnc 4.4.» Ha «HosapTic
dapmacbioTukan MaHydakTypiHr J1I/1IC»), sk
HacnifoK — 3aTBEPAKEHHSA TEKCTY MapKyBaHHS
YNaKoBKM JliKapCbKOro 3acoby A5 NeBHOro
BUPOGHMKA.

BBefeHHs1 3MiH npoTarom 6 micAuis nicns
3aTBepMKEHHA. 3MiHK | Tuny - 3MiHW WoAo
6e3nekun/edhekTUBHOCTI Ta thapMakoHarnagy (iHuwi
3MiHW) - BUAASIEHHSA 3 IHCTPYKLIT 418 MeAnYHOro
3aCTOCYBaHHSA NiKapCbKoro 3acoby BUPOGHMKa
«nakco OnepeiwHc tOK JlimiTeg», Benuka
BputaHis. BBefeHHA 3MiH NpoTarom 6 micauis
nicns 3aTBepkKeHHs. 3MiHu | Tuny - 3miHu 3
AkocTi. FOTOBWIA Nikapcbkuii 3aci6. KoHTpob
rOTOBOrO J1iKapCbKOro 3acoby (iHLLi 3MiHK) -
BHECEHHS 3MiH 0 creumdikaLii roToBoro
NikapcbKoro 3acoby, a came YTOYHEHHSI MPUMITOK
[o crneumndikaii. BBegeHHs 3MiH npoTsarom 6-v
MiCsILiB Mic/si 3aTBEPAKEHHS.

32.

BOTPIEHT™

TabneTku, BKPUTI
N/1iBKOBOIO
o60n0oHkoto, no 200
mr; no 30 TabneTok
y hnakoHi; no 1
chnakoHy B
KapTOHHIlA KopooLi

Hosapric
dapma Al

LLiBeiiuapis

Bupo6Huk
Hepo3gacoBaHol
npoAykKujii:
nakco OnepeiLHe
tOK Nimiten, Benuka
Bputanis;
Bupo6Huk ans
nakyBaHHs Ta
BWMYCKy Cepii:
"nakco Bennkom
C.A., Icnanis;
Brpo6HMK
Hepo3acoBaHol

npoaykuii:

Benvka
Bputanis/
Icnanis/
CnoBeHisa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKWi
3aci6. 3MiHM y BUpo6HMLTBI. 3amiHa abo
BBEJEHHS 404AaTKOBOI AiNbHUL BUPpOOHMLTBA ANs
4acT1HY abo BCbOro BUPOBHNYOro npouecy
rOTOBOrO JliKapCbKOro 3acoby (AinbHULSA, Ha Kl
npoBoAATLCA ByAb-AKi BUPOGHMYI cTajii, 3a
BUHATKOM BUMYCKY CepiiA, KOHTPOJIO AKOCTI,
NMepBUHHOTO Ta BTOPVHHOIO NakyBaHHSA, A1
HeCcTepusIbHUX JiKapCbKMX 3ac06iB) - BUPOOHMK
Hepo3sdacoBaHoi Npoaykuji: Slek
dapmacbloTukanc a.4., Cnoseris. BeegeHHs 3MiH
NPOTArom 6-Tv MiCALIB NiCNs 3aTBEPKEHHS.
3MiHu | TUNY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKuii

3a
peyenmom

UA/12035/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
Nek 3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHW Y MpoLeci
PapmacboTuKanc

4.4., CnoseHis

BMPOGHMLITBA FOTOBOrO JiKapCbKOro 3acoby,
BK/TOHAKOUM MPOMIXHWIA NPOAYKT, L0
3aCTOCOBYETLCS NPY BUPOGHULTBI FOTOBOTO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoveci
BMPOGHMLITBA) - 3MiHW Y NpoLeci BUPOOHULTBA, a
came BM3HaYeHHSA NPUIAHATHOTO giana3oHy A/1s
CWUJIN CTUCHEHHS, BU3HAYEHOI Mifj, Yac eTanis
CTUCHEHHS, 3aTBepxeHo: compression force 4.5 -
7.0 N for 200 mg, 8.0-11.0 Nfor 400 mg,
3anponoHoBaHo: compression force 4.5 -9.0 N for
200 mg, 8.5-13.0 N for 400 mg. 3miHu | Tuny -
3MiHM 3 sKoCTi. [O0TOBWMIA Nikapcbkuii 3aci6. 3MiHU Y
BMPOBOHULTBI. 3MiHU y npoLeci BUpo6HMLTBaA
rOTOBOrO JIiKapCbKOro 3acoby, BKIYaUn
MPOMDKHWI NPOAYKT, LLLO 3aCTOCOBYETLCA NP
BUPOGHMLTBI rOTOBOrO NikapCbKoro 3acoby
(He3HayHa 3miHa y npoueci BUpobHULTBA) -
3MeHLLeHHs fiana3oHy KinbkocTi BoAM A0 Mif yac
eTary BOJIOro rpaHytoBaHHA. 3MiHu | Tuny - 3MiHK
3 AKOCTi. FoTOBUIA Nikapcbkuii 3aci6. 3MiHK y
BMPOGHMLTBI. 3MiHN Y NpoLeci BUpobHuLTBa
roTOBOrO NiKapcbkoro 3acoby, BkIoYatoun
NPOMXHWI NPOAYKT, L0 3aCTOCOBYETLCS NpY
BVMPOGHMLTBI FOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y npoLeci BUpo6HMLTBA) -
3BYXEHHS KiHLeBOI TOUKW rpaHyntoBaHHs o 150
CeKyHZ, Nif, Yac BOMOroro rpaHy/toBaHHs (3 100-
189 cekyHA, fo 150 cekyHA). 3MiHW | TUny - 3MiHK 3
AKOCTi. FOTOBMIA Nnikapcbkuid 3aci6. 3MiHn y
BMPOGHMUTBI. 3MiHN Y NpoLeci BUpobHuLTBA
roTOBOrO NiKapcbkoro 3acoby, BkIoYatoun
NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCS NpY
BVMPOGHMLTBI FOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y npoLeci BUpo6HMLTBA) -
[JopasaHHsA iHbopmMaLlii Woa0 WBUAKOCTI
KpUIbYaTKM Ha eTarni Cyxoro rpaHy/ioBaHHs (dry
mix impeller speed of 80 rpm). 3MiHu | TUNy -
3MiHK 3 SIKOCTi. TOTOBWIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMUTBI. 3MiHN Y NpoLeci BUpobHuLTBA
roTOBOrO NiKapcbkoro 3acoby, BkIoYatoun
NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCS NpY
BVMPOGHMLTBI FOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y npoLeci BUpO6HULTBA) -
[JopasaHHsA iHbopmMaLii Woa0 WBUAKOCTI
Kpunbuatkn 60 rpm Ha eTtani fofaBaHHSA BOAN.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKuii

3aci6. 3MiHW Yy BUPOOHULITBI. 3MiHW Y Npoueci




Hassa

dopma sunycKy

3asBHUK
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n/n

JliKapcbK0O20
3acoby

(nikapcbka chopma,
ynakoska)

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

33.

BOTPIEHT™

BMPOGHMLITBA rOTOBOTO J1iKapCbKOro 3acoby,
BK/THOHAK0UM MPOMIKHWIA NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOOHULITBI TOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoLeci
BUPOGHMLTBA) - [logaBaHHs iHhopMaLii Woao
LUBMAKOCTI KpunbyaTkv 60 rpm Ha eTani BOS0roro
rpaHy/toBaHHs. 3MiHu | Trny - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHM Y BUPOOHULITBI.
3MiHK Y npoLieci BUPOGHMLTBA rOTOBOIO
NiKapcbKOoro 3acoby, BK/IHOHAKUN NPOMDKHUIA
NPOAYKT, L0 3aCTOCOBYETHCA NPU BUPOOHULTBI
roTOBOrO JIiKapCbKOro 3acoby (He3HayHa 3MiHa y
npoeci BUpobHULTBA) - BrkopucTaHHs
OCLM/TIOKYOro MIMHA [151 HAaNiBCyXOro noMeny Ta
CyXO0ro nomeny nif yac etany nomeny (semidry
milling& milling step). 3miHu | TNy - 3MiHK 3
sKocTi. FoToBMIA Nikapcbkuid 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHN Y NpoLeci BUpo6HULTBA
roTOBOrO NKApPCbKOro 3acoby, BKIUaoun
NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCA NpY
BVMPOGHMLTBI FOTOBOrO NiKapCbKOro 3acoby
(He3HauHa 3miHa y mpoueci BUpobHMLTBA) -
Bk/1to4eHHA yacy i WBUAKOCTI 3MiLlyBaHHSA Ha
eTani 3malllyBaHHs Mig, yac etany rpaHynsuii.
3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKWiA
3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHM Y NpoLeci
BMPOGHULITBA rOTOBOTO J1iKapCbKOro 3acoby,
BK/1OUAK0UY MPOMIKHUIA MPOAYKT, WO
3aCTOCOBYETHCS NPW BUPOGHULTBI FOTOBOTO
niKkapcbKoro 3acoby (He3HayHa 3MiHa y npoveci
BMPOGHMLTBA) - BKIKOUEHHS Yacy i LBUAKOCTI
3MilllyBaHHS Ha eTani nonepeAHbOro 3mMallyBaHHS
nig yac etany rpaHynauii. 3minu | Tuny - 3miHm 3
AKocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHULTBI. 3MiHa po3mipy cepil (BkIKYakum
Aiana3oH po3mipy cepii) roToBOro Nikapcbkoro
3aco6y (36isbweHHs Ao 10 pasiB NOpPIBHSAHO i3
3aTBEPKEHVM PO3MIPOM) - 36ibLUEHHS PO3MIpY
cepii Ha ginbHuui Siegfried Barbera, S.L., IcnaHis,
3aTBepmxeHo: 200 mr: 57.58 kr; 168, 000 Ta6n.;
400 wmr: 57.58 kr; 84,000 Ta6n. 3anponoHOBaHo:
200 mr: 57.58 po 197.82 kr 168, 000 go 600,000
Tabn.; 400 mr: 57.58 go 197.82 kr 84,000 go
300,000 Tabn.

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKOH0, No 400

Hosaprtic
Papma Al

mr; no 30 TabneTok

LLiseiuapis

Brpo6HMK
Hepo3dacoBaHol
NPOAYKLUT:

"nakco OnepenHc

Benuka
BputaHis/
Icnanis/
CnoBeHisn

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHn | TUNY - 3MiHK 3 SKOCTi. [OTOBWIA NiKapCbKWiA
3aci6. 3MiHM y BUPOGHULTBI. 3amiHa abo

BBE/IEHHS A0AATKOBOI AifIbHULI BUPOBGHWLTBA A5

3a
peyerimom

UA/12035/01/02
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
y dhnakoHi; no 1 tOK Nimiten, Benuka YyacTuHM abo BCbOro BUPOGHUYOro npotiecy
hNakoHy B BpuTaHis; rOTOBOrO JlikapCbKOro 3acoby (AiNbHULSA, Ha SKil

KapTOHHI KOpo6Li

Bupo6Huk gns
nakyBaHHs Ta
BUNYCKY cepii:
"nakco Bennkom
C.A., IcnaHis;
BupobHuk
Hepo3acoBaHol
npoAyKujii:
Nek
PapmacboTuKanc
A.4a., CnoeeHis

npoBoAATLCA 6yab-AKi BUPOOHMYI cTagil, 3a
BUHATKOM BUMYCKY CepiiA, KOHTPOJIO AKOCTI,
NepBUHHOTO Ta BTOPVHHOIO NakyBaHHSA, AN
HeCTepWsIbHUX JliKapCbkux 3acobiB) - BUPOOHUK
Hepo3dacoBaHoi NpoayKuji: Jflek
PapmacbloTukanc g.4., Cnosetis. BBeeHHA 3MiH
NpOTArom 6-Tn MICALIB NiCNA 3aTBEPMXKEHHS.
3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKWiA
3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHM Y NpoLeci
BMPOGHULITBA rOTOBOTO J1iKapCbKOro 3acoby,
BK/1IOUAK0UY MPOMIKHUIA MPOAYKT, WO
3aCTOCOBYETHCS NPY BUPOGHULTBI FOTOBOTO
niKkapcbKoro 3acoby (He3HayHa 3MiHa y npoveci
BMPO6HMLTBA) - 3MiHM Y NpoLeci BUpobHULTBA, a
came BM3HaUYeHHA MPUIHATHOTO giana3oHy A/1s
CUIN CTUCHEHHS, BU3HAYEHOI Nif Yac eTanis
CTUCHEHHS, 3aTBeppKeHo: compression force 4.5 -
7.0 N for 200 mg, 8.0-11.0 Nfor 400 mg,
3anponoHoBaHo: compression force 4.5 -9.0 N for
200 mg, 8.5-13.0 N for 400 mg. 3miHu | Tuny -
3MiHu 3 siKocTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y
BMPOGHMLTBI. 3MiHN Y NpoLeci BUpo6HULTBA
roTOBOrO NKApPCbKOro 3acoby, BKIoUaoun
NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCA NpY
BVMPOGHMLTBI FOTOBOTO NiKapCbKOro 3acoby
(He3HauHa 3miHa y npoueci BUpobHMLTBA) -
3MeHLUEeHHSs fjana3oHy KinbKoCTi BoAM A0 nif Yac
eTany BOJIOr0 rpaHy/ItoBaHHA. 3MiHu | Tuny - 3MiHK
3 AKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOBOHULTBI. 3MiHU Y npoLeci BUpo6HMLTBA
rOTOBOrO JIiKapCbKOro 3acoby, BKIYaUn
NPOMDKHWI NPOAYKT, LLLO 3aCTOCOBYETLCA NP
BUPOGHMLTBI rOTOBOrO NikapCbKoro 3acoby
(He3HayHa 3miHa y npoueci BUpobHULTBA) -
3BY)XXEHHS KiHLeBOI TOUKM rpaHy/toBaHHS oo 150
CeKyHZ nif, yac BOSIOroro rpaHystoBaHHa (3 100-
189 cekyHA Ao 150 cekyHa). 3minu | Tuny - 3miHn 3
AKocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHM y
BMPOBOHULTBI. 3MiHU Y npoLeci BUpo6HMLTBA
rOTOBOrO JliKapCbKOro 3acoby, BKIYaUn
NPOMDKHWI NPOAYKT, LLLO 3aCTOCOBYETLCA NP
BUPOGHMLTBI rOTOBOrO NikapCbKoro 3acoby
(He3HayHa 3miHa y npoueci BUpobHMLTBA) -
[JopnasaHHs iHhopmaLii Woa0 WBNAKOCTI
KpUnbYaTKy Ha eTani Cyxoro rpaHysitoBaHHs (dry
mix impeller speed of 80 rpm). 3MiHu | Tuny -
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3acoby ynakoska) nocsioYyeHHs1
3MiHM 3 sKoCTi. [0TOBWMIA Nikapcbkuii 3aci6. 3MiHU Y

BMPOOHULTBI. 3MiHU Y npoLeci BUpo6HMLTBA
rOTOBOrO JliKapCbKOro 3acoby, BKIYaUu
NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCA NP
BMPOGHMLTBI FOTOBOrO NiKapCbKOro 3acoty
(He3HayHa 3miHa y npoueci BUpobHMLTBA) -
[JopnasaHHs iHchopmaLii Woa0 WBNAKOCTI
KpunbuaTtky 60 rpm Ha eTani fofaBaHHSA BOAM.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHW Y NpoLeci
BMPOGHMLITBA FOTOBOrO JiKapCbKOro 3acoby,
BK/TOHAK0UM MPOMIXHWIA NPOAYKT, L0
3aCTOCOBYETLCS NMPU BUPOGHULTBI FOTOBOTO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoveci
BMPOGHMLTBA) - [lofgaBaHHs iHhopmaLii LLoao
LUBUAKOCTI KpuiibyaTtkn 60 rpm Ha eTani Bosororo
rpaHyntoBaHHA. 3MiHM | TUNY - 3MiHKU 3 AKOCTI.
[oTOBWIA NiKapCbKMiA 3aci6. 3MiHU Y BUPOGHULITBI.
3MiHM y npoLieci BUPOGHMLTBA rOTOBOrO
niKapcbKoro 3acoby, BK/IKUAKUN NPOMDKHUIA
NPOAYKT, LLIO 3aCTOCOBYETLCA NPV BUPOOHULTBI
rOTOBOrO /liKapCbKOro 3acoby (He3HauyHa 3miHa y
npoueci BUpo6HMLTBA) - BukoprcTaHHa
OCLM/TIOKYOTO M/IMHA [/151 HAaNIBCYXOro noMesny Ta
CyXO0ro nomesny mif yac etany nomeny (semi dry
milling& milling step). 3miHu | TUNY - 3MiHK 3
AKOCTi. FOTOBMIA Nnikapcbkuid 3aci6. 3MiHN y
BMPOGHMUTBI. 3MiHN Y NpoLeci BUpobHuLTBA
roTOBOrO NiKapcbKoro 3acoby, BkIoYatoun
NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCS NpY
BVMPOGHMLTBI FOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y npoLeci BUpo6HMLTBA) -
BkntoyeHHs yacy i LWBWAKOCTI 3MillyBaHHS Ha
eTani 3malllyBaHHs Mig, yac eTany rpaHynsuii.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapCbKuii
3aci6. 3MiHV Yy BUPOOHULITBI. 3MiHW Y NpoLeci
BMPOGHMLITBA rOTOBOTO J1iKapCbKOro 3acoby,
BK/THOHAK0UM MPOMIKHWIA NPOAYKT, L0
3aCTOCOBYETLCA MNPV BUPOOHULITBI TOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoLeci
BMPOOHULTBA) - BK/IOYEHHS Yacy i LWBUAKOCTI
3MilLyBaHHS Ha eTani nonepegHbLOro 3malllyBaHHs
nig yac etany rpaHynauii. 3minu | Tvny - 3miHu 3
sKocTi. FoToBMIA Nikapcbkuid 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa po3mipy cepii (BkIOYaoum
Jiana3oH po3Mipy cepii) roToBOro JlikapCbkoro
3aco6y (36inbLeHHsa Ao 10 pasiB NOPIiBHSAHO i3

3aTBEPAKEHUM PO3MiIpOM) - 36iMbLUEHHSA PO3Mipy
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cepii Ha ginbHuLi Siegfried Barbera, S.L., Icnanis,
3aTBepaxeHo: 200 mr: 57.58 kr; 168, 000 1a6n.;
400 wmr: 57.58 kr; 84,000 Tab6/. 3anponoHoBaHoO:
200 mr: 57.58 go 197.82 kr 168, 000 go 600,000
Ta6n.; 400 mr: 57.58 no 197.82 kr 84,000 no
300,000Ta6:n.
34. | TEKCAKCUM | cycneHsis ans CaHodi ®paHuia BMPOGHMLTBO ®paHuia/ BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a He UA/13080/01/01
® | HEXAXIM iH’ekujn no 0,5 mn (1 MacTep roToBOro YropLmHa 3MiHu | TUNY - 3MiHK 3 IKOCTi. FOTOBWIA NikapcbKuii peuenmom niosnsiz2a
BAKLUVHA [03a) B nonepegHb0 Hepo3acoBaHoro 3aci6. KoHTposib roToBOro MikapcbKoro 3acoby. €
anda 3arnoBHEHNX NpoAyKTYy, BTOPUHHE 3miHa napameTpiB cneyudikauii Ta/abo
MPODINAKT wnpuyax 3 1-et0 nakyBaHHs [0NYyCTUMUX MEX rOTOBOrO JiKapCbKOro 3acoby
KN (abo 2-ma) (wnpwruwm), KOHTPOIb (nonoBHeHHSA cneuudikaLii HOBUM NOKa3HUKOM 3
OUNDTEPII, OKpPEMUMU roniKamu, SIKOCTi, BUMYCK BiANOBIAHUM METOA0M BMNPOOYBaHHS) - BHeCeHHSA
MPABLSA, no 1 wnpuuy B cepiii: 3MiH go p.3.2.P.5.1 Cneundikauis, a came —
KALUTHOKY KapTOHHI ynakosLy; CaHodpi MacTtep, [OMNOBHEHHA creumdikalii Ha KiHeLb TepMiHy
(ALUENONAP | no 0,5 mn (1 go3a) B dpaHLis; npuaaTHOCTI HOBUMM MokasHkamu Break Loose
HNIA nonepegHbL0 BMPOOHULITBO and Glide Force (BLGF) 3 BignosigHvMmu
KOMIMOHEHT | 3anoBHeHux roToBOro Kputepiamu npuiiHaTHocTi BL <28N Ta GF<28N.
), TENATUTY wnpuyax 3 1-eto Hepo3dacoBaHoro TepmiH BBEAEHHSA 3MiH - MPOTAroM 6 MicauiB nicns
B (abo 2-ma) NPOAYKTY, 3aTBEPKEHHS. 3MiHM | TUNY - 3MiHM 3 AKOCTI.
PEKOMBIHA OKpemunmu rosikamu, 3anoBHEHHA, loToBMIA nikapcbkuii 3aci6. Cuctema
HTHA, no 1 wnpuuy B BTOPUHHE KOHTeliHep/3aKyrnoptoBanibHWii 3aci6. 3MiHa chopmmn
noniomieni cTaHfapTHO- nakyBaHHs, ab0 po3Mmipy KOHTEelHepa UM 3aKynopoBaslbHOTO
TY €KCMOPTHIN KOHTPO/b AKOCTI, 3ac06y (NepBUHHOT ynakoBku) (CTEPUNbHI
IHAKTUBOBA | ynakoBLi, sika BMNYCK Cepiii: nikapcbki 3acobu). 3mMiHa CUCTEMM KPIMIEHHS B
HA TA MiCTUTbCA Y CaHocpi MNactep, Lnpu1ui, a came- 3amiHa fiyepa-crin Ha nyep-aokK
3AXBOPIOB KapTOHHI Kopoo6Li 3 ®paHLis; BTOPUHHE (luer-slip by luer-lock). Takox, BHeCeHHs
AHb, IHCTpyKLUielo ans nakyBaHHs, BUMYyCK pepakuiiliHix 3miH go p.3.2.P.3.3 Onuc
CNPUYMNHEH | mepguuHoro cepiii: CaHodi- BMPOOGHUYOro NpoLecy Ta KOHTPOJI0 npoLecy
nx 3acTocyBaHHS; Nno AseHTic 3pT., LLIOAO onucy BUNPOBYBaHb Ha LiNICHICTb, SAKi
HAEMOPHIL 0,5 mn (1 gosa) B YroplumHa; NPOBOAATLCA Ha CTepinisayiliHix inbTpax Ta
us Tuny B nonepeaHL0 KOHTPO/b SKOCTI LLoA0 NpoMMBaHHSA GoinbTpa 0,22 MKM BOAOK AN
KOH''OTOBA 3anoBHEHNX (wnpuuw): iH'ekyin (WFI) Ha cTagiax 17 Ta 25 nig yac
HA, wnpuudax 3 1-eto IHTepHewwHN Opar BMPOGHMLTBA KiHL,EBOTO Hepo3dhacoBaHOro
AOCOPBOBA | (a6o 2-mMa) [eBenonmeHT- npoaykTy. 3MiHW BHECEHO A0 [HCTPYKUiT ans
HA, PIOKA OKpeMUMW rosikamu, EkcnepT, ®paHuis MeAUYHOro 3aCToCyBaHHA NiKapcbKoro 3acoby Ao

no 10 wnpuuyis B
KapTOHHIA ynakoBLy;
no 0,5 mn (1 gosa) B
nonepeaHbLO
3anoBHEHUX
wnpuyax 3 1-eto
(abo 2-ma)
OKPEMMUMM rofikamu,
no 10 wnpuuis B
CTaHfapTHO-
€KCMOPTHIN
ynakoBLj, sika

po3gainy "OcobnnBOCTi 3acTOCyBaHHS" WoA0
BHECEHHS ONWCY BUKOPUCTaHHA nonepesHbLo
3anoBHeHoro wnpuua Jlyep-/lok (Luer Lock);
TakoX BiAMNOBIAHI 3MiHVM BHECEHO [0 KOPOTKOI
XapaKTepUCTUKN NIKapCbKoro 3acoby A0 po3ainy
"4.5. Ocob6nuBi 3acTepeXeHHs Ta 3anobixkHi
3axoAy Npu 3acTocyBaHHI". TepMiH BBEAEHHS 3MiH
- MpOTAroM 6 MicAUiB Nicaa 3aTBEPAXEHHS. 3MiHN |
UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHN Yy BUPO6HULTBI. 3MiHM BUNpo6yBaHb abo
LONyCTUMMUX MEX, BCTAHOBMIEHNX Y crneundikallisx,
nig Yac BUPOOHULITBA FOTOBOTO NiKapCbKOro
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MICTUTBCA Y 3acoby (gofaBaHHs HOBOTO MeToay
KapTOHHIA KopoobLi 3 BUNPOBYBaHHSA Ta A0NyCTUMUX MeX) - [loaaBaHHs
IHCTpyKLUieto ansa HOBOr0 MeToAy BMNPOo6yBaHHS Lwoao Cuim
MeL1YHOro BiapuBy/koB3aHHS (Break Loose and Glide Force
3aCTOCyBaHHS; Mo (BLGF) gns nonepefHb0 3anoBHEHOro wnpuua
0,5mn (1 gosa) y (luer-lock). TepMiH BBEAEHHS 3MiH - NPOTArOM 6
chnakoHax, no 10 MicAUIB MicnsA 3aTBepKeHHs. 3MiHu | TUny - 3MiHK
hNakoHiB y 3 aKocTi. FO0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
KapTOHHIiA ynakoBLy; BMPOGHULTBI. 3MiHa iMnopTepa/3MiHu, Lo
no 0,5 mn (1 gosa) y CTOCYHOTbCS BUMYCKY Cepil Ta KOHTPOJIH AKOCTI
thnakoHax, no 10 roToBOro nikapcbkoro 3acoby (3amiHa abo
h1akoHiB B [ofaBaHHSA AiNbHUL, Ha SKl 34iACHIOETLCS
CcTaHgapTHO- KOHTPO/b/BMNPOGYBaHHSA cepii). JlogaBaHHSA
€KCMOPTHIN OinbHuUUi IHTEepHewHn Opar JeBenonMeHT-
ynakoBLi, sika EkcnepT, 3a agpecoto 453 proe ge n'iHpacTtpie,
MICTUTBCA Y EBpe, 27000, ®paHuis (International Drug
KapTOHHIA Kopoo6Lii. Development-Xpert, 453 rue de l'industrie, Evreux,
MapkyBaHHs 27000, France), Ha sKii 34iliCHIOETbCS
YKpaiHCbKOK Ta KOHTPO/b/BUNPOBYBaHHSA cepii woao Crvm
aHrnincbkot, abo BiApVBY/KOB3aHHSA 4715 NonepesHbO 3arnoBHEHMX
IHLLUMUW IHO3EMHVMM Lwnpuuis. TepMiH BBELEHHS 3MiH - NPOTArom 6
MOBaMu MicAUiB MicnsA 3aTBepKeHHs. 3MiHu | TUny - 3MiHK
woao 6e3sneku/edpekTMBHOCTI Ta hapmakoHarnsgy
(iHLWi 3MiHW). 3MiHM BHeceHO Ao IHCTpyKuii ans
MeAMYHOro 3acTOCYBaHHA NikapCbKoro 3acoby Ao
po3ginis "OcobnmBOCTi 3acTocyBaHHS", "T0o6IYHI
peakuii”, a TakoX [0 KOPOTKOi XapakTepucTuku
nikapcbKoro 3acoby Ao po3ginis "4.5. OcobnuBi
3acTepexeHHs Ta 3anobixHi 3axoau npu
3actocyBaHHI", "4.9. Mob6iuHi peakuyji" WwWono
BHECEHHS YTOYHEHb Ta pefakLiiHux NpaBok Ao
TekcTy. TepMiH BBeieHHS 3MiH - NPOTArom 6
MicsLiB NicNs 3aTBEPAKEHHS
35. | TENA-MEPL, KOHLeHTpaT Ans Mepy, HimeuyunHa B. BpayH HimeuunHa BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a UA/0039/01/01
PO34KHyY Ans dapmacbloTika MencyHreH AT, YTOUHEHHS HanucaHHA YMOB BifjNnyCcKy B Haka3i | peyenmom
iHQpy3i, 5 /10 mn; nc rmé6x HimeuunHa MOS3 Ykpainu Ne 238 Big 11.02.2025 B npoueci

no 10 mn B amnyni;
no 10 amnyny
KapTOHHIli Kopoobui

( npoaykuis in bulk,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs); MepL,
dapma 'm6X i Ko.
KraA, HimeuunHa

BHECEHHSA 3MiH (3MiHu | Tuny - 3MiHn WoAao
6e3nekun/edhekTVBHOCTI Ta hapMakoHarniagy (iHuwi
3MiHM) -3MiHW BHeceHi y n. «IHLWE» TekcTy
MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNakoBOK
NikapcbKoro 3acoby LWo0 BUAaNIEHHS 10r0TUMY
KoMnaHii ochiLiiHOro NpefcTaBHUKa 3asBHVKA B

(BUPOBHUK, YkpaiHi TOB «ACIHO YKPAIHA» i KoHkpeTu3auis
BiANOBiAabHMI 3a TEeXHIYHOT iHhopMaLii Ta /IoroTuny, a Takox
BUMYCK cepil BHECEHi pefakLiiiHi NpaBKku B TEKCT MapKyBaHHS
KiHL,EBOrO NepBUHHOT Ta BTOPVHHOI YNaKoBOK JTlikapCbKOro
npoaykTy); MNpecTix 3aco6y. - TepMiH BBEAEHHS 3MiH NPOTAroM 6
MpomoyLuH MicsILiB nicns 3aTBepAykeHHs). Pefakuis B Hakasi -
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3acoby ynakoska) nocsioYyeHHs1
Bepkaydcdoepaep 6e3 peuenTa. BipHa pefakuis - 3a peLenTom.
yHr & Bepbecepsic
'mM6X, HimeuyunHa
(BTOPUHHE
nakyBaHHs);
X.E.N.M. Tm6X,
Himeyunna
(BTOpPUHHE
nakyBaHHs)
36. | MIUEPUH pO3uuH ans MPAT YkpaiHa BiANOBIAaIbHMI 3a YkpaiHa BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 6e3 nionsza UA/8363/01/01
30BHILUHLOIO "®ITOPAPM" BUPOBHULTBO, YTOUHEHHA CTaTyCy peK/namMmyBaHHA B HaKasi peyenma €
3acTocyBaHHA 85 % nepBrHHe MO3 YkpaiHu Ne 238 Big 11.02.2025 B npoueci
no 25 r y chnakoHax nakyBaHHs Ta BHECEHHSA 3MiH (3MiHu | Tuny - 3MiHM WoAao
KOHTPONb AKOCTi: AT 6e3nekun/edhekTVBHOCTI Ta hapMakoHarniagy (iHuwi
"Jly6Hnchapm", 3MiHM) 3MiHU BHECEHO B IHCTPYKLiO AnA
YkpaiHa,; MeAMYHOro 3acTOCYBaHHA NikapCbKoro 3acoby Ao
BiANOBiAaIbHMI 3a po3ainy "Mo6iyHi peakui™ WwoAo 3BiTyBaHHA Npo
BMPOGHMLTBO, nob6iyHi peakuii, a Takox A0 po3ainy
nepBuHHe "Micue3HaxomKeHHs 3asBHUKA" 00 BHECEHHS
nakyBaHHs, KOHTaKTHUX faHVX 3asBHWKa. BBegeHHS 3MiH
KOHTPO/1b AKOCTi Ta NpoTArom 6-Tn MIiCALB NiCNA 3aTBEPMKEHHS).
Bunyck cepii: MPAT Pepakuis B Hakasi - He nignsrae. BipHa pegakuis
"®ITOPAPM", - nignsrae.
YKpaina;
BiANOBiAa/IbHWIA 32
BUNYCK cepii, He
BK/lOYa0UN
KOHTpO/b/
BUNPOBYBaHHSA cepil:
MPAT
"®ITOPAPM",
YKpaiHa
37. | TNILEPUAHOB | po3uuH peKkTasibHUiA, KYMPEP JNinToBCcbka E.l. 3APBIC eHg, pevys BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 6e3 UA/18738/01/01
| 1,8 1/2,5 mn; no 2,5 BIOTEX, YABb Pecny6nika Ko., NN 3MmiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peyenma
MIKPOKNI3M M/1 B annikaTopi B Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu a0
1 rnigukK nnisyj; no 4 y3arasibHeHUX AaHuX Npo cuctemy
ansa annikaTopu B nniBLj thapmakoHarnagy (BBefeHHS y3ara/ibHeHUX JaHnx
MA/HOKIB B KapTOHHIi Kopo6Lyi npo cuctemy papmakoHarnsgy, amiHa

YNOBHOBaXXEHOT 0CO6M, BigNOBigabHOI 3a
3[iiCHeHHA hapMakoHarnsgy; KOHTakTHOT ocobu 3
thapmakoHarnsgy 3asBHvKa AN 34iACHEHHS
hapMakoHarnagy B YkpaiHi, SKLO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0cobu, BiAMNoBigabHOI 3a
3piicHeHHs chapMakoHarnsay (Bkioyakyn
KOHTaKTHI faHi) Ta/abo 3MiHM Yy PO3MiLLEHHi
macTep-gaiina cuctemy papmMakoHarnsgy). 3miHa
YNOBHOB&XEHOT 0CO6U 3aABHMKA, BifNOBIgaNbHOI
3a hapmakoHarnsa.
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[Oitoua pepaxuis: Wynby Onbra CepriiBHa.
MponoHoBaHa pepakuisi: Maiictep MapuHa
[eHHagiiBHa.
38. | MIUEPUHOB | cynoswuTopii KYM®EP JinToBcbka E.l. 3APEIC eHg, pewis BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 6e3 UA/19199/01/01
| pekTasibHi no 2,4 1 BIOTEX, YAB Pecny6nika Ko., NN 3MiHM | TUnYy - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI peyenma
CYNO3UTOPI | no 5 cynosutopiiB y Ta hapmakoHarnsgy. BeegeHHs abo 3miHv o
TrAILMK AN | ctpuni; no 2 ctpunu y3arasibHeHUX AaHux Npo cuctemy
AOoPOCNX Y KapTOHHili kopobLi hapmakoHarnagy (BBefeHHS y3arasibHeHUX JaHnxX
npo cuctemy thapmakoHarnsgy, smMiHa
yMOBHOBaXeHOT 0cobw, BignoBigansHoOI 3a
3[iiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asiBHuKa Ans 34iCHEeHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA
BiJ, yNOBHOB&XEHOT 0CO6M, BiANOBIgaNbHOI 3a
3fjificHeHHs hapmakoHarnsagy (Bkioyarun
KOHTaKTHi fjaHi) Ta/abo 3MiHM Yy PO3MiLLeHHi
MacTep-haiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOBaXEHOT 0CO6YM 3asBHMKa, BignoBigaibHOI
3a hapmakoHarnag,.
[Litova pepakuis: Wynbl Onbra CepriiBHa.
MponoHoBaHa pepgakuis: Maictep MapvHa
['eHHagiiBHa.
39. | TOHAN-®® PO3YMH ANA iH'EKUiA Apec Tpeiiginr | LBseiiuapis BMPOGHMLITBO ITanis/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/4113/02/02
no 450 MO (33 C.A. Hepo3dacoBaHoro LLisefiuapis 3MiHn | TURY - 3MiHK 3 sKocTi. APl KoHTponb AdI. peyenmom
MKr)/0,72 Mn1; no npenapary, 3MiHa y meTogax BunpobyBaHHs A®| abo
0,72 Mn y KapTpuaxi nepBuHHE Ta BMXiAHOrO MaTepiany/npomibKHOro
3 Npo6Koto- BTOPUHHE npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
nopLUHemM Ta nakyBaHHs, npoteci Bupo6HuuTBa A®! (iHWwi 3MiHM y MeTodax
pucbneHoro KOHTPO/b SKOCTi Ta BUNPOGYBaHHSA (BKIOUAOUM 3aMiHy abo
KpULLIEYKOIO, BWMYCK cepiii: Mepk [0NoBHEHH:) A®| abo BUXiAHOro/NPOMIDKHOTO
BMiLLLEHOMY Y pyuKy CepoHo C.n.A., NpoAayKTy). 3amiHa MeTOAMKM i30e/1eKTPUYHOro
ONns BBEAEHHS; no 1 ITanis; nepBuHHe dhokycyBaHHS Ans ineHTudikauii 3 BignosigHUMun
pyuui Ta 12 ronok y nakyBaHHs KpUTEpIaMMN NPUAHATHOCTI Biflbl CyYacHUM Ta
KapTOHHIli KopoobLi (36upaHHs crneundiyHUM METOAO0M KarifispHOro
nonepegHsL0 enekTpodhopesy i3 Bidyanizauieto (iCE), sika
3arMoBHEHNX BMKOPUCTOBYETLCA A5 iAeHTUdiKaLii akTMBHOI

KapTpuaXiB 3
npenaparom B pyuyky
015 BBEAEHHS):
Mepk CepoHo C.A,,
BiA4INEHHA Y M.
OG60HH, LLBeiuapis

peyoBuHM honiTponiHy anbga (p-nPCr).
3areBepaxeHo
|AeHTUYHICTb
KpwuTepiii npuiAHTHOCTI
MpucyTHi 5-7 OCHOBHUWX CMYT, SIKi:

i) BignoBigaloTb OCHOBHUM CMyram Ha
enekTpodoperpami ctaHAapTHOro 3paska p-ndCr
i) cknagatoTb He MeHLwwe 70% Big, 3araibHOro
curHany
3anponoHoBaHo
|oeHTUYHICTD
KpwuTepii npuiAHTHOCTI
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1

Mpodinb enekTpochoperpam A0CAIAKYyBaHOrO
3paska Mae BignosigaTy nepuuivi
enekTpodoperpami CTaH4apTHOrO PO3YKHY.
Mpodinb gocnigpkyBaHoro 3paska NoBMHEH
nokasyBsartu i30¢popmMu, LLO BiAMNOBIAAIOTb:
Miky 1
Miky 2
Miky 3
OcHoBHOMY niky (niky 4)

Miky 5
Miky 6
Miky 7
Miky 8
Miky 9
Miky 10
MatoTb 6yTu BiACYTHIMW HEOUiKyBaHi Mikv B
Jiana3oHi entoBaHHA MOMEKy/I.
CkopuroBaHa izoenektpuyHa Touka (CPI1%)
OCHOBHOrO niky: 100+ 3%

Takox, BHECEHHS pefakLiliHiX 3MiH o p.3.2.5.4.2
Ansa aHaniTnyHoi Metoankn «KinbkicHe
BM3HAYEHHS Biflky» METOAOM eKcko3nBHOT BEPX
ana A®l. 3miHn | Tuny - 3miHK 3 sikocTi. [oToBWMIA
nikapcbkuii 3aci6. KOHTPObL rOTOBOTO NiKapCbKOro
3acoby. 3miHa y MeToAax BUNpo6yBaHHS roTOBOro
nikapcbKoro 3acoby (iHLWi 3MiHM y MeToAax
BMNpOoOGYBaHb (BK/IOYaouM 3amiHy abo
[OMOBHEHHS)). 3amiHa MeTOAVKMN enekTpodopesy
B noniakpunamigHomy reni 3 gogeuunncynbgarom
HaTpilo 3 HaCTyMHVUM hapbyBaHHSAM CPibIOM
MEeTOAO0M EKCK/I03UBHOT yibTpaedekTeHOi BEPX,
SIKWI BUKOPUCTOBYBATUMETLCA AN ifeHTUdiKaLil
Ta BU3HauYeHHs BMICTy arperaTis y '13. Bumoru
cneumdikauii Wwoao Bmicty arperartis 'y 13 npu
BUMYCKY Ta NPOTATOM TEPMiHY NPUAATHOCTI 3a LM
NOKa3HNKOM 3a/nLaloTbes 6e3 3miH.3MiHn |l Tuny
- 3miHu 3 skocTi. A®l. KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo gonycTUMmx
MeX, BU3HaueHux y crneuudikayisx Ha A®l, abo
BUXiGHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPWCTOBYIOTLCSA Y Npoueci BupobHuutea Ad|
(3MiHa no3a mexamu 3aTBEPKEHOTO AjanasoHy Yy
cneundikauii Ha A®l). JopaBaHHS NOKasHMKa
AKOCTI «laeHTudiKaLis MeTo40M eKCK/TH3UBHOT
ynbTpaedekTnsHoi BEPX» o cneuudikauii A®I
choniTponiHy anbda (p-n®Cr) 3 BigNoBigHNMM
KpUTEpisMm1 NPURHATHOCTI (Npodinb 3paska
Bignosigae npodinto ctaHAapTy. CnisBiAHOLWEHHSA
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1

yaciB yTpumyBaHHs (Rt,%) 415 OCHOBHUX MiKiB B
mexax Big 0,97% 1o 1,03%. RARY% ans 3aranbHoi
nnowi B Mexax Bif 80 % A0 120%), a Takox 3miHa

KpuTepiiB NPUAHATHOCTI cnevumdikalii gns n.
«Arperatun» 3 «He binblie 0,5%» Ha «He GifbLie
0,5%>» npu BUMYycKy Ta «He binbe 1,0%»
NPOTAroM TePMiHY NPUAATHOCTI, K HACNIAKY 3MiHN
MeToAy eKCck3nBHOI BEPX Ha eKCK/T03UBHY

ynbTpaedektusHy BEPX. 3MiHu Il Tuny - 3miHn 3

akocTi. A®l. KoHTponb A®L. 3miHa y napameTpax

cneundgikauii Ta/abo AONYCTUMUX MEX,
BMU3HAYeHNX Yy cneuudikauisx Ha A®l, abo
BUXiGHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPWCTOBYIOTLCSA Y Npoueci BupobHuutea Ad|
(3MiHa no3a mexamu 3aTBEpPKEHOTO AjanasoHy Yy
cneuudikauii Ha A®l). 3amiHa 3aTBEpPAKEHOIO
MeTogy O®-BEPX 6inbLi cyyacHum meTogom Od-
ynbTpaecekTuBHoi BEPX, sakuii
BMKOPMCTOBYBATUMETbCS A5 ifeHTudikawi
aKTVBHOT PEeYOBVHY Ta BU3HAYEHHSA BMICTY
oKMCNeHnx opM. FAK pesynbTaT 3amiHn MeToay,
3MIHIOKOTbCS KPUTEPIT NPUAHATHOCTI 415 BMICTY
OKMCNeHNX hopM Y CyBCTaHLii aKTUBHOI peYOBUHU

NPOTAroM TePMiHy NPMAATHOCTI 3 «MoLua nikis

JAerpafoBaHoi a-cyboauHNL He MOBUHHA ByTn
6inbLwe 3 % Big cymu nnoL, Nikis, WO BiAHOCATLCA

[0 a- Ta ferpagoBaHoi a-cyboauHuLi» Ha
«3araibHuin BMICT OKMCNIEHNX hOpM He binblue 5
%». 3MiHK Il TUNY - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO NiKapCbKOro
3acoby. 3miHa napameTpiB cneyudikauiin Ta/abo

[0MyCTUMUX MEX rOTOBOTO NiKapcbKoro 3acoby

(3MiHa 3HaxoAuUTbCA Mo3a 3aTBEPAKEHUMU
[ONycTUMVMU Mexamu cneuudikauiin). 3amiHa
meTtoamnkn OP-BEPX meToaukoto O®-

ynbTpaedekTmsHo BEPX, sika BUKOPUCTOBYETHLCSA

Ans igeHTudikalii Ta BUSHa4eHHS OKUCIEHNX
hopMm y /13, a Takox BignosigHa 3miHa KpuTepiiB
NPUIAHATHOCTI, @ came: -3amiHa BU3HAYEHHS BMICTY

a-Cy60MHMLb OKUCIEHUX (DOPM Ha 3arasibHuii

BMICT OKUCNIEHNX (POPM; -3aMiHa rpaHUYHOT MeXi

BMICTY OK1C/IeHNX opMm 3 «He Binblie 10%
OKMCNEHNX a-Cyb0AMHMLB» A0 «He binble 5 %
oKMCneHnxX dhopM 3aranom» y cneumdikauii MNN3
TakoX, BHECEHHS pefakLiiHX 3MiH A0
aHa/TITMYHOT MeToAMKN «KiflbKicHe BU3HAYEHHs
6inky» (BMicT ®CI’) MeToA0M eKCKNo3nMBHOI BEPX
ansa 3.
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
40. | TOHAN-®® PO34YMH ANS iH'EKLi Apec Tpeiginr | Lseliuapis BMPOGHMLTBO ITanis/ BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a UA/4113/02/03
no 900 MO (66 C.A. Hepo3ghacoBaHOro LLiBeiiuapis 3MiHu | TUNY - 3MiHK 3 aKocTi. A®Il. KoHTponb AdI. peuyenmom
Mkr)/1,44 mn; no npenapary, 3MiHa y meTofax BunpobysaHHsa Ad| abo
1,44 mn y kapTpuaxi nepBrHHE Ta BUXiQHOr0 Marepiany/npomMbKHOro
3 npo6Koto- BTOPWHHE NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
nopLuHem Ta nakyBaHHs, npoteci BupobHuuTea AP (iHWwi 3MiHM y MmeTodax
pudhieHo KOHTPO/Ib SKOCTi Ta BMNpPo6YyBaHHSA (BK/IHOYAtOUM 3amiHy abo
KPULLEYKOHO, BWMYCK cepiii: Mepk [onoBHeHHS) AP abo BUXIAHOTO/NPOMIXHOro
BMILLLEEHOMY Y pYyUKy CepoHo C.n.A., NpoaykTy). 3amiHa MeToAMKMN i30€1EeKTPUYHOro
0151 BBEAEHHS; No 1 ITanis; nepeuHHe choKycyBaHHA Ans igeHTudikauii 3 BignoBigHUMYN
py4ui Ta 20 ronok y nakyBaHHs KpUTEPIAMU MPUAHATHOCTI BGiNbLL cyYacHUM Ta
KapTOHHI Kopobuj (36upaHHs cneyuniyHnM MeToA0M KanifIipHOro
nonepegHbL0 enekTpochopesy i3 Bizyanizauieto (iCE), sika
3anoBHEHNX BMKOPUCTOBYETLCA AN151 iAeHTUIKaLil aKkTUBHOT

KapTpuaxis 3
npenaparom B pyyKy
0151 BBEEHHS):
Mepk CepoHo C.A,,
BiAAINEHHSA Y M.
OG60HH, LLBeliuapis

peyosuHmn chonitponiHy anbta (p-nPCr).
3arBepaxeHo
|0EeHTUYHICTD
KpuTepiih NpuiAHTHOCTI
MpuCyTHI 5-7 OCHOBHUX CMYT, SiKi:

i) BiANOBIZa0OTb OCHOBHUM CMyraM Ha
enekTpochoperpami ctaHgapTHoro 3paska p-neCr
i) cknagatoTb He MeHwe 70% Bif 3arasibHOro
curHany
3anponoHoBaHo
|0EHTUYHICTD
KpwuTepiii NpuiAHTHOCTI
Mpodhinb enekTpodoperpam AOCNILKYBaHOro
3paska Mae BignosigaTv nepuuii
enekTpodoperpami CTaHAapTHOrO PO3UKHY.
Mpochinb gocnigpKyBaHOro 3paska NOBUHEH
nokasyBsaru i3ochopmu, LLO BiANOBIAA0Th:
Miky 1
Miky 2
Miky 3
OcHoBHOMY Ky (niky 4)

Miky 5
Miky 6
Miky 7
Miky 8
Miky 9
Miky 10
MatoTb 6yTH BiACYTHIMW HeouikyBaHi Nikv B
JianasoHi entoBaHHA MOsEKy /.
CkopuroBaHa izoenektpuyHa Touka (CPI1%)
OCHOBHOrO niky: 100+ 3%

Takox, BHECEHHS peAakLiliHviX 3MiH o p.3.2.5.4.2
ON5 aHaniTu4Hoi MeToamkn «KinbkicHe
BM3HAYEHHA Biflky» METOAOM eKCkNo3nBHOT BEPX
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1

ana A®l. 3miHn | Tuny - 3miHK 3 sikocTi. [oToBwMiA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO NiKapCbKOro
3aco6y. 3miHa y MeTogax BMNpobyBaHHsA rOTOBOr0O
nikapcbKoro 3acoby (iHWi 3MiHM y MeToaax
BMNPO6YBaHb (BK/IOYaKUM 3aMiHy abo
[ONOBHEHHS)). 3amiHa MeToanKM enekTpodopesy
B NnosiakpuiamigHomy reni 3 gogeumncynbcgarom
HaTpilo 3 HACTyMHUM chap6yBaHHSIM CpibIoM
MEeTOAO0M EKCK/I03UBHOT ynbTpaedekTneHoi BEPX,
KW BUKOPUCTOBYBATUMETBCA A5 ifeHTudikawil
Ta BM3HaYyeHHs BMICTy arperartiB y [/13. Bumorun
cneundikauii Wwoao emicty arperartis 'y 13 npu
BUMYCKY Ta NPOTATOM TEPMiHY NPUAATHOCTI 3a LM
NOKa3HUKOM 3a/nLLakTbest 6€3 3MiH.3MiHu |l Tuny
- 3miHu 3 AKocTi. APl. KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo JonyCcTUMMX
MeX, BU3HaYeHuX y cneuundikauisax Ha AdPl, abo
BUXiAHWIA/NPOMIDKHUIA NpoAyKT/peareHT, Wwo
BUKOPWCTOBYIOTLCA Y Npoueci BUpobHnuTea Ad|
(3miHa nNo3a Mexamu 3aTBEP)KEHOrO Aiana3oHy y
cneundikauii Ha A®l). JofaBaHHA NOKa3HMKa
AKOCTI «laeHTudikalis MeToa0M eKCKTH03UBHOT
ynbTpaedektusHoi BEPX» fo cneuundikadii Adbl
onitponiny anba (p-n®Cr) 3 BigNOBiAHNMM
KpUTepIisSMmn NPURHATHOCTI (Npodinb 3paska
Bignosigae npoginto craHgapTy. CniBBigHOWEHHSA
yacis yTpumyBaHHs (Rt,%) 4151 OCHOBHUX MiKiB B
mexax Big 0,97% no 1,03%. RARY% A5 3araibHoi
nnowi B mexax Bif 80 % fo 120%), a Takox 3miHa
KpUTepiiB NPUIAHATHOCTI cnevuundikawii 4ns n.
«Arperatun» 3 «He binbwe 0,5%>» Ha «He binblie
0,5%>» npu BUNYCKy Ta «He binblue 1,0%»
NPOTAroM TePMiHY NPUAATHOCTI, AK HACNIAKY 3MiHW
MeToAy eKckno3nBHOI BEPX Ha eKCK/T03UBHY
ynbTpaedektusHy BEPX. 3MiHu Il Tuny - 3miHu 3
AKOCTi. A®I. KoHTposb A®I. 3miHa y napameTpax
cneundikauii Ta/abo JONYCTUMMX MEX,
BM3HAYeHuUX y cneyudikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDKHUIA NpoAyKT/peareHT, Wwo
BUKOPWCTOBYIOTLCA Y NpoLeci BUpobHuuTea Ad|
(3miHa No3a Mexamu 3aTBEP)KEHOrO Aiana3oHy y
cneuudikauii Ha A®l). 3amiHa 3aTBEPAKEHOTO
meTogy O®-BEPX 6inbw cyyacHum metogom Od-
ynbTpaecekTnBHoi BEPX, sikuii
BMKOPUCTOBYBATUMETLCA A5 ifeHTudikavwi
aKTVBHOT PEYOBMHY Ta BU3HAYEHHSA BMICTY
okucneHnx hopm. Ak pesynbTart 3amiHu MeToay,
3MIHIOKTLCA KpUTEPIT NPUAHATHOCTI AN BMIiCTY
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

OKMCNEHNX hOPM Yy CybCTaHL,ii aKTMBHOT peYOBUHN
NPOTAroM TEPMiHY NPUAATHOCTI 3 «MoLa nikis
JAerpafoBaHoi a-cyboAnHNL He NOBUHHA By TW

6inbLue 3 % Big Cymuy niowy, MikiB, WO BiAHOCATHCA

[0 a- Ta filerpafoBaHol a-cyboauHULi» Ha
«3arasibHW BMICT OKUCeHnx hopm He binblue 5
%». 3MiHn Il Tuny - 3MiHK 3 sKocTi. FoToBMIA
nikapcbkuii 3aci6. KOHTpOb rOTOBOTO NiKapCbKOro
3acoby. 3MiHa napameTpiB cneuudikauii Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapCbKOro 3acoby
(3miHa 3HaxoAMTbCA N0o3a 3aTBEPAKEHNMU
[OMyCTUMUMK Mexamu cneuudikadiii). 3amiHa
MeTogmnkn O®-BEPX meTogukoto Od-
ynbTpaedekTuBHo BEPX, sika BUKOPUCTOBYETLCA
0N igeHTudikauii Ta BU3HaYEHHs1 OKUCIEHNX
dopm y ['N13, a Takox BignoBigHa 3MiHa KpUTEpIiB

NPUAHATHOCTI, a came: -3aMiHa BU3HAYeHHS1 BMIiCTY
a-Cy60MHNLL OKUCTIEHUX (DOPM Ha 3arasibHuiA

BMICT OKVUC/IEHUX (DOPM; -3aMiHa rPaHNYHOT MeXi
BMICTY OKM1C/IeHUX opM 3 «He Ginblie 10%
OKMCNEHNX a-CyOGOMHULb» A0 «He Binble 5 %
OKMCNeHNxX hopm 3arasiom» y cneumdikavii FN3
Takox, BHECEHHA pefakLiiHX 3MiH A0
aHaTMYHOT MeToANKN «KiflbKicCHEe BU3HAYEHHS
6inky» (BMicT ®CIN) meToAOM eKckto3nBHOI BEPX
ana rns.

41.

FOHAN-®®

PO34MH ANS iH'eKLi
no 300 MO (22
MKr)/0,48 mn; no
0,48 mMn 'y kapTpuaxi
3 Npo6Koto-
nopLUHEM Ta
puchbneHoro
KpVILLIEYKOIO,
BMIiLLEHOMY Y PYUKYy
05 BBEflEHHs; no 1
pyuui Ta 8 ronok y
KapTOHHIlA KopooLi

Apec TpeligiHr
C.A.

LLiseiuapis

BMPOGHMLITBO
Hepo3acosBaHoro
npenapary,
nepBrHHE Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/1b AKOCTi Ta
BWMYCK cepiii: Mepk
CepoHo C.n.A.,
ITanis; nepBuHHe
nakyBaHHS
(36upaHHsa
nonepeAHbL0
3anoBHEHUX
KapTpUaXiB 3
npenapatom B pyyKy
0N BBEAEHHS):
Mepk CepoHo C.A.,
BiAAINEHHA Y M.
O60HH, LLBeliuapis

ITanis/
LLiBeiiuapis

BHECEHHS 3MiH [0 peecTpavjiiiHix maTepianis:
3MiHu | TMRY - 3miHu 3 sKocTi. A®l. KoHTponb AdI.
3MiHa y meTogax BunpobysaHHa APl a6o
BUXiAHOr0 Marepiaay/npombKHOro
npoAayKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BupobHuuTBa AP (iHLWIi 3MiHM y MeToAax
BMNpo6yBaHHA (BK/IHOYAOUM 3amiHy abo
[0MNoBHEHHS) A®| abo BUXiAHOro/NpPOMIDKHOTO
nNpoAayKTy). 3amiHa MEeTOAMKM i30e/1eKTPUYHOro
hokycyBaHHA Ans igeHTudikauii 3 BignosigHUMN
KpUTEpISMMN NPUAHATHOCTI BibL cyYacHUM Ta
crneundiyHUM METOAO0M KaninspHoro
enekTpodpopesy i3 Bidyanisauieto (iCE), sika
BMKOPUCTOBYETHLCA 4715 iAeHTUdiKaLii akTMBHOI
peyoBuHM honitTponiHy anbda (p-ndCr).
3arBepoKeHo
|0EHTUYHICTD
KpwuTepiii NpuiAHTHOCTI
MpucyTHi 5-7 OCHOBHWX CMYT, SIKi:

i) BigMoBifaloTb OCHOBHUM CMyram Ha
enekTpodoperpami ctaHAapTHOro 3paska p-ndCr
i) cknagalTb He MeHwe 70% Bif 3arasibHoro

3a
peyerimom

UA/4113/02/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1

curHany
3anponoHoBaHo
|AeHTUYHICTb
KpwTepiii npuiAHTHOCTI
Mpodhinb enekTpodoperpam AOCNiLKYBaHOro
3paska Mae BignosigaTu nepiuii
enekTpodoperpami CTaHAapTHOrO PO3UNHY.
Mpochinb gocnigpxkyBaHoro 3paska NoBUHEH
nokasysatu i3ochopmu, LLIO BifNOBIAa0Th:
Miky 1
Miky 2
Miky 3
OcHoBHOMY niky (niky 4)
Miky 5
Miky 6
Miky 7
Miky 8
Miky 9
Miky 10
MatoTb 6yTY BigCYTHIMWN HEOYiKyBaHI Mik1 B
Aiana3oHi entoBaHHA Moekyn.
CkopuroBaHa izoenektpuyHa Touka (CP1%)
OCHOBHOTrO Miky: 100+ 3%

Takox, BHECEHHA pefakuiliHnX 3miH o p.3.2.5.4.2
0151 aHaniTUYHOI MeToamkn «KinbkicHe
BU3HAYEHHS BisiKy» METOAO0M eKCKN3MBHOI BEPX
ans A®IL. 3minu | Tuny - 3MiHn 3 siKocTi. FoToBwMi
nikapcbkuii 3aci6. KOHTpOb roTOBOrO NiKapCbKoro
3acoby. 3miHa y MeTofax BUNpobyBaHHSA roTOBOro
NikapcbKoro 3acoby (iHLWi 3MiHM y meTodax
BMNpOGYBaHb (BK/IHOYaOuM 3amiHy abo
[ONOBHEHHS)). 3amiHa MeToaAMKM enekTpodopesy
B MoniakpunamigHomy reni 3 gogeumnncynbgarom
HaTpilo 3 HACTyMHUM hap6yBaHHSAM CpPibIoM
MeTO0M EKCK/MO3UBHOI YbTpaedekTnBHOI BEPX,
AKNIA BUKOPMCTOBYBATUMETLCS AN15 ifeHTudiKauii
Ta BU3HaYeHHs BMiCTy arperaTiB y ['/13. Bumoru
cneumaikauii Woao BMmicTy arperartis y 13 npu
BUMYCKY Ta NPOTArOM TePMiHy NpUAATHOCTI 3a LM
NMOKa3HUKOM 3a/mLialoTbes 6e3 3miH.3MiHu |l Tuny
- 3MiHu 3 AkocTi. APL. KoHTposnb APL. 3miHa y
napameTpax crneuudikauii Ta/abo gonycTuMmx
MeX, BU3HaueHux y crneuudikayisx Ha Ad®l, abo
BUXiAHWIA/NPOMIDKHUIA NpOAyKT/peareHT, Lo
BVKOPUCTOBYIOTbCSA Y npoueci BupobHuutea AdI
(3miHa No3a Mexamu 3aTBEpAKEHOr0 AjanasoHy Yy
cneumnadikauii Ha A®I). lonaBaHHA NoKasHuka
AKOCTI «lAeHTUdiKaLis MeToA0M eKCKNH3UBHOT
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1

ynbTpaedekTneHoi BEPX» o cneuudikauii A®I
honiTponiHy anba (p-ndCr) 3 BignosigHMK
KpUTEPISMU NPUAHATHOCTI (Npodhink 3paska
Bignosigae npodinto ctaHAapTy. CniBBiAHOLEHHSA
yaciB yTpumyBaHHs (Rt,%) 419 OCHOBHUMX NiKiB B
mexax Big, 0,97% a0 1,03%. RARY% ans 3aranbHol
nnowi B Mexax Big 80 % 80 120%), a Takox 3miHa
KpuUTepiiB NpUIAHATHOCTI cnevuudikaii ans n.
«Arperatu» 3 «He binbie 0,5%» Ha «He Ginblue
0,5%>» npw BUMycKy Ta «He binbwe 1,0%>»
NPOTAroM TepMiHy NpUAATHOCTI, IK HACNIAKY 3MiHK
MeToAy eKCk13MBHOI BEPX Ha eKCK/T03UBHY
ynbTpaedektmeHy BEPX. 3miHu Il Tuny - 3miHn 3
AKOCTi. A®I. KoHTponb A®I. 3miHa y napameTpax
cneuudgikauii Ta/abo AoNYyCTUMUX MEX,
BM3HA4YeHNX y cneuudikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDKHUIA NpOAyKT/peareHT, Lo
BVKOPUCTOBYIOTbCSA Y npoueci BupobHuutea Ad|
(3miHa No3a Mexamu 3aTBEpAKEHOTO AjanasoHy Yy
crneundikauii Ha A®l). 3amiHa 3aTBEpPKEHOIO
metody O®-BEPX 6inbL cyyacHum meTogom Od-
ynbTpaedekTneHoi BEPX, sikuii
BMKOPUCTOBYBaTUMETLCA A1 ifdeHTudikaui
aKTUBHOI PEYOBMHY Ta BU3HAYEHHS BMICTY
okucneHnx hopm. Ak pesynbTart 3amiHn meTogy,
3MIHIOTbCS KpUTEPIT NPUAHATHOCTI ANS BMiCTY
OKMCNEeHNX DOPM Y CyBCTaHLii aKTUBHOI pevOBUHM
NPOTAroM TePMiHy NPMAATHOCTI 3 «MoLLa MikiB
aerpafioBaHoi a-cyb6oauHuLI He NMOBUHHA ByTH
6inblue 3 % Big cymu noLy, Mikis, WO BiAHOCATLCA
[0 a- Ta ferpafloBaHoi a-cyboanHILI» Ha
«3arasibHuii BMIiCT OKUCNEHNX hOPM He GinbLue 5
%». 3MiHK |l TNy - 3MiHW 3 SIKOCTI. TOTOBWIA
nikapcbkuii 3aci6. KOHTpOb rOTOBOrO NiKapCbKOro
3acoby. 3miHa napameTpiB cneyudikayiin Ta/abo
[ONYyCTUMMX MEX rOTOBOTO NiKapCbKOro 3acoby
(3miHa 3HaxoAMTbCA No3a 3aTBEPAKEHNMU
[0nycTUMMMU Mexamu cneuudikadiin). 3amiHa
meToaukn OP-BEPX metoaukoo O®-
ynbTpaedekTrBHO BEPX, sika BUKOPUCTOBYETLCS
0N igeHTudikauii Ta BU3HaYeHHs1 OKUCIEHUX
dopm y ['N13, a Takox BifgnosigHa 3MiHa KpuUTepiiB
NPUAHATHOCTI, a came: -3amiHa BU3HA4YeHHS BMICTY
a-cy60ANHULLb OKMCNEHNX (DOPM Ha 3aranbHuii
BMICT OKUC/IEHUX (DOPM; -3aMiHa rPaHNYHOT MeXi
BMICTY OKM1C/ieHux hopm 3 «He binbe 10%
OKUCNEHNX a-Cyb0anHNLbL» 0 «He binblie 5 %
OKMCNEeHNX hopM 3arasiom» y cneumdikauii FN3
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
Takox, BHECEHHS pefaKLiiiHNX 3MiH A0
aHasliTMYHOT MeToANKN «KiflbKicHe BU3HAYeHH:A
6inky» (BMicT ®CIN) MeETOAOM eKCkNto3nBHOT BEPX
ona rn3.
42. | BAKAPBA3N NnopoLUoK ANs Mepak HimeyunHa BTopuHHe HimeuuunHa/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/6987/01/03
H MEAAK NPUroTyBaHHA esenbadT naxkyBaHHs, Yecbka YTOUHEHHS1 HaNUCaHHA NlikapcbKoi hopmun B peyenmom
PO34mnHy Ans dotop KniHiwe MapKyBaHHs1, Pecny6nika/ Hakasi MO3 YkpaiHu Ne 240 Big 11.02.2025 B
iHdpy3iin no 500 wmr; 1 Lneuiansnpe KOHTPO/1b Ta BUMYCK npoueci BHECEHHS 3MiH (3MiHM | TUny - 3MiHK 3
h1aKoH 3 NOPOLLUKOM napate mM6X cepii: akocTi. CepTtucpikat BignosigHocTi/l E-cepTudikar
y KOpo6Lj 3 KapTOHY Megpak esenbwadpT BiANOBIAHOCTI EBponechbkili
dotop KAiHiwe hapmakonei/moHorpadii. NMoaaHHsa HoBoro abo
LWneyianbnpenapat OHOB/IEHOTO cepTudlikaTa BignoBigHOCTI abo

e M6X, HimeuuunHa;
Bupo6HMLTBO "in
bulk", nepenHHe Ta
BTOPUHHE
nakyBaHHs,
MapKyBaHHA Ta
KOHTpO/b cepii:
OHkome[,
MeHblohekyepiHr
a.c., Yecbka
Pecnyb6nika;

Bupo6HuyTBO "in
bulk", nepsuHHe
nakyBaHHs Ta
KOHTpO/b cepii:
OHkoTek ®apma
MpopgakwH MméX,
HimeuunHa;
MapkyBaHHs Ta
BTOPUHHE
nakyBaHHs,
HaHeceHHs 3ax1cHoTl
nniBku
(onuioHanbHo):
Meg-IKC-Tpecc
'm6X, HimeuunHa

BU/yYEHHS cepTudikaTa BiANoOBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans
BMXiAHOTO MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; ona foNoMiKHOT peqyoBuHK (cepTudpikat
BiANOBIAHOCTI €Bponeiichbkili hapmakonei) -
OHOBNeHW cepTuddikaT Bif, y)Xe 3aTBepAKeHOro
BUPOGHMKA, NOAAaHHSA OHOBJ/IEHOIO cepTudikaTy
BiANoBigHOCTI €Bponeiickkili hapmakonei CEP
2008-036 - Rev 03 Bif Bxe 3aTBEPXEHOr0
BupobHuka Heraeus Deutschland GmbH & Co. KG
Aitoyoi pevoBrHN fakap6asvH (3aTtBepakeHo: CEP
2008-036 - Rev 02 Heraeus Deutschland GmbH &
Co. KG; 3anponoHosaHo: CEP 2008-036 - Rev 03
Heraeus Precious Metals GmbH & Co. KG). 3miHn
| Tuny - 3miHun 3 skocTi. CepTudikat
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€sponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudikata
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
BiANOBIAHOCTI €Bponeiichbkili hapmakonei: gns
A®l; gns BuxigHoro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[OMNOMDKHOT peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA
cepTudikaT Bif, yxe 3aTBEPAXEHOr0 BUPOOHUKA,
NnoAaHHA OHOBJIEHOrO cepTudikaty BiAMNOBIAHOCTI
€Bponelicbkiit hapmakonei R1-CEP 2010-315 -
Rev 02 Big, BXe 3aTBEpAXEHOr0 BUPOGHMKA
SUZHOU LIXIN PHARMACEUTICAL CO., LTD.
Lito4oi pevyoBuHN fakapbasuH (3atBepakeHo: R1-
CEP 2010-315 - Rev 01, 3anponoHosaHo: R1-CEP
2010-315 - Rev 02). Pepakuisi B Hakasi - MOpOLUOK
[N NPUroTyBaHHS PO3UYNHY A5 iH'EKL abo
iHcpysii no 500 Mr. BipHa pepakLisi - NOPOLOK
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
ANS NPUroTyBaHHA PO3UYMHY Ana iHdysiii no
500 mr.
43. | AAKAPBA3N MopoLUOK ANs Megak HimeuunHa BTopuHHe HimeuunHa/ BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/6987/01/04
H MEAAK npuroTyBaHHA le3enbadt nakyBaHHs, Yecbka YTOUHEHHS1 HANUCaHHA NiKapcbKoi hopMu B peyenmom
pPO34nHy Ans orop KNiHiwwe MapKyBaHHS, Pecny6nika Hakasi MO3 YkpaiHu Ne 240 Big 11.02.2025 B
iHdpy3iin no 1000 wmr; Lneujanbnpe KOHTPO/1b Ta BUMYCK npoueci BHECEHHS 3MiH (3MiHu | Tuny - 3MiHK 3
1 donakoH 3 napate mM6X cepii: akocTi. CepTtudpikaT BignosigHocTi/l E-cepTudpikar

NMOPOLLKOM Y KOpo6Li
3 KapToHYy

Mepak esenbliadt
dhrop KniHiwe
Lneujansnpenapar
e M6X, HimeuunHa;
Bupo6HuyTBO "in
bulk", nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
MapKyBaHHA Ta
KOHTPO/b Ccepil:
OHkomepq,
MeHblohekyepiHr
a.c., Yecbka
Pecny6nika;

Bupo6HMLTBO "in
bulk", nepsnHHe
nakyBaHHA Ta
KOHTPO/b Ccepil:
OHKoTek ®apma
MpopakwH MvéX,
HimeuumnHa,;

MapKyBaHHs Ta
BTOPVHHE
nakyBaHHs1,
HaHeCeHHs 3ax1CHOI
nniBkn
(onujioHanbHO):
Meg-IKC-TMNpecc
m6X, HimeyunHa

BiANOBIAHOCTI EBpoNechbkili
hapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BWU/TyYEHHs cepTudikaTa BignosigHOCTI
€sponelicbkin hapmakonei: ana A®l; gns
BMXiQHOr0 Marepiany/peareHTy/mpoMiXXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; ona AONOMIKHOI peyoBuHM (cepTudikar
BiANOBIAHOCTI €Bponeiickkili hapmakonei) -
OHoBNEeHWit cepTuddikaT Bif, yxe 3aTBepaAXeHOro
BMPOOHMKA, NOAAHHS OHOBJ/IEHOTO cepTugikaTy
BiAnNoBigHOCTI EBponeiickkili hapmakonei CEP
2008-036 - Rev 03 Big, BXe 3aTBEPAXEHOrO
BMpo6Huka Heraeus Deutschland GmbH & Co. KG
Aitoyoi pevoBrHN fakap6asvH (3aTBepakeHo: CEP
2008-036 - Rev 02 Heraeus Deutschland GmbH &
Co. KG; 3anponoHosaHo: CEP 2008-036 - Rev 03
Heraeus Precious Metals GmbH & Co. KG). 3MmiHn
| TMny - 3MiHu 3 skocTi. CepTudpikat
BignosigHocTi/lE-cepTudikar BignosigHoOCTI
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOBMEHOro cepTudikata
BIANOBIAHOCTI ab0 BUNyYeHHs cepTudikara
BiANOBIAHOCTI E€Bponeiickkili hapmakonei: ans
A®I; ons BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[0NOMDKHOT peqoBuHK (cepTudpikat BignosigHOCTI
€sponelicbkin hapmakonei) - OHOBEHWIA
cepTudikaT Bif, y)xe 3aTBepAXeHOro BUPobHUKa,
noJiaHHa OHOB/IEHOTO cepTuddikaty BignoBigHOCTI
€sponelicbkiin hapmakonei R1-CEP 2010-315 -
Rev 02 Big Bxe 3aTBep)KEHOro BUPOGHUKa
SUZHOU LIXIN PHARMACEUTICAL CO., LTD.
Lito40i pevyoBuHN fakapbasuH (3atBepakeHo: R1-
CEP 2010-315 - Rev 01, 3anponoHosaHo: R1-CEP
2010-315 - Rev 02). Pefakuist B Hakasi - NOPOLLIOK
AN NPUroTyBaHHA PO3UnHy A5 iH'eKLin abo
iHcpysiii no 1000 mr. BipHa pegakuisi - NOPOLLIOK
[ANS NPUroTyBaHHA PO3UYMHY Ans iHdy3ili no
1000 wr.
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
44. | DE3MTOPATA | nopoLiok BE3 XopBarTisi Bacypa dapma Xem IHAjs BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: - UA/12127/01/01
AVH (cybeTaHuin) y dapmaxem NimiTen YTOUHEHHS1 peecTpauiiiHol npoueaypy B HaKasi

noABiHMX A.0.0. MO3 YkpaiHu Ne 1720 Big 09.10.2024 - 3miHu |

nonieTueHoBMX Tuny - 3MiHn 3 sakocTi. CepTuddikat

naketax gns BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI

hapmaLeBTUUYHOTO €Bponelicbkiin hapmakonei/mMoHorpadii. NMogaHHs

3aCTOCYyBaHHSA HOBOro abo OHOB/IEHOro cepTudikara

BiANOBIAHOCTI ab0 BUTyYEHHS cepTudikata
BifnoBigHOCTI €Bponelickkili hapmakonei: ans
A®l; gns BuxigHOro
mMaTtepiany/peareHTy/nMpoMbKHOIo NPOAYKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiit hapmakonei) - HoBuii cepTudpikat
Bifl BXX€ 3aTBEPAKEHOr0 BUPOOHMKA - NOJAHHSA
HOBOro cepTudikaTa BignoBiAHOCTI EBPONECHKIi
thapmakonei Ne R1-CEP 2014-310-Rev 02. Ak
Hacnifok BBeAEHHS [0AATKOBOI BUPOOHNYOT
AinbHuui Unit-1l, Plot. No. 79, Jawaharlal Nehru
Pharma City, Thanam Village, Parawada Mandal
India - 531 019 Anakapalli District, Andhra
Pradesh/ FOHiT-Il, Mnot 79, Oxasaxapnan Hexpy
dapma CiTi, TxaHam Binnagx, Mapasaga
Mangan, IHgis — 531 019 Anakananni [icTpikT,
AHgxpa MNpagelw Ta YTOYHEHHA HanucaHHsA
azpecu 3aTBepAKeHOT BUPOGHMYUOI AifIbHULL.
3MiHa y cneuundikauii 3a nokasHnkom «KinbkicHe
BM3HAYEHHSA» (3aMPONOHOBAHO: ...He MeHwe 98,0
Ta He 6Ginblue 102,0 %...). 3amiHa TepMiHy
npuaaTHoOCTi 5 pokiB Ha TEPMIH NOBTOPHOIO
BMNpoGyBaHHA 5 pokiB. OHOBNEeHHS cneuudikadii
Ta MeTO/iB KOHTPOSIO AKOCTI. 3aTtBepapxeHo: Unit
1, Plot No. 37/A, 38, 39, A & B, Phase |, IDA,
Jeedimetla, Hyderabad — 500 055, Telangana,
India / FOHiT 1, Mnot 37/A, 38, 39 A & B, dasze - 1,
10A, DxigimeTna, FNigepabas — 500 055,

TenaHraHa, IHgis. 3anponoHoBaHo: Unit-l, Plot No.

37/A, 38, 39, A & B Phase -1, I.D.A. Jeedimetla,
India — 500 055 Hyderabad, Telangana / OHiT-I,
Mnot 37/A, 38,39 A& B, daze - 1, .A.A.,
[xigimetna, IHais — 500 055 lgepabag,
TenanraHa; Unit-1l, Plot. No. 79, Jawaharlal Nehru
Pharma City, Thanam Village, Parawada Mandal
India - 531 019 Anakapalli District, Andhra
Pradesh / FOHiT-11, Mnot 79, MxaBaxapnan Hexpy
dapma CiTi, TxaHam Binnagx, MNapasaga
MaHgan, IHgis — 531 019 Avakananni icTpikT,
Anpxpa Mpagew. 3MiHu | Tuny - AgMiHiCTpaTUBHI
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
3MiHK. 3MiHa Ha3Bu APl abo AONOMIKHOT
peyoBUHM (iHLWi 3MiHKW) - 3MiHa Ha3Bu ADI 3
[ecnoparaguH Ha [lesnopataguH
45. | BEPMOBEWT | masb 0,05 %; no 25 nakcoCmiTKn Benuka Oendapm MosHaHb Monbwa BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3a UA/1600/01/01
ry Ty6i; no 1 1y6i B AlH EkcnopT BpuTaHis C.A. 3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa peuenmom
KapPTOHHI ynakoBLii Nimiteq HaliMeHyBaHHS Ta/abo agpecu 3asiBHMKa
(BNacHvKa peecTpauiiHoro nocBig4eHHs). 3miHa
afipecy MicLie3HaxX0MKeHHS 3asaBHMKa
46. | AIAHIN NA4 3 | po3unH gns Bakctep IpnaHgjs Bakctep Xenckea IpnaHgis BHECEHHS 3MiH [0 peecTpavjiiiHiX maTtepianis: 3a UA/12425/01/03
BMICTOM nepuToHeanNbLHOro Xenckea C.A. C.A. 3MmiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peyenmom
FNHOKO3Uu nianizy Ta hapmakoHarnsagy (iHwi 3miHu). 3MiHM BHECeHI B
1,36% no 2000 mn po3unHy TEeKCT MapKyBaHHS BTOPUHHOI YNakoBKu
M/OB/13,6 y N1acTUKoBOMY nikapcbKoro 3acoby y po3ain 17 «IHLWE» wopao
Mrimn MiLLKy “Biadpnekc” iHcbopMmaLii Npo HasiBHICTb 2D LWTpuX-Koay.

PL 146-3,
OfIMHapPHOMY,
obnagHaHoOMy
iH'EKUiiHMM nopToM
Ta 3'egHyBavem, abo
y MiLky “TBiH Ber”,
obnagHaHomy
iH’EKUiAHMM NopTOoM,
3 iHTErpoBaHWUM 3a
[0MOMOror ABOX
marictpanei Ta Y-
3'efHyBaya
MOPOXHIM
nNacTVKOBUM
MiLLKOM 415
ApeHaxy,
BKaJEHNX Y
npo3opuii
NNacTUKOBUIA NaKeT;
no 5 KOMN/EeKTiB y
KapTOHHI kopobuy;
no 2500 m/1 po34mHy
y N1acTUKOBOMY
MiLKy “Biadnekc”
PL 146-3,
OfIMHapPHOMY,
obnagHaHoOMy
iH'EKUiiHMM nopToM
Ta 3'egHyBavem, abo
y MiLky “TBiH Ber”,
obnagHaHomy
iH’EKUiAHMM NopTOoM,
3 iHTErpoBaHUM 3a
[10MOMOroK ABOX

BBefeHHs 3MiH NpoTarom 6-t1 MicAuiB nicns
3aTBEPAKEHHS
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknav
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

marictpanei Ta Y-
3'efHyBava
MOPOXHIM
nNacTVKOBUM
MiLLKOM 415
ApeHaxy,
BK1afEHNX Y
npo3opuii
NNacTUKOBUIA NakeT;
no 4 KOMNNEKTN Y
KapTOHHI kopobuy;
no 3000 m/1 po34mHy
y N1acTUKOBOMY
MKy “Biadnekc”
PL 146-3,
OfIMHaPHOMY,
obnagHaHoOMy
iH'EKLjiAHMM NopTOM
Ta 3'egHyBavem, abo
y MiLky “TBiH Ber”,
obnagHaHomy
iH'EKUiiHNM nopToM,
3 iHTErpoBaHUM 3a
[0NOMOror ABOX
marictpanein Ta Y-
3'efHyBava
MOPOXHIM
nNacTVKOBUM
MiLLKOM 415
ApeHaxy,
BKTafEHNX y
npo3opuii
NNacTUKOBUIA NakeT;
no 3 KOMMNIEKTN y
KapTOHHI kopobuy;
no 5000 m/1 po34mHYy
y N1acTUKOBOMY
MKy “Biadnekc”
PL 146-3,
OfIMHaPHOMY,
obnagHaHoOMy
iH'EKLjiAHMM NopTOM
Ta 3'egHyBavemMm,
BK1afeHoMY Y
npo3opwuii
NNacTVKOBUI NakeT;
no 2 KOMNAEKTUN Y
KapTOHHI Kopobui
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
47. | OIAHIN NA4 3 | po3uuH ans Bakctep IpnaHgjs Bakctep Xenckea IpnaHgis BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a UA/12425/01/02
BMICTOM nepuToHeanNbLHOro Xenckea C.A. C.A. 3MiHY | TUNY - 3MiHK Wwopao 6e3nekn/etpeKTUBHOCTI peuyenmom
FNOKO3U aianisy Ta thapmakoHarnsagy (iHwi 3miHn). 3MiHWM BHeCeHi B
2,27% no 2000 m po3unHy TEeKCT MapKyBaHHS BTOPMHHOI YNakoBKW
MI/OBI/22,7 y N1acTUKoBOMY nikapcbKoro 3acoby y po3ain 17 «IHLWE» woao
Mrimn MiLLKy “Biadpnekc” iHchopmauii Npo HasBHICTb 2D WTpUX-Koay.

PL 146-3,
OfIMHapPHOMY,
obnagHaHomy
IH'EKUIiHNM NopTOM
Ta 3'egHyBavem, abo
y Miwky “TsiH Ber”,
obnagHaHomy
iH'eKUiiHMM NopTOM,
3 [HTerpoBaHnM 3a
Z0MOMOro0 BOX
marictpanei Ta Y-
3'efHyBaya
MOPOXHIM
nNacTVKoBUM
MiLLIKOM 4115
ApeHaxy,
BKMaJEHNX y
npo3opuii
NNacTVKOBUI NakeT;
no 5 KOMNAeKTiB y
KapTOHHi Kopobuyj;
no 2500 mn po3unHy
y NNacTKoBOMy
MiLLKy “Biadpnekc”
PL 146-3,
OfIMHapPHOMY,
obnagHaHomy
IH'EKUIiHNM NopTOoM
Ta 3'egHyBavem, abo
y Miwky “TsiH Ber”,
obnagHaHomy
iH'eKUiiHMM NopTOM,
3 [HTerpoBaHnM 3a
Z0MOMOro0 BOX
marictpanei Ta Y-
3'efHyBaya
MOPOXHIM
nNacTVKoBUM
MiLLIKOM 4115
ApeHaxy,
BKaJEHNX Y
npo3opuii

BBefeHHs 3MiH NpoTArom 6-Tu MicALiB nicns
3aTBEPAKEHHS
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

NNacTVKOBUI NakeT;
no 4 KOMNNEKTN Y
KapTOHHI Kopobuyj;
no 3000 m1 po3unHy
y N1acTKoBOMY
MiLLKy “Biadpnekc”
PL 146-3,
OfIMHapPHOMY,
obnagHaHomy
IH'EKUIiHNM NopTOM
Ta 3'egHyBavem, abo
y Miwky “TsiH Ber”,
obnagHaHomy
iH'eKUiiHMM NopTOM,
3 [HTerpoBaHnM 3a
Z0MOMOro0 BOX
marictpanei Ta Y-
3'efHyBaya
MOPOXHIM
nNacTVKoBUM
MiLLIKOM 4115
ApeHaxy,
BKMaJEHNX y
npo3opuii
NNacTVKOBUI NakeT;
no 3 KOMNAEKTN Y
KapTOHHi Kopobuyj;
no 5000 m1 po3unHy
y NNacTKoBOMy
MiLLKy “Biadpnekc”
PL 146-3,
OfIMHapPHOMY,
obnagHaHomy
IH'EKUIiHNM NopTOoM
Ta 3'egHyBayem,
BKNafieHoMy Y
npo3opuii
nNacTVKOBUI NakeT;
Nno 2 KOMMN/IEKTU Yy
KapPTOHHIn Kopobui

48.

DIAHIN A4 3
BMICTOM
rHOKO3N
3,86%
M/OB/38,6
MM

PO34MH ana
NepuToOHeasIbHOro
aianisy

no 2000 m/1 po34mHYy
y N1acTUKoOBOMY
MiLLKy “Biadpnekc”
PL 146-3,
OfIMHaPHOMY,

Bakctep
Xenckea C.A.

Ipnangis

Bakctep Xesnckea
C.A.

IpnaHgis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3Mminu | TUNY - 3MiHK Wopao 6esnekn/edeKTUBHOCTI
Ta chapmakoHarnsagy (iHwi 3miHn). 3MiHM BHECEHI B

TEKCT MapKyBaHHS1 BTOPUHHOT yNakoBKu
nikapcbkoro 3acoby y po3ain 17 «IHLWE» wopao
iHchopMauii Npo HasBHICTb 2D WTpuX-Koay.
BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPLKEHHS

3a
peyenmom

UA/12425/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
obnagHaHomy

iH'eKUiiHMM NopToM
Ta 3'efHyBayeM, abo
y Miwky “TBiH Ber”,
obnagHaHoOMy
iH'EKLjAHMM NnopTOM,
3 iHTErpoBaHUMm 3a
Z0MOMOrot BOX
marictpanei Ta Y-
3'efHyBava
NOPOXHIM
nNacTVKOBUM
MiLLKOM A/1s1
ApeHaxy,
BKMaJEHNX Y
npo3opuii
nNacTVKOBUI NakeT,;
no 5 KoMNAekTiB y
KapTOHHI kopobuy;
no 2500 M/ po34nHy
y NNacTKoBOMY
MiLLKy “Biadpnekc”
PL 146-3,
OZIMHaPHOMY,
obnagHaHomy
iH'eKUiiHMM NopToM
Ta 3'efHyBayeM, abo
y Miwky “TBiH Ber”,
obnagHaHoOMy
iH'EKLjAHM NopTOM,
3 iHTErpoBaHUMm 3a
Z0MOMOrot BOX
marictpanei Ta Y-
3'efHyBava
NOPOXHIM
nNacTVKOBUM
MiLLKOM A/151
ApeHaxy,
BKMaJEHNX Y
npo3opuii
nNacTVKOBUI NakeT;
no 4 KOMMN/IEKTN y
KapTOHHI kopobuy;
no 3000 m/1 po34nHy
y NNacTKoBOMY
miLLky “Biadpnekc”
PL 146-3,
0fIMHapHOMY,
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

obnagHaHomy
iH'eKUiiHMM NopToM
Ta 3'efHyBayeM, abo
y Miwky “TBiH Ber”,
obnagHaHoOMy
iH'EKLjAHMM NnopTOM,
3 iHTErpoBaHUMm 3a
Z0MOMOrot BOX
marictpanei Ta Y-
3'efHyBava
NOPOXHIM
nNacTVKOBUM
MiLLKOM A/1s1
ApeHaxy,
BKMaJEHNX Y
npo3opuii
nNacTVKOBUI NakeT,;
no 3 KOMMN/IEKTN y
KapTOHHI kopobuy;
no 5000 m/1 po34mHYy
y NNacTKoBOMY
MiLLKy “Biadpnekc”
PL 146-3,
OZIMHaPHOMY,
obnagHaHomy
iH'eKUiiHMM NopToM
Ta 3’efHyBavem,
BK1afjleHoMY Y
npo3opuii
NNacTUKOBUIA NakeT;
Nno 2 KOMMN/IEKTN Y
KapTOHHII KopobLyi

49.

ENAMNPA3A

KOHLEHTpaT ANnsi
PO34uHY ANs
iHdpy3iiA, 2 mr/mn; no
3 My chnakoHi; no
1 chnakoHy B
KapTOHHI Kopo6Lyi

Takegna
dapmacboTika
n3
IHTepHeLLHN
AT lpnaHgis
BpeHy

IpnaHgjs

BiANOBIAa/IbHUN 3a
BMNycK cepii: LWaiiep
dapmacbloTikan3
Ipnangisa Nimiteq,
Ipnangis; Takega
dapmacbloTikan3
IHTepHewHn Al
IpnaHgis Bpenuy,
IpnaHgis;
BMPOGHMLITBO
nikapcbKoro 3acooby,
nepBuHHe
nakyBaHHS,
KOHTPO/b SIKOCTI
cepil, BisyaibHa
iHCnekuis:

Ipnangis/
Himeuunna/
CLIA/
Higepnangm

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTtepianis:
3MmiHu | TYNy - AgMiHICTpaTUBHI 3MiHK. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaPKEHHA AiSNIbHOCTI BUPOOHUKA (BKIHOUatoun,
3a HeobXiAHOCTI, MicLie NPOBEAEHHS KOHTPOJII0
SIKOCTi), ab0 BNacHWKa macTtep-gaiina Ha A®l, abo
noctavasnibHuka A®l/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
3aCcTOCOBYIOTLCA Y BUPOOHMUTBI ADI (AKLWLO
3a3HaYeHo Yy A0CLE Ha Nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikaTta BifnoBigHOCTI
€Bponeiickbkili hapmakonei y 3aTBepakeHoMy
[ocbe, ab0 BUPOOHMKA HOBOI fLOMOMiXHOT
PEYOBMHM (SKLLO 3a3HAYEHO Y A0ChE) - 3MiHa
Ha3BM Ai/IbHULI, BIANOBIA&/IbHOI 38 NPOBEAEHHS
BMNpo6yBaHb Ha BipyCHY 6e3neKky akTMBHOI

3a
peyerimom

UA/13360/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1

BetTtep ®apma-
®epTirtoHr MTM6X
EHA Ko. KT,
HimeyunHa;
BMPOOHULITBO
niKapcbKoro 3acooby,
nepBuHHe
nakyBaHHs,
KOHTPO/b AKOCTI
cepii:
KeHaxiH
Baito®apwma, T4
(n6a EmepmxeHT
BaiioConyLwiiHz
(CiBiAi#), CLUA,
KOHTPO/b SIKOCTI
cepil, BisyanbHa
iHCnekuis:
BetTtep ®apma-
®epTirtoHr MTM6X
EHA Ko. KT,
HimeuuunHa; Bettep
Papma-PepTirtoHr
'M6X EHA Ko. KT,
HimevumnHa;
KOHTPO/b SIKOCTI
cepii:
BetTtep ®apma-
®epTirtoHr MTM6X
EHA Ko. KT,
HimeuuunHa; Laiep
XblOMeH [HKeHeTik
Tepanic, CLUA;
Yapnb3 Pisep
Nab6opaTtopi3
Aiineng N1p,
IpnaHgjs;
anctpubyuis
HanoBHEHWX
HemapKoBaHWX
hnakoHiB: EMiHEHT
Cepsices
KopnopeiiwH, CLUA;
MapKyBaHHSA Ta
nakyBaHHS,
AncTpnbyuis
roToBOro
nikapcbKoro 3acoby:

cy6cTaHuii iaypcynbasu B npoueci BUpo6HULTBa
(6yno: WuXi Apptec Laboratory Services (4751
League Island Boulevard, Philadelphia, PA 19112,
CLUA); ctano: WuXi Advanced Therapies
Incorporated (4751 League Island Boulevard,
Philadelphia, PA 19112, CLLA). BupobHuua
AinbHUUA, agpeca Ta yci BUpo6HWYi onepauii
3a/IMWATHCA HE3MIHHUMU. 3MiHu | TRy -
AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu MicUs NPOBaMKEHHS AISNbHOCTI
BMPOGHMKa (BK/IO4akouu, 3a HEOBXIAHOCTI, MicLe
NpOBeAEHHS KOHTPOJIO SKOCTI), ab0 BNacHuMka
macTep-haiina Ha A®l, abo noctavanbHuKa
Adl/BnxigHoro matepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 3aCTOCOBYIOTbCA Y BUPOOHULTBI ADI
(AKLLLO 3a3HAYEHO Y AOCbE Ha JlikapCbKuii 3acib) 3a
BifiCYTHOCTI cepTudikaTa BignosigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaKeHOMy
[ocbe, abo BUPOOHMKA HOBOT AOMOMDKHOT
peyoBUHM (AKLLO 3a3HaYeHo Yy aocke) (A.4. 1A)
3MiHa Ha3BK AiNbHUL, BiAMNOBIAA/TbHOI 3a
npoBefieHHs1 BUNpobyBaHb Ha BipyCcHy 6e3neky
aKTMBHOI cybcTaHUil igypcynbdasn B npoLeci
BMpOGHMLUTBaA (6yno: Baxter AG, Austria; ctano:
Takeda Manufacturing Austria AG, Austria).
Bupo6Huya ainbHuLS, agpeca Ta yci BUpoGHMui
onepavii 3a/MLwaoTbCs HE3MIHHUMU. 3MiHK | TUny
- AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micusa NPOBamXeHHs AisNIbHOCTI
BMPOGHMKA (BK/TKOYa0UM, 3a HEOBXIAHOCTI, MicLe
NpOBeLEHHS KOHTPOJIIO SKOCTi), a60 BacHuka
macTep-gpaiina Ha A®l, abo noctavasibHUKa
Adl/BuxigHoro matepiasy/peareHTy/npoMiXHOro
NPOAYKTY, WO 3aCTOCOBYIOTLCS Yy BUPOOHNLTBI ADI
(AIKLLLO 3a3HAYEHO Y A0CbE Ha JlikapCbKuii 3acib) 3a
BiICYTHOCTI cepTudikara BifnoBigHOCTI
€Bponeiicbkilii hapmakonei y 3aTBepakeHoMy
[ocbe, abo BUPOOHMKA HOBOT LOMOMIKHOT
PEeYOBUHM (SIKLLO 3a3HAYEHO Y A0CLE) - 3MiHa
Ha3BW Ai/TbHUL, BiANOBIAA/ILHOI 32 MPOBEAEHHS
BMNPO6YBaHb Ha BipyCcHY 6e3mneKky akTUBHOT
cy6cTaHuii igypcynbasu B npoueci BUpo6bHULTBa
(6yno: WuXi Apptec Laboratory Services (2540
Executive Drive, St. Paul, MN 55120, USA);
ctano: WuXi Apptec Incorporated, (2540
Executive Drive, St. Paul, MN 55120, USA).
Bupo6Huya ainbHuLS, agpeca Ta yci BUpoGHMui
onepawii 3a/MLWaTbCs HE3MIHHUMU. 3MiHK | Tuny
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsBi0YeHHs

LIiEAYEN Cannnaii
YeliH (HigepnaHan)
B.B., Hinepnangn

- 3MiHu 3 gKoCTi. F0TOBMIA Nikapcbkuii 3aci6. 3MiHK
Yy BUPOGHULTBI. 3MiHW Y npoueci BUpobHULUTBa
rOTOBOrO JliKapCbKOro 3acoby, BKIYaUu
NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCA NP
BUPOBHULTBI rOTOBOrO NikapcbKoro 3acoby (iHLwi
3MiHW) - BunyyeHHs niHii acentnyHoro
HanoBHeHHs C-168 (CR3) 3 npoLecy BMpo6bHULTBA
N3 ansa ginbHuui CBI (KeHpxiH Baio®apma, T4
(n6a EmepaxeHT BaiioConywiHa (CibiAii), CLUA).
3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKWiA
3aci6. Cuctema KoHTeliHep/3aKkynoproBanbHui
3aci6. 3MiHa 6yAb-AKOi YaCTUHW MaTepiany
NepPBUHHOT YNaKoBKW, L0 HE KOHTaKTYE 3 FOTOBUM
nikapcbkM 3ac060M (Hanpuknag, Konip KpULLIEeYoK
3 KOHTPO/IEM MEPLLOro BiAKPUTTS, KONIP KOJOBUX
Kineup Ha amnynax, KOHTeliHepa 4715 ook (pisHi
BMAMW nnacTtMacw) (3miHa, sika He BMN/IMBa€ Ha
KOPOTKY XapaKTepuCTUKy Nikapcbkoro 3acoby) -
3MiHa B cMCTeMi KOHTeliHep/3aKynoploBabHWi
3acib, a came YCyHEHHs pOo36iXXHOCTeN y
cneumdikaLisix KOMMOHEHTIB NEPBUHHOI YNaKkoBKK,
npusHayYeHyx Ans repmetusadii. 3miHm | Tuny -
3MiHu 3 siKocTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y
BMPOOHULTBI. 3MiHN BUNpobOyBaHb abo
[OMNYCTUMKX MEX, BCTAHOB/IEHMX y cneuudikavisx,
nifg, Yac BUPOBGHULITBA rOTOBOIO NiKapCbKoro
3aco6y (BWyYEHHSI HECYTTEBOIO BUNPOOYBaHHSA B
npoueci BUpobHULTBA) - Buy4yeHHs1 HeCyTTEBOro
BHYTPILUHbOBMPOBHNYOrO TECTY Ha CTEPWU/BbHICTbL
Hepo3dhacoBaHOl NPOAYKLi, LLIO 3aCTOCOBYETLCSA
nig yac Bupo6HuuTBa 3.

50.

ENAMPA3A

KOHLleHTpaT Ans
PO34nHyY Ans
iHdpy3iid, 2 mr/mn; no
3 Mn 'y chnakoHi; no
1 chnakoHy B
KapTOHHIli KopoobLi

Takepa
dapmachbloTika
n3
IHTEepHeLLHN
ATl Ipnangis
BpeHy

Ipnangis

BiANOBiAabHMI 3a
BuUnyck cepii: Waiiep
dapmacbloTikan3
Ipnangis Nimitepa,
Ipnangis; Takega
dapmacbloTikan3
IHTepHewwHn Al
IpnaHgis Bperuy,
IpnaHgjs;
BMPOOHULITBO
nNiKapcbKoro 3acooby,
nepBuHHe
nakyBaHHs,
KOHTPO/b AKOCTI
cepii, BisyanbHa
iHCneKuis:
BetTep ®apma-

Ipnangis/
Himeuunna /
CLUA/
Higepnanaun

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3Mminu | TUNY - 3MiHK Wopao 6esnekn/edeKTUBHOCTI
Ta dpapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHnX Npo cucTemy
thapmakoHarnsgy (BBefeHHs y3arasibHEHUX JaHnx
npo cuctemy chapmakoHarnsgy, amMiHa
YNOBHOB&XEHOT 0co6M, BiANOBIfaNbHOI 3a
3[iiCHEHHS (papMakoHarnsay; KOHTakTHOI 0cobu 3
thapmakoHarnagy 3asBHUKa AN5 34iCHEHHSA
hapMakoHarnagy B YkpaiHi, KLU0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6W, BiAMNOBiga/IbHOI 3a
3pificHeHHs hapmakoHarnsgy (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-ghaiina cuctemu thapmakoHarisgy). 3miHa
YMOBHOBaXEHOT 0CO6Y 3asBHMKA, BignoBiganibHOI
3a hapmakoHarnag,.

[Jitova pepakuisn: Stephane Brouckaert.

3a
peyenmom

UA/13360/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1

depTirtoHr M6X
EHp Ko. KT,
HimeuumnHa,;
BMPOGHMLTBO
niKkapcbKoro 3acooby,
nepBuHHe
nakyBaHHs,
KOHTPO/b SIKOCTI
cepii:
KeHmKiH
Baio®apwma, NTL
(n6a EmepaxeHT
BanoConyLwiHs
(CiBiAi1), CLUA;
KOHTPO/b AKOCTI
cepii, BisyanbHa
iHCneKuis:
BetTep ®apma-
depTirtoHr M6X
EHp Ko. KT,
HimeuuunHa; BetTtep
dapma-depTirtoHr
v6X EHA Ko. KT,
HimeuumnHa,;
KOHTPO/b SIKOCTI
cepi:
BetTep ®apma-
depTirtoHr MM6X
EHp Ko. KT,
HimeuuunHa; LWaiiep
XbloMeH [HKeHeTik
Tepanic, CLUA;
Yapnb3 Pisep
Na6opatopi3
Alineng N1a,
IpnaHgjs;
AncTpnbyuis
HamnoBHEHWX
HemapKoBaHUX
hnakoHiB: EMiHEHT
Cepsices
KopnopeiiwH, CLUA;
MapKyBaHHA Ta
nakyBaHHs,
AncTpnbyuis
roToBOro
niKkapcbKoro 3acoby:
LIEAWYEN Cannnaii

MponoHoBaHa pepakuis: Jean-Marie Heim. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXeHOT 0cobm
3a8BHWMKa, BiANOBiAaNbHOI 3a thapmakoHarnsag,.
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

51.

EHKOPAT

YeiiH (Higepnanan)

B.B., Hinepnanan

52.

XPOHO

EHKOPAT

TabneTku, BKPUTI
060/10HKOIO,
NPOJIOHIOBaHOT Aji
no 200 wmr, no 10
Tabnetok y cTpumi;
no 3 ctpunn y
KapTOHHI Kopo6Lyi

CaH
dapMacbTUK
an lHpacTpis
Nimiten

IHais

CaH
PapmacbloTuKan
lHpacTpis NTg,.,
IHais;

CaH ®apma
Nab6opaTtopi3
Nimvitea, IHaia

IHgis

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NiKapCbKWiA
3aci6. 3MiHM y BUPOGHULTBI. 3amiHa abo
BBE/IEHHS 40AaTKOBOI AifIbHULI BUPOBHULTBA 415
4acTnHK abo BCbOro BUPOOHMNYOro npouecy
rOTOBOrO J1ikapCbKOro 3acoby (AiNbHULSA, Ha sKil
npoBoAATbLCA 6yab-AKi BUPOOHMYI cTagil, 3a
BUHATKOM BUMYCKY CepiiA, KOHTPOJIO AKOCTI,
NepBUHHOTO Ta BTOPMHHOIO NakyBaHHSA, A1
HecTepwIbHUX fikapcbkmx 3acobis). CynyTHA
3MiHa- 3MiHM 3 SKocTi. [oTOBWMIA Nikapcbkuii 3aci6.
3MiHV Y BUpO6HMUTBI. 3amiHa abo BBeeHHS
[04aTKOBOI [i/TbHNL BUPOBHMLTBA A1 YACTUHM
a60 BCbOro BUPOGHMYOro NpoLiecy roToBoro
niKkapcbKoro 3acoby (AinbHULA N5t BTOPUHHOIO
nakyBaHHs) - 3MiHM 3 IKOCTi. [OTOBWIA Nikapcbkuii
3aci6. 3MiHM y BUpo6HMLTBI. 3amiHa abo
BBEJEHHS 404AaTKOBOI AiNbHUL BUPpOOHMLTBA ANs
4yacTuHM abo BCbOro BUPOBHNYOro npoLiecy
roTOBOrO JlikapcbKoro 3acoby (AinbHuusa ans
NepBUHHOIO NakyBaHHs). BBeAeHHs [0AaTKOBOI
BMPO6HUWYOI AinbHNL CaH ®apma Jlabopartopis
NimiTen, IHAiA, Ha Ak BigbyBaeTbCA
BMPOGHMLTBO, NEPBUHHE Ta BTOPMHHE NaKyBaHHA
nikapcbKoro 3acoby. (3aTsepaKeHa AjinbHULA:
CaH ®apmacbtoTukan IHgacTpi3 N1T4., IHAisA). 3MiHu
| Tuny - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbkuMii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3amiHu, Wwo
CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPO/IHO AKOCTI
roToBOro Nikapcbkoro 3acoby (3amiHa abo
[ofaBaHHsA BMPOOHUKA, L0 BignoBigae 3a
BBE3EHHA Ta/abo BMNyck cepii) - Bkiovyaroun
KOHTPONb/BUNPOGYBaHHSA cepii. BBeAeHHs
[04aTKOBOT BUPOOHMYOT AinbHuui CaH ®apma
Na6opatopis NimiTes, IHAiA BiANOBIga bHOI 3a
KOHTPO/Ib AKOCTI Ta BUNycK cepii /13.
(3atBepaxeHa ginbHuus: CaH dapmacbioTuKasl
IHpacTpi3 N1T4., IHAis)
3MiHM BHECEHO B pO34inun "BupobHUK" Ta
"Micue3HaxomkeHHs BUPO6HMKa Ta agpeca Micus
NPOBaKEHHS NOr0 Ais/IbHOCTI" B IHCTPYKL,to ANs
MEAMYHOrO 3aCTOCYBaHHS Yy 3B'A3Ky 3 BBEAEHHAM
[,04aTKOBOro BUPOGHYMKA Ta K HAc/ifok - nosisa
TEKCTY MapKyBaHHS yMakoBKW NiKapCbKoro 3acoby
[N A0AATKOBOr0O BUPOGHUKA.

3a
peyerimom

He
niosnsiea
€

UA/9200/01/01

TabNeTkn, BKPUTI

CaH

IHais

CaH

IHgis

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:

3a

He

UA/9200/01/02
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
XPOHO 060/10HKOIO, dapmacboThK dapmacboTrKan 3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKWiA peyenmom nionsiea
NPOJIOHIOBaHOI Aji an lHpacTpis lHpacTpi3 T4, 3aci6. 3MiHM y BUpO6HMLTBI. 3amiHa abo €
no 300 wmr, no 10 Nimiteq IHAjs; BBE/leHHS 40AaTKOBOI AifIbHULI BUPOBHULTBA 415
Tabnetok y cTpumi; YyacTnHM abo BCbOro BUPOGHUYOro npotiecy
no 1 a6o no 3 CaH ®apma rOTOBOrO JlikapCbKOro 3acoby (AiNnbHULSA, Ha SKil

CTPUNW Y KapPTOHHIl
Kopobui

NabopaTtopi3
Nimiteq, IHAiA

npoBoAATLCA 6yab-AKi BUPOOHMYI cTagil, 3a
BMHATKOM BUMYCKY CepiiA, KOHTPOJIIO AKOCTI,
NepBUHHOTO Ta BTOPVHHOIO NakyBaHHSA, A1
HecTepwuIbHUX Nikapcbkux 3acobis). CynyTHA
3MiHa- 3MiHM 3 SKocTi. [oTOBWMIA Nikapcbkuii 3aci6.
3MiHM y BUPOGHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI [i/TbHUL BUPOBHMLTBA A1 YACTUHM
a60 BCbOro BMPOGHNYOro NpoLiecy roToBoro
niKkapcbKoro 3acoby (AiNnbHULA NS BTOPUHHOIO
nakyBaHHS) - 3MiHM 3 SIKOCTi. [OTOBWIA NlikapCbKuiA
3aci6. 3MiHn y BUpo6HMLTBI. 3amiHa abo
BBE/leHHS A0AaTKOBOI AiNbHULI BUPOBHMLTBA AN
YyacTuHM abo BCbOro BUPOGHNYOro npotiecy
roTOBOrO JliKapcbKoro 3acoby (AinbHuUsA Ans
NepBUHHOrO NakyBaHHs). BBeAeHHs [0AaTKOBOI
BMPO6HUYOI AinbHNL CaH ®apma Jlabopartopi3
Nimiten, IHAiA, Ha Ak BigbyBaeTbCA
BMPOGHMLITBO, NEPBUHHE Ta BTOPMHHE NaKyBaHHSA
nikapcbKoro 3acoby. (3aTsepayKeHa AinbHULA:
CaH PapmacbioTukan IHgacTpis 1T4., 1HAisA). 3MiHu
| Tuny - 3MiHK 3 AKoCTi. FOTOBWIA Nikapcbknii 3aci6.
3MiHM Y BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Wwo
CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPO/IHO AKOCTI
roToBOro nikapcbkoro 3acoby (3amiHa abo
[ofasaHHsA BUPOOHYKa, Lo BiAnoBsijae 3a
BBE3EHHA Ta/abo BMNyck cepii) - Briovyatoun
KOHTPONb/BUNPOGYBaHHSA cepil. BBeAeHHs
[04aTKOBOT BUPOOHMYOT AinbHuLi CaH ®apma
Na6opatopis NimiTes, IHAiA BiANOBIAabHOI 3a
KOHTPO/1b AKOCTI Ta BUNycK cepii 13.
(3aTBEpmXeHa ginbHUUA: CaH ®apmacbloTykan
IHpacTpi3 N1T4., IHAis)
3MiHM BHECEHO B pO34in "BupobHUK" Ta
"Micue3HaxomkeHHs BUPO6HMKa Ta afpeca Micus
NPOBaKEHHS NOr0 Ais/IbHOCTI" B IHCTPYKL,it0 ANs
MeAMYHOr0 3aCTOCYBaHHS y 3B'A3Ky 3 BBEAEHHAM
[,04aTKOBOro BUPOGHYMKA Ta K HAc/ifoK - nosiBa
TEKCTY MapKyBaHHS yrMakoBKW NiKapCbKoro 3acoby
0151 10AATKOBOro BUPOOHUKaA. 3MiHn Il Tvny -
3MiHK 3 SIKOCTi. TOTOBWMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa po3mipy cepii (BkIYatum
Jiana3oH po3mipy cepii) roToBOro Nikapcbkoro
3aco6y (3MiHa CTOCYETLCA BCIX iHLUNX IKAPCHKMX
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
chopM CyKynHOro (KOMMIeKCHOro) BUPOBHUYOro
npouecy). 36inbLUeHHs po3Mmipy cepii /13 3 100 000
TabneTtok Ha 600 000 TabneTok
53. | EHKOPAT TabneTku, BKpUTI CaH IHgjis CaH IHAjs BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3a He UA/9200/01/03
XPOHO 060/10HKOI0, dapmacboTUK $apmacbloTukan 3MiHu | TUNY - 3MiHK 3 IKOCTi. FOTOBWIA NikapcbKuii peuenmom niosnsza
MPOJIOHroBaHOI fji an lHgacTpis IHpacTpis N14., 3aci6. 3MiHn y BUpo6HMLTBI. 3amiHa abo €
no 500 mr, no 10 Nimiteq IHais; BBE/EHHS A0AAaTKOBOI AiNbHULI BUPOGHMULTBA A5
TabneTok y cTpuni; CaH ®apma 4yacTnHM abo BCbOro BUPOGHMYOro npouecy

no 1 a6ono 3
CTPUNKN Y KapPTOHHIl
Kopooui

NabopaTtopi3
Nimiteq, IHAia

rOTOBOrO /1iKapCbKOro 3acoby (AiNbHULSA, Ha Kl
npoBoAATbLCA 6yab-AKi BUPOOHMYI cTagil, 3a
BUHSATKOM BUMNYCKY Cepiil, KOHTPO/O AKOCTI,
NEepPBUHHOTO Ta BTOPMHHOIO NakyBaHHSA, A1
HecTepwIbHUX Jlikapcbkux 3acobiB). CynyTHs
3MiHa- 3MiHU 3 siKkocTi. FoTOBWIA Nikapcbkuii 3aci6.
3MiHn y BUPO6HMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI [i/TbHUL BUPOGHMLTBA A1 YACTUHM
a60 BCbOro BMPOGHMYOro NpoLiecy roToBoro
nikapcbKoro 3acoby (A4inbHWUA 415 BTOPUHHOTO
nakyBaHHs) - 3MiHW 3 AKOCTi. [0TOBWIA flikapCbKuii
3aci6. 3MiHM y BUPOGHULTBI. 3amiHa abo
BBE/IEHHS 40AaTKOBOI AifIbHULI BUPOBGHWLTBA 415
4acTnHK abo BCbOro BUPOOHNYOro npouecy
roTOBOro NikapcbKoro 3acoby (AibHUUA AnA
NepBUHHOIO NakyBaHHs). BBeaeHHs goaatkosoi
BMPOGHUWYOI ainbHNL CaH ®apma Jlabopatopi3
NimiTen, IHAiA, Ha Ak BigdyBaeTbCA
BMPOGHWLTBO, NEPBUHHE Ta BTOPUHHE NaKyBaHHS
nikapcbKoro 3acoby. (3aTBepa)KeHa AinbHULA:
CaH ®apmacbloTvkan lHgacTpi3 /1T4., IHAIsA). 3MiHn
| Tuny - 3miHK 3 AKOCTi. FOTOBMIA Nikapcbknii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3MiHa iMmopTepa/3amiHu, Wwo
CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPOIO AKOCTI
roToOBOro Nikapcbkoro 3acoby (3amiHa abo
[ofaBaHHsA BUPOOHKKa, L0 BiAnoBigae 3a
BBE3eHHs Ta/abo BuUnyck cepii) - Britovatoun
KOHTPO/b/BMNpoGYyBaHHA cepii. BBeaeHHA
[04aTKoBOT BUPOOHMYOT AinbHuui CaH ®apma
Na6opatopis MimiTes, IHA4iA BignoBiganbHOI 3a
KOHTPO/Ib SIKOCTi Ta BUMYCK cepii J13.
(3atBepmxeHa ginbHuusA: CaH dapmacbioTvkan
IHoacTpi3 N14., IHAiA)
3MiHV BHECEHO B pO34inv "BupobHuk" Ta
"Micue3HaxomkeHHs1 BUpO6HMKa Ta afgpeca Micus
NPOBaKEHHS Or0 Ais/IbHOCTI" B IHCTPYKLito Ans
MEAMNYHOIO 3aCTOCYBaHHS y 3B'3Ky 3 BBEAEHHAM
[0AaTKOBOTrO BUPOOHWMKA Ta SIK HacnifokK - nosisa
TEKCTY MapKyBaHHS yNakoBKW NikapCbKoro 3acoby

0151 104ATKOBOro BUPO6HUKA. 3MiHu Il Tvny -
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
3MiHM 3 sKoCTi. [0TOBWMIA Nikapcbkuii 3aci6. 3MiHU Y
BMPOGHMLTBI. 3MiHa po3mipy cepii (BkIKYakum
Aiana3oH po3mipy cepii) roToBOro Nikapcbkoro
3ac00y (3MiHa CTOCYETbCS BCiX iHLUMX NiKAPCbKUX
hopM CyKynHOro (KOMM/IEKCHOr0) BUPOBGHNYOro
npovecy). 36inbLueHHs po3mipy cepii /13 3 100 000
TabneTok Ha 450 000 TabneTok.
54. | EPBITYKC PO34uH ANs iHQy3il, Mepk HOpon HigepnaHamn BMPOOHULITBO HimeuuunHa/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/13055/01/01
5 mr/mn no 20 mn b.B. roToBOro ITanisa 3MmiHu | TUNy - AgMIHICTpaTUBHI 3MiHW. BunyueHHs peyenmom

abo no 100 mny
CKNSAHOMY (p/1aKOoHi;
no 1 dpnakony y
KapTOHHIli KopoobLi

nikapcbKoro 3acooby,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
MapKyBaHHS,
KOHTPO/1b AKOCTi Ta
BMNYCK Cepiii:
Mepk Xenckea
KraA, HimeuunHa,
KOHTPO/b SIKOCTI:
Mepk CepoHo
C.n.A., lTanis

BVMPOGHMYOT AinbHNL (BKIHOYAKYMN AiNMbHALI ANS
A®I, NpoMiXHOro nNpoaykTy abo rotoBoro
NiKapCbKoro 3acoby, AiNbHULI 4118 NPOBEAEHHS
nakyBaHHs, BUpOOHWMKa, BigNoBigasibHOro 3a
BWMYCK Cepiid, MicLie NPOBELEHHSI KOHTPOSHO cepii)
ab0 noctavasibHWKa BUXIAHOrO MaTepiasny,
peareHTy abo AOMOMIXHOI PEHOBVHY (SIKLLO
3a3HaYeHO y OCbE)- BUNYYEHHS a/lbTEPHATUBHOIO
BMPOGHMKa cybcTaHLii bepiHrep IHrenbxaiim
®apma 'm6X i Ko. KI, HimeuunHa (Boehringer
Ingelheim Pharma GmbH & Co. KG, Germany),
BiANOBIA&/IbHOrO 3a BUPOGHMLTBO Ta 36epiraHHA
po6oyoro 6aHky knituH (WCB), BUpo6HULTBO Ta
KOHTPO/Ib AKOCTI cybcTaHLii. 3MiHM | TUny - 3MiHu 3
AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMUTBI. 3MiHM Y NpoLeci BUpobHULTBA
roTOBOrO NiKapcbKoro 3acoby, BKkIYaoun
MPOMDKHWIA MPOAYKT, L0 3aCTOCOBYETLCSA NP
BVMPOGHMLTBI FOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y npoLeci BUPO6HULTBA) - 3MiHN
B n.3.2.P.3.3.0nuc BMpo6HUYOro npouecy 1a
KOHTPOJII0 NpoLecy 3 METOK NpuBeAeHHS
iHhopmaii Wwoao knacudikaii YNCTUX NpUMILLEeHb
A5 BCix eTanis npoueayp dinbrpauii y
BiANoBiAHICTb A0 [oaaTky 1 eBponeicbknx BUMOr
GMP (B1po6HULUTBO CTEPUIBHUX NTIKApChKMX
3aco6iB, cepneHb 2023). 3miHu | Tuny - 3miHn 3
akocTi. A®l. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3miHa y
6e3noceperiin ynakosui A®I (pigknx AdI
(HecTepusbHUX)) - 3MiHa SKICHOTO ckiagy
NepPBUHHOT YNaKOBKW aKTUBHOT PeYOBUHN
LeTykcumab, y 3B's13Ky i3 BBEAEHHAM
anbTepHaTuBHOI AinbHuLi Merck Serono S.A.,
Succursale de Corsier-sur-Vevey, LLBeiiuapisi.
3aTBepaKeHo: nakeTu MicTkicTio 200 n Sartorius
Flexel®. 3anponoHoBaHo: nakeTu MicTkicTio 200 N
Sartorius Flexel®; naketn micTkicTio 200 n
Sartorius FlexeSafe®. 3miHu | Tuny - 3miHun 3
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1

aKocTi. A®l. Bupo6HMUTBO. 3MiHa po3mipy cepii
(Bkntovaroun gianaszoHu) A®I abo NpomMiXXHOro
NPOAYKTY, KNI 3aCTOCOBYETLCS Y NPOLLECI
BMPOGHMLUTBA ADI (36inbweHHsA Jo 10 pasis
NOPIBHAHO i3 3aTBEPIKEHUM PO3MIPOM) -
BBE/IEHHS a/IbTEPHATVBHOMO PO3Mipy cepii A0
3500 51 ANs aKTMBHOI PEYOBUHM LIeTyKCHMao,
BMrOTOB/IEHOI Ha BUPOGHWIl AinbHML Merck
Serono S.A., Succursale de Corsier-sur-Vevey,
LLiBefiuapis. 3aTBepaxeHnii po3mip cepii go 1200
N. 3MiHY | TUNY - 3MiHK 3 AKocCTi. ADL.
Brpo6HMLUTBO. 3MiHM B npoueci BupobHuutea A®I
(He3HauHa 3miHa y npoueci Bupo6HuyTBa Adl) -
He3HauHi 3MiH/ B NpoLeci BUPO6HMLITBA AitoyoT
pPeyoBUHM, a came OfMH LMK Jae 3Mory oTpumMaTm
0fHy cepito cybeTaHuii Ha ginbHui Merck Serono
S.A., Succursale de Corsier-sur-Vevey,
LLBeliLapis. Ha 3aTBepMKEHIi AinbHULI
KOHLIEHTPOBaHW po3umH LeTykcmaby in bulk
06’eaHyeTbCA. 3MiHM | TUNY - 3MiHK 3 AKOCTi. ADI.
Brpo6HMLTBO. 3MiHM BUNpo6yBaHbL abo
[OMyCTUMUX MeX y npoueci BupobHuutea Adl, o
BCTaHOB/EHI y crneundikauisx (BUny4yeHHs
HECyTTEBOIO BUNPOOYBaHHS) - BUNYYEHHS TECTY
ELISA ons BU3Ha4YeHHs1 3a/IMLLIKOBUX KiflbKOCTeEl
6inKy A 3 ABOX eTaniB OYNLLEHHS B NPOLIECI
BMPOGHMLTBA. 3MiHW Il TNy - 3MiHK 3 AKocTi. API.
Brpo6HMLTBO. 3MiHa BUPO6HUKa
BUXiAHOro/NPOMIXXHOrO NPOAYKTY/peareHTy, Lo
BVKOPUCTOBYIOTbCA Y BUPOOHUYOMY npoLeci AdI,
ab60o 3miHa BUpo6HuKa (BK/0YaKUn, e HeobxiaHo,
MicLLe NpoBeAEeHHS KOHTPOsIO iKocTi) AdI (3a
BiICYTHOCTI cepTudikara BifnoBsigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[ocbe)(3miHa B A®| 6i0/10riYHOro NOXOMKEHHS abo
BMXigHOMY MaTepiasti/peareHTi/npomiKHOMY
NPOAYKTI, L0 BUKOPUCTOBYHOTLCS A/1A
BMpOo6GHULUTBA 6i0/10r4YHOro/iMyHONOrYHOIO
nikapcbKoro 3acoby) -AofaBaHHs asibTepHaTUBHOI
BMPOGHMYOI AinbHuui Merck Serono S.A.,
Succursale de Corsier-sur-Vevey, LLBeiiuapis,
BiANOBIAa/IbHOI 38 BUPOOHMLITBO aKTUBHOI
peyoBuHM LeTykcumab. 3MiHn |l Tuny - 3miHn 3
akocTi. A®l. BUpo6bHMUTBO. 3MiHa BUPOGHUKa
BVIXiZHOro/NpoMKHOro NpoAyKTy/peareHTy, Lo
BUKOPWCTOBYIOTLCSA Y BUPOBHNYOMY npoueci Adl,
ab6o 3miHa BUpOOHWMKa (BKIHOHaKUn, ae HeobxiaHo,
MicLie NpoBefieHHs KOHTPOsIO AkocTi) APl (3a
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BiICYTHOCTI cepTudikaTta BifnoBigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[0CbE)(3MiHM [0 3aX0fiB, NOB'A3aHUX 3 KOHTPOIEM
aKTMBHOI PEYOBMHY GiO/TOMNYHOTO MOXOKEHHS:
3amiHa abo fofaBaHHA OiNbHULL, Ae NPOBOAUTLCA
KOHTPONb/BMNPOGYBaHHSA cepii, BKIYaouu
3acTocyBaHHSA
6i010riYHOro/iMyHOM0riYHOro/iMyHOXIMIYHOTO
mMeToay) -AofaBaHHs a/lbTeEPHATUBHOI BUPOBHNYOT
ninbHuui Merck Serono S.A., Succursale de
Corsier-sur-Vevey, LLIeliuapisi, BignosiganbHoI 3a
KOHTPO/b/BUNPOGYBaHHSA Cepii akTUBHOI peYOBUHN
LeTykcumab (Okpim TecTy 6io/10riYHOT aKTUBHOCTI
Ha KniTnHax DiFi).

55.

ECBEPITOKC

Tabnetku no 3,2 wr,
no 20 Tabnetok y
6nictepi; no 2, abo
3, a60 5, a6o no 10
6nicTepiB y
KapTOHHIlA KopooLi

Wanep &
Bptommep
Mv6X & Ko. KI

HimeuyunHa

LWanep & Bprommep
v6X & Ko. KI

HimeyunHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTtepianis:
3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHu a0
y3arasibHeHVX AaHnx Npo cuctemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHnx
npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXXEHOT 0CO6MU, BigNOBigaNbHOI 3a
3[iiCHeHHs1 hapMakoHarsay; KOHTakTHOI ocobu 3
chapmakoHarnsgy 3asaBHuKa AN 34iliCHeHHS
hapMakoHarnagy B YkpaiHi, SKLO BOHA BigMiHHA
BiJl yNOBHOBaXeHOI 0co6Wu, BiAMNoBiga/IbHOI 3a
3piicHeHHs chapMakoHarnsay (Bkiyakyn
KOHTaKTHI faHi) Ta/abo 3MiHM Yy PO3MiLLEHH
macTep-ghaiina cuctemn hapmakoHarnsgy) -
3MiHa KOHTaKTHUX JaHWUX YNOBHOBaXEHOT 0cobun
3asBHWMKa, BiANOBIAaNbHOI 3a thapmakoHarnsag,.
3MiHa KOHTaKTHOT 0CO6Y 3asABHNKA,
BiANoBiAabHOI 3a hapmMakoHarnsg B YkpaiHi.
[itoua pepakuis: bygsak Onekcangpa.
MponoHoBaHa pepakuis: Bynura Nigis
OnekcaHApiBHa. 3MiHa KOHTaKTHUX AaHNX
KOHTaKTHOT 0CO6U 3asiBHMKA, BigNOBigaIbHOI 3a
chapmakoHarsiag B YkpaiHi

6e3
peyenma

UA/11978/01/01

56.

ECMEPOKT

MOPOLLIOK Ta
PO3YMHHVIK AnA
PO34YMHY ANS iH'EKLi
no 1000 MO; 1
h1akoH 3 NOPOLLKOM
Y KOMMJ/IeKTi 3
po34nHHMKOM (0,9%
PO34MH HaTpito
xnopugy) no 4 mny
nonepeaHbLO
HarnoBHEHOMY

A/T Hoso
Hopgaick

[aHia

BiANOBigaIbHMI 3a
BUMYCK cepil
roToBOro
niKkapcbKoro 3acooby:
A/T Hoso Hopgick,
[JaHisa; gogasaHHA
LIKauIM fO Wnpuua
NSl BBELIEHHS,
MapKyBaHHA Ta
BTOPVHHE
nakyBaHHs1 TOTOBOrO

[Oanisa/
HimeuunHa

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
3MmiHu | TUNY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHst abo 3miHu o
y3arasibHeHUX JaHnX Npo cucTemy
thapmakoHarnsagy (BBefeHHs y3arasibHEHUX JaHux
npo cuctemy chapmakoHarnsgy, amMiHa
YNOBHOBaXEHOT 0cO6M, BiANOBIfaNbHOI 3a
3[iiCHEHHS (hapMakoHarnsay; KOHTaKTHOI 0cobu 3
dhapmakoHarnsgy 3asaBHuKa Ans 34ilCHEHHS
hapmakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0cobu, BiANoBiga/IbHOI 3a

3a
peyenmom

UA/20398/01/02
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
wnpuui Ne 1, nikapcbKoro 3acoby: 3pificHeHHs hapmakoHarnsgy (Bkioyakyn
nepexigHukom ans A/T Hoso Hopgick, KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
thnakoHa Ta LUTOKOM [Janis; macTep-haiina cuctemu dpapmakoHarnsgy). 3miHa
MOPLUHS B KAPTOHHIM NPUroTyBaHHS, YMOBHOB&XXEHOT 0CO6Y 3asBHMKa, BignoBiganibHOI
Kopobui pO3/UB Y NepBUHHE 3a (hapmakoHarnsa,.
nakyBaHHs, [itoua pepakuis: KapcteH Jlonnike. MponoHosaHa
niodpinisauis Ta pepakuisi: i3 MpimmLueliB. 3MiHa KOHTaKTHUX
nepes.ipka rotoBoro [aHnX YNoBHOBaXKEHOT 0CO6W 3asiBHNIKA,
nikapcbKoro 3acoby: BiANOBIAaIbHOI 3a thapmakoHarnsag,. 3miHa
A/T Hoso Hopagick, KOHTaKTHUX AaHMX KOHTaKTHOI 0CO6U 3asiBHYMKA,
[aHis; BUpo6HULTBO Bi4NoBiAaIbHOT 3a hapMakoHarnsg B YkpaiHi.
PO3UMHHYKA:
BMPOGHMLTBO
(npuroTyBaHHs,
po3nuB, Nnepesipka,
KoMnekTauis,
MapKyBaHHSA Ta
nakyBaHHs
Hepo3acosBaHoro
npoaykTy): BeTtep
dapma-depTiryHr
'v6X yHa Ko. KT,
HimeyunHa
57. | ECMEPOKT MOPOLLIOK Ta AIT HoBso NaHis BiANOBIAa/IbHUI 3a Nanis/ BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/20398/01/03
PO3YMHHWK AnA Hopgaick BUMYCK cepil HimeuunHa 3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI peyenmom
PO3UMHY ANS iH'EKLi roToBOro Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu a0
no 1500 MO; 1 nikapcbKoro 3acoby:

dpnakoH 3 NOPOLUKOM
Yy KOMMEeKTi 3
po3umnHHuKom (0,9%
PO34MH HaTpito
xnopugy) no 4 mny
nonepeaHbLO
HarnoBHEHOMY
winpuyi Ne 1,
nepexigHvuKom ans
dhnakoHa Ta LUTOKOM
MOPLLHSA B KAPTOHHIiA
Kopobu,i

A/T Hoso Hopagick,
[JaHisa; pogaBaHHA
LKanu 4o wnpuua
[ONs BBELIEHHS,
MapKyBaHHSA Ta
BTOPVHHE
nakyBaHHS r0TOBOro
niKkapcbKoro 3acoby:
A/T Hoso Hopgick,
[LaHist;
NPUroTyBaHHs,
pO3MVB Y NepBUHHE
nakyBaHHs,
nioginizauia Ta
nepe.ipka rotoBoro
nikapcbKoro 3acoby:
A/T Hoso Hopgick,
[aHis; BUpo6bHNLTBO
PO3YMHHYKA:
BMPOBOHULITBO
(npuroTyBaHHs,

y3arasibHeHUX JaHnX Npo cUcTemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHnx
npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXXEHOT 0CO6MU, BigNOBigaNbHOI 3a
3[iiCHeHHs1 hapMakoHarsay; KOHTaKkTHOI ocobu 3
chapmakoHarnsgy 3asaBHuKa AN 34iliCHeHHS
hapMakoHarnsgy B YkpaiHi, SKLO BOHA BigMiHHA
BiJl yNOBHOBaXeHOI 0co6Wu, BiAMNoBiga/IbHOI 3a
3piicHeHHs chapMakoHarnsay (Bkiyakyn
KOHTaKTHI aHi) Ta/abo 3MiHM Yy PO3MiLLEHH
macTep-gaiina cuctemy papmMmakoHarnisgy). 3miHa
YNOBHOB&XEHOT 0CO6U 3aABHMKA, BifNOBIgabHOI
3a thapmakoHarnsg,.

[itoua pepakuis: KapcteH /lonnike. MNponoHoBaHa
pepakuisi: i3 MpimMmLueliB. 3MiHa KOHTAKTHUX
LaHNX YNOBHOBaXEHOT 0CO6M 3asBHUKA,
BiANOBIAaNbHOI 3a thapmakoHarnsg,. 3miHa
KOHTaKTHUX aHNX KOHTaKTHOT 0CO6U 3asBHNKa,
BIANOBIAA/bHOI 3a hapmakoHarnifg B Ykpaii.
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
pO3/51B, Nepesipka,
KoMnaekTauis,
MapKyBaHHA Ta
nakyBaHHS
Hepo3dacoBaHoro
npoaykTy): Bettep
dapma-depTiryHr
v6X yHa Ko. KT,
HimeyunHa
58. | ECMEPOKT MOPOLLIOK Ta A/T Hoeo [aHia BiANOBiAa/IbHWIA 32 [Lanisa/ BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a UA/20398/01/04
PO3YMHHVIK ONs Hopgaick BMNycK cepil HimeuuunHa 3MiHu | TUny - 3MiHKM Wopao 6e3nekn/eteKTUBHOCTI peuenmom
PO3UMHY ANS iH'EKL roToBOro Ta papmakoHarnsgy. BeegeHHs abo 3miHv o
no 2000 MO; 1 nikapcbKoro 3acoby: y3araslbHeHNX AaHux npo cuctemy
(h1aKoH 3 MOPOLLKOM A/T Hoso Hopgick, hapmMakoHarnagy (BBefeHHS y3arasibHeHUX JaHnX
Yy KOMMEeKTi 3 [aHis; gogaBaHHs npo cuctemy papMakoHarnsgy, amiHa
po34nHHKKOM (0,9% LIKaUTM O Wnpuua YNOBHOB&XXEHOI 0C06U, BifNOBIAaIbHOT 3a
PO34MH HaTpIto NS BBEEHHS, 3AiliCHeHHA hapMakoHarnsaay; KOHTakTHOT 0coou 3
xnopvgy) no 4 mny MapKyBaHHs Ta hapmakoHarnsagy 3asBHuka 415 34iCHEHHS
nonepeaHbLO BTOPVHHE chapmakoHarnsgy B YkpaiHi, AKL0 BOHA BigMiHHA
HanoBHEHOMY nakyBaHHS rOTOBOrO Bif}, yNOBHOBaXXeHOi 0cobu, BiANOBifaIbHOT 38
wnpuyi Ne 1, niKapcbKoro 3acooby: 3[ilicHEHHST papMakoHarnsay (Bkarvaroum
nepexigHvuKom ans A/T Hoso Hopagick, KOHTaKTHi fjaHi) Ta/abo 3MiHM Yy PO3MiLLeHHi
hnakoHa Ta LUTOKOM [JaHis; mMacTep-gaiina cuctemu hapmMakoHarasay). 3miHa
MOPLUHSA B KAPTOHHIM NMPUroTYBaHHS, YMOBHOBaXEHOT 0CO6YM 3asBHMKa, BignoBigaibHOI
KOpoo6Li pO3MVB Y NepBUHHE 3a hapmakoHarnsg,
nakyBaHHs, [Litoua pepakuin: KapcteH Jlonnike. MNponoHoBaHa
niodpinisauis Ta pepakuisi: i3 MpimmLueliB. 3MiHa KOHTaKTHUX
repesipka rotoBoro [aHnX YNoBHOBaXKEHOT 0CO6W 3as1BHNIKA,
niKkapcbKoro 3acoby: BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MiHa
A/T Hoso Hopgick, KOHTaKTHUX AaHWNX KOHTaKTHOI 0CO6U 3asiBHYKA,
[aHist; BUpobHULTBO BiANOBIAa/IbHOI 32 hapMakoHarnifg B YkpaiHi.
PO3YMHHYMKA:
BMPOGHMLITBO
(npuroTyBaHHs,
po3nm1B, NepeBipka,
KoMMnekTauis,
MapKyBaHHA Ta
nakyBaHHs
Hepo3acoBaHoro
npoaykTy): Bettep
dapma-depTiryHr
'v6X yHa Ko. KT,
HimeyunHa
59. | ECMEPOKT NMOpPOLLOK Ta A/T Hoso [aHia BiANOBigaIbHMI 3a [Oanisa/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/20398/01/05
PO3UYNHHVIK ANs Hopgaick BUMYCK cepil Himeuunna 3MmiHu | TURY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI peyenmom
PO3UMHY ANA H'EKLiA roToBOro Ta hapmakoHarnsgy. BeegeHHst abo 3miHu o

no 3000 MO; 1
p1aKoH 3 MOPOLLKOM

niKkapcbKoro 3acoby:
A/T HoBo Hopgick,

y3arasibHeHUX JaHux npo cucTemy
papmakoHarnsigy (BBefeHHs y3arasibHEHUX faHux
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
Y KOMM/IeKTi 3 [aHis; pogaBaHHA npo cmuctemy chapmakoHarnsgy, 3MiHa
po34nHHMKOM (0,9% LKaNn Ao wnpuua YMOBHOBaXeHOT 0cobu, BignoBifanbHOT 3a
PO34MH HaTpito 0151 BBEIEHHS, 3AiliCHeHHs hapMakoHarsnsy; KOHTaKTHOT ocoou 3
xnopugy) no 4 mny MapKyBaHHA Ta dhapmakoHarnsgy 3asaBHuKa Ans 34ilCHEHHS
nonepeaHbLO BTOPWHHE chapmakoHarnsgy B YkpaiHi, AKLL0 BOHA BiAMiHHA
HarnoBHeEHOMY nakyBaHHsi TOTOBOIO Bi, yNOBHOBaXXEHO| 0CO6MU, BiANOBIgaNbHOI 3a
wnpuui Ne 1, nikapcbKoro 3acoby: 3pificHeHHs hapmakoHarnsay (BkioyYakyn
nepexigHukom ans A/T Hoso Hopgick, KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
thnakoHa Ta LUTOKOM [Janis; macTep-haiina cuctemu dpapmakoHarnsgy). 3miHa
MOPLUHS B KAPTOHHIM NPUroTyBaHHS, YMOBHOB&XEHOT 0CO6Y 3asBHMKa, BignoBiganibHOI
Kopobu,i pO3/MUB Y NepBUHHE 3a (hapmakoHarnsa,.
nakyBaHHs, [itoua pepakuis: KapcteH Jlonnike. MponoHosaHa
niodpinisauis Ta pepakuisi: i3 MpimmLueliB. 3MiHa KOHTaKTHUX
nepes.ipka rotoBoro [aHnX YNoBHOBaXKEHOT 0CO6W 3asiBHNKA,
nikapcbKoro 3acoby: BiANOBIAaIbHOI 3a thapmakoHarnsag,. 3miHa
A/T Hoso Hopagick, KOHTaKTHUX AaHWX KOHTaKTHOI 0CO6U 3asiBHYMKA,
[aHis; BUpo6HULTBO Bi4NoBiAaIbHOT 32 hapmMakoHarnsg B YkpaiHi.
PO3UMHHYKA:
BMPOGHMLTBO
(npuroTyBaHHs,
po3nuB, Nnepesipka,
KoMniekTauis,
MapKyBaHHSA Ta
nakyBaHHs
Hepo3acosBaHoro
npoaykTy): BeTtep
dapma-depTiryHr
v6X yHa Ko. KT,
HimeyunHa
60. | ECMEPOKT MOPOLLIOK Ta AIT HoBso NaHis BiANOBIAa/IbHUI 3a Nanis/ BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/20398/01/01
PO3YMHHWK AnA Hopgaick BUMYCK cepil HimeuunHa 3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI peyenmom
PO3YMHY ANS iH'EKLi roToBOro Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu a0
no 500 MO; 1 nikapcbKoro 3acoby:

dpnakoH 3 NOPOLUKOM
Yy KOMMIEeKTi 3
po3uunHHuKom (0,9%
PO34MH HaTpito
xnopugy) no 4 mny
nonepeaHbLO
HarnoBHEHOMY
winpuyi Ne 1,
nepexigHvuKom ans
dhnakoHa Ta LUTOKOM
MOPLLHSA B KAPTOHHIiA
Kopobu,i

A/T Hoso Hopagick,
[JaHisa; popaBaHHA
LKanu 4o wnpuua
NS BBELEHHS,
MapKyBaHHSA Ta
BTOPUHHE
nakyBaHHS roTOBOro
niKkapcbKoro 3acoby:
A/T Hoso Hopgick,
[LaHist;
NPUroTyBaHHs,
pO3MVB Y NepBUHHE
nakyBaHHs,
niogpinizauia Ta
nepeBipKa rotoBoro

y3arasibHeHVX AaHnx Npo cuctemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHnx
npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXXEHOT 0CO6M, BigNOBigaNbHOI 3a
3[iiCHeHHs1 hapMakoHars4y; KOHTaKkTHOI ocobu 3
chapmakoHarnsgy 3asaBHuKa AN 34iliCHeHHS
hapMakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6Wu, BiAMoBiga/IbHOI 3a
3[iicHeHHs chapMakoHarnsay (Bkiyakyn
KOHTaKTHI fjaHi) Ta/abo 3MiHM Yy PO3MiLLEHHI
macTep-gaiina cuctemy hapmMmakoHarnsgy). 3miHa
YNOBHOB&XEHOT 0CO6U 3aABHMKA, Bi4NOBIgaNbHOI
3a thapmakoHarnsg,.
[itoua pepakuis: KapcteH /lonnike. MNponoHoBaHa
pepakuisi: i3 MpimmLueliB. 3MiHa KOHTAKTHUX
[aHNX YNOBHOBAXEHOT 0CO6M 3asBHUKA,
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
nikapcbKoro 3acoby: BiANOBIAaIbHOI 3a thapmakoHarnsg,. 3miHa
A/T Hoso Hopgick, KOHTaKTHUX AaHNX KOHTaKTHOI 0COGU 3asiBHIKA,
[NaHis; BUpo6bHULTBO BiAANOBIAaNLHOI 3a hapMakoHarnisg B YkpaiHi.
PO3YMHHYMKA:
BMPOOHULITBO
(npuroTyBaHHs,
po3/71B, Nepesipka,
KoMnekTauis,
MapKyBaHHA Ta
nakyBaHHS
Hepo3dacoBaHoro
npoaykTy): Bettep
dapma-depTiryHr
v6X yHa Ko. KT,
HimeyunHa
61. | EOPE3EN renbno5r,15r, 30 Fangepma CA LLiseiiuapis NABOPATOPIT dpaHLis BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3a He UA/15311/01/01
rrentoy 1y6i; no 1 FANJEPMA 3MiHM | TUnYy - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI peuenmom niosnsiza
Ty6i B KQPTOHHIl Ta hapmakoHarnsagy (iHwi 3miHu). 3mMiHM BHECEHO €
Kopo6ui; no 15, 30 B IHCTPYKL,lO 415 MeANYHOro 3acTOCyBaHHS
I reflio y KOHTelHepi; nNiKapcbkoro 3acoby A0 po3ainy "dapmakonoriyHi
no 1 KoHTeliHepy B BnactmsocTi", "Moka3aHHA" (YTOUHEHHS
KapTOHHI Kopo6Lyi iHchopmawii) Ta "OcobnMBOCTI 3acTOCyBaHHS"
BiANOBIAHO 4O OHOBNEHOT iHChopMaLi Woao
6e3nekn 3acTocyBaHHs fjil040i Pe4oBUHW. TepMiH
BBEAEHHS 3MiH - NpOTAroM 6 micauis nicns
3aTBEPKEHHS. 3MiHY | TUny - 3MiHK WoA0
6e3nekn/edeKkTnBHOCTI Ta thapmakoHarnsagy (iHLwi
3MiHM). 3MiHM BHECEHO B iHCTPYKLil0 Ans
MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby Ao
po3giny "MobiuHi peakwyii" WoA0 NOBIAOMIEHHS
npo Nigo3proBaHi NOGIYHI peakwii Ta BiACYTHICTb
epeKTMBHOCTI NikapcbKoro 3acoby. TepMiH
BBEAEHHS 3MiH - NPOTAroM 6 micauis nicns
3aTBEPKEHHS.
3MiHu | TUnYy - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI
Ta thapmakoHarnsagy (iHwi 3miHun). 3MiHUM BHECEHO
B IHCTPYKL,i0 415 MEANYHOrO 3aCTOCyBaHHS
nikapcbKoro 3acoby Ao po3ainy "OCHOBHI hi3nKo-
XimiuHi BnacTuBoCTi" (pegaryBaHHs iHchopmavi
BigNoBigHO Ao MKS).
TepMiH BBEEHHS 3MiH - MPOTAroM 6 MicALiB nicns
3aTBEPKEHHS.
62. | 30BIPAKC Tabnetku no 200 mr; | MnakcoCmiTKn Benuvka "nakco Bennkom IcnaHis BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis: 3a UA/8281/03/01
no 5 Tabnetok y AH EkcnopT BpuTaHis C.A. 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peuenmom

6nictepi; no 5
6nicTepiB y
KapTOHHI KopobLyi

Nimiten

HalilMeHyBaHHs Ta/abo agpecy 3asBHVKa
(BNacHvKa peecTpauiiHoOro NocBigYEHHS) - 3MiHa
afipecy 3asBHMKa (BNacHWka peecTpauiiHoro
noceigYeHHs)
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
63. | 30KAPLIC® TabneTkun, BKpUTI MeHapiHi NMokcembypr A. MeHapiHi ITanis/ BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a UA/3246/01/01
7,5MIr NAiBKOBOO IHTepHeLloHan MaHydakTypiHr HimeuuunHa 3MiHY | TUNY - 3MiHK Wwopao 6e3nekn/etpeKTUBHOCTI peuyenmom
060/10HKO0, Mo 7,5 OnepeiiwoHc JoricTikc eHg, Ta thapmakoHarnsgy. 3miHa yactotun Ta/abo
Mr; 1o 7 TabneTok y Nrokcembypr Cepsicec C.p.J1,, TEPMiHiB NOAAHHSA PErynsipHO OHOBJIIOBAHMX 3BITiB
6nicTepi; no 1 C.A. ITanis (BMpo6bHMLTBO 3 6e3nekun nikapcobknx 3acobis. 3MiHa YacToTn Ta
6nicTepy B "in bulk", nepuHHe TEPMiHIB NOAAHHA PErynsapHO OHOBJ/IIOBAHOTO 3BITY
KapTOHHI Kopo6L; Ta BTOPVHHE 3 6e3nekn
no 14 TabneTtok y nakyBaHHS1, BUMYCK [itoya pepakuis: YactoTa nofaHHsa perynspHo
6nicTepi; no 1 abo 2 cepiin); OHOB/IIOBAHOrO 3BiTYy 3 6e3nekn 13 pokis. KiHueBa
6nictepu B A. MeHapiHi Aara ansi BKNYeHHs gaHnx go PO3b6 -
KapTOHHIlA KopooLi MaHydakTypiHr 30.07.2025 p. fata nogaHHsA - 28.10.2025 p.
NoricTikc ena MponoHoBaHa pegakuis: YactoTa nogaHHsA
Cepsicec C.p.J1,, perynsipHoO OHOBJIOBAHOTO 3BIiTy 3 6e3nekun 7 pokiB.
ITanis (KOHTpo/ib KiHueBa gata A5 BKIOYEHHS AaHux go PO36 -
cepiit); omne 02.01.2031 p. flata nogaHHs - 02.04.2031 p.
hapmaveyTiyi PekomeHA0BaHO 0 3aTBEPKEHHS BiANOBIAHO A0
C.n.A,, Itanis nepioANYHOCTI NOAaHHA PerynsapHO OHOB/IOBaHUX
(KOHTpONb cepiif); 3BITiB 3 6e3neku nikapcbkmx 3acobis y EC.
€BpochiHc bionab
C.p.n., Itanis
(KoHTpONb cepiit);
MeHapiHi - ®oH
XeligeH Mv6X,
HimeuunHa
(BUpOGHMLTBO "in
bulk", nepsrHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b Ta BUMNYCK
cepiit)
64. | IBAHOPOHO KOHLeHTpaT Ans Akkopp, IcnaHis Brpo6HMUTBO IHgis/ BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3a He UA/16515/01/01
BA KUCNOTA | po3uuHy ons Xernckea rotosoro /13, Benuka 3MiHu | TUNY - AQMIHICTPaTUBHI 3MiHW. BunyyeHHs peuenmom niosnsza
AKKOPJ, iHdpy3in, 1 mr/mn C.JLYy. nepBrHHE, BTOPVHHE Bputanis/ BVMPOGHWYOI finbHNL (BKIHOYAKOUN AiNbHALI ANS €
no 2 mn tano 6 mn nakyBaHHs, YropuwuHa/ A®I, NPOMiKHOro NPoAyKTy abo roToBoro
y thnakoHax; no 1 KOHTPO/b AKOCTI: Monbwa NiKapcbKoro 3acoby, AiNbHUL 415 NPOBEAEHHS
dhnakoHy y IHTac nakyBaHHs!, BUPOGHWKa, BigNOBifaIbHOro 3a
KapTOHHIli KopoobLi dapmacbloTrkenc BWMYCK Cepiid, MicLie NpoBeAEHHS KOHTPOSO cepii)
NimiTes, 1HAis; ab0 nocrtavyasibHMKa BUXIAHOTO MaTepiany,
peareHTy ab0 AOMNOMKHOI PEYOBUHY (SIKLLO
BTopuHHe 3a3Ha4yeHo y A0CbE). BunyyeHHss BUPOGHMYOT
nakyBaHHs: LOinbHUUI BIANOBIAaNbHOI 3a BUNYCK cepii AKKOpa

AKKopg, Xesnckea
NimiTen, Benuka
BpuTaHis;

KoHTposb skocCTi:
BeccniHr XaHrepi
KdpT., YropwmHa;

Xenckea flimites, Benuka bputanisa / Accord
Healthcare Limited, United Kingdom.
3anmwaeTbesa anbTepHaTUBHUI BUPOGHUK: AKKOPA,
Xenckea Moncka Cn. 3 0.0. Cknag imnoprtepa,
Monbuwa / Accord Healthcare Polska Sp. z 0.0.
Magazyn Importera, Poland. 3miH1 BHeceHo B
IHCTPYKLUi0 415 MeAMYHOTO 3acTOCyBaHHSA
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
nikapcbKkoro 3acoby y po3ainn "BupobHuk",
KOHTpO/b SIKOCTI: "Micue3HaxokeHHs BUPO6HMKa Ta agpeca micus
SAPMABAJIA NTA. NPOBaXEHHS Oro AiSNbHOCTI" - BUNYUYEHHS
Mikpo6ionoriyHa BMPOGHNYOI AiNbHUL, K HACTIAOK BUTYyYEHHS
naboparopis, TEKCTY MapKyBaHHs yNakoBOK likapCbKOro 3acoby.
YropLmHa; BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
BignosigansHuii 3a 3aTBEPKEHHS.
BUNYyCK cepil:
AkKopg, Xesnckea
Moncka Cn. 3 0.0.
Cknag ImnopTtepa,
MonbLa
65. | IHCNPA® TabneTku, BKPUTI Biatpic CLIA BupobHMLTBO cuwA/ BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a He UA/3752/01/01
N/1iBKOBOIO CnewenTi npenapary "in bulk", PpaHLin 3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKWii peyenmom nionsiea
0060/10HKOH0, M0 25 nnc Ta KOHTPO/Ib SKOCTI: 3aci6. Onuc Ta cknag,. 3miHa abo JoaaBaHHs €
Mr; no 10 TabneTok BiaTpic LTamnis, NOTOBLLEHb ab0 iHLWMX MapKyBaHb,
y 6nictepi; no 3 dapmactoTikan3 yK/IK04arumn 3aMiHy abo gogasaHHs papb gns
6nictepu B NNC, CWA; Bunyck MapKyBaHHS MikapcbKoro 3acoby (3MiHa Lwramnis,
KapTOHHIlA KopooLi cepii, NakyBaHHs, NOTOBLLEHb ab0 iHLWMX MapKyBaHb) - 3MiHa
MapKyBaHHS, TUCHEHHS (rpaBipyBaHHs) Ha TabneTkax, BKpUTUX
KOHTPO/Ib SKOCTi Npu NNiBKOBOK 060/I0HKOIO i3 «Pfizer» Ha «VLE», 3
Bunycky:dapesa BiANOBIAHMMU 3MiHaMU B po3ain «Onuc» MKA N13.
Ambyas, dpaHuis 3MiHN BHECEHO B IHCTPYKL,iIO 415 MEANYHOro
3acTOCyBaHHA NikapcbKoro 3acoby y po3gin
«Jlikapcbka hopMa» (OCHOBHI (Di3NKO-XiMiYHi
B/1ACTMBOCTI). BBEAEHHA 3MiH npoTaroMm 12-tu
MicsiLiB nicns 3aTBepApKEHHs!
66. | IHCNPA® TabneTku, BKPUTI Biatpic CLA BupobHMLTBO cuwaA/ BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a He UA/3752/01/02
MN/1iBKOBOIO CnewenTi npenaparty "in bulk", PpaHuin 3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKWii peyenmom nionsiea
060/10HKO10, M0 50 nnc Ta KOHTPO/1b AKOCTI: 3aci6. Onuc Ta cknag,. 3miHa abo JoaaBaHHs €
Mmr; no 10 TabneTok BiaTpic LITamniB, NOTOBLLEHb ab0 iHLWMX MapKyBaHb,
y 6nictepi; no 3 dapmactoTikan3 yK/IK4arumn 3aMiHy abo gogasaHHs pap6b ons
6nictepu B NNC, CWA; Bunyck MapKyBaHHS! MikapcbKoro 3acoby (3MiHa Lwramnis,
KapTOHHIli KopooLi cepii, nakyBaHHs, NOTOBLLEHb ab0 iHLWMX MapKyBaHb) - 3MiHa
MapKyBaHHS, TUCHeHHS (rpaBipyBaHHs) Ha TabneTkax, BKpUTUX
KOHTPO/Ib AKOCTI Npun NNiBKOBOK 000/10HKOIO i3 «Pfizer» Ha «VLE», 3
Bunycky:dapesa BiANOBIAHMMU 3MiHaMK B po3ain «Onuce» MKA N13.
Ambyas, dpaHuis 3MiHN BHECEHO B IHCTPYKL,iIO 415 MeANYHOro
3acTOCyBaHHSA Nikapcbkoro 3acoby y po3ain
«Jlikapcbka hopMa» (OCHOBHI (Di3NKO-XiMiYHi
B/1AcTMBOCTI). BBeAEHHSA 3MiH npoTaroM 12-tu
MicsLIB Nicnsa 3aTBEpKEHHS
67. | ICEHTPECC TabneTku, BKpUTI Mepk Wapn i LLBeliLapis Brpo6HuK Cinranyp/ BHECEHHS 3MiH 10 peecTpayjiiiHux maTepianis: 3a UA/9325/01/01
NAiBKOBOIO Ooym IAEA Hepo3dacoBaHol Ipnangis/ 3MiHM | TMNY - 3MiHK 3 AKOCTI. [OTOBUIA NiKapCbKWiA peyenmom
o60n0Hkoto, no 400 rM6X npoaykuii Ta Higepnanamn 3aci6. KoHTposb roToBOro nikapcbkoro 3acoby.
Mr; no 60 TabneTok KOHTPOb AKOCTI: / CWWA 3miHa napamMeTpiB cneyudikaii Ta/abo

y chnakoHi; mo 1

MC/J IHTepHelHn

[0NYCTUMUX MEX rOTOBOrO ikapcbKoro 3acoby
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
ch1akoHy B MM6X (chinisa (3BY)XEHHSI AONYCTUMMX MEX), BHECEHHS 3MiH O
KapTOHHIlA KopooLi Cinranyp), CiHranyp; Cneupmdpikaunii /13 npy TepMiHi NnpuaaTHOCTI 3a
MCJ, IHTepHelwHN nokasHMKom "MpoayKTn po3knagy: AOMILLK/ 3
M6X (chinisa BiAKpUTMM Kinbuem" (Jomiwka C), 30kpema:
Cinranyp), CiHranyp; 3BY)XEHHS gonyctumux mex " < 0,5 % "ao "< 0,3
MCA IHTepHeLwHn %". BHECEHHS HE3HAYHUX PeAaKLiiH1X NpaBoK.
m6X / MCL4 BBefeHHs 3MiH NpoTArom 6-Tu MicALiB nicns
IpnaHgis 3aTBEPMKEHHS.
(Bennigaiin), 3MiHu | TUNY - 3MiHK 3 sSiKOCTi. FOTOBWIA NikapcbKuii
Ipnangis; MepBrHHe 3aci6. KoHTposb roToBOro MikapcbKoro 3acoby.
Ta BTOPUHHE 3MiHa y MmeTogax BunpobyBaHHA roTOBOro
nakyBaHHs, [03BiN nikapcbKoro 3acoby (OHOBIEHHS NpoLeaypy
Ha BUMYCK cepii: BMNPOGYBaHHA /19 NPUBEAEHHS Y BiANOBIAHICTD 3i
Mepk Wapn i Joym 3MiHEeHOI0 3arasibHolo cTatTeto APY abo
B.B., HigepnaHaw; €Bponeiicbkoi thapmakoner), OHOB/IEHHS
TecTyBaHHA MeToAVKM BUNpPo6yBaHHA /13 3a NOKasHUMKOM
cTabinbHocTi: Mepk "TMpoayKTV po3kniagy"”, y 3B'A3Ky 3 NPUBEAEHHAM Y
Wapn i foym N/1C, BiANOBIAHITL A0 MoHorpadii EP. HoBa meToguka
CLIA BK/TIOHYAE B Ce6e BUKOPUCTaHHA CTaHAapTHUX
PO34MHIB 3asBHUKA. K HACNIAOK, OHOB/IEHHS
MeToAMKM BUNpobyBaHHsa BEPX ans ineHtudikauii
Ta Ki/fIbKICHOrO BU3HAYEHHS: BUJTyYEeHHSA NOCUIaHb
Ha BM3HAYeHHS NPOAYKTIB PO3KNady; He3HauHi
pefakLiiiHi npaBku. BBeAeHHS 3MiH NpOTSArom 6-tu
MiCsILiB Mic/si 3aTBEPAKEHHS.
68. | NOAOMAPU Tabnetku no 100 BEPNIH-XEMI HimeyunHa Bupo6HMuTBO “in HimeuuunHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/0156/01/01
H® 100 MKr, no 50 a6o no Al bulk”, KOHTpONb 3MiHuM | TMNY - 3MiHK 3 AKOCTI. [OTOBUIA NiKapCbKWii peyenma
100 TabneTok y cepiii: BEPJIH- 3aci6. KoHTposb roToBOro nikapcbkoro 3acoby.
dhnakoHi, no 1 XEMI AT, 3MiHa y MeTofax BUNPO6YyBaHHA roTOBOr0
pNakoHy B HimeuunHa; NiKapcbKoro 3acoby (He3HayHa 3miHa y

KapTOHHIli KopoobLi

KoHTponk Ta Bunyck
cepiii: BEP/IH-
XEMI AT,
HimeuumnHa;
Bupo6HMuTBO “in
bulk”, nakyBaHHs Ta
KOHTPO/b cepili:
MeHapiHi-®oH
XengeH N'm6X,
HimeyunHa

3aTBEpMXEHUX MeTogax BUNpobyBaHHs) HesHauHi
3MiHU 0 3aTBEep)KEHOT METOANKY BUNPOBYBaHHS,
a came: fofjaBaHHA a/lbTePHaTUBHOT KOJIOHKW [0
meToay BEPX Ans BU3HaYeHHS KifIbKiCHOro BMIiCTy
B pamkax BUNpPoGyBaHHS «PO3YMHEHHS». 3MiHW |
UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOoHTposb roToBoro nikapcbkoro 3acoby. 3mMiHa y
MeToAax BUNPoGYyBaHHSA rOTOBOTO /liKapCbKOro
3ac06y (He3HayHa 3MiHa y 3aTBEpPAKEHNX
MeToAax BUNpo6yBaHHS) - He3HauHi 3MiHu [0
3aTBEPAKEHOT METOANKN BUNPOBYBaHHS 3 METOHD
BUMNpaBfieHHs kpuTepito SST (BUNpobyBaHHSA
cMcTeMu Ha npugaTHicTb) MeTtogy BEPX ans
BU3HAYEHHS HABaXKKWN B paMkax BUNPOOyBaHHS Ha
PO3UYMHEHHS. 3MiHM | TUNY - 3MiHK 3 AKOCTI.
CepTtudpikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBponeichbkili
dhapmakonei/moHorpadii. NMogaHHs HoBoro abo
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BU/TyYEHHs cepTudikaTa BignoBigHOCTI
€sponelicbkili hapmakonei: ans A®l; ans
BMXiQHOr0 Marepiany/peareHTy/mpoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; ans gonomixHoi pevosnHn (ME-cepTuddikat
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BnxigHoro matepiany/peareHTy/npomMixXHOro
npoaykTy abo AONOMDKHOT pEHOBUHN) -
OHoBreHWi cepTudikaT Bif BXe 3aTBepAKEHOro
BUPOGHMKA - OHOBMEHHSA cepTudiikaTy
signosigHocTi (TSE) Big, BXe 3aTBEpAKEHOro
BMpo6Huka Gelita Group. Bepcis R1-CEP 2003-
172-Rev 02 3miHI0€eTbCA Ha Bepcito R1-CEP 2003-
172-Rev 03. 3MiHu | TUNy - 3MiHK 3 AKOCTI.
[oTOBWIA NMikapcbkunii 3aci6. 3MiHWM Y BUPOOHULITBI.
3MiHa po3mipy cepii (BkntoYyatouy fianasoH
pO3Mipy cepil) roToBOro AikapcbKoro 3acoby (iHLui
3MiHM) BunyyeHHs1 po3mipy cepii 450.8 kr Ha
BMPOGHUUIli ainbHuui Berlin-Chemie. 3minu | Tuny
- 3MiHM 3 5IKOCTi. FOTOBWIA Nikapcbkunid 3aci6. 3MiHN
Yy BUPOGHMLTBI. 3MiHa po3Mipy cepii (BkIvaoum
Jiana3oH po3mipy cepii) roToBOro Nikapcbkoro
3aco6y (iHLWi 3MiHK) BunyueHHs po3mipy cepii 322
KI Ha BUpPO6HUYIi AinbHuUUi Menarini - von Heyden.
3MmiHu Il TURY - 3MiHK 3 SKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. 3MiHM Y BUPOOHULITBI. 3MiHW Y NpoLeci
BMPOGHMLITBA rOTOBOTO J1iKapCbKOro 3acoby,
BK/THOHAK0UM MPOMIKHWIA NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOOHULITBI TOTOBOrO
nikapcbkoro 3acoby (BBeAeHHS abo 36inbLUEHHS
npunycTuMoro Hagamwky A®l) 3mMiHn cTocytoTbes
BBEEHHS HaZ/IMLLKOBOro 06CAry BUPOGHNULTBA
(2%) pns Adl. BBegeHHsA 3MiH MPOTAroM 6-Tu
MicALiB nicnsa 3aTBepKEHHs

69.

KAMELMTABI
H AKKOP/,

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKOH0, No 500
mr; no 10 TabneTok
y 6nicTepi; no 3, 6
a6o 12 6nicTepis y
KapTOHHIl KopoobLi

Akkopa
Xenckea
C.JLY.

IcnaHis

Brpo6HMUTBO
roToBOro
niKkapcbKoro 3acooby,
nepBuHHe
nakyBaHHs,
BTOPWHHE
nakyBaHHs,
KOHTPO/b SIKOCTI
cepi:

IHTac
dapmacbloTikan3
NimiTes, 1HAis;

IHAis/
Benuka
BpuTtaHis/
ITanis/
Icnanis/
MonbLa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MmiHu | TUNy - AgMIHICTpaTUBHI 3MiHW. BunyueHHs
BUPOGHMYOT AiNbHUL (BKNHOYAOUN AiNbHULI A5
A®I, NpOMiXXHOro NPoAyKTy abo roToBOro
NiKapCbKOro 3acoby, AibHUL AN NPOBEAEHHS
nakyBaHHs1, BUPOOHMKa, BiNOBiLaIbHOro 3a
BWMYCK CEpiid, MicLie NPOBEAEHHS KOHTPOIO cepii)
ab0o noctavasnibHVKa BUXiQHOrO MaTepiasty,
peareHTy ab0 [ONOMiXHOI pe4OBUHYU (AKLLO
3a3HayeHo y A0CbE) - BUTYYEHHS BUPOOGHNYOT
AinbHULI BigNoBiganbHOI 3a BUNycK cepii-AKKopa
Xenckea fimiten, Benvka bputaHisi/Accord
Healthcare Limited, United Kingdom.

3a
peyerimom

He
niosnsiea
€

UA/14799/01/02
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
Brpo6HMUTBO 3annwaeTbcs 3aTBEPAKEHNI BUPOOHUK
roToBOro BiANOBigaIbHUIA 3a BUMYycK cepii-Akkopg, Xenckea
niKapcbKoro 3acooby, Moncka Cn. 3 0.0. Cknag Imnoptepa, Monbwa/
nepBrHHE Ta Accord Healthcare Polska Sp. z 0.0. Magazyn
BTOPVHHE Importera, Poland. 3MiHM BHECEHO B iIHCTPYKL,iO
nakyBaHHs1, 0151 MeANYHOro 3acTOCyBaHHSA NikapCcbKoro 3acoby
KOHTPO/b AKOCTI y po3ginu "Bmupo6bHuk", "MicLe3HaxomKeHHs
cepii BMPOGHMKaA Ta afpeca MicLis NPOBaAKeHHs /ioro
(anbTepHaTuBHUIA AiSNBHOCTI" - BUTYYEHHS BUPOGHWYOT AinbHULI Ta
BUPOGHUK): AK HACNIAOK - BUNYYEHHA TEKCTY MapKyBaHHS
IHTac yNakoBKW. BBEAEHHS 3MiH NPOTAroM 6-Tu MicALIB
dapmacbloTikan3 nicns 3aTBepmkeHHs. 3MiHu | Tuny -
NiviTeq, IHAis; AAMiHICTpaTUBHI 3MiHW. 3MiHa Ha3BW /likapCbKOro
3aco6y. 3MiHa ToproBeibHOI Ha3BY JiKapCbKOro
MepBrHHE Ta 3acoby. [itoya pegakuin: Kaneunbekc 500.
BTOPWHHE MponoHoBaHa peaakuis:
nakyBaHHs: KaneunTtabiH Akkopa. BBefeHHs 3MiH NpOTArom 6-
Akkopg, Xenckea TN MiCALB NiCNa 3aTBEPAKEHHS
NimiTen, Benuka
BpuTaHis;
BTopuHHe
nakyBaHHS:
[4 Canni YeiiH,
ITania CMNA, Itanis;
KOHTPO/b SIKOCTI
cepii:
Na6opaTopi
dyHaacio JAY,
IcnaHis;
BTOPWHHE
nakyBaHHS:
CK dapma
NopxucTike FTMBX,
HimeuumnHa,;
KOHTPO/b AKOCTI
cepii:
dapmagokc
Xenckea N114,.,
ManbTa;
BTOPWHHE
nakyBaHHS:
CuHonTtus
IHgacTpian Cn. 3
0.0., MonbLua;
BiANOBiAa/IbHMI 3a
BUNYCK cepil:
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
Akkopf Xenckea
Moncka Cn. 3 0.0.
Cknag ImnopTtepa,
Monbwa
70. | KATEDXE/Nb | renbno 125ry dapmaveyTiw AscTpis dapmaueyTile AscTpis BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/4660/01/01
3 rogppoBaHomy e thabpik habpik MoHTaBIT YTOUHEHHS1 peecTpauiiiHOi npoueaypy B HaKasi peyenmom
NIAOKAIHOM | wnpuui-Ty6i; no 1 MoHTasiT 6X MOS3 Ykpainu Ne 2089 Big 13.12.2024 - 3MmiHu |
rog)poBaHomy vM6X TMny - AGMIHICTpPaTVBHI 3MiHW. 3MiHa
LWNpuLy-Ty6i y HalilMeHyBaHHs Ta/abo agpecy 3asiBHMKa
6nictepi; no 1, a6o (BnacHvKa peecTpauiiiHoro noceigYeHHs) - 3miHa
no 5, abo no 25 Ha3BW (B/1aCHUKA PEECTPALiHOTO NOCBIgYEHHS)
6nicTtepiB y aHrninceko MoBoto. [litoua pefakuis:
KapTOHHIlA KopooLi Pharmazeutishe Fabrik Montavit GesmbH.
MponoHoBaHa pepakuis: Pharmazeutische
Fabrik Montavit GmbH.
71. | KBEHTIAKC® | Tabnetku, BKpUTI KPKA, a.4., CnoseHis BUPOGHMLTBO "in CnoseHis/ BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a He UA/16639/01/01
NAiBKOBOO HoBso mecTo bulk", nepenHHe Ta Kutai 3MiHM | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyenmom niosnsea
o6onoHkoto, no 25 BTOPVHHE Ta chapmakoHarnsgy. 3miHa y KopoTkili €
Mmr; no 10 TabneTok nakyBaHHs, XapakTepucTuL Nnikapcbkoro 3acoby, TekcTi
y 6nicTepi, no 3 abo KOHTPO/b cepii Ta MapKyBaHHS Ta IHCTPYKUiT A/19 MeaNYHOro
9 6nicTepiB y Bunyck cepii: KPKA, 3acTocyBaHHA Ha niAcTasi perynspHo
KapTOHHIli KopooLi 4.4a., HoBo mecTo, OHOBJIHOBAHOrO 3BiTY 3 6€3neKkun NiKapcbkoro
CnoBeHis; 3acoby, abo Joc/iAKeHb 3 6e3MeKkn 3acTOCyBaHHS
BMPOGHMLTBO "in nikapcbKoro 3acoby B Mic/isspeecTpaviitHuii nepios,
bulk", nepsrHHe Ta ab0 5K pe3ybTar OLIHKN 3BITY 3 AOCNILKEHD,
BTOPVHHE npoBefeHNX BiAMNOBIAHO A0 NAaHy negiaTpuyHnX
nakyBaHHs, pocnigpxeHs (PIP) (iHWwi 3MiHK). 3MiHK BHECEHO B
KOHTpO/b cepii Ta IHCTPYKLUiO AN MeANYHOTo 3aCTOCYBaHHS
Bunyck cepii: KPKA- NiKapcbKoro 3acoby A0 po3ainis "Baaemogis 3
DAPMA p.0.0., iHLWIMMKM NikapcbkMMK 3acobamMu Ta iHLWi BUan
XopBarisi; KOHTPONb B3aemogiit" Ta "OcobMBOCTi 3acTocyBaHHS"
cepii: KPKA, a.4., BiZANOBIAHO [0 OHOBMEHOT iHhopMaLi Woao
Hoso mecTo, 6e3nekn 3acTocyBaHHA Ail040T peYOBUHN 3rigHO 3
CNOBEHISi; KOHTPO/1b pekomeHpauieto PRAC.
cepii: labeHa g.0.0., TepmiH BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
CrnoseHis; 3aTBEPIKEHHS.
BUPOGHMLTBO "in
bulk": YXEAHI
XYAXANA
®APMACBIOTIKAN
Ko., 114., Kutain
72. | KBEHTIAKC® | Tabnetku, BKpUTI KPKA, a.4., CnoseHis BMPOGHMLTBO "in CnoseHis/ BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a He UA/16639/01/02
nAiBKOBOO HoBso mecTo bulk", nepsrHHe Ta Xopsarisi/ 3MiHu | TUnYy - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyernmom niosnsza
060/10HKO10, Mo 100 BTOPVHHE Kutaii Ta hapmakoHarnsgy. 3miHa y KopoTkii €
mr; no 10 TabneTok nakyBaHHS, XapakTepucTuL,i NikapcbKoro 3acoby, TEKCTi

y 6nictepi, no 3 abo
9 6nicTepiB y

KOHTpPO/b cepii Ta
Bunyck cepii: KPKA,

MapKyBaHHS Ta iHCTPYKLii 47151 MEANYHOTO
3aCTOCYBaHHs1 Ha MifcTaBi perysisipHo




78

Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
KapTOHHIli KopoobLi 4.4., Hoeo mecTo, OHOBJ/IKOBAHOTO 3BiTY 3 6e3neky NiKkapCbKoro
CnoBeHis; 3aco6y, abo gocnifxeHb 3 6e3nekn 3acToCyBaHHS
BMPOGHMLTBO "in nikapcbKoro 3acoby B Mic/isipeecTpaviitHnii nepiog,
bulk", nepBuHHe Ta ab0 Sk pe3y/ibTar OLiHKM 3BTy 3 AOCNIAKEHb,
BTOPWHHE npoBefeHNX BiANOBIAHO 40 NAaHy negjatpuuHux
nakyBaHHs, pocnigkeds (PIP) (iHWwi 3MiHW). 3MiHU BHECEHO B
KOHTpO/b cepii Ta IHCTPYKUiO AN MeANYHOTO 3aCTOCYBaHHS
Bunyck cepii: KPKA- nikapcbKoro 3acoby A0 po3zinis "B3aemogist 3
PAPMA p.0.0., HLIMK NiKapcbKMMK 3acob6amMu Ta iHLWi BUAn
XopBarTisi; KOHTPO/b B3aemogiin" Ta "OcobnmBoCTi 3acTocyBaHHS"
cepii: KPKA, a.4., BiNOBIAHO 4O OHOBNEHOT iHChopMaL,i LWoao
HoBo mecTo, 6e3neKkn 3aCTOCyBaHHA Ail040i PpevyOoBUHMN 3rigHO 3
Cr0BeHisi; KOHTPO/Tb pekomeHpauieto PRAC.
cepii: labeHa A.0.0., TepMiH BBEEHHSA 3MiH NPOTArom 6 micsAuiB nicns
CnoseHis; 3aTBEPKEHHS.
BMPOGHMLTBO "in
bulk™: YXEAHI
XYAXAWA
SAPMACBIOTIKAN
Ko., 14,
KnTaii
73. | KBEHTIAKC® | Tabnetku, BKpuTI KPKA, a.4., CnoBeHis BMPOGHMLTBO "in CnoBeHis BHECEHHS 3MiH 10 peecTpaviiiHiX maTepianis: 3a He UA/16639/01/03
NAiBKOBOO HoBo mecTo bulk", neperHHe Ta 3MiHM | TUnYy - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI peuenmom niosnsza
06010HKo0, Mo 200 BTOPVHHE Ta thapmakoHarnsgy. 3miHa y KopoTkili €
mr; no 10 Tabnetok nakyBaHHs, XapaKkTepucTuLi NikapcbKoro 3acoby, TEKCTI
y 6nictepi, no 3 abo KOHTPO/b cepii Ta MapKyBaHHS Ta IHCTPYKLUiT A8 MeANYHOro
9 6nicTepiB y Bunyck cepii: KPKA, 3acToCyBaHHA Ha nigcTasi perynsipHo
KapTOHHIli KopoobLi 4.4., Hoeo mecTo, OHOBJ/IKOBAHOTO 3BiTYy 3 6€3neKu NiKapCbKoro
CnoBeHis; 3acoby, abo focnifgxeHb 3 6e3neku 3acToCyBaHHSA
BUPOBHMLTBO "in nikapcbKoro 3acoby B nicnspeecTpawiiiHnii nepiog,
bulk", nepBuHHe Ta ab0 Sk pe3y/ibTar OLiHKM 3BTy 3 AOCNIAKEHb,
BTOPWHHE npoBefeHNX BiANOBIAHO [0 NaHy NegjiaTpuuHuX
nakyBaHHs, pocnigkenb (PIP) (iHWwi 3MiHW). 3MiHM BHECEHO B
KOHTpO/b cepii Ta IHCTPYKUiO AN MeANYHOTO 3aCTOCYBaHHS
Bunyck cepii: KPKA- nNiKapcbKoro 3acoby A0 po3ainis "B3aemosis 3
PAPMA g.0.0., HLWIMMK NiKapcbKMMK 3acob6amMu Ta iHLWi BUAn
XopBarTisi; KOHTPONb B3aemogiin” Ta "OcobnmBoCTi 3acTocyBaHHS"
cepii: KPKA, a.4., BiANOBIAHO 4O OHOBNEHOT iHChopMaLi Woao
HoBo mecTo, 6€e3neKkn 3aCTOCyBaHHS A4it040i PeYOBMHMN 3rigHO 3
C/0BeHisi; KOHTPO/b pekomeHpauieto PRAC.
cepii: labeHa g.0.0., TepMiH BBEEHHA 3MiH NPOTArom 6 micsAuiB nicns
CnoBeHis 3aTBEPKEHHS.
74. | KBEHTIAKC® | Tabnetku, BKpUTI KPKA, a.4., CnoseHis BMPOGHMLTBO "in CnoseHisa BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis: 3a He UA/16639/01/04
NAiBKOBOO HoBo mecTo bulk", nepsrHHe Ta 3MiHu | TUnYy - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peuenmom niosnsza
060n0Hkoto, no 300 BTOPVHHE Ta thapmakoHarnsgy. 3miHa y KopoTkili €
mr; no 10 TabneTok nakyBaHHs, XapakTepucTuL,i NikapcbKoro 3acoby, TEKCTi

y 6nictepi, no 3 abo
9 6nicTepiB y

KOHTPOb cepii Ta
Bunyck cepii: KPKA,

MapKyBaHHS Ta iIHCTPYKLiT AN151 MeAnYHOro
3aCToCyBaHHA Ha NigcTasi perynsipHo
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
KapTOHHIli KopoobLi 4.4., Hoeo mecTo, OHOBJ/IKOBAHOTO 3BiTY 3 6e3neky NiKkapCbKoro
CnoBeHis; 3aco6y, abo gocnifxeHb 3 6e3nekn 3acToCyBaHHS
BMPOGHMLTBO "in nikapcbKoro 3acoby B Mic/isipeecTpaviitHnii nepiog,
bulk", nepBuHHe Ta ab0 Sk pe3y/ibTar OLiHKM 3BTy 3 AOCNIAKEHb,
BTOPWHHE npoBefeHNX BiANOBIAHO 40 NAaHy negjatpuuHux
nakyBaHHs, pocnigkeds (PIP) (iHWwi 3MiHW). 3MiHU BHECEHO B
KOHTpO/b cepii Ta IHCTPYKUiO AN MeANYHOTO 3aCTOCYBaHHS
Bunyck cepii: KPKA- nikapcbKoro 3acoby A0 po3zinis "B3aemogist 3
PAPMA p.0.0., HLIMK NiKapcbKMMK 3acob6amMu Ta iHLWi BUAn
XopBarTisi; KOHTPO/b B3aemogiin" Ta "OcobnmBoCTi 3acTocyBaHHS"
cepii: KPKA, a.4., BiNOBIAHO 4O OHOBNEHOT iHChopMaL,i LWoao
HoBo mecTo, 6e3neKkn 3aCTOCyBaHHA Ail040i PpevyOoBUHMN 3rigHO 3
Cr0BeHisi; KOHTPO/Tb pekomeHpauieto PRAC.
cepii: labeHa A.0.0., TepMiH BBEEHHSA 3MiH NPOTArom 6 micsAuiB nicns
CnoBeHis 3aTBEPKEHHS.
75. | KIEKCAH® PO3uunH ANn4 iH'ekuin, | TOB "CaHodi- YkpaiHa CAHO®I BIHTPOIN dpaHLis BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3a He UA/7182/01/01
10 000 aHTK-Xa ABeHTIC IHOACTPIA 3MiHu 1l TUny - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI | peyernmom niosnsiza
MO/mn Ne 10 (2x5): YkpaiHa" Ta thapmakoHarnsgy. 3miHu y TepaneBTUYHNX €

no 0,2 Mny wnpuuy-
[03i i3 3aXMCHOI0
CMCTEMOIO FOJIKM
ERIS; no 2 wnpwuu-
[o3un y 6nictepi; no
5 6nictepiB y
KapTOHHI KopobL;
no 0,2 mn y wnpuu-
[03i i3 3aXMCHOI0
CUCTEMOIO FOSIKN
PREVENTIS; no 2
LINpuL-403n Y
6nicTepi; no 5
6nictepiB y
KapTOHHI Kopoo6L;
no 0,2 Mny wnpwuy-
[03i 6e3 3axXucHOT
CUCTEMU TOSIKK; MO 2
LINPUL-A03K1 Y
6nictepi; no 5
6nictepiB y
KapTOHHI KopobL;
no 0,4 mny wnpwu-
[03i i3 3aXMCHOI0
CUCTEMOIO FOSIKN
ERIS; no 2 wnpwvu-
[o3n y 6nictepi; no
5 6nicTepiB y
KapTOHHIA KopobL;
no 0,4 may wnpuuy-

nokasaHHsX (fofaBaHHs HOBOTO TepaneBTUYHOIo
rnokasaHHs abo 3miHa y 3aTBepKeHoOMy
nokasaHHi) - 3MiHM BHeceHo A0 IHCTpyKuii ans
MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby Ao
po3ziny "MokasaHHA" (404aHO HOBE MOKa3aHHS:
"Mpenapat nokasaHuin 4151 3aCTOCYBaHHS
Jopocnum ans: - TpMBasioro NikyBaHHA TPOMO0O3y
rnnéoknx BeH (TIB) i Tpomboembonii nereHeBol
apTepii (TENA), a TakoXx NpohinakTukm ixHix
peunamnBiB y NaLEHTIB 3 aKTMBHO ha3oto
OHKOJI0MYHOrO 3aXBOPIOBAHHSA.", Ta, SIK HACNIAOK,
00 po3ginis "®apmakonoriyHi BractneocTi”,
"Oco6nMBOCTi 3acTocyBaHHs", "Cnoci6
3acTocyBaHHA Ta go3un”, "MobidHi peakuir”.
BBefeHHs 3MiH npoTarom 6-t1 MicauiB nicns
3aTBEPMAKEHHSA. B Mexax 3MiHV HafaHo
oHoBsieHuii MYP, Bepcisi 3.2. Pestome MYP Bepcis
3.2 popaetbea
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

[03i i3 3aXMCHOI0
CUCTEMOIO FO/IKN
PREVENTIS; no 2
LINPUL-A03K1 Y
6nicTepi; no 5
6nictepiB y
KapTOHHI kopobuy;
no 0,4 mn 'y wnpwu-
[03i 6e3 3axX1CHOT
CUCTEMM TONKU; MO 2
LUNPUL-A031 Y
6nictepi; no 5
6nicTtepiB y
KapTOHHII KopobLi

76.

KNEKCAH®

PO3UMH ANS iH'EKLN,
10000 aHTH-Xa
MO/mn Ne 10 (2x5):
no 0,2 mny wnpuuy-
[03i i3 3aXMCHOI0
CUCTEMOIO FO/IKN
ERIS; no 2 wnpwy-
[o3n 'y 6nictepi; no
5 6nictepiB y
KapTOHHI kopobuy;
no 0,2 Mny wnpwuy-
[03i i3 3aXMCHOI0
CMCTEMOIO FOJIKM
PREVENTIS; no 2
LUNPUL-A03K1 Y
6nictepi; no 5
6nicTtepiB y
KapTOHHI kopobuy;
no 0,2 Mny wnpuuy-
[03i 6e3 3axXNCHOT
CUCTEMM TONKU; NO 2
LINpuL-403n Y
6nicTepi; no 5
6nictepiB y
KapTOHHI kopobuy;
no 0,4 MmNy wnpwuy-
[03i i3 3aXMCHOI0
CMCTEMOIO FOJIKM
ERIS; no 2 wnpwuu-
[o3un y 6nictepi; no
5 6nictepiB y
KapTOHHI kopobuy;
no 0,4 mn 'y wnpuu-
[03i i3 3aXMCHO0

TOB "CaHodi-
ABEHTIC
YkpaiHa"

YkpaiHa

CAHO®I BIHTPOI
IHOACTPIA

PpaHLin

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTtepianis:
3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLiT 415 MeAnYHOro
3aCTOCYBaHHA Ha MigcTaBi perynsipHo
OHOBJ1HOBAHOrO 3BiTY 3 6€3MeKun NiKapcbkoro
3acoby, abo gocnifxeHb 3 6e3nekn 3acTOCyBaHHS
nikapcbKoro 3acoby B nic/isspeecTpaLiittuii nepios,
ab0 K pe3ynbTar OLiHKM 3BITY 3 AOCNIAKEHD,
NpoBefeHUX BiAMOBIAHO A0 NiaHy negiaTpudHmuX
pocnipkeHb (PIP) (3MiHy y3rofxeHo 3
KOMMETEHTHVM YNOBHOB&XEHUM OPraHoMm) - 3miHn
BHECEHO A0 IHCTPYKUIiT A8 Mean4Horo
3acToCyBaHHA NiKapcbKoro 3acoby A0 po3ainis
"Oco6nuBocTi 3acTocyBaHHs", "Mo6iuHi peakwii"
BiANOBIAHO A0 iHG)opMaLii 3 6e3nekn NikapcbKoro
3acoby. BBefieHHs 3MiH NPOTArom 6-Tu MicsiLiB
nicns 3aTBepmkeHHs. 3MiHu | Tuny - 3MiHn Wwoao
6e3nekn/edheKTMBHOCTI Ta thapmakoHarnsgy (iHuwi
3MiHW) - 3MiHM BHECEHO [0 IHCTPYKUii ons
MeAUYHOro 3aCToCyBaHHA NiKapcbKoro 3acoby Ao
po3gainis "®apmakosoriyHi BnactneocTi",
"Oco6/1MBOCTI 3aCTOCYBaHHSA", "3acToCyBaHHs y
nepiog, BariTHOCTi abo rogyBaHHs rpyaar”,
"Cnoci6 3acTocyBaHHS Ta fo3un", "IMo6ivHi peakuii”,
"HecyMICHICTb" CTOCOBHO BHECEHHS YTOUYHEHb [0
TEKCTy Ta YHidikayii iHdbopmavii. BBegeHHs 3miH
NpoTArom 6-Tu MiCALIB MiCNA 3aTBEPMKEHHS.

3a
peyerimom

He
nionsiea
€

UA/7182/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

CUCTEMOIO FOJIKN
PREVENTIS; no 2
LUNPUL-[03K1 Y
6nicTepi; no 5
6nicTepiB y
KapTOHHI KOpo6L;
no 0,4 MmNy wnpwuy-
[03i 6e3 3axmcHol
CUCTEMU TOSIKK; MO 2
LINPUL-A03K1 Y
6nicTepi; no 5
6nictepiB y
KapPTOHHI KOpOOLii

77.

KNEKCAH®

PO3YMH ANS iH'EKLiA,
10 000 aHTK-Xa
MO/mn;

Ne 10 (2x5):

no 0,2 mny wnpuuy-
[03i i3 3aXMCHOI0
CUCTEMOIO FO/IKN
ERIS; no 2 wnpwy-
[o3n 'y 6nictepi; no
5 6nictepiB y
KapTOHHI Kopoo6L;
no 0,2 Mny wnpwuy-
[03i i3 3aXMCHOI0
CMCTEMOIO FOJIKM
PREVENTIS; no 2
LUNPUL-A03K1 Y
6nictepi; no 5
6nicTtepiB y
KapTOHHIA KopobL;
no 0,2 Mny wnpuuy-
[03i 6e3 3axXNCHOT
CUCTEMM TONKU; NO 2
LINpuL-403n Y
6nicTepi; no 5
6nictepiB y
KapTOHHI Kopoo6L;
no 0,4 MmNy wnpwuy-
[03i i3 3aXMCHOI0
CMCTEMOIO FOJIKM
ERIS; no 2 wnpwuu-
[o3un y 6nictepi; no
5 6nictepiB y
KapTOHHI KopobL;
no 0,4 mn 'y wnpuu-
[03i i3 3aXMCHO0

TOB "CaHodi-
ABeHTIC
YkpaiHa"

YKpaiHa

CAHO®I BIHTPOI
IHOACTPIA

dpaHuis

BHECEHHS 3MiH [J0 peecTpavLjiitHmx
marepianis:3miHu |l Tuny - 3mMiHu 3 aKkocTi. FoToBWMiA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa
pO3Mipy ynakoBK/ roTOBOrO /liKapCbKOro 3acoby
(3miHa macn/o6'eMy BMICTy KOHTeliHepa
6araTo,030BOro CTEPUILHOrO NiKapCbKoro 3acoby
(ab0 04HOA030BOrO, HYaCTKOBOr0 BUKOPUCTaHHSA) Ta
6araTto1030BOro NiKapcbKoro 3acoby
6i0N0riYHOro/iMyHO/IOMNYHOTO NOXOMKEHHS ANs
napeHTepasibHOr0 3aCTOCYBaHHS) - 3MiHa 06’emy
BMICTY KOHTelHepa LUISAXOM BBEAEHHS
[0AaTKOBOro 06’eMy HanoBHEHHS 1 mn wnpuy-
[,031 CTEPUNBHOrO NiKapcbKoro 3acoby KnekcaH®,
po3unH Ana iH'ekuiid, 10 000 aHTK-Xa MO/mn, no
10 000 aHTK-Xa MO/mMN y WNpUL-£03i i3 3aXUCHOK0
cuctemoto ronku (ERIS a6o PREVENTIS) a6o 6e3
3aXMCHOT CUCTEMM TOJTIKW. BiH BBOAMTLCA Ha
[00aTOK 0 3apeeECTPoOBaHNX BUAIB YNakoBKM
npenaparty — no 2000 aHTn-Xa MO/0,2 mn y
WnpuL-ao3i Ta no 4000 aHTn-Xa MO/0,4 mny
LINPUL-A03i i3 3aXMCHO cucTemoto ronku (ERIS
a60 PREVENTIS) abo 6e3 3axucHoi cuctemm
ronkun. Ak HacnifoK, BHECEHHS 3MiH 40 p.
«YnakoBKa». 3MiHWN BHECEHI B IHCTPYKLilO 415
MEeAMYHOro 3acTOCyBaHHSA NikapCcbKoro 3acoby y
po3ginu «Cknafa» Ta «YnakoBka», a came: 3MiHa
06’eMy BMICTY KOHTeliHepa LUNSXOM BBEAEHHS
[04aTKOBOro 06’eMy HanoBHEHHS 1 M/ WwWnpuy-
[,031 CTEPUNBHOIO NiKapcbKoro 3acoby KnekcaH®,
po3unH Ans iH'ekuiidi, 10 000 aHTU-Xa MO/mn, no
10 000 aHTK-Xa MO/mn y WNpUy-£03i i3 3aXMCHO
cuctemoto ronku (ERIS a6o PREVENTIS) a6o 6e3
3aXMCHOI CUCTEMU TOJIKU. FAK HACNifoK —
3aTBEPKEHHS HOBOTO TEKCTY MapKyBaHHS

3a
peyenmom

He
niosnsea
€

UA/7182/01/01
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n/n

JliKapcbK0O20

Hassa

3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

CUCTEMOIO FOJIKN
PREVENTIS; no 2
LUNPUL-[03K1 Y
6nicTepi; no 5
6nicTepiB y
KapTOHHiI Kopobuyj;
no 0,4 MmNy wnpwuy-
[03i 6e3 3axmcHol
CUCTEMU TOSIKK; MO 2
LINPUL-A03K1 Y
6nicTepi; no 5
6nictepiB y
KapTOHHI kopobuy;
no 1 mny wnpuu-
[03i i3 3aXMCHOI0
CUCTEMOIO FOJIKN
ERIS; no 2 wnpwvu-
[o3un y 6nictepi; no
5 6nictepiB y
KapTOHHI kopobuy;
no 1 mny wnpuu-
[03i i3 3aXMCHOI0
CUCTEMOIO FO/IKN
PREVENTIS; no 2
LINPUL-A031 Y
6nicTepi; no 5
6nictepiB y
KapTOHHI kopobuy;
no 1 mny wnpuu-
[03i 6e3 3axXMCHOT
CUCTEMM TONKU; MO 2
LUNPUL-A031 Y
6nictepi; no 5
6nicTtepiB y
KapTOHHII KopobLi

NepBUHHOT Ta BTOPVHHOI YNaKoBOK JliKapCbKOro
3aco6y. BBeeHHs 3MiH NPOTAroM 6-Tu MicsiLiB
nicns 3aTBePKEHHS.

78.

KNIMAKTOMNAN

AH

TabneTku no 20

Tabnetok y 6nictepi;
no 3 abo 5 6nictepis
y KapTOHHii kopobu,i

AnbneH
dapma M'v6X

HimeuyunHa

BUPOGHNK,
BiANOBiAa/IbHWIA 32
KiHLLeBUIA NPOAYKT,

nepBuHHe Ta

BTOPWHHE

nakyBaHHs,
KOHTPO/1b AKOCTi Ta

BMNYCK Cepiii:
[Op. M'ycTtaB KnsiiH
m6X & Ko. KI

HimeyunHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MmiHu | TUNy - AgMIHICTpaTUBHI 3MiHW. BunyueHHs
BUPOGHMYOT AiNbHUL (BKNHOYAOUN AiNbHULI A5
A®I, NpOMiXXHOro NPoAyKTy abo roToBOro
NiKapCbKOro 3acoby, AibHUL AN NPOBEAEHHS
nakyBaHHs1, BUPOOHMKa, BiNOBiLaIbHOro 3a
BWMYCK CEpiid, MicLie NPOBEAEHHS KOHTPOIO cepii)
ab0o noctavasnibHVKa BUXiQHOrO MaTepiasty,
peareHTy ab0 [ONOMiXHOI pe4OBUHYU (AKLLO
3a3HayeHo y A0CbE) - BUTYYEHHS BUPOOGHNYOT
[iNbHULI FOTOBOrO NikapcbKoro 3acoby,
BiANOBIAa/IbHOI 3@ BUPOGHULITBO Ta BUMYCK cepili -
[Joiye Xomeonari-YHioH AXY-ApuHaliimiTTenb

6e3
peyenma

nionsiea
€

UA/13672/01/01
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n/n

JliKapcbK0O20

Hassa

3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Mv6X & Ko. KI' / Deutsche Homoeopathie-Union
DHU-Arzneimittel GmbH & Co. KG (OTTowTpacce
24, 76227 Kapncpye, HimeuunHa/ Ottostrasse 24,

76227 Karlsruhe, Germany). 3anuwaerbcs
3aTBepKeHNi BUPO6HUK- Ap. N'yctaB KnsaitH TM6X

& Ko. KI', Himewunna/Dr. Gustav Klein GmbH &

Co. KG, BignoBiganbHuii 3a KiHLEBUIA MPOAYKT,

nepBUHHe Ta BTOPVHHE NakyBaHHS, KOHTPO b
AKOCTI Ta BUMYCK cepiii. 3MiHN BHECEHO B
IHCTPYKUiO AN MeANYHOTO 3aCTOCYBaHHS

NikapcbKoro 3acoby Yy 3B'A3KY 3 BUNYYEHHAM

OfIHOTO 3 BUPOOHWKIB Ta SIK HAC/ILOK - BUNYYEHHS
TEKCTY MapKyBaHHS yMakoBOK /TIKapCbKOro 3acoby
08 BignoBigHoOro BUpo6HviKa.3MiHu | Tuny - 3MiHn
Loao 6e3snekn/edpeKkTBHOCTI Ta thapmakoHarnsagy
(iHLWi 3MiHW). 3MiHM BHECEHO Y TEKCT MapKyBaHHS
nepBuHHOT (N. 3, 4) Ta BTOPUHHOI (M. 17) ynakoBku

nikapcbKoro 3acoby. 3miHu | Tuny -

AZMiHICTPaTMBHI 3MiHN. BryyeHHS BUPOGHMYOT

OinbHUUI (BKNOYaoun AinbHULi Ana Adl,

NPOMIXHOro NPOAYKTY abo roToBOro Nikapcbkoro

3aco06y, AiNbHULI AN NPOBEAEHHS NaKyBaHHs,

BMPOGHMKA, BiAnoBifanibHOro 3a BUMYCK cepil,

MicLie NpoBeAEHHS KOHTPOSIIO cepii) abo
noctavasibH1Ka BUXILHOTO MaTepiasny, peareHTy

a60 [0NOMDKHOT PeqyoBMHN (SIKLLIO 3a3HAYEHO Y
[OCbE) - BUTYYEHHS BUPOBHNYOT [inbHUL

roTOBOrO Jlikapcbkoro 3acoby, BiAnoBiAaIbHOI 3a
BMPOGHMLITBO, NEPBMHHE Ta BTOPMHHE NaKyBaHHS -

[p. Binbmap LLiBa6e Mm6X i Ko. KI" / Dr. Willmar

Schwabe GmbH & Co. KG (Binbmap-LLBab6e-
Ltpacce 4, 76227 Kapncpye, HimeuunHa /

Willmar-Schwabe-Strasse 4, 76227 Karlsruhe,
Germany). 3a/MWaeTbCA 3aTBEPKEHNI

BMPOGHUK- [p. MN'ycTtaB KnsinH Mv6X & Ko. KT,

HimewumHa/Dr. Gustav Klein GmbH & Co. KG,

BiANOBIAa/IbHUIA 32 KIHLEBWIA NPOAYKT, NEPBUHHE

Ta BTOPVHHE NakKyBaHHS, KOHTPO/b SKOCTi Ta

BUMNYCK Cepiii. 3MiHW BHECEHO B iHCTPYKLi0 Anst

MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby y
3B'A3KY 3 BU/TYYEHHAM OfHOTO 3 BUPOGHUKIB Ta 5K

HaCcNifoK - BUTYYEHHS TEKCTY MapKyBaHHS
yNakoBOK NikapCbKoro 3acoby A5 BignoBigHOrO
BMPOGHMKA.

79.

KNOTPUMAS3

on

TabneTkv BariHasbHi
no 100 wmr, no 6
TabneTtok y cTpuni;
no 1 crpuny 3

OPTAHOCWH
NANDCAEHC
N3 (E® 3ET I

OAE

EBepTomxeH Navid
CaeHcunz JlimiTeq

IHgis

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3minu | TUNYy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
Ta chbapmakoHarnsgy. 3mMiHu y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi

6e3
peyenma

nionsiea
€

UA/8794/02/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
annikatopom y MapKyBaHHS Ta iIHCTPYKLUiT 415 MeAnYHOro
KapTOHHIl nayuj; no 3aCTOCYBaHHS reHepuYHNX/ribpuaHux/6ionogioHMx
6 Tabnetok y nNiKapcbK1x 3aco6iB Nicns BHeCEHHN Tiel camol
6nicTepi; no 1 3MiHM Ha pechepeHTHWI npenapaT (3MiHa He
6nictepy 3 noTpebye Hafi@aHHs XOAHNX HOBUX AOAATKOBUX
annikaTopom y AaHnx). 3MiHM BHECEHO A0 IHCTPYKUiT Ans
KapTOHHI/ nayw,i MeZMNYHOro 3aCTOCYBaHHS MiKapCbKoro 3acoby y
po3ainu "®apmakonoriyHi BnacTnsocTi”,
"B3aemogis 3 iHWVMK nikapcbkumn 3acobamu Ta
iHWi BUAn B3aemogijin”, "Ocob6mBoCTi
3acTocyBaHHA", "34aTHICTb BN/MBaTU Ha
LIBMAKICTb peakLii npy kepyBaHHI
aBTOTpaHCMNOpPTOM abo iHWMMKN MexaHismamu'
3rigHO 3 iH(hopmaLieto Woao MeanyHOro
3acToCyBaHHSA pehepeHTHOro NikapCcbKoro 3acoby
(KaHecTeH, TabneTkn BariHasbHi no 100 mr).
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBepMKEHHSA. 3MiHK | Tuny - 3MiHn Woao
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsgy (iHLwi
3MiHK). 3MiHW BHECEHO [0 IHCTPYKUii ans
MeANYHOro 3acToCyBaHHSA NikapcbKoro 3acoby y
po3gain "MobiuHi peakyi” Woa0 BaXINBOCTI
3BiTyBaHHSA Mpo nobiyvHi peakuii. BBeeHHsA 3MiH
NpPOTArom 6-T1 MiCALIB MiCNA 3aTBEPKEHHS
80. | KONAPEKC rpaHynv ans CTALA HimeuyunHa BMNYCK Cepiii: HimeuunHa BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 6e3 UA/17148/01/01
By OpasiIbHOro po3unHy, | ApuHalimiTren CTALA 3MiHu | TUnYy - 3MiHK 3 aKocTi. CepTudiikaT peyenma
no 2,02 r y cTik- b Al ApuHarimitTens Arl, BignosigHocTi/lE-cepTudikar BignosigHoOCTI
nakeTuky; no 12 HimeuyumnHa; €Bponelicbkin hapmakonei/moHorpadii. NMogaHHSA
CTiK-NakeTuKiB y BMPOBOHULITBO HOBOro abo OHOBMEHOro cepTudikata
KapTOHHIli Kopoobui Hepo3acoBaHoro BIANOBIAHOCTI ab0 BUNyYeHHs cepTudikara
NpoAyKTy, NepBUHHE BiANOBIAHOCTI E€Bponeiickkili hapmakonei: ans
Ta BTOPUHHE A®I; ons BuxigHoro
nakyBaHHs, marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
KOHTPO/b cepili: BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
NosaH ®apma M'vbX, [LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBILHOCTI
HimeuumnHa; €sponelicbkin hapmakonei) - OHOBEHWIA
nepBrHHE Ta cepTudikaT Bif, y)Xe 3aTBepIXEeHOro BUPOOHUKa
BTOPVHHE nofaHHs OHOBJ/IEHOIO cepTudiikaTa BiZNoBILHOCTI
nakyBaHHs, €poneiicbkii ®apmakonei Ne R1-CEP 1996-078-
KOHTPO/b/BMNPOGYB Rev 05 (3atBepmkeHo: R1-CEP 1996-078-Rev 04)
aHHs cepili: JlozaH 0N [io40T peqyoBrHN ackop6iHOBOT KUCNOTY Bif,
dapma M'méX, 3aTBepxeHoro BupobHnka DSM Nutritional
HimeyunHa Products (UK) Ltd.
81. | KOMBICINA3 TabneTku, BKPUTI OPIrAHOCWH OAE EBepTomxeH Naiid IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/15710/01/01
M® NAiBKOBOO NAN®CAEHC CaeHcms Jliviteq 3MiHu | TMNY - 3MiHK 3 AKOCTI. [OTOBUIA NiKapCbKWiA peyenma
FACTPOKOM | o6onoHkoto no 10 N3 (E® 3ET I) 3aci6. KoHTposb roToBOro nikapcbkoro 3acoby.
POPT TabneTok, BKPUTUX 3MiHa y MeTofax BMNpobyBaHHA roTOBOr0

NNiBKOBOK

nikapcbKkoro 3acoby (iHWi 3MiHW y MmeTodax
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOBGHUKa
3acoby ynakoska)

Peknam Homep
Bionycky yBaHHs1 | peecmpayiliHo2o
nocsioYyeHHs1

060/10HKOI0, Y
6nicTepi 3 NiBKK
atloMiHieBOT Ta

BMNpOGYBaHb (BK/IHOYaOuM 3amiHy abo
[OMOBHEHHS)) - YAOCKOHANEHHS 3aTBepAKeHOT
METOAMKN BUNPOGYBaHHSA 38 NOKA3HUKOM
dhonbrn «KinbKicHe BU3HAYEHHS» 4715 [i040i PeHOBUHM
antomiHiesor; no 1 CvMeTUKOH. 3MiHa MeToAy BMNPo6yBaHHs i3 Ph.
abo 2 6nictepu y Eur. 2.2.24 Ha USP <854>. 3MminHu | Tuny - 3miHun 3
nauuj 3 KapToHy AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. KoHTpob
roToBOro nikapcbkoro 3acoby. 3miHa y MeTogax
BMNPOBYBaHHSA rOTOBOrO JliKapCbKOro 3acoby (iHLwi
3MiHM y MeTogax BUNpobyBaHb (BKIOHAKUN
3amiHy abo [OMOBHEHHS)) - YAOCKOHAIEHHS
3aTBEPAKEHOT METOAMKN BUNPOBOYBaHHSA 3a
NOKa3HUKOM «OHOPIAHICTb [030BaHUX OANHULIb»
08 Aitoyoil peyoBrHU CUMETUKOH. 3MiHa MeToay
BMNpobyBaHHs i3 Ph. Eur. 2.2.24 na USP <854>
Ta USP <905>. Takox B HaliMeHyBaHHi NoKa3Huka
«OfHOpigHICTb A030BaHNX OANHULE. CUMETUKOH»
B Cneyudpikauii M3 BHoCUTbCA NpumiTka (*
noniguMeTUICUNOKCaHy Bif 3asiB/IEHOI KifIbKOCTI
CUMETUKOHY). 3MiHu Il TUny - 3MiHW 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. KOHTPO/Ib rOTOBOrO
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikaLin Ta/abo AONYCTUMKX MEX FOTOBOrO
NiKapcbKoro 3acoby (3MiHa 3HaxoAMTbLCA No3a
3aTBEPMHKEHVMI AONYCTVMUMU MEXaMU
cneumgikaLiii) - po3LIMPEHHS HUXHBOI MeXi
KpuTepiiB NpUIAHATHOCTI B cnevuudikayii M3 Ha
BUMYCK Ta NPOTATOM TEPMiHY NpUAAaTHOCTI Ta
3BY)XEHHSI BEPXHbOI MEeXi KpUTepiiB NPUIAHATHOCTI
B cneuudikauii M13 npoTArom TepMiHy
npuaaTHOCTI 3a NokasHUKoM «KinbkicHe
BM3HaUYeHHs. CUMETUKOH» /11 NPUBEAEHHS [0
BMMOr MoHorpadii Simethicone Tablets USP.
Takox B HaliMeHyBaHHi nokasHuka «KinbkicHe
BU3Ha4YeHHs. CuMeTUKoH» B Cneuudikauii N3
BHOCUTbCH NpUMITKa (* NONiANMETUNCUIOKCaHY Bif
3as1B/1IEHOT KiIbKOCTi CUMETUKOHY).

82. | KOMBICINA3 TabneTku, BKPUTI OPIrAHOCWH OAE EBepTomxeH Navid IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3
M® nAiBKOBOO NAN®CAEHC CaeHcms Jliviteq 3MiHuM | TMNY - 3MiHK 3 AKOCTI. [OTOBUIA NiKapCbKWii peyenma
FACTPOKOM | o6onoHkot in bulk N3 (E® 3ET 1) 3aci6. KoHTposb roToBOro nikapcbkoro 3acoby.
DPOPT no 5000 Tabnetok y 3MiHa y MeTofax BUNPo6yBaHHA roTOBOr0
NOABINHNX NiKapcbKoro 3acoby (iHwWi 3MiHM y MmeTogax
nonieTueHoBmx BMNpOoGYyBaHb (BK/IOYalouM 3amiHy abo
nakeTax [OMOBHEHHS)) - YAOCKOHANEHHS 3aTBepKEeHOT
MEeTOAMKN BUNPOGYBaHHS 3@ MOKA3HNKOM
«KinbKicHe BU3HAYEHHS» 4715 [i040i Pe4OBUHM
CvMeTUKOH. 3MiHa MeToAy BUNpo6yBaHHs i3 Ph.
Eur. 2.2.24 Ha USP <854>. 3MiHu | Tuny - 3miHn 3

UA/15711/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

AKoCTi. [0TOBWIA Nikapcbkunii 3aci6. KoOHTposb
roToBOro nikapcbkoro 3acoby. 3miHa y MeTogax
BMNPOBYBaHHSA rOTOBOTO NiKapCbKOro 3acoby (iHLwi
3MiHM y MeTogax BUNpobyBaHb (BKIOHaKUN
3amiHy ab0 [OMOBHEHHS)) - YAOCKOHAIEHHS
3aTBEPMKEHOT METOAMKN BUNPOOYBaHHSA 3a
NOKa3HUKOM «OHOPIAHICTb [030BaHUX OANHULIb»
018 Aitodoil peyoBrHU CUMETUKOH. 3MiHa MeToay
BMNpobyBaHHs i3 Ph. Eur. 2.2.24 Ha USP <854>
Ta USP <905>. Takox B HaliMeHyBaHHi NoKa3Huka
«OfHOpIgHICTb A030BaHNX OANHUL. CUMETUKOH»
B Cneyudpikauii M3 BHoCUTbCA NpumiTka (*
noniguMeTUICUNIOKCaHy Bif 3asiB/IEHOI KifIbKOCTI
CYMETHUKOHY). 3MiHu Il TUny - 3MiHW 3 AKOCTI.
loTOBWIA nikapcbkuii 3aci6. KOHTPO/Ib rOTOBOrO
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikaLin Ta/abo [ONYCTUMUX MEX FOTOBOrO
NiKapcbKoro 3acoby (3MiHa 3HaxoAMTbLCA No3a
3aTBEPMHKEHVMI AONYCTVMUMU MEXaMU
cneumgikaLiii) - po3LIMPEHHS HUXHBOI MEXi
KpuTepiiB NpUAHATHOCTI B cnevuudikayii M3 Ha
BUMYCK Ta NPOTATOM TEPMiHY NpuAaTHOCTI Ta
3BY)XEHHSI BEPXHbOI MEeXi KpUTepiiB NPUIAHATHOCTI
B cneuudikauii 13 npoTArom TepMiHy
npuaaTHOCTI 3a NokasHUKoM «KinbkicHe
BM3HaUYeHHs. CUMETUKOH» /11 NPUBEAEHHS [0
BMMOr MoHorpadii Simethicone Tablets USP.
Takox B HaliMeHyBaHHi noka3Huka «KinbkicHe
BU3Ha4YeHHs. CuMeTUKoH» B Cneuudikauii N3
BHOCUTbCA NpUMITKa (* NONiANMMETUNCUIOKCaHY Bif
3as1B/1IEHOT KiIbKOCTi CUMETUKOHY).

83.

KOPIO/NI®

Tabnetku no 12,5
Mr; o 7 TabneTok y
6nicTepi; no 4
6nictepu y
KapTOHHI Kopoo6L;
no 10 Tabnetok y
6nictepi; no 3
6nictepn y
KapTOHHIli KopoobLi

KPKA, a.4.,
HoBso mecTo

CnoseHisi

BUPOBHMLTBO “in
bulk”, nepBrHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b cepii Ta
Bunyck cepii: KPKA,
A.4., HoBo mecTo,
C/0BeHIsi; KOHTPO/b
cepii: KPKA, a.4.,
HoBo mecTo,
CnoBeHis

CnoBeHisa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3Mminu | TUNY - 3MiHK Wopao 6esnekn/edeKTUBHOCTI
Ta chapmakoHarnsgy. 3MiHu y KOpoTkili
XapakTepucTuL NikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT A/19 MeANYHOro
3aCTOCYBaHHSA reHepuYHNX/ribpuaHmx/6ionogioHx
NiKapcbknx 3acobiB Nic/s BHECEHHS TiET camoi
3MiHM Ha pethepeHTHW npenapaT (3MiHa He
noTpebye HafiaHHS XXOAHNX HOBUX AOAATKOBUX
AaHunx). 3MiHW BHECEHO A0 IHCTPYKLUi AnA
MEeAMYHOro 3acTOCyBaHHSA NikapcbKoro 3acoby y
po3ainv "B3aeMogis 3 iHWMMK NiKapCbKUMu
3aco6amu Ta iHLWi BUAK B3aemogiit”, "OcobnmBocTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta 4o3n",
"Mo6iuHi peakuyii" 3rigHoO 3 iHopMaLieto Woao
MeAMYHOro 3acTocyBaHHA pedhepeHTHOro
nikapcbkoro 3acoby (Eucardic, tablets). BeegeHHs

3a
peyenmom

He
niosnsea
€

UA/4128/01/02
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
3MiH NPOTAroM 6-TM MicALIB Nic/1A 3aTBepPAKEHHS
84. | KOPION® Tabnetku no 25 mr, KPKA, a.4., CnoseHis BUPOBHMLTBO “in CnoseHisa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/4128/01/03
no 7 TabneTtok y HoBo mecTO bulk”, nepsuHHe Ta 3MmiHu | TUNY - 3MiHK Wopao 6esnekn/edeKTUBHOCTI peyenmom nionsiea
6nicTepi; no 4 BTOPUHHE Ta chapmakoHarnsgy. 3mMiHu y KopoTkili €
6nictepu y nakyBaHHs1, XapakTepucTuL Nikapcbkoro 3acoby, TekcTi
KapTOHHI Kopoo6L; KOHTPO/b cepii Ta MapKyBaHHS Ta IHCTPYKUiT A/19 MeANYHOro
no 14 tabnetok y Bunyck cepii: KPKA, 3aCTOCYBaHHSA reHepuYHNX/ribpuaHmx/6ionogioHx
6nictepi; no 2 n.4a., HoBo mecTo, NiKapcbknx 3acobiB Nic/s BHECEHHS TiET camoi
6nictepn y C/0BEHISi; KOHTPO/b 3MiHM Ha pecthepeHTHW npenapaT (3MiHa He
KapTOHHI KopobL; cepii: KPKA, a.4., noTpebye HaJaHHS XOAHNX HOBUX A0OAATKOBMX
no 10 TabneTtok y Hoso mecTo, AaHux). 3MiHW BHECEHO A0 IHCTPYKLUi AnA
6nictepi; no 3 CnoBeHis MEeAMYHOro 3acTOCyBaHHSA NikapCcbKoro 3acoby y
6nictepu y po3ainv "B3aeMogis 3 iHWMMK NiKapCbKUMun
KapTOHHIlA KopooLi 3aco6amu Ta iHLWi BUAK B3aemogiit”, "OcobnmBocTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta 4o3n",
"Mo6iuHi peakuyii" 3rigHoO 3 iHhopMmaLieto Woao
MeAMYHOro 3acTocyBaHHA pedhepeHTHOro
nikapcbkoro 3acoby (Eucardic, tablets). BBegeHHs
3MiH NPOTAroM 6-TM MicALB Nic/1a 3aTBepAKEHHS
85. | KOPION® Tabnetku no 6,25 KPKA, a.4., CnoseHis BUPOGHMLTBO "in CnoseHisn BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a He UA/4128/01/04
Mr; Mo 7 TabneTok y HoBso mecTo bulk", nepenHHe Ta 3MiHM | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyenmom niosnsea
6nicTepi; no 4 BTOPVHHE Ta chapmakoHarnsagy. 3MiHu y KOpoTkili €
6nictepu B nakyBaHHs, XapakTepucTuL Nnikapcbkoro 3acoby, TekcTi
KapTOHHI Kopoo6L; KOHTPO/b cepii Ta MapKyBaHHS Ta IHCTPYKUiT 419 MeAMYHOro
no 10 Tabnetok y Bunyck cepii: KPKA, 3aCTOCYBaHHSA reHepuYHNX/ribpuaHux/6ionogioHMx
6nictepi; no 3 4.4a., HoBo mecTo, nNiKapcbknx 3acobiB Nic/s BHECEHHS TiET camoi
6nictepu B C0BeHisi; KOHTPO/b 3MiHM Ha pechepeHTHWI npenapaT (3MiHa He
KapTOHHIli KopoobLi cepii: KPKA, a.4., noTpebye HafaHHS XOAHNX HOBUX AOAATKOBMX
HoBo mecTo, AaHunx). 3MiHW BHECEHO A0 IHCTPYKLi Ans
CnoBeHis MEeANYHOro 3acToCyBaHHSA NikapCbKoro 3acoby y
po3ginu "MpoTtunokasaHHA", "B3aemMogis 3 iHWMMK
nikapcbkMKM 3acobamu Ta iHLWi BUAW B3aeMogiid",
"Oco6nmBOCTi 3acTocyBaHHA", "Cnocio
3acTocyBaHHs Ta go3u", "TMobiuHi peakuii” 3rigHo 3
iHcbopMmaLlieto Woa0 MegMYHOro 3acToCyBaHHs
pedoepeHTHOro flikapcbkoro 3acoby (Eucardic,
tablets). BBegeHHs1 3MiH NpoTAroM 6-Tn micauiB
nicns 3aTBepKeHHs
86. | KOPION® Tabnetku no 3,125 KPKA, 4.4., CnoBeHisi BMPOBHMLTBO "in CnoBeHis BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a He UA/4128/01/01
Mr; No 7 TabneTok y HoBo mecTO bulk", nepeuHHe Ta 3MmiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peuyenmom niosnsza
6nicTepi; no 4 BTOPUHHE Ta hapmakoHarnsgy. 3MiHW y KopoTkili €
6nictepn B nakyBaHHs1, XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi

KapTOHHI KopobL;
no 10 TabneTtok y
6nictepi; no 3
6nictepu B
KapTOHHIA KOpo6Li

KOHTPO/b cepii Ta
Bunyck cepii: KPKA,
A.4., Hoso mecTo,
C/l0BeHisi; KOHTPO/Ib
cepii: KPKA, a.4.,
HoBo mecTo,

MapKyBaHHs Ta iHCTPYKLUIiT 418 MeANYHOro
3aCTOCYBaHHA reHepuYHUX/ribpuaHnx/6ionodibHMx
NiKapCbKnX 3ac06iB NiC/1s1 BHECEHHS TiET camoi
3MiHM Ha pechepeHTHW npenapaT (3MiHa He
noTpebye Hafi@aHHs XOAHNX HOBUX AOAATKOBMX
AaHunx). 3MiHM BHECEHO A0 iIHCTPYKLUIi A5
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
CnoseHis MeAMYHOro 3acTOCYBaHHS ikapCbKoro 3acoby y
po3zinu "MpoTtunokasaHHA", "B3aemMogis 3 iHWMMK
nikapcbkvMK 3acob6ami Ta iHLi BUAW B3aemogiii",
"Oco6nMBOCTi 3acToCyBaHHs", "Cnoci6
3acTocyBaHHA Ta go3un”, "MobidHi peakui™ 3rigHo 3
iHcbopMmaLlieto Woa0 MegMYHOro 3acToCyBaHHs
pedhepeHTHOro sikapcbkoro 3acoby (Eucardic,
tablets). BBefeHHs1 3MiH NPOTAroM 6-Tn micsauiB
nicns 3aTBepipkeHHs
87. | KCANTO®AI | posunH ans iH exuiit, A/T Hoeo [aHia BMPOGHUK [Lanisa/ BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a UA/18253/01/01
® 100 O4/mn Ta 3,6 Hopgaick BiANOBiAaIbHMI 3a CnonyyeHi 3MiHu | TUny - 3MiHKM Wopao 6e3nekn/eteKTUBHOCTI peuenmom
mr/mn; no 3 My 36UpaHHA, LWratn Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHu Ao
KapTpuaXi, AKui MapKyBaHHA Ta y3arasibHeHUX JaHnx npo cucTemy
MICTUTbCA B BTOPWHHE thapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHnx
nonepeaHbLO nakyBaHHs rOTOBOrO npo cuctemy thapmakoHarnsgy, sMiHa
3aroBHeHi NpoAyKTY, KOHTPO/b yMOBHOBaXeHOT 0cobu, BignoBiganbHoOT 3a
6araTof030Biii AKOCTi FOTOBOrO 3[iiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
oHOpa3oBili NPOAYKTY: dhapmakoHarnagy 3asBHuka Ans 34iiCHeHHA
LINpuL-pyYLj, no 1, A/T Hoso Hopagick, thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA
3 abo 5 nonepefHbO [aHis; BUPO6HUK BiJ, yNOBHOB&XEHOT 0CO6MU, BiANOBIgaNbHOI 3a
3aroBHEHVX LWNpuL- Hepo3acoBaHoro 3fjificHeHHs hapmakoHarnsagy (Bkioyarun
PYYOK B KApTOHHIA npoaykTy, KOHTaKTHi fjaHi) Ta/abo 3MiHM Yy PO3MiLLeHHi
Kopoou,i HanoBHEHHS, mMacTep-gaiina cuctemu hapmMakoHarasay). 3miHa
nepBMHHA yNakoBka, YMOBHOBaXEHOT 0CO6YM 3asBHMKa, BignoBigaibHOI
nepesipka Ta 3a hapmakoHarnsg,
KOHTPO/b SKOCTI, [Litoua pepakuin: KapcteH Jlonnike. MNponoHoBaHa
BiANOBIAa/IbHWN 3a pepakuisi: i3 MpimmLueliB. 3MiHa KOHTaKTHUX
BUMYCK Cepili [aHnX YNoBHOBaXKEHOT 0CO6W 3as1BHNIKA,
KiHLLeBOro MPOAyKTY: BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MiHa
A/T Hoso Hopgick, KOHTaKTHUX AaHWNX KOHTaKTHOI 0CO6U 3asiBHYKA,
[aHist; BUpobHULTBO BiANOBiAaNbHOI 3a hapmakoHarnsg B YkpaiHi
NPOAYKTY,
HamnoBHEHHS
KapTpuoKy Ta
KOHTPONb SIKOCTI
npoayKuii;
KOMMN/IEKTYBaHHS,
MapKyBaHHSA Ta
BTOPUHHE
nakyBaHHS roTOBOro
niKkapcbKoro 3acoby:
Hoso Hopgick
dapmachboTikan
IHgacTpis, /M,
CnonyyeHi Wratn
88. | NIEBEMIP® PO34MH ANS iH'EKUi, A/T Hoso [aHis BMPOGHUK [aHisa/ BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis: 3a UA/4858/01/01
®/IEKCNEH® | 100 O4/mn; no 3 mn Hopgaick Hepo3ghacoBaHOro Bpasunisi/ 3MiHu | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peuenmom
y KapTpuaxi; no 1 NPOAYKTY, PpaHuis Ta papmakoHarnsgy. BeegeHHs abo 3miHv o
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
KapTpuaxy B HanoBHEHHS B y3ara/ibHeHUX JaHnx npo cucTemy
6araTtof030Biii MeHin®, nepBnHHa thapMakoHarnagy (BBefeHHs y3arasibHeHUX JaHnx
0/lHOpPa30Biii yrnakoBKa, KOHTPO/1b npo cuctemy thapmakoHarnsgy, sMiHa
WwnpuL-pyylj; no 1 AKOCTI Ta yMOBHOBaXeHOT 0cobu, BignoBiganbHOT 3a
a60 5 wWnpuy-pyyok BiANOBiAaIbHMI 3a 3[iiCHEeHHs1 hapMakoHar/say; KOHTaKTHOI 0cobu 3
Y KapTOHHii Kopobuj BUMYyCK cepil thapmMakoHarnsgy 3asBHvKa ANs 34iACHEHHS
KiHLLEBOro NPOAYKTY: chapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA
A/T Hoso Hopgaick , Bifl yNOBHOBaXeHOI 0cobu, BiAnoBigabHOI 3a
[aHis; BUpO6HMK 3pjicHeHHs chapMakoHarnsgy (Bkioyaryn
npoayKuii 3a NOBHUM KOHTaKTHi fjaHi) Ta/abo 3MiHM Yy PO3MiLLEHHi
umknom: Hoso macTep-haiina cuctemun dpapmakoHarnsgy) -
Hopgaick 3MiHa YNnoBHOBaXXeHOI 0CcObM 3asBHUKA,
MpoptokcboH CAC, BiANOBiAaNbHOI 3a thapmakoHarnsg,
PpaHuis; [Oitova pepakuin: KapcteH Jlonnike. -
MapKyBaHHsA Ta MponoHoBaHa pegakuis: /i3 FpiMMmLueiiB. - 3miHa
ynakoska KOHTaKTHUX [aHWNX YOBHOBaXXEHOT 0CO6M
®riekcleH®, 3asBHVIKa, Bi4NOBiganbHOI 3a hapMakoHarnsag,. -
BTOPUHHE 3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0cobu
nakyBaHHs: A/T 3asBHMKa, BiANOBIAANbHOI 3a hapmakoHarnsag B
Hoso Hopgick, YKpaiHi.
[aHis; BUpo6HUK
Onsa 36MpaHHs,
MapKyBaHHSA Ta
ynakoBka
dnekclleH®,
BTOPWHHE
naxkyBaHHs: A/IT
Hoso Hopagaick,
[aHisi; BUpo6HUK
Hepo3acoBaHol
npoaykKuii,
HarnoBHEHHS B
MeHdin®, nepsuHHa
ynakoBska Ta
36MpaHHs,
MapKyBaHHSA Ta
ynakoska
dnekcleH®,
BTOPWHHE
nakyBaHHs: HoBo
Hopgick MNMpoaykao
dapmaceyTika [0
Bpasinb NITaa.,
Bpasunis
89. | NINOAEMIH TabneTku, BKPUTI MPO®APMA Manbta AkTasic /T4 ManbTa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a He UA/13501/01/02
MN/1iBKOBOIO IHTEpHEeLLHN 3minu | TUNYy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI peyenmom nionsiea
060/10HKO10, M0 20 TpeiguHr Ta chapmakoHarnsgy. 3miHa y KopoTkili €
mr; no 10 TabneTok Nimiteq XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi
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n/n

Hassa
JliKapcbK0O20

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3acoby

y 6nicTepi; no 3
6nictepu B

KapTOHHIN navui

MapKyBaHHS Ta iIHCTPYKLUiT 415 MeAnYHOro
3aCTOCYBaHHA Ha MigcTasi perynsipHo
OHOBJIHOBAHOrO 3BiTY 3 6€3MeKun NiKapcbkoro
3acoby, abo gocnifxeHb 3 6e3nekn 3acTOCyBaHHS
nikapcbKoro 3acoby B nic/ispeecTpaviitHuii nepios,
ab0 K pesynbTar OLiHKM 3BITY 3 AOCNIAKEHD,
NpoBefeHNX BiAMOBIAHO A0 NiaHy negiaTpudHnX
pocnipkeHs (PIP) (3MiHy y3rofxeHo 3
KOMMNETEHTHVM YNOBHOB&XEHNM OpraHoMm)
3MiHN BHECEHO A0 IHCTPYKLii 415 MegUYHOro
3aCTOCYBaHHSA NikapcbKoro 3acoby y posainu
"dapMakonoriyHi BnactmeocTi”,
"MpoTrnokasaHHsa", "B3aeMogis 3 iHLLUMK
nikapcbkrMKM 3acobamMu Ta iHLWi BUAn B3aeMogiid",
"Oco6nmBOCTi 3acTocyBaHHA", "Cnocib
3acTocyBaHHA Ta A031" BigMNoBiAHO 4O OHOB/EHOI
iHchopMmaLii 3 6e3neku Aitoyoi pevyoBuHU. 3MiHU |
MRy - 3MiHM LWoAo 6e3nekn/edeKkTNBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkil
XapakTepucTuL Nikapcbkoro 3acoby, TeKcTi
MapKyBaHHA Ta IHCTPYKUiT A/18 MeANYHOro
3aCTOCYBaHHA Ha MifgcTasi perynsipHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3neKkn NikapCbKoro
3acoby, abo foc/iAKeHb 3 6e3MneKkn 3acTOCyBaHHSA
nikapcbKoro 3acoby B Mic/iAspeecTpaviitHuii nepiog,
ab0 sK pe3ynbTar OLIHKN 3BITY 3 AOCNIIKEHD,
npoBefeHnX BiANOBIAHO A0 NAaHy negiaTpuyiHnX
pocnipxeHb (PIP) (3MiHy y3rompkeHo 3
KOMNETEHTHUM YNOBHOBAXEHUM OpraHom). 3MiHu
BHECEHO [0 iIHCTPYKLii 418 MegnyHoro
3acTOCyBaHHS NikapcbKoro 3acoby y po3aim
"B3aemogis 3 iHWKMU Nikapcbkumn 3acobamu Ta
iHWi BMAW B3aemogiii", "OcobnmsocTi
3actocyBaHHs", "lMob6iyHi peakuii” BignoBigHO A0
OHOBJIEHOI iHChopMaLlil 3 6e3nekn Aitoyoi
PEYOBUHM.

90.

NINOAEMIH

TabneTku, BKpUTI
NAiBKOBOO
060n0HkKo0, Mo 10
mr; no 10 Tabnetok
y 6nictepi; no 3
6nictepu B
KapTOHHI nayui

MPO®PAPMA
IHTEepHeLHN
TpehguHr
Nimiteq

ManbTa

AkTasic /ITa

MasnbTa

BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis:
3MiHM | TUnYy - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI
Ta thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAnYHOro
3acTocyBaHHA Ha nigcTasi perynsipHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3neKkn NikapCbKoro
3acoby, abo focnigxeHb 3 6e3nekn 3acToCyBaHHsA
nikapcbKoro 3acoby B nicnspeecTpaviiiHnii nepiog,
ab0 Sk pe3y/bTar OLiHKM 3BTy 3 AOCNIAKEHb,
npoBeAeHnX BiANOBIAHO A0 MaHy nejiatpudHmnx
pocnigpkenb (PIP) (3MiHy y3romkeHo 3

3a
peyenmom

He
nionsiea
€

UA/13501/01/01
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n/n

Hassa
JliKapcbK0O20

dopma sunycKy

(nikapcbka chopma,

ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3acoby

KOMMNETEHTHUM YNOBHOBaXXEHVIM OpraHom)
3MiHV BHECEHO [0 IHCTPYKUIT ANs MeAUYHOro
3acTOCyBaHHSA NiKapcbKoro 3acoby y po3ginm

"apmakonoriyHi BnactmsocTi”,
"MpoTmnokasaHHA", "B3aemogis 3 iHWKMMK
nikapcbkMK 3aco6ami Ta iHLWi BUAW B3aemogiii",
"Oco6nMBOCTI 3acTOCyBaHHS", "Cnoci6
3aCcTOCyBaHHSA Ta [403U" BifnoBigHO 40 OHOB/EHOT
iHchopmawii 3 6e3neku gitoyoi peqyoBuHU. 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. 3miHa y KopoTkili

XapaKkTepucTuL Nikapcbkoro 3acoby, TeKcTi

MapKyBaHHS Ta iIHCTPYKLUiT 415 MeAnYHOro
3aCTOCYBaHHA Ha MifgcTasi perynsipHo

OHOBJIHOBAHOrO 3BiTY 3 6€3MeKun NiKapcbkoro

3acoby, abo gocnifxeHb 3 6e3nekn 3acTOCyBaHHS
nikapcbKoro 3acoby B nic/ispeecTpaviitHuii nepios,
ab0 fAK pesynbTar OLiHKM 3BITY 3 AOCNIAKEHD,
npoBeAeHNX BiAMOBIAHO A0 NAaHy negiaTpudHnX
pocnipkeHs (PIP) (3MiHy y3rofxeHo 3
KOMMNETEHTHVUM YNOBHOB&XXEHVM OpraHoM). 3MiHu
BHECEHO [0 iHCTPYKLIiT 415 MeANYHOro
3aCTOCYBaHHSA NMikapcbKoro 3acoby y posainu
"B3aemogis 3 iHWVMK nikapcbkumn 3acobamu Ta
iHWi BUAn B3aemogijin”, "Ocob6mBoCTi
3acTocyBaHHs", "Mo6iuHi peakuii” BignoBigHO A0
OHOBJIEHOI iHdhopMaLiii 3 6e3neku gitoyoi
PEYOBUHN.

91.

NINPUMAP®

TabneTku, BKPUTI
nAiBKOBOO
obonoHkoto, no 20
Mmr; no 10 TabneTok
y 6nictepi; no 3
6nictepu abo no 10
6nictepiB y
KapTOHHIl KopoobLi

Biatpic
CnewenTi
nnc

CLIA

Bupo6HMLTBO in
bulk, nepsuHHa Ta
BTOPWHHA ynakoBKa,
KOHTPO/Ib AKOCTi Ta
BWMNYCK Cepil:
Mdpaiizep
MeHtohekUypuHr
[onuneng MrmoéX,
HimeuumnHa;
BUPOBHMLTBO in
bulk, koHTpONb
akocTi: MNdpaiizep
dapmactoTikan3
NNC, CWA

Himeuumnna/
CLWA

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3Mminu | TUNY - 3MiHK Wopao 6esnekn/edeKTUBHOCTI
Ta dpapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHnX Npo cucTemy
hapmakoHarnsgy (BBefeHHs y3arasibHEHUX JaHnx
npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOB&XEHOT 0co6M, BiANOBIfaNbHOI 3a
3[iiCHEHHS (hapMakoHarnsay; KOHTakTHOI 0cobu 3
thapmakoHarnagy 3asBHUKa AN5 34iCHEHHSA
thapMakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6W, BiAMNOBIga/IbHOI 3a
3pificHeHHs hapmakoHarnsay (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-haiina cuctemn thapmakoHarnsagy) -
3MiHa KOHTaKTHMX AaHNX YNOBHOBaXKEHOT 0CO6U
3asBHYVKa, BiANoBiAa/IbHOI 3a hapMakoHarnsg.
3MiHa MicLe3HaxoMKeHHss macTep-aiina
cmucTeMu dpapmakoHarnsgy. 3miHa micus
3[iACHEHHS1 OCHOBHOI AisiNIbHOCTI 3

hapmakoHarnsgy

3a
peyenmom

UA/2377/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
92. | NINPUMAP® TabneTkun, BKpUTI Biatpic CLWA Brpo6HMLTBO in HimeuunHa/ BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a UA/2377/01/02
NAiBKOBOO CnewenTi bulk, nepsuHHa Ta CLWA 3MiHY | TUNY - 3MiHK Wwopao 6e3nekn/etpeKTUBHOCTI peuyenmom
060n0HKo0, N0 40 nnc BTOPVHHA yNnakoBKa, Ta hapmakoHarnsagy. BeegeHHs abo 3miHu o
mr; no 10 TabneTok KOHTPO/Tb AKOCTi Ta y3ara/ibHeHUX JaHnx npo cucTemy
y 6nictepi; no 3 BUNYyCK cepil: thapMakoHarnagy (BBefeHHs y3arasibHeHUX JaHnx
6nictepu B Mdcpaiizep npo cuctemy thapmakoHarnsgy, smiHa
KapTOHHIli Kopoobui MeHodekuypuHr yMOBHOB&aXeHOT 0cobu, BignoBiganbHOT 3a
Hoiunena MrmoéX, 3[iiCHEeHHST hapMakoHarsay; KOHTaKTHOI 0cobu 3
HimeuumnHa,; chapmakoHarnsgy 3asBHuKa AN 3LiCHEHHS
BMPOGHULTBO in chapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA
bulk, koHTpONb Bifl yNOBHOBaXeHOI 0co6u, BiAnoBigabHOI 3a
akocTi: Mdpaiizep 3ailicHeHHA hapMakoHarnsgy (BKiyaum
dapmactoTikan3 KOHTaKTHi fjaHi) Ta/abo 3MiHM Yy PO3MiLLEHHi
NNnc, CWA macTep-gpaiina cuctemu hapmakoHarnsgy) -
3MiHa KOHTaKTHUX AaHnX YNOBHOBAXEHOI 0Co6u
3a8BHWKa, BiANOBIAaNbHOI 3a thapmakoHarnsag,.
3MiHa MicLe3HaxoMKeHHs1 MacTep-aiina
cucTeMu chapmakoHarnagy. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3
chapmakoHarnsgy
93. | NINPUMAP® TabneTku, BKPUTI Biatpic CLA Bupo6bHMLTBO in HimeuuunHa/ BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/2377/01/04
MN/1iBKOBOIO Cnewenri bulk, nepeuHHa Ta CLWA 3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI peyenmom
060/10HKOI0, M0 10 nnc BTOPMHHA ynaKkoBKa, Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu a0
mr; no 10 TabneTok KOHTPO/1b AKOCTi Ta y3arasibHeHVX AaHnx Npo cuctemy
y 6nicTepi; no 3 BWMNYCK Cepil: hapmakoHarnsgy (BBeAeHHs y3arasibHEHUX JaHux
6nictepu a6o no 10 Mdpaiizep npo cuctemy hapmakoHarnsgy, amiHa
6nicTtepiB y MeHtodekuypuHr yMNOBHOBaXeHOT 0cobu, BigNoBifanbHOI 3a
KapTOHHIli KopoobLi [Hoiuneng MrvoéX, 3[iiCHeHHs1 hapMakoHars4y; KOHTaKkTHOI ocobu 3
HimeyumnHa; chapmakoHarnsgy 3asaBHuKa AN 34iliCHeHHS
BMPOGHULITBO in thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA
bulk, koHTponb Bifl yNOBHOBaXeHOI 0co6Wu, BiAMoBiga/IbHOI 3a
skocTi: Mdpaiizep 3[iicHeHHs chapMakoHarnsay (Bkiyakyn
dapmactoTikan3 KOHTaKTHI fjaHi) Ta/abo 3MiHM Yy PO3MiLLEHH
NNC, CWA macTep-ghaiina cuctemn hapmakoHarnsgy) -
3MiHa KOHTaKTHUX faHWUX YNOBHOBaXEHOT 0cObM
3asBHWMKa, BiANOBIAaNbHOI 3a thapmakoHarnsag,.
3MiHa MicLe3HaxomkeHHss MacTep-caiina
cuctemu chapmakoHarnagy. 3miHa micus
3[iACHEHHSI OCHOBHOI AifNbHOCTI 3
chapmakoHarnsgy
94. | NINPUMAP® TabneTku, BKPUTI Biatpic CLWA MepBuHHA Ta HimeuuunHa/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/2377/01/03
NAiBKOBOO CnewenTi BTOPMHHA ynakoBkKa, CLWA 3MiHM | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyernmom
obonoHkoto, no 80 nnc KOHTPO/Ib AKOCTi Ta Ta dpapmakoHarnsgy. BeegeHHs abo 3miHu o
Mmr; no 10 TabneTok BUNYCK cepi: y3arasibHeHUX AaHuX Npo cuctemy
y 6nictepi; no 3 Mdpaiizep hapmakoHarnagy (BBe4EHHS y3arasibHEHNX JaHnX
6nictepu B MeHtohekyypuHr npo cuctemy hapmakoHarnsgy, amiHa
KapTOHHIli KopooLi Hoiuneng Mm6X , YNOBHOBaXEHOT 0cO6M, BiANOBIfaNbHOI 3a
HimeyuunHa; 34iiCHEHHS dpapMakoHarnsay; KOHTaKTHOI 0cobu 3
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
BMPOGHULITBO in thapmakoHarnagy 3asBHUKa A5 34iCHEHHSA
bulk, koHTpONb thapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
akocTi: Mdpainzep Bifl YNOBHOBaXeHOI 0co6MU, BiANOBIAa/IbHOI 3a
dapmactoTikan3 3pificHeHHs hapmakoHarnsgy (BkioYakyn
NNnc, CWA KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-haiina cuctemun dhapmakoHarnsgy) -
3MiHa KOHTaKTHMX AaHNX YNOBHOBaXKEHOT 0CO6U
3asBHVKa, BiANOBiAa/IbHOT 3a hapMakoHarnsag.
3MiHa MicLe3HaxoMKeHHA MacTep-aiina
cucTeMu dpapmakoHarnsgy. 3miHa micus
3[iACHEHHSI OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsgy
95. | MAKOKC 150 | kancynu no 150 wmr, Makneogc IHais Makneopc IHgis BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: - UA/6797/01/01
in bulk: no 500 a6o dapmacboTUK PapmacbloTUKanc 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKuii
1000 kancyny anc Nimiteq, Niviteq 3aci6. KOHTposib roTOBOro Nikapcbkoro 3acooby.
N1acTUKOBIl 6aHLi 3miHa napameTpiB cneyudikauii Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapcbkoro 3acoby
(iHLWi 3MiHK), BBEAEHHSA NEPIOAVYHOCTI KOHTPO/IIO B
Cneuudikauii /13 3a nokasHMKOM
«Mikpob6ionoriyHa uncTota», a came: «He
PYTUHHWIA TECT NpU BUMYCKY cepii. BunpobyBaHHsA
NPOBOAMTLCS Ha MePLUNX TPbOX BasligauiiHnX
cepisix, @ NOTIM Ha KOXHIili nepLuili Ta KOXHil
AecATil cepii Ha pik»
96. | MAKOKC 150 kancynv no 150 wr, Makneogc IHAja Makneopc IHAjsA BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis: 3a UA/6796/01/01
no 10 kancyny PapMacbioTUK PapmacboTuKanc 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuii peyernmom
6nicTepi; no 10 anc flimiteq Nimviteq 3aci6. KoHTposb roToBOro Mikapcbkoro 3acoby.
6nicTepiB y 3miHa napameTpiB cneyudikauii Ta/abo
KapTOHHi kopobuy; [0NYyCTUMUX MEX rOTOBOrO JliKapCbKOro 3acoby
no 10 kancyny (iHLWi 3MiHK), BBEAEHHS NEPIOANYHOCTI KOHTPO/IIO B
cTpwuni; no 10 Cneuumdpikauii /13 3a NoOKasHWKOM
CTPUNIB Y KAPTOHHIi «MikpobionoriyHa uncTota», a came: «He
KOpOoo6Li PYTUHHWIA TECT NpU BUMYCKY cepii. BunpobyBaHHsA
NPOBOANTLCA Ha NEPLUMX TPbOX BavTifaLinHNX
cepisix, @ NOTIM Ha KOXHIili nepLuili Ta KOXHil
AecATili cepii Ha pik»
97. | MAKOKC 300 | kancynu ro 300 mr, Makneoac IHais Maxkneopc IHais BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/6796/01/02
no 10 kancyny PapmMacbioTuK dapmacbloTUKanc 3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKWii peyenmom
6nictepi; no 10 auic Nimitepq, Nimiteq 3aci6. KOHTposib roTOBOro NiKapcbkoro 3acooby.

6nicTepiB y
KapTOHHI Kopobuyj;
no 10 kancyny
cTpwuni; no 10
CTPUNIB Yy KAPTOHHIl
KopoobUi

3miHa napameTpiB cneyudikauii Ta/abo
[ONYCTUMMX MEX rOTOBOrO NiKapCbKOro 3acoby
(iHWi 3miHM), BBEAEHHS NEPIOANYHOCTI KOHTPO/IO B
Cneuumdpikauii /13 3a NoOKasHWKOM
«MikpobionoriyHa uncToTa», a came: «He
PYTVHHWIA TECT NpU BMNYCKY cepii. BunpobyBaHHs
NPOBOANTLCA Ha NEPLUMX TPbOX BauTigaLinHNX
cepisix, @ MOTIM Ha KOXHili NepLUiil Ta KOXHIl
LECATIN cepii Ha pik»
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
98. | MAKOKC 300 kancysv no 300 wr, Makneogc IHais Makneoac IHgis BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: - UA/6797/01/02
in bulk: no 500 a6o PapmacboTUK PapmacbloTUKanc 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapCbKuii
1000 kancyny anc Nimiteq, Nimitep 3aci6. KoHTposib roTOBOro Nikapcbkoro 3acooby.
N1acTUKOBIl 6aHLi 3miHa napameTpiB cneuudikauii Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapcbKoro 3acoby
(iHLWi 3MiHKW), BBEAEHHSA NEPIOANYHOCTI KOHTPO/IIO B
Creumdpikauii /13 3a nokasHMKOM
«MikpobionoriyHa yncToTa», a came: «He
PYTWHHWIA TECT NpU BUNYCKY cepii. BUnpobyBaHHs
NPOBOANTLCS Ha MEPLUNX TPbOX BasligauiiHnX
cepisix, @ NOTIM Ha KOXHili nepLUili Ta KOXHil
fecsTili cepii Ha pik»
99. | MEOOK/IAB® | TabneTku, BKpUTI Mepokemi Kinp Mepokemi NimiTeq, Kinp BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3a UA/4428/01/01
NAiBKOBOO nTa 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKuii peuenmom

060/10HKOI0, N0 500
mr/125 wr; no 8
Tabnetok y 6nictepi;
no 2 6nictepn y
KapTOHHIli KopoobLi

3aci6. KOHTposib roTOBOro Nikapcbkoro 3acooby.
3miHa napameTpiB cneyudikauii Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapcbkoro 3acoby
(nonoBHeHHSA cneuudikaLii HOBUM NOKa3HUKOM 3
BiANOBIAHUM METOA0M BMNPOGYBaHHS).
[JonoBHeHHs cnevmdikadii Ha 13 TecTom
«[onimep knaBynaHaty Ta iHWi h/lyopecLeHTHi
OOMILLKV» 3 BiANOBIAHUM METOA0M BMNPOGYBaHHS
y BignoBigHocTi A0 MoHorpadii «Co-amoxiclav
tablets» BP. 3minu | Tuny - 3MiHu 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
niKkapcbKoro 3acoby. 3mMiHa y MeToAax
BMNPOBYBaHHS rOTOBOTO JliKapCbKOro 3acoby (iHLwi
3MiHM Yy MeTogax BUNpobyBaHb (BKIOHYaKUN
3aMiHy abo 4OMOBHEHHS)). 3amiHa ABOX NOTOYHUX
mMeTogis BEPX ans BU3HAYEHHS CyMyTHIX JOMILLOK
AN aMOKCULMNIHY Ta KnaBy1aHOBOI KUC/IOTU Ha
oavH meTog, BEPX, sikuii € cninbHUM anst 060x
Ai0UMX pevyoBuH. AK HacnifokK, 3MiHUIach
cneuudikauis Ha 'N3.
3arBepaeHo:
Cneuudikauis npu BUNYCKy
CynyTHi AOMiLLK/

LOMILLKM aMOKCULMAIHY: KOXHOI iHAUBIAYabHOT
pomiwkm A, B, C, D, E, G, |, J - He 6inble 1,0%,
JomilKn KnaBynaHOBOT KUCOTW: KOXHOI
IHAMBIAYaNbHOT AOMILLKM He 6inbLue 1,0%, cyma
BCiX AOMILIOK — He Binbwe 2,0%
Cnevuudpikauis Ha TepMiH NpuAATHOCTI
CynyTHi JOMILLKM
[JlOMiLLKM aMOKCULMAIHY: KOXHOT iIHOUBIAYa/TbHOT
nomiwkm A, B, C, D, E, G, |, J - He 6inbLue 1,0%,
[ OoMiLLKM KnaBynaHOBOI KMCNOTU: KOXHOT
iHAMBIAYaIbHOI AOMILWKN He Ginblue 1,0%, cyma
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BCiX JOMILLOK — He binblie 2,0%
3anponoHoBaHo:
CneuudpikaLis npu BUNYCKY
CynyTHi AOMiLLKM
[OMILLKM aMOKCULNAIHY:

[Jowmiwka A: He 6inbLue 1,0%, Jomiwka B: He
6inbLe 1,0%, Adomiwka C: He Ginbe 1,0%,
[Jowmiwka D: He 6inblie 1,0%, Jomiwka E: He
6inbLwe 1,0%, Jomiwka F: He 6inbwe 1,0%,
[Jowmiwka G: He 6inbwe 1,0%, Jomiwka H: He
6inbwe 1,0%, Jomiwka I: He 6inbLie 1,0%,
[Jowmiwka J: He GinbLe 1,0%,
[Jomilkn knaBynaHoBOI KNCNOTH:
[Jowiwka D: He 6inblwe 1,0%, Jomiwka G: He
6inblue 1,0%, Byfb-sKa iHwa AOMILKU: He Gifblue
0,2%, Cyma gomiwok: He 6inbLue 4,0%
CreuundpikaLlis Ha TepMiH NpUAAaTHOCTI
CynyTHi AOMiLLKM
[omilkn amokenunniny:

[Jowmiwka A: He 6inbLue 1,0%, domiwka B: He
6inbLwe 1,0%, Jdomiwka C: He GinbLie 1,0%,
[Jowiwka D: He 6inblue 1,0%, Jowmiwka E: He
6inblue 1,0%, Aomiwka F: He 6inbie 1,0%,
[Jowmiwka G: He 6inbLue 1,0%, Jomiwka H: He
6inbwe 1,0%, Jomiwka |: He 6inblie 1,0%,
[Jowmiwka J: He 6inblie 2,0%,
[JlomilLkm knaBynaHoBOI KNCNOTH:
[Jowmiwka D: He 6inblwe 1,0%, Jdomiwka G: He
6inblue 1,0%, Byab-sKka iHLWa fOMILIKU: He GifbLue
0,2%, Cyma AOMILOK: He binbwe 5,0%

100.

MEAOKNAB®

TabneTku, BKpUTI
NAiBKOBOO
0060/10HKOI0, N0 875
mr/125 wr; no 7
Tabnetok y 6nictepi;
no 2 6nictepn y
KapTOHHI Kopo6Lyi

Megokemi
nTa

Kinp

Megokemi JliviTeq,

Kinp

BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis:
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuii
3aci6. KoHTposib roTOBOro Nikapcbkoro 3acooby.
3miHa napameTpiB cneyudikauii Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapcbkoro 3acoby
(nonoBHeHHSA cneuudikaLii HOBUM NOKa3HUKOM 3
BiANOBIAHUM METOA0M BMNPOGYBaHHS).
[JonoBHeHHs cnevmdikadii Ha 13 TecTom
«[onimep knaBynaHaty Ta iHWi h/1lyopecLeHTHi
OOMILLKV» 3 BiANOBIAHUM METOA0M BMNPOGYBaHHS
y BignoBigHocTi A0 MoHorpadii «Co-amoxiclav
tablets» BP. 3minu | Tuny - 3MiHu 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
niKkapcbKoro 3acoby. 3MiHa y MeToAax
BMNPOOGYBaHHS rOTOBOTO JliKapCbKOro 3acoby (iHLwi
3MiHM Yy MeTogax BUNpobyBaHb (BKIOHYaKUN
3aMiHy abo 4OMOBHEHHS)). 3amiHa ABOX NOTOYHUX
MeTogis BEPX 1151 BU3HAYEHHS CYMyTHIX JOMILLOK

3a
peyenmom

UA/4428/01/02
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1

[N aMOKCULMNIHY Ta KnaBy1aHOBOI KUC/IOTU Ha
oavH meTog, BEPX, skuii € cninbHUM anst 060x
AioUMX peyvyoBuH. AK HacnifokK, 3MiHUIach
cneuudikauis Ha 'N3.
3arBepaKeHo:

CneuudikaLis npu BUNYCKY
CynyTHi AOMiLLK/

[OMILLKM aMOKCULMAIHY: KOXHOI iHAUBIAYaIbHOT
nowmiwkm A, B, C, D, E, G, |, J - He 6inbLue 1,0%,
Jomilkn knaBynaHoOBOT KUCOTW: KOXHOI
iHAMBIAYyaNbHOT AOMILLKM He 6inbLie 1,0%, cyma
BCiX AOMILLOK — He binbLue 2,0%
Cnevnudpikais Ha TepMiH NpuAATHOCTI
CynyTHi OOMILLKM
JIOMILLKM aMOKCULIMAIHY: KOXHOT IHAUBIAYa/TIbHOT
nomiwkm A, B, C, D, E, G, |, J - He 6inbLue 1,0%,
[ OoMiLLKM KnaBynaHOBOI KMCNOTU: KOXHOT
iHAMBIAYaNbHOI AOMILKN He Ginblue 1,0%, cyma
BCiX JOMILLOK — He binblie 2,0%
3anponoHoBaHo:

CneuudpikaLis npu BUNYCKY
CynyTHi AOMiLLK/

[OMILLKM aMOKCULNAIHY:

[Jowmiwka A: He 6inbLue 1,0%, Jomiwka B: He
6inbLe 1,0%, Adomiwka C: He Ginbe 1,0%,
[Jowmiwka D: He 6inblie 1,0%, Jomiwka E: He
6inbLwe 1,0%, Aomiwka F: He 6inbwe 1,0%,
[Jowmiwka G: He 6inbwe 1,0%, Jomiwka H: He
6inbwe 1,0%, Jomiwka I: He 6inbLie 1,0%,
[Jowmiwka J: He GinbLe 1,0%,

[Jomilkn knaBynaHoBOI KNCNOTH:
[Jowiwka D: He 6inbwe 1,0%, Jomiwka G: He
6inblue 1,0%, Byfb-sKa iHwa AOMILKU: He Gifblue
0,2%, Cyma gomiwok: He 6inbLue 4,0%
CreundpikaLlis Ha TepMiH NpUAAaTHOCTI
CynyTHi AOMiLLKM
[Jlomilkn amokenunniny:

[Howmiwka A: He 6inbLue 1,0%, domiwka B: He
6inbLwe 1,0%, Jdomiwka C: He GinbLie 1,0%,
[Jowiwka D: He 6inblue 1,0%, Jowmiwka E: He
6inblue 1,0%, Aomiwka F: He 6inbie 1,0%,
[Jowmiwka G: He 6inbLue 1,0%, Jomiwka H: He
6inbwe 1,0%, Jomiwka |: He 6inblie 1,0%,
[Jowmiwka J: He 6inble 2,0%,

[JlomilLkm knaBynaHoBOI KNCNOTH:
[Jowmiwka D: He 6inblwe 1,0%, Jdomiwka G: He

6inblue 1,0%, Byab-sKka iHLWa fOMILIKU: He GifbLue

0,2%, Cyma AOMILOK: He Binbwe 5,0%
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
101. | MENITOP® TabneTkun, BKpUTI ne ®paHuia Nab6opaTtopii Ceps' € ®paHuia/ BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a UA/4972/01/01
NAiBKOBOO NABOPATYA IHOacTpi, ®paHLuis; IpnaHgis 3MiHY | TUNY - 3MiHK Wwopao 6e3nekn/etpeKTUBHOCTI peuyenmom
060/10HKOI0, M0 25 P CEPBE Ceps’e (IpnaHgis) Ta thapmakoHarnsgy. 3miHa yactotun Ta/abo
Mr; no 14 tTabnetok IHpacTpic /T4, TEPMiHiB NOAAHHSA PErynsipHO OHOBJIIOBAHMX 3BITiB
y 6nicTepi; no 1 abo Ipnangis 3 6e3neku Nnikapcbkux 3acobiB. 3MiHM y YacToTi Ta
2, a6o 4 6nictepu B [artax nogaHHs perynsipHo OHOBJIHOBAHOTO 3BITY 3
KOpOo6Li 3 KapTOHY 6e3nexu.
[itoya pepakuis: YactoTa nofaHHsa perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku 3 poku. KiHuesa
gara ans BkyYeHHs gaHnx go PO3b6 -
19.02.2024 p. Oata nogaHHA - 19.05.2024 p.
MponoHoBaHa pefakuia: Yactota nogaHHA
perynsipHoO OHOBJIOBAHOTO 3BIiTy 3 6e3neku 5 pokis.
KiHueBa gata A5 BKIOYEHHS AaHux go PO36 -
19.02.2029 p . faTta nogaHHs - 20.05.2029 p.
PekomeH0BaHO A0 3aTBEPA)KEHHS BiAMOBIAHO A0
nepioANYHOCTI NOAaHHA PerynsapHO OHOB/IOBaHUX
3BITIB 3 6e3nekn Nikapcbkmx 3acobis y E€C.
102. | MEPOMNEHEM | nopouiok gns AHaHTa Benuka «BeHyc Pemepijc IHAjs BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3a UA/19067/01/01
AHAHTA PO3uunHy ans iH'ekuin | Megikeap /T4, BputaHis NimiTen» 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKuii peyenmom
abo iHdysiri no 1000 3aci6. KoHTposib roToBOro MikapcbKoro 3acoby.
mr; 1 conakoH 3 3MmiHa y meTogax BunpobyBaHHA roTOBOro
NMOPOLLKOM Y KOpo6Lji niKkapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHUX MeTogax BUNPOOYBaHHS) BHECEHHS
He3HayHol 3MiHN [0 MeToay BUNpobyBaHHs N3
3a NOKa3HUKOM «KinbKiCHe BU3HAaYEeHHs», a caMme
BiJKOPUroBaHO HaBaXKy BUNPOOOBYBaHOIo
npenapary Ta po3paxyHKoBy dhopmyny 3
ypaxyBaHHsM BCiX po3BefieHb BUNPO60BYyBaHOIO
Ta CTaHAAPTHOrO PO34MHIB.
103. | HEMPOM/AH | Ta6netku, BKpUTI [Op. Binbmap HimeyunHa [Op. Binbmap LLiBabe HimeuunHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 niosnsea UA/0414/01/01
T 060/10HKOI0 M0 15 Llisa6e Mm6X i vm6X i Ko. KI 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKuii peyenma €
Tabnetok y 6nictepi; Ko. KI 3aci6. Cuctema KoHTeliHep/3akynoptoBanbHWi

no 1 a6o no 2
6nictepu B
KapTOHHIli KopoobLi

3aci6. 3MiHa po3mipy ynakoBKu roToBOro
nikapcbKoro 3acoby (3miHa KisibKoCTi OANHULb
(Hanpuknag, TabneTok, amnyn TOLLO) B yNakoBLi:) -
3MiHa nosa fiana3oHoM 3aTBepXeHVX po3MipiB
ynakoBKM - 3MiHa No3a Jiana3oHoM 3aTBepAKEeHUX
PO3MIpiB YNakoBKM y 3B'A3KY 3 PiLlEHHAM
BMPOGHMWKA, a camMe: KiflbKicTb TabneTok y bnictepi
3MiHIOETLCA 3 20 Tab6NETOK, BKPUTUX 0OONOHKOD
(20x1) Ha 15 TabneTok, BKpUTUX 0OONOHKOD
(15x1), a po3mip ynakoBku 3 40 TabneTok, BKpUTHX
060/10HKOI (20x2) Ha 30 TabneToK, BKPUTUX
060/10HKO0 (15%2), 3 BigNOBIAHMMMN 3MiHAMK Y P.
«YnakoBKa. MNepByHHUIA NaKyBaNbHUA MaTepian
He 3MiHMBCSA. 3MiHV BHECEHO B po3zin "Ynakoska"
B IHCTPYKL,iI0 A8 MeANYHOro 3acToCyBaHHs
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
NiKapcbKoro 3acoby y 3B A3Ky 3i 3MiHO Po3Mipy
yrnakoBKW 3 BigNOBIAHMMMN 3MiHAMU Y TEKCTI
MapKyBaHHS YNakoBKW NiKapcbKoro 3acoby.
104. | HOBIFAH® TabneTku, BKpUTI [O-p Peppj'c IHais [O-p Pegpj'c IHgis BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 6e3 UA/5127/01/01
NAiBKOBOO Nab6opaTtopic Nab6opaTtopic BMNPaB/IEHHS TEXHIYHOT NOMUKM, NOB’A3aH0 3 peyenma
060/10HKOI0, nTp Nimiteq HEKOPEKTHUM NepeHeceHHaM iHdhopmauii 3
no 10 Tabnetok y Marepianis BUPOGHMKa A0 METOAIB KOHTPOJIIO,
6nictepi; no 1 JonylieHa noMmuska y 3a3HaveHi KilbKoCTi
6nictepy B TabneTok 3a po3ainom «3. CepegHsi Maca», Takox
KapTOHHIli KopoobLi JonylieHa TexHiyHa nomwuska npu nepeknagi MKsA
Ha yKpaiHCbKy MOBY, He 6yn0 nepeknafeHo Ha3By
«n.6 OfHOPIAHICTb A030BaHNX OAVHULb, MigNYHKTY
6) OAHOPIAHICTb A030BaHMX OAUHULb Ai04nX
peyoBUH (ibynpodpeHy)»
105. | HOBOEUT® MopoLLIOK AN AIT HoBo [NaHis NMPUroTYBaHHS, [Nanis/ BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/16751/01/04
pOo34nHy Ans Hopgaick pO3/1B Y NEpPBUHHE HimeuunHa 3MmiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peyenmom
iH eKuiiA, no 1500 nakyBaHHs, Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu a0

MO; no 1 chnakoHy 3
MOPOLLKOM Y
KOMMNEKTi 3
po3umnHHuKom (0,9%
PO34MH HaTPIO
xnopugy) no 4 mny
nonepeaHbO
HarnoBHEHOMY
LUINPWL, LUTOKOM
MOPLUHA Ta
nepexigHukom ans
hnakoHa B
iHAVBIAYabHIN
ynakosL|i B
KapTOHHIli KopooLi

niodpinisauis Ta
repes.ipka rotoBoro
niKkapcbKoro 3acooby,
KOHTPO/b AKOCTI
(mikpobionoriyHi
BUNPOGYBaHHS)
roTOBOrO
NikapcbKoro 3acoby:
A/T Hoso Hopgick,
[aHis; kKoHTponb
AKOCTi FOTOBOTO
niKkapcbKoro 3acoby:
A/T Hoso Hopgick,
[aHis;
NPUroTyBaHHs,
pO3MVB Y NepBUHHE
nakyBaHHs,
nioginisauia Ta
nepe.ipka rotoBoro
nikapcbKkoro 3acoby,
KOHTPONb SIKOCTI
(mikpobionoriuHi
BMMNPOGYBaHHS)
roToBOro
NiKapcbKoro 3acooby,
MapKyBaHHA Ta
BTOPVHHE
nakyBaHHs rOTOBOr0O
nikapcbKkoro 3acoby,
[ofaBaHHSA LUKanm

[0 wnpuua ans

y3arasibHeHVX AaHux Npo cuctemy
hapmakoHarnsagy (BBefeHHs y3arasibHeHnx faHux
npo cuctemy thapmakoHarnsgy, amMiHa
YNOBHOBaXXEHOT 0CO6MU, BigNOBiga1bHOI 3a
3[iiCHeHHA hapMakoHarnsAgy; KOHTakTHOT ocobu 3
chapmakoHarnsgy 3asaBHuKa AN 34iCHEHHS
hapMakoHarnsgy B YkpaiHi, SKLO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0cobu, BiAMNoBigabHOI 3a
3piicHeHHs chapMakoHarnsay (Bkioyakyn
KOHTaKTHi faHi) Ta/abo 3MiHM Yy PO3MiLLEHHi
macTep-gaiina cuctemy papmMakoHarnsgy). 3miHa
YNOBHOB&XXEHOT 0COOU 3a8BHMKA, BifNOBIgaNbHOI
3a thapmakoHarnsg,.

[Litoua pepakuin: KapcteH Jlonnike. MNponoHoBaHa
pepakuisi: iz MpimmLueliB. 3MiHa KOHTAKTHUX
LaHNX YNOBHOBaXEHOT 0CO6M 3asBHUKA,
BiANOBiAa/IbHOT 32 hapmakoHarnsag. 3miHa
KOHTaKTHUX AaHWUX KOHTaKTHOI 0CO6W 3asBHNKa,
BiANoOBiAaNbHOI 3a thapmakoHarnsag, B YkpaiHi
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BBeAEHHSA): A/T
Hoso Hopgick,
[Janis;
BiANOBiAa/IbHWIA 32
BMNyCK cepil
roTOBOrO
nikapcbKoro 3acoby:
A/T Hoso Hopgick,
[aHis; BUpo6bHULTBO
PO3YMHHMKA
(npuroTyBaHHs,
po3nuB, Nnepesipka,
KoMnekTauis,
MapKyBaHHA Ta
nakyBaHHs
Hepo3acosBaHoro
npoaykTy): BeTtep
dapma-depTiryHr
v6X i Ko. KT,
HimeyunHa

106.

HOBOENT®

NOPOLLIOK AN1AA
PO34nHyY Ans

iH ekuiiA, no 2000
MO, no 1 chnakoHy 3
MOPOLLKOM Y
KOMM/IEKTi 3
po3umnHHuKom (0,9%
PO34MH HaTpito
xnopugy) no 4 mny
nonepeaHbLO
HarnoBHEHOMY
LINPWL, LUTOKOM
NOpPLUHA Ta
nepexigHvukom ans
hnakoHa B
iHAVBIAYanbHin
ynakosBLi B
KapTOHHI Kopo6Lyi

AIT HoBso
Hopgaick

NaHis

NPUroTyBaHHs,
pO3/MB Y NepBUHHE
nakyBaHHs,
niodpinisauis Ta
nepesipka rotoBoro
niKkapcbKoro 3acooby,
KOHTPO/b AKOCTI
(mikpobionoriyHi
BUNPOGYBaHHS)
roTOBOro
nikapcbKoro 3acoby:
A/T Hoso Hopgick,
[aHis; KoHTponb
AKOCTi FOTOBOTO
niKkapcbKoro 3acoby:
A/T Hoso Hopgick,
[LaHist;
NPUroTyBaHHs,
pO3MVB Y NepBUHHE
nakyBaHHs,
nioginizauia Ta
nepe.ipka rotoBoro
nikapcbKoro 3acooby,
KOHTPONb SIKOCTI
(mikpobionoriuHi
BMMNPOGYBaHHS)
roToBOro
NiKapcbKoro 3acooby,

Nanis/
HimeuunHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu a0
y3arasibHeHUX JaHnX Npo cucTemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHnx
npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXXEHOT 0CO6MU, BigNOBiga1bHOI 3a
3[iiCHeHHs1 hapMakoHars4y; KOHTaKkTHOI ocobu 3
thapmakoHarnsgy 3asBHvKa A5 34iACHEHHS
hapMakoHarnagy B YkpaiHi, SKLO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6Wu, BiAMoBiga/IbHOI 3a
3[iicHeHHs chapMakoHarnsay (Bkiyakyn
KOHTaKTHI fjaHi) Ta/abo 3MiHM Yy PO3MiLLEHH
macTep-gaiina cuctemy hapmMmakoHarnsgy). 3miHa
YNOBHOB&XEHOT 0CO6U 3aABHMKA, Bi4NOBIgabHOI
3a thapmakoHarnsg,.

[itoua pepakuis: KapcteH /lonnike. MNponoHoBaHa
pepakuisi: i3 MpimmLueliB. 3MiHa KOHTAKTHUX
LaHNX YNOBHOBAXEHOT 0COOM 3asBHUKA,
BiANOBIAabHOI 3a thapmakoHarnsg,. 3miHa
KOHTaKTHUX [aHNX KOHTaKTHOT 0CO6U 3asBHNKa,
BiANOBiAaNbHOI 3a thapmakoHarnsag, B YkpaiHi

3a
peyerimom

UA/16751/01/05
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

MapKyBaHHA Ta
BTOPWHHE
nakyBaHHS! TOTOBOrO
nikapcbKoro 3acooby,
[ofaBaHHSA LLKanm
[0 wnpuua ans
BBeAEHHSA): A/IT
Hoso Hopgick,
[Janis;
BiANOBiAa/IbHWIA 32
BMNyCK cepil
roTOBOro
nikapcbKoro 3acoby:
A/T Hoso Hopgick,
[aHis; BUpo6bHNLTBO
PO3YMHHMKA
(npuroTyBaHHs,
po3nuB, Nnepesipka,
KoMniekTauis,
MapKyBaHHSA Ta
nakyBaHHs
Hepo3acosBaHoro
npoaykTy): BeTtep
dapma-depTiryHr
v6X i Ko. KT,
HimeyunHa

107.

HOBOENT®

NOPOLLIOK AN1A
PO34nHyY Ans

iH ekuiid, no 3000
MO; no 1 chnakoHy 3
MOPOLLKOM Y
KOMM/IEKTi 3
po3umnHHuKom (0,9%
PO34MH HaTpito
xnopugy) no 4 mny
nonepeaHbLO
HarnoBHEHOMY
LINPWL, LUTOKOM
NOpPLUHA Ta
nepexigHvukom ans
hnakoHa B
iHAVBIAYanbHin
ynakosBLi B
KapTOHHI Kopo6Lyi

AIT Hoso
Hopgaick

[NaHis

NPUroTyBaHHS,
pO3/MB Y NepBUHHE
nakyBaHHs,
niodpinisauis Ta
repesipka rotoBoro
niKkapcbKoro 3acooby,
KOHTPO/b AKOCTI
(mikpobionoriyHi
BUNPOGYBaHHS)
roTOBOro
nikapcbKoro 3acoby:
A/T Hoso Hopgick,
[aHis; KoHTponb
AKOCTi FOTOBOTO
niKkapcbKoro 3acoby:
A/T Hoso Hopgick,
[LaHist;
NPUroTyBaHHs,
pO3MVB Y NepBUHHE
nakyBaHHs,
niogpinizauia Ta
nepeBipKa rotoBoro

Nanis/
HimeuunHa

BHECEHHS 3MiH [0 peecTpavjiiiHix maTepianis:
3minu | TUNYy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
Ta (hapmakoHarnsgy. BeeneHHs abo 3MiHu a0
y3arasibHeHUX JaHnx Npo cUcTemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHnx
npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXXEHOT 0CO6MU, BigNOBigaNbHOI 3a
3[iiCHeHHs1 hapMakoHarsay; KOHTaKkTHOI ocobu 3
thapmakoHarnsgy 3asBHvKa ANs 34iACHEHHS
hapMakoHarnagy B YkpaiHi, SKLO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6Wu, BiAMNoBiga/IbHOI 3a
3[iicHeHHs chapMakoHarnsay (Bkiyakyn
KOHTaKTHI fjaHi) Ta/abo 3MiHM Yy PO3MiLLEHH
macTep-gaiina cuctemu papmMmakoHarnsgy). 3miHa
YNOBHOB&XEHOT 0CO6U 3aABHMKA, Bi4NOBIgaNbHOI
3a thapmakoHarnsg,.

[itoua pepakuis: KapcteH /lonnike. MNponoHoBaHa
pepakuisi: i3 MpimmLueliB. 3MiHa KOHTAKTHUX
LaHNX YNOBHOBaXEHOT 0CO6M 3asBHUKA,
BiANOBIAaNbHOI 3a thapmakoHarnsg,. 3miHa
KOHTaKTHUX aHNX KOHTaKTHOT 0CO6U 3asBHIKa,
BiANOBiAaNbHOI 3a thapmakoHarnsag B YkpaiHi

3a
peyerimom

UA/16751/01/06




101

n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

nikapcbKoro 3acooby,
KOHTPO/b SIKOCTI
(mikpobionoriyHi
BMMNPOBYBaHHS)
roToBOro
niKapcbKoro 3acooby,
MapKyBaHHA Ta
BTOPWHHE
nakyBaHHS TOTOBOrO
nikapcbKoro 3acooby,
[ofaBaHHSA LLKanm
[0 wnpuua ans
BBeAEHHSA): A/IT
Hoso Hopgick,
[Janis;
BiANOBiAa/IbHWIA 32
BMNyCK cepil
roToBOro
nikapcbKoro 3acoby:
A/T Hoso Hopgick,
[NaHis; BUpo6bHULTBO
PO3YMHHMKA
(npuroTyBaHHs,
po3nuB, Nnepesipka,
KoMniekTauis,
MapKyBaHHSA Ta
nakyBaHHs
Hepo3acosBaHoro
npoaykTy): BeTtep
dapma-depTiryHr
v6X i Ko. KT,
HimeyunHa

108.

HOBOENT®

MOPOLLIOK AN
PO34nHyY Ans

iH eKuiiA, no 250 MO;
no 1 dpnakony 3
MOPOLLKOM Y
KOMM/IEKTi 3
po3umnHHukom (0,9 %
PO34MH HaTpito
xnopugy) no 4 mny
nonepeaHbLO
HarnoBHEHOMY
LINPWL, LUTOKOM
NOpPLUHA Ta
nepexigHvukom ans
hnakoHa B
iHAMBIAYabHIi

AIT Hoso
Hopgaick

[NaHis

NPUroTyBaHHs,
pO3/MB Y NepBUHHE
nakyBaHHs,
niodpinisauis Ta
repesipka rotoBoro
niKkapcbKoro 3acooby,
KOHTPO/b AKOCTI
(mikpobionoriyHi
BUNPOGYBaHHS)
roTOBOro
nikapcbKoro 3acoby:
A/T Hoso Hopgick,
[aHis; KoHTponb
AKOCTi FOTOBOTO
niKkapcbKoro 3acoby:
A/T HoBo Hopgick,

Nanis/
HimeuunHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTtepianis:
3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu a0
y3arasibHeHVX AaHnx Npo cuctemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHnx
npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXXEHOT 0CO6MU, BigNOBigaNbHOI 3a
3[iiCHeHHs1 hapMakoHarsay; KOHTaKkTHOI ocobu 3
thapmakoHarnsgy 3asBHvKa A5 34iACHEHHS
hapMakoHarnsgy B YkpaiHi, SKLO BOHA BigMiHHA
BiJl yNOBHOBaXeHOI 0co6Wu, BiAMNoBiga/IbHOI 3a
3[iliCHEeHHs1 hapMakoHarnaay (Bkiuakum
KOHTaKTHI fjaHi) Ta/abo 3MiHM Yy PO3MiLLEHH
macTep-gaiina cuctemy papmMmakoHarnisgy). 3miHa
YNOBHOB&XEHOT 0CO6U 3aABHMKA, BifNOBIgabHOI
3a (hapmakoHarnsa.

3a
peyerimom

UA/16751/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

ynakosBLi B
KapTOHHI Kopo6Lyi

[LaHist;
NPUroTyBaHHs,
pO3/MB Y NEPBUHHE
nakyBaHHs,
niodpinizauia Ta
nepe.ipka rotoBoro
nikapcbKoro 3acooby,
KOHTPO/b SIKOCTI
(mikpobionoriyHi
BMNPOBYBaHHS)
roToBOro
niKapcbKoro 3acooby,
MapKyBaHHA Ta
BTOPWHHE
nakyBaHHS TOTOBOrO
nikapcbKoro 3acooby,
[ofaBaHHSA LLKanm
[0 wnpuua ans
BBeAeHHs: A/T HoBo
Hopgaick, JaHis;
BiANOBIfaNbHWIA 32
BUMYCK cepil
roToBOro
nikapcbKoro 3acoby:
A/T Hoso Hopagick,
[aHis; BUpo6HULTBO
PO3YMHHMKA
(npuroTyBaHHs,
po3nuB, Nepe.ipka,
KoMMnekTauis,
MapKyBaHHA Ta
nakyBaHHs
Hepo3acoBaHoro
npoaykTy): Bettep
dapma-depTiryHr
'm6X i Ko. KT,
HimeyynHa

[itoua pepakuis: KapcteH Jlonnike. MNponoHoBaHa
pepakuisi: /i3 MpimmLueliB. 3MiHa KOHTAKTHUX
LaHNX YNOBHOBaXEHOT 0CO6M 3adBHUKA,
BiANOBIAaIbHOI 3a thapmakoHarnsag,. 3miHa
KOHTaKTHUX JaHNX KOHTaKTHOT 0CO6U 3asBHNKa,
BiAANOBIAaNLHOI 3a hapmakoHarnisg B YkpaiHi.

109.

HOBOENT®

MOPOLLIOK ANA
PO34nHyY Ans

iH ekuili, no 500 MO;
no 1 chnakoHy 3
MOPOLLKOM Y
KOMNekTi 3
po3unHHMKoMm (0,9 %
PO34MH HaTpito
xnopvay) no 4 mny
nonepeaHbLO
HarnoBHEHOMY

A/T Hoso
Hopgaick

[aHia

NPUroTyBaHHs,
pO3/MB Y NEPBUHHE
nakyBaHHs,
nioginizauia Ta
nepe.ipka rotoBoro
nikapcbKoro 3acooby,
KOHTPONb SIKOCTI
(mikpobionoriuHi
BMMNPOBYBaHHS)
roToBOro
nikapcbKoro 3acoby:

[Lanisa/
HimeyunHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3Mminu | TUNYy - 3MiHK Wopao 6esnekn/edeKTUBHOCTI
Ta dpapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHnX Npo cucTemy
hapmakoHarnsgy (BBefeHHs y3arasibHEHUX JaHnx
npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXeEHOT 0co6MU, BiANOBIfaNbHOI 3a
3[iiCHEHHS (hapMakoHarnsay; KOHTakTHOI 0cobu 3
thapmakoHarnagy 3asBHUKa AN5 34iCHEHHSA
thapMakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0cobWu, BifANOBiga/IbHOI 3a

3a
peyenmom

UA/16751/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

LUINpML, LUITOKOM
MOPLLHA Ta
nepexigHVKom ans
thnakoHa B
iHAMBIOYabHIiN
ynakosLii B
KapTOHHI Kopo6Lyi

A/T Hoso Hopagick,
[aHis; KOHTpOb
AKOCTI rOTOBOrO

nikapcbKoro 3acoby:

A/T Hoso Hopgick,

[Janis;
NPUroTyBaHHs,
pO3/MB Y NepBUHHE
nakyBaHHS,
niodpinisauis Ta
nepes.ipka rotoBoro
niKapcbKoro 3acooby,
KOHTPO/b SIKOCTI
(mikpobionoriyHi
BUNPOBYBaHHSA)
roToBOro
niKkapcbKoro 3acooby,
MapKyBaHHSA Ta
BTOPWHHE
nakyBaHHS r0TOBOro
niKapcbKoro 3acooby,

[ofaBaHHSA LLKasmn
40 wnpuua ans

BBefeHHs: A/T Hoso
Hopgaick, faHis;
BiANOBiAaIbHMI 3a
BUMYCK cepii
roToBOro
niKkapcbKoro 3acoby:

A/T Hoso Hopgick,

[aHist; BUpobHMLTBO
PO3YMHHMKA
(npuroTyBaHHs,
po3/71B, Nepesipka,
KoMnekTauis,
MapKyBaHHSA Ta
nakyBaHHS

Hepo3dacoBaHoro

npoaykTy): Bettep
dapma-depTiryHr

v6X i Ko. K,
HimeyunHa

3pificHeHHs hapmakoHarnsgy (Bkioyakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-gaiina cuctemu papmakoHarnsgy). 3miHa
YMOBHOB&XXEHOT 0CO6Y 3asBHMKa, BignoBiganibHOI
3a hapmakoHarnag,.

[itoua pepakuis: KapcteH Jlonnike. MponoHosaHa
pepakuisi: i3 MpimmLueliB. 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXKEHOT 0CO6W 3asiBHNIKA,
BiANOBIAaIbHOI 3a thapmakoHarnsag,. 3miHa
KOHTaKTHUX [aHNX KOHTaKTHOT 0CO6U 3asBHNIKA,
Bi4NoBiAaIbHOT 3a hapMakoHarnsg B YkpaiHi.

110.

HOBOEUT®

MOPOLLIOK A71A
PO34KHyY Ans

iH ekuin, mo 1000
MO; no 1 chnakoHy 3
MOPOLLKOM Y
KOMMJIEKTI 3

AT Hoso
Hopgaick

[aHia

MPUroTyBaHHs,
pO3/MB y NEPBUHHE
nakyBaHHS,
niodpinizauis Ta
nepesipka rotoBoro
NiKapcbKoro 3acooby,

[Lanisa/
HimeyunHa

BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis:
3MiHM | TUnYy - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI
Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHu Ao
y3arasibHeHUX JaHnx npo cucTemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHnx
npo cmucTemy hapmakoHarnsgy, 3mMiHa

3a
peyenmom

UA/16751/01/03
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

po3umnHHmkom (0,9 %
PO34MH HaTPIo
xnopvgy) no 4 mny
nonepeHbLo
HarnoBHEHOMY
LUAPUL, LUTOKOM
MOPLUHA Ta
nepexigHvukom ans
hnakoHa B
iHAVBIAYabHIN
ynakosL|i B
KapTOHHI Kopobuj

KOHTPO/b SIKOCTI
(mikpobionoriyHi
BUNPOOYBaHHSA)
roToBOro
niKkapcbKoro 3acoby:
A/T Hoso Hopgick,
[aHis; KoHTponb
AKOCTi FOTOBOrO
nikapcbKoro 3acoby:
A/T Hoso Hopagick,
[JaHis;
NPUroTyBaHHs,
pO3/MB Y NepBUHHE
nakyBaHHS,
niodpinisauis Ta
repesipka rotoBoro
niKkapcbKoro 3acooby,
KOHTPO/b AKOCTI
(mikpobionoriyHi
BUNPOGYBaHHS)
roTOBOrO
nikapcbKoro 3acooby,
MapKyBaHHSA Ta
BTOPWHHE
nakyBaHHS r0TOBOro
niKkapcbKoro 3acooby,
[ofaBaHHA LWKasn
[0 wnpuua gns
BBegeHHs: A/T Hoso
Hopgick, faHis;
BiANOBiAa/IbHWIA 32
BMNyCK cepil
roTOBOro
nikapcbKoro 3acoby:
A/T Hoso Hopgick,
[aHis; BUpo6bHNLTBO
PO3YMHHMKA
(npuroTyBaHHs,
po3nuB, Nnepesipka,
KoMnekTauis,
MapKyBaHHSA Ta
nakyBaHHs
Hepo3acosBaHoro
npoaykTy): BeTtep
dapma-depTiryHr
v6X i Ko. KT,
HimeyunHa

yMOBHOB&aXeHOT 0cobu, BignoBiganbHOT 3a
3[iiCHEeHHS1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsigy 3asiBHUKa 415 34iCHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0cobu, BiAnoBigabHOI 3a
3ailicHeHHA hapMakoHarnsagy (BKIyanum
KOHTaKTHi fjaHi) Ta/abo 3MiHM Yy PO3MiLLEHHi
macTep-gaiina cuctemu papmMakoHarssay). 3miHa
YMNOBHOBaXEHOT 0CO6U 3asBHMKa, BignoBigabHOI
3a hapmakoHarnsg,.

[Litoua pepakuin: KapcteH Jlonnike. MNponoHoBaHa
pepakuisi: /i3 MpiMmLueliB. 3MiHa KOHTAKTHUX
[aHnX YNoBHOBaXKEHOT 0CO6W 3as1BHNIKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MmiHa
KOHTaKTHUX AaHWUX KOHTaKTHOI 0CO6U 3asiBHYKA,
BiANOBIAa/IbHOI 32 hapMakoHarisg B YkpaiHi.

111.

HOBOHOPM

Tabnetkn no 1 wmr,

A/T HoBo

[JaHis

[lo3Bin Ha BMNycK

[Janis/

BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis:

3a

UA/1582/01/02
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
® no 15 tabnetok y Hopgaick cepii: A/T Hoso HimeuunHa 3miHu | TUNy - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI peyenmom
6nicTepi; no 2 abo 6 Hopgaick, JaHis; Ta (papmakoHarnsgy. BeegeHHs abo 3miHu o
6nicTepiB y Brpo6HMUTBO y3arasibHeHNxX AaHnx npo cucremy
KapTOHHI/ nayu,i Hepo3dacoBaHoro thapmakoHarnsgy (BBeAeHHS y3arasibHEHUX JaHux
npoaykTy: bepiHrep npo cuctemy chapmakoHarnsgy, amiHa
IHrenbxaiim ®apma yNOBHOBaXeHOT 0cobu, BifNoBifabHOT 3a
v6X i Ko. KI, 3[iiCHeHHs1 hapMakoHarsay; KOHTakTHOI 0co6u 3
HimeyumnHa; dhapmakoHarnsgy 3asaBHuKa ANa 34iliCHeHHS
Brpo6HMK thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA
BiANOBiAa/IbHWIA 32 BiJl yNOBHOBaXeHOI 0co6WU, BiAMOBIga/IbHOI 3a
nepBuHHe Ta 3pilicHeHHs hapmakoHarnagy (Bkaovaroun
BTOPVHHE KOHTaKTHI fjaHi) Ta/abo 3MiHM Yy PO3MiLLEHHi
nakyBaHHs: macTep-aiina cuctemy papmakoHarnsgy). 3miHa
KataneHt YNOBHOB&XEHOT 0CO6U 3aABHMKA, BifNOBIgaNbHOI
HimeuunHa 3a hapmakoHarnag,.
LLlopHaopd M6X, [itoua pepakuis: KapcteH /lonnike. MNponoHoBaHa
HimeyunHa pepakuisi: /i3 MpimmLueliB. 3MiHa KOHTAKTHUX
[JaHnX yrnoBHOB&XEHOI 0CO6U 3asBHIIKa,
BiANOBIAaIbHOI 3a thapmakoHarnsg,. 3miHa
KOHTaKTHUX JaHNX KOHTaKTHOT 0CO6U 3asBHNKa,
BiANOBIAa/IbHOI 3a hapMakoHarnisg B YKpaiHi.

112. | HOBOHOPM TabneTky no 2 mr; A/T Hoeo [aHia [o3Bin Ha B1NycK [Lanisa/ BHECEHHS 3MiH 10 peecTpaviiiHiX maTepianis: 3a UA/1582/01/03
® no 15 ta6neTtok y Hopgaick cepii: A/T Hoso HimeuuunHa 3MiHM | TUnYy - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI peuenmom
6nicTepi; no 2 abo 6 Hopgick, faHis; Ta hapmakoHarnsgy. BeegeHHs abo 3miHv o

6nicTepiB y Brpo6HMLUTBO y3arasibHeHVX AaHUX Npo cucTemy
KapTOHHI naywi Hepo3ghacoBaHOro hapmakoHarnagy (BBefeHHS y3arasibHeHUX JaHnxX
npoaykTty: BepiHrep npo cuctemy thapmakoHarnsgy, sMiHa
IHrenbxaim ®apma yMOBHOBaXeHOT 0cobu, BignoBigansHoOT 3a
'm6X i Ko. KT, 3[iiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
HimeuumnHa,; dhapmakoHarnagy 3asBHuka gns 34iiCHeHHA
Brpo6HMK thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA
BiANOBiAabHMI 3a BiJ, yNOBHOB&XEHOT 0CO6M, BiANOBIgaNbHOI 3a
nepBuHHE Ta 3fjificHeHHs hapmakoHarnsagy (Bkioyarun
BTOPUHHE KOHTaKTHi fjaHi) Ta/abo 3MiHM Yy PO3MiLLeHHi
nakyBaHHs: mMacTep-gaiina cuctemu papmMakoHarnsay). 3miHa
KaraneHt YNOBHOBaXEHOT 0CO6YM 3asBHMKa, BignoBigaibHOI
HimeuunHa 3a hapmakoHarnsg,
LWopHaopd Mm6X, [Litoua pepakuin: KapcteH Jlonnike. MNponoHoBaHa
HimeuunHa pepakuis: i3 MpimmLueliB. 3MiHa KOHTaKTHUX
JaHnX yNoBHOBaXXeHOT 0CO6M 3asBHMKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MiHa
KOHTaKTHUX AaHWNX KOHTaKTHOI 0CO6U 3asiBHYKA,
BignoBiAa/IbHOI 3a dhapMakoHarnsa B YkpaiHi.

113. | HOBOPATMIA PO3YMH ANA iH EKLIRA, AIT HoBso [NaHis BMPOGHUK [Nanis/ BHECEHHS 3MiH 0 peecTpayjiiiHux maTtepianis: 3a UA/4863/01/01
® 100 Of/mn, no 3 mn Hopgaick Hepo3dacoBaHoro Bpasunis/ 3MmiHu | TURY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI peyenmom
®NIEKCNEH® | y kapTpuaxi; no 1 NPOAYKTY, KuTalicbka Ta dpapmakoHarnsgy. BeegeHHs abo 3miHv o

KapTpuaxy y HanoBHEHHS B HapogHa y3arasibHeHUX JaHnx npo cucTemy
6araro030Bii MeHdin®, nepsuHHa | Pecnybnika/ | dapmakoHarnagy (BBefeHHs y3arasibHeHUX AaHnx
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
0AHOpa3oBili ynakoBKa, KOHTPOJ1b PpaHLis npo cmuctemy chapmakoHarnsgy, 3MiHa
winpuy-pyyui; no 1 AKOCTI Ta YMOBHOBaXeHOT 0cobu, BignoBifanbHOT 3a
a6o 5 wnpuu-pyyok BiANOBIfaNbHWIA 32 3AiliCHeHHs hapMakoHarsnsy; KOHTaKTHOT ocoou 3
Y KapTOHHIil kopobui BWMNYCK Cepiii hapmakoHarnsgy 3asBHuKa 4715 34iCHEHHS
KiHLLeBOro MPOoAYKTY: thapmMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
A/T Hoso Hopgick, Bifl YNOBHOBaXeHOI 0co6Mu, BiANOBIga/IbHOI 3a
[aHis; Bupo6bHuk 3pificHeHHs hapmakoHarnsay (BkioyYakyn
npoAayKLii 3a MOBHUM KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
uukiom: Hoso macTep-haiina cuctemu dpapmakoHarnsgy). 3miHa
Hopgaick YMOBHOB&XEHOT 0CO6Y 3asBHMKa, BignoBiganibHOI
MpoatokcboH CAC, 3a (papmakoHarnsg,.
PpaHuis; [itoua pepakuis: KapcteH Jlonnike. MponoHosaHa
MapkyBaHHs Ta pepakuisi: i3 MpimmLueliB. 3MiHa KOHTaKTHUX
yNaKkoBKm [aHnX YNoBHOBaXKEHOT 0CO6W 3asiBHNKA,
®nekcleH®, BiANOBIAaIbHOI 3a thapmakoHarnsag,. 3miHa
BTOPVHHOIO KOHTaKTHUX [aHNX KOHTaKTHOT 0CO6U 3asBHNKA,
nakysaHHs: A/T BiANOBIA&/IbHOT 3a hapmakoHarnsg, B YkpaiHi
Hoso Hopgaick,
[JaHis; Bupo6bHuk
Ons 36upaHHs,
MapKyBaHHSA Ta
yNaKoBKu
dnekcleH®,
BTOPVHHOIO
nakyBaHHs: A/T
Hoso Hopgick,
[aHis; Bupo6Huk
Hepo3dacoBaHoil
NPOAYKLUiT, NepBNUHHA
Ta BTOPMHHA
ynakoska: HoBo
Hopgick MNMpoaykao
dapmaceyTika [0
Bpasinb NITaa.,
Bpasunis; BupobHuk
Hepo3acoBaHoro
NPOAYKTY,
HarnoBHEHHS B
NepPBUHHY YMakKoBKy:
Hoso Hopgick
(Kutait)
dapmacbloTikans
Ko., NITa., Kutalicbka
HapogHa
Pecny6nika
114. | HOBOCEBEH | nopoLuok A/T Hoeo [aHia BignosigansHuii 3a [Lanisa/ BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a UA/5178/01/04
® niogpinizoBaHuit Ans Hopgaick BUMNYCK Cepiii HimeuuunHa 3MiHM | TUnYy - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI peuenmom
NpuUroTyBaHHsA rOTOBOIO MPOAYKTY: Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHu Ao
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1

PO3UMHY ANS iH'EKLi
no 5 mr (250 KMO),
1 CKNSIHWIA chnakoH 3
niodinizoBaHNM
MOPOLLKOM Y
KOMMIeKTi 3 1
nonepeHbLo
3aMNOBHEHUM
LUMPULIOM, SKWIA
MicTUTb 5 Mn
PO3UMHHMKA
(rictnavn, BOga Ans
iH'EKLl), LUTOKOM
MOpLUHSA,
nepexigHVKom ans
thnakoHa B
iHAMBIOYaNbHiIi
ynakosLi y
KapTOHHI Kopo6Lyi

A/T Hoso Hopagick,
[OaHis; dinbHnua
BMPO6GHMLTBA, Ha
AKili NPOBOAUTBLCSA

KOHTPO/b/BUNPOGYB

aHHsA cepii rotoBoro

npoaykty: A/IT HoBo

Hopgaick, AaHis; AIT

Hoso Hopgaick,
[Oanis; dinbHnua, Ha
AKi NpOBOANTLCA
BUIOTOB/IEHHS
PO3UMHHMKA Y
nonepegHLo
HanoBHEHOMY
LNpuLi Ta 1oro
nepBuHHe
nakysaHHs: BetTtep
dapma-depTiryHr
v6X yHa Ko. KT,
HimeuumnHa,;
LinbHnus
BMPOOHMLTBA, Ha

AKi NpoBOANTLCA

KOHTPO/1b/BMNPOGYB

aHHA PO3YMHHUKA Y

nonepeAHL0

HanoBHEHOMY
wnpuui: Bettep
dapma-depTiryHr
v6X yHa Ko. KT,

HimeuuuHa; BetTep
dapma-depTiryHr
'v6X yHa Ko. KT,

HimeuuuHa; BeTtTep
dapma-depTiryHr
v6X yHa Ko. KT,

HimeuumnHa,
AinbHnus
BMPOGHMLTBA, Ha
AKi NpoBOANTLCA
BTOPWHHE
nakyBaHHS r0TOBOro
npogykty: A/T HoBo
Hopgick, faHis;
LinbHnus
BUPOOHULTBA, Ha
AKi NpoBOANTbLCA

y3ara/ibHeHUX JaHnx npo cucTemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHnx
npo cuctemy thapmakoHarnsgy, sMiHa
yMOBHOBaXeHOT 0cobu, BignoBiganbHOT 3a
3[iiCHEeHHs1 hapMakoHar/say; KOHTaKTHOI 0cobu 3
hapmakoHarnsigy 3asiBHUKa 415 34iCHEHHS
chapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA
Bifl yNOBHOBaXeHOI 0cobu, BiAnoBigabHOI 3a
3ailicHeHHA hapMakoHarnsgy (BKiyanum
KOHTaKTHi fjaHi) Ta/abo 3MiHM Yy PO3MiLLEHHi
macTep-gaiina cuctemy papmMakoHarssay). 3miHa
YNOBHOBaXEHOT 0CO6U 3asBHMKa, BignoBigaibHOI
3a hapmakoHarnsg,.

[Litoua pepakuin: KapcteH Jlonnike. MNponoHoBaHa
pepakuisi: /i3 MpiMmLueliB. 3MiHa KOHTAKTHUX
[aHnX YNoBHOBaXKEHOT 0CO6W 3as1BHNIKA,
BiANOBIAa/IbHOT 32 hapmakoHarnsag. 3MiHa
KOHTaKTHUX AaHWUX KOHTaKTHOI 0CO6U 3asiBHYKA,
BiANOBIAa/IbHOI 32 hapMakoHarifg B YkpaiHi.
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
BMPOGHMLTBO
Hepo3dacoBaHoro
NPOAYyKTY,
hiNbTpyBaHHs,
HamnoBHEHHSA Ta
nioghinizauis
nopoluky: A/T Hoso
Hopgaick, faHis
115. | O3EMMIK PO3YMH ANS iH'EKUi, AIT HoBso NaHis Brpo6HMLUTBO [Janis BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/19176/01/01
1,34 mr/mn; 0,25/0,5 Hopgaick npoaykTy, 3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI peyenmom
mr:no 1,5 mny HanoBHEHHS Ta hapmakoHarnsgy. BeegeHHst abo 3miHu o
KapTpuxax, KapTpuapKy Ta y3arasibHeHVX AaHnx Npo cuctemy
BKafEHNX y KOHTPO/b SIKOCTI thapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHnx
nonepegHbL0 npoaykuii in bulk; npo cuctemy hapmakoHarnsgy, amiHa
3aroBHeHy XiMiuHi/i3nyHi yMNOBHOBaXeHOT 0cobu, BigNoBifanbHOI 3a
6araTtofo030By BMNPOGYBaHHS, 3[iiCHeHHs1 hapMakoHars4y; KOHTaKkTHOI 0cobu 3
04HOPa30BY LUMNPULL- MiKPOGIONOriyHi - hapmakoHarnsgy 3asiBHuKa A5 34iCHEHHS
pyuky; 1 CTEPW/IbHICTb Ta thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA
nonepeaHbO MiKpo6ionoriyHi - Bifl yNOBHOBaXeHOI 0co6Wu, BiAMNOBIga/IbHOI 3a
3arnoBHeHa LWnpu- Mikpo6iosnoriyHa 3[iicHeHHs chapMakoHarnsay (Bkiyakyn
pyuyka Ta 6 yucroTa. Bunyck KOHTaKTHI faHi) Ta/abo 3MiHM Yy PO3MiLLEHH
0HOPAa30BMX 00K cepii: A/T Hoso macTep-aiina cuctemy papmMmakoHarnsgy). 3miHa
HoBo®aiiH® lMntoc B Hopgaick, JaHis; YNOBHOB&XEHOT 0CO6U 3aABHMKA, Bi4NOBIgaNbHOI
KapTOHHI kopobuy; Brpo6HMUTBO 3a hapmakoHarnag,.
lmMr:no3mny NpoayKTy, [itoua pepakuis: KapcteH /lonnike. MNponoHoBaHa
KapTpuaKax, HanoBHEHHS pepakuisi: i3 MpimmLueliB. 3MiHa KOHTAKTHUX
BKAJEHNX Y KapTpuapKy Ta [aHnX YNOBHOBAXEHOI 0CO6U 3asBHNKa,
nonepeaHbLO nepesipka SKOCTi BiANOBIAaNbHOI 3a thapmakoHarnsg,. 3miHa
3arnoBHeHy npoaykuii in bulk; KOHTaKTHUX AaHWUX KOHTaKTHOI 0CO6U 3asiBHMKA,
6ararof030By KOMMNEKTYBaHHS, BiANOBIAabHOI 3a hapmakoHarnifg B YkpaiHi.
0[IHOPa30BY LUNPUL- MapKyBaHHA Ta
pyuky; 1 BTOPWHHE
nonepeaHbLO nakyBaHHs rOTOBOrO
3anoBHeHa Wwnpu- nikapcbKoro 3acoby
pyyka Ta 4 (cemarnytug 1,34
0iHOPa30BUX rOJIKM Mr/MA1, PO3YMH A4S
Hoo®aiiH® lntoc B iH'eKujii, wnpwu-
KapTOHHI Kopo6Lyi pyuka PDS290),
KOHTPO/b AKOCTI
(XiMiYHi/i3nyHi
BUNPOGYBaHHS)
npoaykuii in bulk Ta
roToBOro
niKkapcbKoro 3acoby:
A/T Hoso Hopgick,
[JaHis
116. | ONIAETPUM Kancynm Mm'ski, dapmaLeBTuy Monbwa BupobHuuTBOo, Monba BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis: 3a UA/20119/01/01
® A3 ®OPTE 10000 MO no 15 HWI1 3aBOfg nepBuHHE Ta BMNPaBAEHHA TEXHIYHUX MOMWOK 3rigHO N.2.4. peyenmom
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
kancyn y 6nictepi; “NMONb®APM BTOPUHHE n.4, po3giny VI Hakasy MO3 YkpaiHu Big,
no 2, abo no 4, abo A" C.A. nakyBaHHs, 26.08.2005p. Ne 426 (y pegakuii Hakasy MO3
no 6 6nictepis y KOHTPO/b cepii: Ykpainu Big 23.07.2015 p Ne 460), gonyLieHnx
KapTOHHIli KopoobLi dapmaueBTUYHNMI npuv NPoBeAEHHI NpoLeAypy BHECEHHS 3MiH A0
3aB0[, marepianis NpoTArom Aii peecTpadiiHoro
«MONb®APMA» nocsigyeHHs (PN NeUA/20119/02/01; Haka3z MO3
C.A,, MNonblua; Ykpainu Big 23.10.2023 p. N21839) B MKA /13 B
Bunyck cepii: MeToAMLi BUNPOBYBaHHSA 3@ NOKa3HUKOM
dapmaLeBTUYHNIA 7.CynyTHI OMILLKK, NPU NepeHeceHHi iHdopmauii
3aBo[ 3 OpUriHaUTbHUX JOKYMEHTIB PEECTPaL,iiHOro AOChE
«MOJIb®APMA> - HEBIPHO 3@3HaYeHo KifIbKICTb  PO3YMHY A1
C.A,, Monblua nepesipkn NpUAATHOCTI cUCTEMU: 3aTBEPA)KEHO:
7.CynyTHi gomiwku. Mpoueaypa. MNepesipka
npuaaTHocCTi cucTemn.KonoHKy ypiBHOBaXKYHOTb
pyxomoto ¢hasoto. [iBidi BBOAATH N0 5 MK pO3UnHY
NS NepeBipKn NpuAaTHOCTI cucteMun. 3anvcyloTb
XpoMmaTorpamu i BU3Ha4aloTb NpuaaTHiCTb
cucTemu. 3anponoHosaHo: 7.CynyTHi
pomiwkn.Mpoueaypa. MNMepesipka NpyUAaTHOCTI
cuctemu. KonoHKy ypiBHOBaXyOTb PyXOMOIO
hasoto. [igivi BBOAATL MO 50 MK pO3unHy ANns
nepesipKv NPMAATHOCTI cucTeMu. 3anucyoTb
XpoMmaTorpamu i BU3HayaloTb NpuaaTHiCTb
cucTemMu.
117. | ONMNIAETPUM kancynm m'siki, 4000 dapmaveBTny Monbwa Brpo6HMUTBO, Monbuwa BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 6e3 UA/20512/01/02
® NnNPO MO; no 15 kancyn y HWA 3aBOf, nepBuHHe Ta BUNPABNEHHS TEXHIYHUX NOMW/OK 3rigHO N.2.4. n. peyenma
6nicTepi; no 2, abo «MNONTb®APM BTOPUHHE 4, po3giny VI Hakazy MO3 Ykpainu Big,
no 4, abo no 6 A» C.A. nakyBaHHs, 26.08.2005p. Ne 426 (y pegakuii Hakazy MO3
6nictepiB y KOHTPO/b Ccepil: YkpaiHu Big 23.07.2015 p Ne 460), fonyLyeHnx
KapTOHHIli Kopoobui dapmaueBTUYHMi npu npoBeAeHHi npoueaypw peectpauii (P
3aB0Oj, NeUA/20512/01/01; NeUA/20512/01/02 Hakas
«MOJIb®APMA> MO3 Ykpainu Big 08.07.2024 p. Ne1181) ansa
C.A,, Monbua; no3sysaHHs 2000 MO Tta 4000 MO B MKA /13 B
Bunyck cepil: MeToAWLj BUNPOGYBaHHSA 3a Noka3HUKOM 7.CynyTHI
dapmaleBTUYHNIA [OOMILLKM, NPy NepeHeceHHi iHhopmali 3
3aB0[, OpUriHaNIbHMX AOKYMEHTIB peecTpaviliHoro 4oche -
«MNOJNIbOAPMA> HEBIPHO 3a3HaYeHO KiNbKiCTb PO34MHY AN
C.A., Monbla nepeBipky NPUAATHOCTI cCUCTEMU. 3aTBEPKEHO:

7.CynyTHi gomiwwkn. Mpoueaypa. MNepesipka
npuaaTHOCTI cncTemn.KonoHKy ypiBHOBaXKYIOTb
pyxomoto hasoro. [givi BBOAATL N0 5 MK
PO34MHY A1 NEepPeBipKn NPUAATHOCTI CUCTEMM.
3anucyloTb XpoMartorpamm i BU3HavatTb
NpuAaTHICTb cucTemn. 3anponoHoBaHo: 7.CynyTHi
Jowmiwwku. Mpoueaypa. MNepesipka NpuaaTHOCTI
cuctemu. KonoHKy ypiBHOBaXyOTb PyXOMOIO
hasoto. [givi BBOAATb N0 50 MK/ pO34nHy ANns
nepeBipky NpMAATHOCTI cucTemMun. 3anucytoTb
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
XpomaTtorpamu i BU3HavaloTb MpuAaTHICTb
cucTemMu.
118. | ONIAETPUM kancynm m'siki, 2000 dapmaveBTny MonbLa Brpo6HMUTBO, Monbwa BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 6e3 UA/20512/01/01
® NPO MO, no 15 kancyny HWI1 3aBOf, nepBuHHE Ta BMNPaB/IEHHSA TEXHIYHUX MOMUIIOK 3rigHO M.2.4. n. peyenma
6nictepi, no 2, abo «MONb®APM BTOPVHHE 4, po3giny VI Hakazy MO3 Ykpaiuu Big,
no 4, abo no 6 A» C.A. nakyBaHHs1, 26.08.2005p. Ne 426 (y pegakuii Hakasy MO3
6nicTepiB y KOHTpO/b cepii: Ykpainu Big 23.07.2015 p Ne 460), gonyLieHnx
KapTOHHIlA KopooLi dapmaleBTUYHNIA npv NpoBeeHHI npoueaypy peectpadii (P
3asof, NeUA/20512/01/01; NeUA/20512/01/02 Hakas
«MNOJNIbOAPMA> MO3 Ykpainu Big 08.07.2024 p. Ne1181) ans
C.A., MonbLya; [o3yBaHHA 2000 MO 1a 4000 MO B MKA TN13 B
Bunyck cepii: MeToAuLj BUNPO6YyBaHHA 3a NoKasHUKOM 7.CynyTHI
dapmaueBTUYHWI [JOMILLKM, NPV NepeHeceHHi iHhopmadlii 3
3aBof, OpUriHaNIbHUX [OKYMEHTIB peecTpauiiiHoro foChe -
«MOJIb®APMA>» HEBIPHO 3a3HayeHo KiNbKICTb PO3YNHY AN
C.A., Monbuwa nepesipkn NPUAATHOCTI cMcTeMU. 3aTBepPAKEHO:
7.CynyTHi gomiwku. Mpouepypa. MNepesipka
npuaaTHOCTI cMcTeMn.KoMoHKyY ypiBHOBaXYHOTb
pyxomoto ¢hazoto. [Bivi BBOAATb MO 5 MKN
PO34MHY ANA NepeBipkM NPUAATHOCTI CUCTEMU.
3anucytoTb Xpomartorpamu i BU3HavatTb
NpUAATHICTb cMcTeMun. 3anponoHoBaHo: 7.CynyTHi
nomiwku. Mpouepypa. MepeBipka npuaaTHOCTI
cuctemn. KosoHKy YpiBHOBaXKYHOTb PyXOMOKO
thazoto. Agivi BBOAATL Mo 50 MK po3uvHy Ans
nepeBipkn NpMAaTHOCTI cucTeMun. 3anucytoTb
XpomaTorpamu i BU3Ha4yalTb NpUAAaTHICTb
cucTemu.
119. | OPTATE/Ib® | renb o4yHwuii, 2,5 mr/r; CaHTeH AT PiHnaHaisa BUpPO6HK, HimeuuunHa/ BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 6e3 UA/6605/01/01
no 10 r y cpnakoHi; BiANOBIAa/IbHUI 3a PiHNAHAIA 3MmiHu | TUny - AgMiHICTpaTuBHI 3MiHW. 3MiHa peyenma
no 1 cpnakoHy B BMPOGHMLTBO in- HaliMeHyBaHHs Ta/abo agpecu micus
KapTOHHIli KopooLi bulk, nepsuHHe Ta NPOBaPKEeHHS AiSNIbHOCTI BUpobHMKa/imnopTepa
BTOPVHHE rOTOBOrO JIiKApCbKOro 3acoby, BKIYaUn
nakyBaHHs, AinbHULU BUNYycKy cepii abo micue npoBeaeHHs
KOHTPOb AKOCTI: KOHTPOIO SIKOCTI. (AiSNIbHICTb, 3a SKy BiAnoBigae
YPCA®APM BMPOGHMK/IMNOPTEP, He BKOYaouM BUMYCK Cepiid)
ApuHaiimitTTens - aMiHicTpaTMBHa 3MiHa Y 3B'A3KY 3 OHOB/IEHHAM
m6X , HimeuyunHa GMP cepTugikaTy Ha BUpOOHUYY AiNSHKY, a came:
Bupo6HuK, YTOUHeHHS agpecy BupobHuka YPCAPAPM
BiANoBiAa/bHWIA 32 ApuHaiimittens Mv6X, HimeuunHa.
BUNYCK: Micue3HaxomKeHHs BUPOGHKKa, BUPOOGHMYA
CaHTeH AT, AiNbHUUSA Ta yci BUpOOHMYI onepav,ji 3anmwaiTbes
diHnaHaisa He3MiHHVMUW. BBeAEeHHS 3MiH NPOTAroM 6-Tn
MiCsILiB NicNs 3aTBEPAKEHHS.
120. | MAHKPEATUA TabneTkn, BKPUTI AT YkpaiHa AT "BITAMIHN" Ykpaina BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 UA/0337/01/01
H ®OPTE 060/10HKOI0, "BITAMIHWN" YTOUHEHHSA1 HANUCaHHA BUAY, PO3Mipy Ta peyenma
KMLLKOBOPO3UMHHI; KOMMIEKTHOCTI ynakoBKu B Hakasi MO3

no 10 TabneTok y

Ykpainu Ne 240 Big 11.02.2025 B npoueci
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

6nictepi; no 2, 4,5
a6o no 6 6nictepis y
naJui 3 KapToHy

BHECEHHS 3MiH (3MiHu | Tuny - 3MiHKM 3 AKOCTI.
[oToBWIA Nnikapcbkuii 3aci6. CTabinbHICTb. 3MiHa 'y
TepMiHax npuaaTHOCTi abo ymoBax 36epiraHHs
roTOBOrO JliKapCcbKoro 3acoby (3MiHa y
3aTBepKeHOMY NPOTOKONI CTabiNbHOCTI) - 3MiHa
y 3aTBEpAKEHOMY MPOTOKONI CTabiNbHOCTI, WoA0
nepioguYHOCTI 34JIACHEHHST KOHTPO/IO Nif, Yac
BMBYEHHS CTabi/IbHOCTI, 3 BiANOBIAHUMYI 3MiHAMV B
p. 3.2.P.8. CtabinbHicTb. 3aTBepakeHo: MNMpoTokon
BMBYEHHS cTabinbHOCTI. YMoBU: (25+2)°C,
(60£5%) RH. YacTtoTa: MNokasHukn «Onunc»,
«Po3nafaHHs», «KifibkKicHe BU3HAYEHHS» i3
yacToToto: 1 pa3 B 3 MicsiLj B NepLumnii pik
36epiraHHs, 1 pa3 B 6 MicALiB B Apyruii pik
36epiraHHsA. Mig yac BUMYCKy Ta No 3akiH4eHHo
36epiraHHA KOHTPOJ/Ib 3AjCHIOITL 3a BCiMa
nokasHMkamuy Aitoyoi cneumdikaw;i.
3anponoHoBaHo: [POTOKO/ BUBYEHHSA
cTabinbHocTi. YMoBuU: (25+2)°C, (60+£5%) RH.
YacToTta: NokasHnkn «Onnc», «PosnagaHHsa»,
«KiflbkiCHe BM3HAYeHHs» i3 YacToTol: 1 pa3 B
nepwuin pik 36epiraHHs, 1 pas B 6 mMicAuiB B
Apyruii pik 36epiraHHs. MokasHUK
«MikpobionoriyHa unctota»: nif yac BUMYCKY i No
3aKiH4YEHHIO TepMiHy 36epiraHHs). Pefakuis B
Hakasi - no 10 TabneTtok y 6nictepi; no 2, 4, 5 abo
no 6 6nictepiB y nauui 3 kapToHy. BipHa pepakuis
- TaG/1eTKN, BKPUTi 0GOJTIOHKOIO,
KMLIKOBOPO3UUHHi; no 10 Ta6neTokK y 6nictepi;
no 2, 4, 5 a6o no 6 6nictepiB y nauui 3
KapTOHY.

121.

NAHOLNZ, 40

TabneTku, BKPUTI
060/10HKOIO,
KMLLKOBOPO3YUHHI,
no 40 wmr, no 10
TabneTtok y 6nictepi;
no 1 a6o 3 6nictepu
B nauuj

AHaHTa
Megikeap /T4.

Benvka
BputaHis

dnamiHro
PapmacboTuKanc
nra., IHais;
AHaHTa Mepgjikeap
Nimvitea, IHaja

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKWi
3aci6. 3MiHN y BUPO6HMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYTLCS BUNYCKY cepii Ta
KOHTPO/IO SIKOCTi FOTOBOrO MliKapCbKOro 3acoby
(3amiHa abo fofaBaHHS BMPOGHMKA, L0
BiAnoBifae 3a BBe3eHHA Ta/abo BMNYycCK cepii) -
Bkntoyaroun KoHTposb/BMNpobyBaHHA cepii.
BBegeHHs 404aTKOBOroO BUPOGHUKA,
BifNoBigaIbHOro 3a BMMNYCK cepil, BKIYaum
KOHTPO/b. 3MiHW BHECEHO B iHCTPYKLIitO AN
MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby y
po3ainu "BupobHuk", "MicLie3HaxomKeHHs
BMPOGHMKA Ta 0ro agpeca Micus NpoBaKeHHs
AiSNBHOCTI" - BBEAEHHA [0AATKOBOro BUPOGHNKA,
AK HACMiOK 3aTBEPMKEHHS TEKCTY MapKyBaHHS
yNakoBKM NikapcbKoro 3acoby. BeeAeHHs 3MiH

3a
peyenmom

He
niosnsea
€

UA/2628/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

npoTArom 3-x MiCALIB MiC/1A 3aTBEPMAKEHHS. 3MiHN
| Tuny - 3MiHK 3 AKoCTi. FOTOBWIA NikapcbkWii 3aci6.
3MiHn y BUPO6HMLTBI. 3aMiHa abo BBeAEHHS
[04aTKOBOI [i/TbHNL BUPOGHMLTBA A1 YACTUHM
a60 BCbOro BMPOGHMYOro NpoLiecy roToBoro
NikapcbKoro 3acoby (AiNbHULSA, Ha kil
npoBoAATbLCA 6yab-AKi BUPOOHMYI cTagil, 3a
BUHSATKOM BUMNYCKY CEpiil, KOHTPO/O AKOCTI,
NEepPBUHHOTO Ta BTOPMHHOIO NakyBaHHSA, A1
HeCTepwWIbHUX Jlikapcbkux 3acobiB). CynmyTHs
3MiHa: 3MiHW 3 AKOCTi. [0TOBWIA NikapcbKuii 3aci6.
3MiHn y BUPO6GHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI [i/TbHUL BUPOGHMLTBA A1 YACTUHM
a60 BCbOro BMPOGHUYOro NpoLiecy roToBoro
nikapcbKoro 3acoby (AiNbHWUUA 4151 BTOPUHHOTO
nakyBaHHS) - 3MiHM 3 SAKOCTi. [0TOBWIA flikapCbKuii
3aci6. 3MiHM y BUpO6HMLTBI. 3amiHa abo
BBE/leHHS 40AaTKOBOI AifIbHULI BUPOBGHULTBA 415
4acTnHK abo BCbOro BUPOOHMYOrO npouecy
roToOBOro Nikapcbkoro 3acoby (AibHUUA ANA
NEePBMHHOIO NakyBaHHS) - BBEAEHHA BUPOOHNKa,
BiANOBIA&UTbHOIO 3a BUPOBGHMLTBO, NEPBUHHE Ta
BTOPWHHE NakyBaHHsA 13 - AHaHTa Megikeap
Nimitea/ Ananta Medicare Limited. BBefieHHS 3MiH
npoTArom 3-x MiCAUIB MiC/1A 3aTBEPMKEHHS. 3MiHN
| Tuny - 3MiHK Wopao 6e3nekn/edreKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3miHu). BBeeHHA TekCcTy
MapKyBaHHS YNakoBK/ Nikapcbkoro 3acoby Ans
[04aTKoBOro BUpobHvKa. BBeaeHHS 3MiH
NpoTArom 3-x MicsLIB NiC/s 3aTBEPLKEHHS.

122,

MENOHA

PO34unH ANs iHQy3il
Ta opasibHOro
3actocyBaHHs, 20
mr/mn; no 1 mn B
amnyni, no 5 amnyn
Y KOHTYpHIli
YapyHKOBIl
ynakosLi, no 2
KOHTYPHI YapyHKOBI
yNakoBKM B
KapTOHHIlA KopooLi

K'esi
dapmac'toTike
n3 rméx

ABcTpist

BMPOGHMLTBO bulk,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
MapKyBaHHS,
KOHTPO/b AKOCTI:
Anbgpacirma C.n.A.,
ITanis; MmapkyBaHHs
Ta BTOPUHHE
nakysaHHs: I".J1.
dapma M'm6X,
ABCTPIst; BUMYCK
cepii: K'esi
dapmac'tioTikens
'M6X, ABCTpISt;
MapKyBaHHA Ta
BTOPWHHE
nakysaHHsa: TOB

ITania/
ABcTpisi/
YropmHa

BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis:
3MiHM | TUnYy - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI
Ta chapmakoHarnsagy (iHwi 3miHn). 3MiHU BHECEHO

B TEKCT MapKyBaHHS yNakoBKW NiKapCbkoro
3acoby, a came: - BUNy4eHO TEKCT MapKyBaHHS
NepPBUHHOT yNakoBKM (aMnyn) HiIMELbKOKO MOBOHO
3i CTUKEPOM YKPaiHCLKOI MOBOIO; - YTOYHEHO
iHbopmauito B . 3,8,12,13,16,17 TekcTy
MapKyBaHHS BTOPVMHHOI ynakoBku (CTukep) Ta n. 3,
17 BTOPUHHOI yNakoBKM (KapTOHHA KOPOOKa); - a
TaKoX BHECEHO He3HaYHi KOPEKTOPChLKi NpaBKkW [0
TEKCTY CTUKepa Ha BTOPUHHIN ynakosLi. TepmiH
BBE/EHHS 3MiH MPOTSAroM 6 Micauis nicns
3aTBEPMKEHHS.

3a
peyenmom

UA/15097/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
"®apma Mak
XyHrapi", YropwuHa
123. | NINEPAUWI MopoLLIOK ANs IKEHODAP Benvka PetoHr Kutaicbka BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/19801/01/01
H+TA30BAK PO3UmnHy Ans MANTA BputaHis dapmacboTrKan HapogHa 3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI peyenmom
TAM iHGpysiino 4,5r; Ko., NTo. Pecny6nika Ta hapmakoHarnsagy (iHwi 3miHu). OHOB/IEHHS
1 chnakoH 3 TEKCTY MapKyBaHHS1 YNakoBKW MikapCbKoro 3acoby,
MOPOLLKOM Y a came BWIy4eHO iHhopmaLiio Wwoao
KapTOHHIlA KopooLi anctpub'loTopa Ta sioroTuny AucTpub'iotopa
BBefeHHs1 3MiH NpoTArom 6-Tv MicAUIB 3 gatu
3aTBEPAKEHHS.
124. | NONDKUHAK Kancynu BariHasibHi Nab6opaTtopis PpaHuis BUpPOGHYK, dpaHuis BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a UA/10193/01/01
C no 6 kancyny IHHOTEK BiANOBIAa/IbHUI 3a 3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKWii peyenmom
6nicTepi; no 1 abo 2 IHTepHacbioH nakyBaHHs, 3aci6. 3MiHM y BUPO6HULTBI. 3MiHW Y NpoLeci
6nictepn y anb KOHTPO/b | BUMYCK BMPOGHMLTBA FOTOBOrO NiKapCbKoro 3acoby,
KapTOHHIli KopoobLi cepii: IHHOTepa BK/1OUAI0UY MPOMIKHUIA MPOAYKT, WO
LLysi, ®paHuis; 3aCTOCOBYETHCS NPW BUPOOHULTBI FOTOBOTO
BUpPO6HK, nikapcbKoro 3acoby (iHLi 3MiHW)
BiANOBiAA/IbHWIA 32 3MiHW y MpoLieci BUPOOHMLTBA FOTOBOMO
BUPOGHMLTBO in nikapcbKoro 3acoby, a came: NOAOBXEHHS TEPMiHY
bulk: KataneHt 36epiraHHs XenaTnHOBOT Macu, ska
®paHy, BeiHxelim BVIKOPVCTOBYETLCSA A1 (DOPMYyBaHHS 0600HKM
CA, ®paHuis; Kancyn 3 «0 o 24 rognH» A0 «0 [0 72 roanH».
CBICC KENC A, 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKuii
LLseiuapis; 3aci6. 3MiHM Yy BUPO6HULTBI. 3MiHV BUNpOGYyBaHb
IHHOTepa LLys3i, abo [oNyCTUMUX MEX, BCTAHOB/NEHVX Y
PpaHuis cneumdikauisx, nig yac BUPoO6GHMLTBA FOTOBOro
nikapcbKoro 3acoby (iHwi 3MiHK), 3miHa
ponyctumoi Mexi 3 «0 0o 24 roguH» o «0 go 72
roAvH» TPUBANOCTI 36epiraHHA XenaTuHOBOI Macu
B NpoLeci BUPO6GHMLTBA.
125. | NOCTEPU3A | cynosuTopii; no 5 Op. Kage HimeyunHa Op. Kage HimeuunHa BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 6e3 UA/4864/02/02
H ®OPTE CynosunTopiiB y PapmaLesTny dapmaneBTNYHa TexHiuHa nomwuska (3rigHo Hakasy MO3 Big, peyenma
CTpuni; No 2 cTpunu Ha dabpurka dabpuka M6X 23.07.2015 Ne 460). B meTogax KOHTPOSIO SIKOCTi
B KapTOHHIA navu,i M6X ponyueHoi B p. Crneundikauis MKA 13 npu
nepeknagi opuriHaibHUX MaTepianis
PEeECTpALHOrO AOCbE Mif Yac BHECEHHS 3MiHM 3a
n. 6.1l.r.1 (), Tvn 11, a came, pegakuis 3
nomusnkoro: N-Auetun - N'- [(11 B) - 11,20 -
anrmgpoken-3,21 - gnokconpeH-4-eH-21-nnj-
LUCTUH; npaBunbHa pegakuia N - (11,20 -
avrngpoken-3,21 - gnokconpeH-4-eH-21un)-
LMCTEeNH
126. | NPIOPUKC™ niodpinizat ans nakcoCmiTKn Benuvka InakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a UA/13694/01/01
| PRIORIX™ po3unHy AnA AliH EkcnopT BputaHis Bionogxikans C.A. 3MiHn | TURY - 3MiHK 3 aKocTi. A®l. KoHTponb AdI peyenmom
KOMBIHOBA | iH'ekuii, 1 Nimiteq (iHLWIi 3MiHW). YCYHEHHS pO36iXHOCTEN MiX
HA MOHOA030BUI 3apeecTpoBaHUMMN JOKyMeHTaMu i meToaamu
BAKUUHA chnakoH (1 gosa) 3 TecTyBaHHs, Lo BXxoAsaTb B KoHTposb skocTi (QC) i

ans

niodpinizatom y

BifNOBIAHO eKcnyaTauiiHoW A0KYMeEHTaLi€t0,
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
MPO®DINAKT KOMMNEKTI 3 sIka BUKOPUCTOBYETLCSA Nif, Yac TeCTyBaHHS
NKWN KOPY, PO34YMHHMKOM (BOAA HaciHHeBOro mMatepiany. - 3MiHu | Tuny - 3MiHu 3
EMIAEMIYHO | ans iH'ekuiid) y akocTi. CepTtudpikat BignosigHocTi/l E-cepTudikar
ro nonepeaHbO BiANOBIAHOCTI E€BpONechbkili
NAPOTUTY HanoBHEHOMY hapmakonei/moHorpadii. 3miHu, NoB'A3aHi 3
TA Lwinpuvyi Ta ABoma HEOO6XiAHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
KPACHYX!U rosikamyi B KapTOHHii MoHorpadii J®Y abo Esponeiicbkoi chapmakoneri,
Kopob6ui; 100 a60 iHWOI HalioHanbHOT hapmakonel agepxasun €C
MOHOZ,030BMX (1 (3miHa y cneumndikauisx, nos'asaHa 3i 3MiHaMu B
[03a) h1aKkoHiIB 3 [®Y, abo €Bponeiicbkili hapmakonei, abo iHLWil
niodpinizatom y HaujioHanbHili hapmakonei gepxasu EC).
KOMMNEKTI 3 YCYHeHHsi po36iXXHOCTEA, L0 BUSIBMEHI B
PO34MHHKKOM (BOAa [OKyMeHTax TecTyBaHHSA Npu Bunycky KOHTposio
Ans iH'exuiii) B SIKOCTi Ta ekcnyaTauiiiHoi JoKyMeHTaLi Ao KNITUH
amnynax Ne 100 B (seub) (L0 BMKOPUCTOBYIOTLCSA K BUXIAHI
OKpeMili ynakosLi; 1 mMarepianu A8 aHTUreHIB KOpy Ta napoTuty).
MyNbTUA030BUIA (2
[031) hakoH 3
niodinizatom y
KOMMNEKTi 3
PO34MHHMKOM (BOAA
Ans iH'exuiin) B
amnyni; no 100 wTyk
thnakoHiB Ta amnyn
B OKpEMMX KOpobkax
127. | NPOKTO3AH Masb pekTasibHa, No "Xemothapm" Pecny6nika KOHTPO/b Ccepil, Pecny6nika BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/4645/01/01
®HEO 20 r masi y Ty6i; no 1 AL Cepbis [03BIiN Ha BUMYCK Cepbis 3MmiHu | TURY - 3miHk 3 sKocTi. CepTudikar peyenma

Ty6i 3 annikaTopom y
KapTOHHIlA KopooLi

cepii: "Xemodpapm"
AL, Pecny6nika
Cepbis;
BMPOGHMLTBO
Hepo3acoBaHol
npoAykKLujii, nepBuHHa
Ta BTOPMHHA
ynakoBka, KOHTPO/b
cepii: "Xemocpapm"
AL, Bpwau, Bigain
BMpOGHMYA
AinbHuus Wabau,
Pecny6nika Cepbis

BignosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHsA
HOBOro abo OHOBMEHOro cepTudpikata
BiANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiANOBIgHOCTI EBponeiickkili hapmakonei: ans
A®I; ons BMXigHOro
mMarepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BUKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBIEHWIA
cepTuqikaT Bif yxe 3aTBepKeHOro BUpobHuKa -
noAaHHs oHoBneHoro CepTtudikary BiANoOBIAHOCTI
€sponelicbkin dhapmakonei R1-CEP 2000-025-
Rev 06 (3aTBepmxeHo: R1-CEP 2000-025-Rev 05)
Ons gitodoi peyosnHu Prednisolone acetate Big
BXe 3aTBEePPKEHOro BUPO6HUKa, AKUii 3MiHWB
Ha3By 3 Sanofi Chimie Ha EUROAPI FRANCE.
3MiHn | TURY - 3MiHk 3 sKocTi. APl KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
O0NyCTUMUX MEX, BU3HAYEHMX Y cneumdikalisax
Ha A®|, abo BVXigHWIA/MPOMIKHWIA
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1

NpoAyKT/peareHT, WO BUKOPUCTOBYIOTHCS Y
npoueci Bupo6bHuUTBa A®PI (BUTYyUYEHHSA
He3HaYHOro nokasHuMka SIKOCTi (Hanpukiag
BW/TYEHHS 3aCTapifioro NokasHuka)) - BUTy4YeHHs
i3 cneuudpikauii Ana [jr4voi pevyoBuHU
Prednisolone acetate nokasHuka Residual solvents
— Methylethylketone. 3miHn | TURY - 3MiHK 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTpob rotoBoro
niKkapcbKoro 3acoby. 3miHa y MeToaax
BMNPOGYBaHHSA roTOBOrO /iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPIKEHNX METOAAX
BMNPOOGYBaHHSA) - HE3HAYHI 3MiHW y MeTogax
KOHTPO/10 TOTOBOrO J1iKapCbKOro 3acoby 3a
NOKa3HNKOM «KiflbkicCHe BU3HAUYEHHS NpeaHi30/10Hy
aueTary» - CnekTpohOTOMETPUYHUM METOAOM.
3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKWi
3aci6. KoHTposib roTOBOro Nikapcbkoro 3acooby.
3miHa napameTpiB cneyudikaii Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapCbKOro 3acoby
(iHWi 3miHW) - y cneuudikaLito KOHTPOJIHO AKOCTI
[ofaeTbes iHhopmalis Woao nepioguyHocTi
BMNpoGyBaHb 4518 nokasHuka Minimum filling (Test
frequency: to be tested once a year). 3miHn | TMny
- 3MiHu 3 sKocTi. CepTudikar BignosigHocTI/IE-
cepTudikaT BignoBigHOCTI EBpONENChKIi
hapmakonei/MoHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI a6o
BU/yYEHHS cepTudpikaTta BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans
BMXiAHOrO MaTepiany/peareHTy/MpoMiKHOIo
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; ona foNoOMiKHOT peqyoBuHN (cepTudpikat
BifNoBigHOCTI €Bponelickkili hapmakonel) -
OHoBReHW cepTuddikaT Bif, y)xe 3aTBepAKeHOro
BMPOBHUKA - NOAaHHA OHOB/IEHOro cepTudikara
BignoBigHoCTI €Bponelickkili hapmakonei Ne R1-
CEP 2006-059-Rev 09 (3aTBepgxeHo: R1-CEP
2006-059-Rev 06) ons aitoyoi peyosunHn Heparin
sodium Bif, BXe 3aTBEpPAXEHOr0 BUPO6HMKA
SHENZHEN HEPALINK PHARMACEUTICAL
GROUP CO., LTD. 3miHn | TNy - 3MiHW 3 SIKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI E€BpONechbkili
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI a6o
BU/yYEHHS cepTudpikaTta BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans
BMXIAHOrO MaTepiany/peareHTy/npoMiKHOIo
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1

NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; ona foNOMiIKHOT peqyoBuHN (cepTudpikat
BifNoBigHOCTI €Bponelickkili hapmakonei) -
OHOBReHW cepTuddikaT Bif, y)xe 3aTBepAKeHOro
BMPOBHUKA - NOAaHHA OHOB/IEHOro cepTudikara
BignoBigHoCTI E€Bponelickkili hapmakonei Ne R1-
CEP 2006-059-Rev 11 ans fito4oi peyoBuHM
Heparin sodium Bif BXe 3aTBEPXEHOrO
BMpo6HMKa SHENZHEN HEPALINK
PHARMACEUTICAL GROUP CO., LTD. 3MiHu |
TMny - 3MiHK 3 AKkocTi. CepTudikar
BignosigHocTi/lE-cepTudikar BignosigHoOCTI
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HoBOro abo OHOBMIEHOro cepTudikara
BIAANOBIAHOCTI ab0 BUNYyYeHHS cepTudikara
BiANOBIAHOCTI €Bponeiickkili hapmakonei: ans
A®I; ons BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNLUTBI ADI; ans
[LOMOMDKHOT peYoBMHU (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNEHNI
cepTudikaT Bif y)Xe 3aTBepIXEeHOro BUPOOHUKA -
Rev 09 ans gjtoyoi pevoBuHY Heparin sodium Big
BXE 3aTBEPXEHOro BUpobHUka Yantai
Dongcheng Biochemicals Co., Ltd. 3miHu | Tuny -
3MiHu 3 sKocTi. CepTudikaT BignosigHoCTI/lE-
cepTudikaT BignoBsigHOCTI €Bponelickkil
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI a0
BUyYEHHA cepTudpikaTta BiANOBIAHOCTI
€Bponelicbkin hapmakonei: ana A®l; pns
BMXiZAHOro MaTepiany/peareHTy/NMpoMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYHOTLCSA Y BUPOBGHULTBI
A®I; oA 4ONOMIKHOT peqyoBuHM (cepTudikar
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
OHoBNEHWit cepTuddikaT Bif, yXe 3aTBepAKeHOro
BMPOGHMKA - MOAaHHSA OHOBJIEHOTO cepTudikata
BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2006-059-Rev 12 (3aTBepaxeHo: R1-CEP
2006-059-Rev 06) ans gito4yoi peyoBmHM Heparin
sodium Big, BXxe 3aTBepAXeHOro BUPO6GHMKa
SHENZHEN HEPALINK PHARMACEUTICAL
GROUP CO., LTD. 3minu | TUny - 3MiHu 3 SKOCTI.
CepTudpikat BignosigHocTi/lE-cepTudpikart
BiNOBIAHOCTI €BpONelichkilt
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI a0
BWIyYEHHA cepTudpikaTta BiANOBIAHOCTI
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1

€Bponelicbkin hapmakonei: ana A®l; pns
BMXiAHOro MaTepiany/peareHTy/NMpoMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYHOTLCSA Y BUPOBGHULTBI
A®I; oA 4ONOMIKHOT peqyoBuHM (cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHoBNEHWit cepTuddikaT Bif, yxe 3aTBepAXeHOro
BMPOGHMKA - MOAaHHSA OHOB/IEHOTO cepTudikata
BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2006-059-Rev 13 ans gito4oi peyoBuHn
Heparin sodium Bif Bxe 3aTBepXeHOro
Bupo6HMKka SHENZHEN HEPALINK
PHARMACEUTICAL GROUP CO., LTD. 3MiHu |
Tuny - 3MiHn 3 sakocTi. CepTuddikat
BignosigHOCTI/IE-cepTudikat BignosigHOCTI
€sponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOBMeHOro cepTudikata
BiANOBIAHOCTI ab0 BUYyYEHHS cepTudikata
BifnoBigHOCTI €Bponelickkili hapmakonei: ans
A®l; gns BuxigHOro
mMaTtepiany/peareHTy/nMpoMbKHOro NPOAYKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0OMNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA
cepTuddikaT Bif y)Xe 3aTBepIKEHOro BUPOOHUKA -
noAaHHs OHOBJIEHOTO cepTudikarta BifnoBigHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2006-059-
Rev 14 ana gitoyoi peyosmHy Heparin sodium Big,
BXe€ 3aTBepxeHoro BupobHnka SHENZHEN
HEPALINK PHARMACEUTICAL GROUP CO.,
LTD. 3MiHu | Tuny - 3miHn 3 sikocTi. CepTucpikat
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/MmoHorpadii. NMogaHHSA
HOBOro abo OHOBMIEHOro cepTudpikata
BIANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
A®Il; ons BMXigHOroO
mMarepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPUCTOBYHOTLCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBuHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBIEHWIA
cepTudikaT Bif yxe 3aTBEpIXEeHOro BUPOOHUKA -
noAaHHA OHOB/IEHOTO cepTudikarta BifnoBifHOCTI
€poneiicbkint hapmakonei Ne R1-CEP 2006-059-
Rev 15 ans gjtouoi pevoBuHY Heparin sodium Big
BXe 3aTBepKeHoro BupobHmka SHENZHEN
HEPALINK PHARMACEUTICAL GROUP CO.,
LTD. 3MmiHu | Tuny - 3miHn 3 AkocTi. CepTudpikat
BignosigHocTi/l E-cepTudikar BignosigHoOCTI
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1

€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HoBOro abo OHOBMIEHOro cepTudikara
BIANOBIAHOCTI ab0 BUNYyYeHHS cepTudikara
BiANOBIAHOCTI €Bponeiickkili hapmakonei: ans
A®I; ons BuxigHoro
marepiany/peareHTy/npomMiKHOro NPoAYyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNULTBI ADI; fns
[LOMOMDKHOT peYoBMHU (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNEHWIA
cepTudikaT Bif y)Xe 3aTBepIAXEeHOro BUPOOHUKaA -
nofaHHsA OHOBJ/IEHOrO cepTudikaTa BiANoBILHOCTI
€sponeiicbkiii hapmakonei Ne R1-CEP 2006-059-
Rev 17 ans gitoyoi peyoBmHM Heparin sodium Big,
BXe 3aTBepKeHoro BupobHuka SHENZHEN
HEPALINK PHARMACEUTICAL GROUP CO.,
LTD. 3minu | Tuny - 3MiHn 3 skocTi. CepTudikat
BignosigHOCTI/IE-cepTudcpikar BignosigHOCTI
€sponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOBMEHOro cepTudikata
BiANOBIAHOCTI ab0 BUTYyYEHHS cepTudikata
BifNoBigHOCTI €Bponelickkili hapmakonei: ans
A®l; gns BuxigHoro
mMaTtepiany/peareHTy/nMpoMbKHOIo NPOAYKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMDXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBIEHWIA
cepTuddikaT Bif y)Xe 3aTBepIKEHOro BUPOOHUKA -
noAaHHs OHOBJIEHOTO cepTudikaTa BifnoBigHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2003-197-
Rev 07 (3atBepmxeHo: R1-CEP 2003-197-Rev 06)
Ans giroyoi peyoBmHM Heparin sodium Big, BXe
3aTBep/axeHoro BupobHuka Yantai Dongcheng
Biochemicals Co., Ltd. 3miHu | Tuny - 3miHn 3
akocTi. CepTtudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiichbkili
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BU/TyYEHHs cepTudikaTa BignoBigHOCTI
€sponelicbkili hapmakonei: gns A®l; ans
BMXiQHOr0 Marepiany/peareHTy/mpoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; 4na AONOMIKHOT peyoBuHM (cepTudikar
BiANOBIAHOCTI €Bponeiickbkili hapmakonei) -
OHOBNeHWit cepTuddikaT Bif, yXe 3aTBepAXEHOr0
BMPOGHMKA - MOAaHHSA OHOB/IEHOTO cepTudikara
BiANoOBIgHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2003-197-Rev 08 ansa fito4oi pevyoBuHU
Heparin sodium Bif BXe 3aTBEPAKEHOIO
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
BMpo6HuKa Yantai Dongcheng Biochemicals Co.,
Ltd. 3MmiHu | TNy - 3miHK 3 AkocTi. CepTudpikat
BignosigHocTi/lE-cepTudikar BignosigHoOCTI
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HoBOro abo OHOBMIEHOro cepTudikara
BIANOBIAHOCTI ab0 BUNYyYeHHS cepTudikara
BiANOBIAHOCTI E€Bponeiickkili hapmakonei: ans
A®I; ons BuxigHoro
marepiany/peareHTy/npomMiKHOro NPoAyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNLTBI ADI; fns
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNEHWI
cepTudikaT Bif y)xe 3aTBepIXEeHOro BUPOOHUKA -
nofaHHsA OHOBJ/IEHOrO cepTudikaTa BiAnNoBILHOCTI
€sponeiicbkiii hapmakonei Ne R1-CEP 2003-197-
Rev 10 ans gitovoi peyoBmHM Heparin sodium Big,
BXeE 3aTBep/pKeHOoro BMpobHuKa Yantai
Dongcheng Biochemicals Co., Ltd
128. | MPOMNAHOPM | TabneTtku, BKpUTI MPO.MEA.LIC Yecbka BMPOGHMLTBO, Yecbka BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3a UA/5421/01/02
® NAiBKOBOO Mpara a.c. Pecny6nika nepBuHHE i Pecny6nika | 3MiHu | TUNY - 3MiHK 3 iKOCTi. FOTOBWMIA NikapcbKuii peuenmom
o060n0Hkoto, no 300 BTOPVHHE 3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHW Y npoLeci
mr, no 10 TabneTtok nakyBaHHs, BMPOGHMLITBA FOTOBOrO /1iKapPCbKOro 3acoby,
y 6nictepi; no 5 KOHTPO/b SKOCTI, BK/1HOUAKUY NMPOMIXKHUIA NPOAYKT, WO
6nicTtepiB y BWMNYCK cepil: 3aCTOCOBYETLCS MNPV BUPOOHULITBI TOTOBOrO
KapTOHHIli Kopoobui MPO.MEA.LC niKapcbKoro 3aco6y (iHLWi 3MiHW) - 3MiHK Y
Mpara a.c., Yecbka BMPOBHMYOMY NpoLeci, a came 36iMbLIeHO
Pecny6bnika; KINIbKICTb PEYOBWH A/15 MOKPUTTA TabneTok:
BMPOGHMLTBO, KINbKICTb KPOXMaUTHO KYKYPYA3SHOTO 36i/bLIeHO Ha
nepBuHHE i 8 %; Opadry WHITE 02F28310, emynbcii
BTOPUHHE CUMETUKOHY, BOAM OYnLLEHOT — Ha 5 %, y 3B’A3KY 3
nakyBaHHs, npuBeLeHHSAM AOKyMeHTaLUil y BiANOBIAHICTb A0
KOHTPO/b SIKOCTI: haKTUYHOT KifIbKOCTi, fika BUKOPUCTOBYETLCA NpK
XBM ®apma c.p.o. , BMPOGHULITBI 4719 NOKPUTTSA TEXHOMOMNYHNX
CnoBaubka BTpaT.3MiHu | TNy - 3MiHK 3 SKocCTi. FoTOBMIA
Pecnyb6nika; nikapcbkuii 3aci6. 3MiHU Y BUPOGHULITBI. 3MiHW Y
KOHTPO/b SKOCTI: npoueci BUPOGHULITBA rOTOBOrO MiKapCbKoro
AJIC Yecbka 3aco6y, BK/10YaUM NPOMDKHUIA NPOAYKT, L0
Pecny6nika c.p.o. , 3aCTOCOBYETLCA MPY BUPOBHULTBI TOTOBOrO
Yecbka Pecnybnika nikapcbkoro 3acoby (iHLwi 3MiHN) - MNprBeAeHH:
dopmaTty nogaui iHchopmav,ii y BignoBigHICTb 3
iHLUIMMW JOKYMEHTaMM No BUPOGHULTBY FOTOBOrO
NPOAYKTY, @ CaMe BHECEHHS HE3HAYHVX NPaBOK B
po3gin 3.2.P.3.3. (mogaHo iHchopmauito woao
BOZM, aKTyasi3oBaHi yMOBU [/151 CyLLapku 3
KMNASYMM LIAPOM), BUZaneHo niaposain
«Packaging area» 3 po3sginy 3.2.P.3.3
129. | NPOTA®AH® | cycneHsia ons A/T Hoso [aHia BignoBiganbHuii 3a [Oanisa/ BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis: 3a UA/2700/01/01
HM iH'ekuii, 100 MO/mn; Hopgaick BWMNYCK cepiit PpaHuis 3MiHu | TMNY - 3MiHK Woao 6esnekn/edeKTUBHOCTI peyenmom
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
no 10 mn y dpriakoHi; KiHLLEBOro NPOAYKTY: Ta dpapmakoHarnsgy. BeegeHHs abo 3miHv o
no 1 chnakoHy B A/T Hoso Hopgick, y3arasibHeHUX AaHux Npo cuctemy
KapTOHHI KOpo6Li [NaHis; thapmakoHarnsagy (BBefeHHs y3ara/ibHeHUX JaHux
Brpo6HWK npoaykuii npo cuctemy chapmakoHarnsgy, 3MiHa
38 NOBHUM LMKIOM: YMNOBHOBaXeEHOT 0cobu, BigNoBifanbHOT 3a
Hoso Hopgick 3AiliCHeHHs hapMakoHarsnszy; KOHTaKTHOT ocoou 3
MpogatokcboH CAC, dhapmakoHarnsgy 3asaBHuKa A1s 34ilCHEHHS
PpaHuis thapmMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
Bifl YNOBHOBaXeHOI 0co6Mu, BiANOBIga/IbHOI 3a
3pificHeHHs hapmakoHarnsay (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-gaiina cuctemu papmakoHarnsgy). 3miHa
YMOBHOB&XEHOT 0CO6Y 3asBHMKa, BignoBiganbHOI
3a hapmakoHarnag,.
[itoua pepakuis: KapcteHn Jlonnike. MponoHosaHa
pepakuisi: i3 MpiMmLueliB. 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXKEHOT 0CO6W 3asiBHNIKA,
BiANOBIAaIbHOI 3a thapmakoHarnsag,. 3miHa
KOHTaKTHUX [aHNX KOHTaKTHOT 0CO6W 3asBHNKA,
Bi4NoBiAaIbHOI 32 hapMakoHarnsa B YkpaiHi.
130. | PABE30O/ TabneTtkn KYMN®EP JInToBcbka BMPOBHULITBO Icnanis/ BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/18871/01/01
KMLLKOBOPO34MHHI no | BIOTEX, YAB Pecnybnika | nikapcbkoro 3acoby, IHAjs 3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI peyenmom
20 mr; no 14 nepBuHHe Ta Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu a0

TabneTtok y 6nictepi,
no 2 6nictepun y
naJui

BTOPUHHE
nakyBaHHs,
KOHTPONb SIKOCTI
cepii,
BiANOBiAa/IbHWIA 32
BUNYyCK cepil:
Nabopatopioc
NikoHca, C.A.,
IcnaHin; fonarkoBa
AinbHUUA 3
KOHTPO/0 cepii:
NABOPATOPIO
EXEBAPHE, C.A,,
IcnaHis; gogarkosa
OinbHUUA 3
KoHTponto: XEMO
IHAIA
®OPMIONIEALLUH3
MNBT. NTA., IHgis;
fopaTkosa fiNbHULUA
3 BTOPUHHOIO
nakysaHHsa: ATAIC
®APMA, C./1.,
IcnaHis;
Aogartkosa AiflbHUUS

y3arasibHeHVX AaHnx Npo cuctemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHnx
npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXXEHOT 0CO6MU, BigNOBiga1bHOI 3a
3[iiCHeHHs1 hapMakoHars4y; KOHTaKkTHOI ocobu 3
chapmakoHarnsgy 3asaBHuKa AN 34iliCHeHHS
hapMakoHarnagy B YkpaiHi, SKLO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6Wu, BiAMoBiga/IbHOI 3a
3[iicHeHHs chapMakoHarnsay (Bkiyakyn
KOHTaKTHI fjaHi) Ta/abo 3MiHM Yy PO3MiLLEHH
macTep-gaiina cuctemy hapmMmakoHarnsgy). 3miHa
YNOBHOB&XEHOT 0CO6U 3aABHMKA, Bi4NOBIgabHOI
3a thapmakoHarnsg,.
[itoua pepakuis: Wynby Onbra CepriiBHa.
MponoHoBaHa pepakuisi: Maiictep MapuHa
eHHagiiBHa.
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
3 BTOPUHHOIO
nakyBaHHS:
MAHAHTIANb
IHTETPA, C.NY.,
Icnanis
131. | PAHITUAVH TabneTku, BKPUTI "HOHik IHais HOHik IHgis BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/4335/01/02
€BPO MN/1iBKOBOIO dapMacbTUK PapmacbloTuKan TexHiyHa nomwska (3rigHo Hakasy MO3 Big, peyenmom
060/10HKOt0, No 300 an Nab6opaTtopi3 23.07.2015 Ne 460). BunpaBneHHs1 TEXHIYHOT
mr no 10 TabneTok y Na6opatopiz" (BiggineHHs dipmmn nomMusnku, 3rigHo n.2.4. n.n. 4 posginy VI Hakasy
cTpuni; no 2 abo 5 (BigaineHHs "x. B. Kemikana MO3 Ykpainu Big 26.08.2005p. Ne 426 (y pegakui
CTpuNiB y KOPOO6Lii 3 dipmn "Ox. B. eHa Haka3y MO3 Ykpainu Big 23.07.2015 p. Ne 460) B
KapToHY Kemikans eHg dapmacboTvKan3 po3gaini «Cknag» MKA N3, wo nos’s3aHa 3
dapMacbTUK nra.") HEKOPEeKTHUM NepekagomM Ha YKpaiHCbKy MOBY
ans itg.") Ha3BW LONOMIXHOI pevyoBUHM Xxanthan gum sk
KCaHaTHOBa KaMifjb 3aMiCTb KOPEKTHOTO
KCaHTaHOBa Kamefb Y peectpauiiHomy
noceigueHHi Ta MKA /13. 3a3HaueHe BUNpaBneHHs
BignoBigae marepiaiam peecTpaLiiiHoro 4oCbe,
AKi npeAcTasrieHi B apxisi (po3gin 3.2.P.1. Onuc i
cknag nikapcobkoro 3acoby). BunpasneHo TeXHIYHyY
NOMW/IKY B iHCTPYKLT 4719 MEANYHOrO
3aCTOCyBaHHSA Nikapcbkoro 3acoby, a came
BMMPaB/IEHO rpamaTyyHi NOMWUIKN Y po3ginax:
"Cknag" (4onomikHi peqyoBuHHn), "dapmakonorivHi
B/1acTMBOCTi (PapMakokiHeTVKa)",
"MpoTmnokasaHHA", "OcobaMBOCTI 3aCTOCYBaHHA",
"3[aTHICTb BNAMBATY Ha LWUBMAKICTb peakuii npu
KepyBaHHi aBTOTpPaHCMOpPTOM abo iHWMMK
MexaHismamu", "YMoBu 36epiraHHs", "YnakoBka".
3a3HayeHe BUNpaB/IEHHN BigNoBigae matepianam
PEECTPALLiHOIO AOCHE.
132. | PAHITUAVH TabneTkun, BKpUTI "FOHiK IHAisa FOHiK IHAis BHECEHHS 3MiH 0 peecTpayjiiiHux maTtepianis: 3a UA/4335/01/01
€BPO N/1iBKOBOIO PapmMacboTuK PapmacboTukan TexHiyHa nomwuska (3rigHo Hakasy MO3 Big, peyenmom
o060n0Hkot0, o 150 an Na6opatopis 23.07.2015 Ne 460). BunpaBneHHs1 TEXHIYHOT
Mr o 10 TabneTok y Na6opaTtopis" (BipLineHHs dhipmun NoMW/IKW, 3rigHo N.2.4. n.n. 4 po3giny VI Hakasy
CTpuni; no 2 a6o 5, (BigaineHHs "x. B. Kemikan3 MO3 Ykpainu Big 26.08.2005p. Ne 426 (y pegaxui
a6o 10 cTtpuniB y dipmn "Ox. B. eHa Haka3y MO3 Ykpainu Big 23.07.2015 p. Ne 460) B
KOpoOLi 3 KapTOHY Kemikans eHp, dapmacboTUkan3 po3aini «Cknag» MKA /13, wo nos’s3aHa 3
PapmMacboTuK nra."), HEKOPEeKTHUM NnepekagomM Ha YKpaiHCbKy MOBY
ans fitg.") Ha3BW JOMNOMIXHOI peqyoBUHM Xxanthan gum sk

KCaHaTHOBA KaMmifib 3aMiCTb KOPEKTHOrO
KCaHTaHOBa kame/fb y peecTpavjiiiHomy
noceigueHHi Ta MKA /13. 3a3HaueHe BUNpaBneHHs
BiANOBigae MaTepianaM peecTpauiiHoro fockbeE,
AKi npeAcTasneHi B apxisi (po3gin 3.2.P.1. Onuc i
cKnag, nikapcbkoro 3acoby). BunpaeneHo TexHiuHy
NMOMWJIKY B IHCTPYKLIT 415 MEANYHOIO
3acToCcyBaHHSA NikapcbKoro 3acoby, a came
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
BUMPaB/IEHO rpamaTyyHi NOMWUIKK Y po3ginax:
"Cknag" (8onoMikHi peqyoBuHHN), "®apmakonorivHi
B/1ACTMBOCTI (PapMakokiHeTVKa)",
"MpoTunnokasaHHsa”, "OcobaMBOCTI 3acTOCyBaHHS",
"3paTHICTb BNAMBATU Ha LWBWUAKICTL peakuii npu
KepyBaHHi aBTOTPaHCNOPTOM abo iHWKMKN
MexaHismamu", "YMoBU 36epiraHHs", "YnakoBka".
3a3HaueHe BUMpaB/IEHHSA BignoBigae marepianam
peecTpaLiiHoro A0ChLE.
133. | PANITYC cupon, 30 mr/5 mn, Makneogc IHais Makneopc IHgis BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a UA/6153/01/01
no 120 mny dapMacbioTUK PapmacboTuKanc 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKuii peyernmom
donakoHi, no 1 anc Nimiteq, Niviteq 3aci6. KOHTpO/1b rOTOBOro NiKapcbKoro 3acoby
thnakoHy 3 MipHUM (iHLWi 3MiHW), OHOBMIEHHS BXe 3aTBEpMAKEHNX
KOBMaykoM y MEeTOZIB KOHTPOJItO AKOCTI NliKapCbKoro 3acoby, a
KapTOHHIi ynakoBLi came BUKNAAEHHS TEKCTY AepXXaBHOK MOBOK
3riHO CyYacHWX BUMOT.
134. | CAKCEHOA® | po3uuH Ans iH'ekuin, AIT HoBso [NaHis A/T Hoso Hopgick, [Nanis/ BHECEHHS 3MiH 10 peecTpayjiiiHux maTtepianis: 3a UA/18651/01/01
6 mr/mn; no 3 mny Hopgaick [NaHis CnonyyeHi 3MiHu | TURY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI peyenmom
KapTpugKax, (KomnnektyBaHHs, LWraTtn Ta hapmakoHarnsgy. BeegeHHst abo 3miHu o
BKMaJEHNX Y MapKyBaHHSA Ta y3arasibHeHUX JaHnx npo cucTemy
nonepeaHbO BTOPUHHE thapmakoHarnsgy (BBeAeHHs y3arasibHEHUX JaHux
3anoBHeEHY nakyBaHHS r0TOBOro npo cuctemy chapmakoHarnsgy, amMiHa
6araTtofo30By NPOAYKTY. YNOBHOBaXEHOT 0cO6M, BiANOBIfaNbHOI 3a
0iHOPa30BY LUMPULL- CepTudpikayis 3[iiCHEeHHs hapMakoHarnsay; KOHTakTHOI ocobu 3

pyuky; no 1, 3abo 5
nonepeaHbLO
3aMoBHEeHI Wnpuu-
PYYKW B KAPTOHHIiA
Kopobui

cepii.); AIT Hoso
Hopgaick, JaHis
(BupobHuuteo
NPOAYKTY,
HanoBHEHHS
KapTpuaxy Ta
KOHTPO/b AKOCTI
npoaykuii in bulk.
Bunyck cepii Ta
cepTudikavis.);
HoBo Hopgaick
dapmacbtoTikan
IHpacTpis, NMM1.,
CnonyuyeHi Wratn
(BupobHuyteo
NPOAYKTY,
HanoBHEHHS
KapTpuapKy Ta
nepe.ipka AKOCTi
npoaykuii in bulk.
KomniektyBaHHs,
MapKyBaHHA Ta
BTOPUHHE
nakyBaHHs rOTOBOr0O

dhapmakoHarnsagy 3asaBHuKa gns 34ilCHeHHS
hapmakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
Bifl YNOBHOBaXeHOI 0cobWu, BiAMNOBiga/IbHOI 3a
3pificHeHHs hapMakoHarnsay (BkiYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-gaiina cuctemu hapmakoHarisgy). 3mMiHa
YMOBHOBaXEHOT 0CO6Y 3a8BHMKA, BignoBiganbHOT
3a hapmakoHarnsg,.

[Litoua pepakuin: KapcteH Jlonnike. MNponoHoBaHa
pepakuisi: /i3 MpimmLueliB. 3MiHa KOHTaKTHUX
[aHyX YNOBHOBAXEHOI 0CO6U 3asBHNKa,
BiANOBiAaIbHOI 3a thapmakoHarnsag,. 3miHa
KOHTaKTHUX [aHNX KOHTaKTHOT 0CO6U 3asBHNKA,
BiANOBIAa/ILHOT 3a hapmakoHarnsag, B YkpaiHi
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
npoaykTy. KoHTposb
AKOCTI NPOAYKUIT in
bulk Ta rotoBoro
NPOAYKTY.)
135. | CUHEKO/A cupon, 1,5 mr/mn; no XaneoH KX LLiBeiiuapis XaneoH KX C.a.p.n. LLiBeiiuapis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/5260/01/01
100 mn a6o 200 mn CAPN 3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKWiA peyenma
y donakoHi 3 3aci6. KOHTpos1b rOTOBOrO MiKapCbKoro 3acoby
KPULLKOIKO Ta MipHOI0 (iHWi 3MiHW). OHOBJ/IEHHSA BXe 3aTBEePAKEHNX
CKNsHKOMO; Mo 1 MeTOZIB KOHTPO/to AKocCTi /13, a came
donakoHy y BUKNAEHHS TEKCTY [ilepXXaBHOK MOBOIO 3rifHO
KapTOHHI Kopo6Lyi cy4acHux BUMOTr. TakoX BHECEHHS pefakLiliHuX
NpaBOoK Ta YyTOUYHEHb BiAMOBIAHO A0 PO3ainy
3.2.P.5.2. AHa/iTUYHI METOAMKN.
136. | CMHEKOA Kpanni opasibHi Ans XaneoH KX LBeliLapis BMPOGHULTBO 3a LseliLapis BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 6e3 UA/5260/02/01
aiteid, 5 mr/mn; no CAPN NMOBHUM LMK/IOM: 3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKWii peyenmom
20 MmNy dhnakoHi 3 XaneoH KX C.a.p.n. 3aci6. KOHTposib rOTOBOro MikapcbKoro 3acoby
KpanesnbHULEHo i (iHWi 3MiHW). OHOB/IEHHSA BXE 3aTBEePAKEHNX
KPULLKOO; Nno 1 MeTOZIB KOHTPOsto AKOCTi /13, a came
donakoHy y BUKNAEHHS TEKCTY [iepXaBHOK MOBOIO 3rifHO
KapTOHHI KopobLyi Cy4acHux BUMOT. TakoX BHECEHHS pefakLiliHMX
NpaBOoK Ta YyTOUYHEHb BiAMOBIAHO A0 Po3ainy
3.2.P.5.2. AHa/liTUYHI METOANKMN.
137. | CYKCAMETO | nopoLuok Ans MicTtpan AHrnis BYAB ®apma a.c. Yecbka BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/20046/01/01
HIA-BICTA PO3UMHY 415 iH'EKLi Kenitan Pecny6nika | 3miHun | TMny - 3MiHKM WoA0 6e3nekn/edeKkTUBHOCTI peyenmom nidsnsiea
abo iHdysili no 100 MeHeXMeHT Ta chapmakoHarnsgy. 3MiHu y KopoTkili €
Mr Yy dpriakoHi; no 1 Nimiteq XapakTepucTuLi NikapcbKoro 3acoby, TEKCTI
a6o no 10 a6o no 20 MapKyBaHHs Ta IHCTPYKLiT 4/ MegMYHOoro
hNakoHiB B 3aCTOCYBaHHS reHepuYHNX/ribpuaHux/6ionogioHMx
KapTOHHI Kopo6Lyi nNiKapcbknx 3acobiB Nic/1s BHECEHHS TiEl camoi
3MiHM Ha ped)epeHTHUIA npenapar (3miHa He
noTpebye Hafi@aHHS XXOAHNX HOBUX AOAATKOBUX
AaHnx) - 3MiHN BHECeHi A0 IHCTPYKUiT ans
MeAMYHOro 3acTOCyBaHHA NikapCbKoro 3acoby f0
po3gainis "Oco6mBocCTi 3acTocyBaHHs", "Croci6
3actocyBaHHs", "[iTn" BignosigHo A0 iHhopmavi
pediepeHTHOro fikapcbkoro 3acoby (Lysthenon®,
powder for solution for injection). BBefeHHSA 3MiH
NpPOTArom 6-T1 MiCALIB MiCNA 3aTBEPAKEHHS
138. | TArricco TabneTkun, BKpUTI AcTpa3eHeka LLiseujs BMPOGHMLTBO, LLiBewis BHECEHHS 3MiH 10 peecTpavljiiiHiX maTepianis: 3a He UA/16232/01/01
NAiBKOBOO Ab KOHTPO/b AKOCTI, 3MiHu 1l Tuny - 3MiHK Woao 6e3nekn/eddEKTUBHOCTI | peyernmom niosnsza
06010HKo0, No 40 BUNYCK cepil, Ta thapmakoHarnsagy. 3miHu y TepaneBTUYHUX €
mr, no 10 TabneTok nepBuHHe Ta nokasaHHsIX (fofaBaHHs HOBOTO TepaneBTUYHOIo
y 6nictepi; no 3 BTOPVHHE nokasaHHs abo 3miHa y 3aTBepKeHOMY
6nictepn y nakyBaHHs: nokasaHHi). 3MiH1 BHECEHO A0 IHCTPYKLiT Ans

KapTOHHI Kopo6Lyi

AcTpa3eHeka Ab

MeAMYHOro 3acTOCYBaHHA NikapCbKoro 3acoby Ao
po3ainy "Moka3aHHsA" (4of4aBaHHA HOBOMO
nokasaHHs: Tarpicco nokasaHuii y KombiHawii 3:
efeMeTpeKceoM i XimioTepaniero Ha OCHOBI
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

nnaTuHW 4as Tepanii nepLoi NiHil B opocnmx
nauieHTis 3 nowvpeHum HAKP/, y nyxavHax skux
HasBHI MyTauii reHa EGFR: feneuis B ek30Hi 19
abo 3amiHa B ek30Hi 21 (L858R).), a Takox sk
Hacnigok Ao po3ainis "®apmMakonorivHi
BnacTmsocTi", "Oco6/MBOCTI 3aCTOCYBaHHA",
"Cnoci6 3acTtocyBaHHs Ta go3un', "[itn" (BHeceHo
YTOUYHEHHS hopMyntoBaHHS), "Mob6iyuHI peakui™.
BBefeHHs1 3MiH NnpoTarom 6 micAuis nicns
3aTBEPMAKEHHSA. B Mexax 3MiHV HaJaHo
oHoBrieHuii MYP, Bepcis 16.2. Pestome MYP
Bepcis 16.2 fogaeTbes.

139.

TArPICCO

TabneTku, BKpUTI
NAiBKOBOO
0060/10HKOI0, N0 80
mr, no 10 Tabnetok
y 6nictepi; no 3
6nictepn y
KapTOHHIli KopoobLi

AcTpa3eHeka
AB

LLiBeuis

BMPOGHMLTBO,
KOHTPO/b SIKOCTI,
BWMNYCK cepil,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS:
AcTpa3eHeka Ab

LLiBeuis

BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis:
3MiHu 1l Tuny - 3mMiHK Woao 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnsgy. 3miHu y TepaneBTUYHNX
nokasaHHsX (fofaBaHHs HOBOTO TepaneBTUYHOIo
rnokasaHHs abo 3miHa y 3aTBepKeHoOMy
nokasaHHi). 3MiH1 BHECEHO A0 IHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA NikapCbKoro 3acoby Ao
po3ainy "Moka3aHHs" (LofAaBaHHA HOBOMO
nokasaHHs: Tarpicco nokasaHuii y kombiHauii 3:
eemMeTpeKceoM i XimioTeparieto Ha OCHOBI
nnaTtuHW ans Tepanii nepLoi NiHii B LOpocmx
naujienTis 3 nowwmperum HAKP/I, y nyxanHax skmx
HasBHI MyTauii reHa EGFR: geneuis B ek30Hi 19
ab0 3amiHa B ek30Hi 21 (L858R).), a Takox sK
Hacnigok Ao po3sainis "®apmMakonorivHi
BracTmBocTi", "Oco6/MBOCTI 3aCTOCYBaHHSA",
"Cnoci6 3acTocyBaHHA Ta go3un", "Oitn" (BHeceHo
YTOUHEHHS (hopMy/toBaHHs), "MobGiyHI peakuii”.
BBefeHHs 3MiH NpoTarom 6 micsAuis nicns
3aTBEPAKEHHSA. B Mexax 3MiHV HagaHo
oHoBsnieHuii MYP, Bepcis 16.2. Pestome MYP
Bepcis 16.2 gogaeTbes.

3a
peyenmom

He
nionsiea
€

UA/16232/01/02

140.

TAOANA®IN

TabneTku, BKPUTI
N/1iBKOBOIO
o60noHkoto, 20 Mr
nol,4a6o7
TabneTok, BKpUTUX
NAiBKOBOO
060/10HKOI0, Y
6nictepi; no 1
6nictepy B
KapTOHHIli KopoobLi

IDKEHO®AP
M NTA,

Benvka
BputaHis

Yiny
dapmacbtoTikan
(XaiiHaHb) Ko., NiTa,.

Kutait

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
3MiHu | TURY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsgy. BHeceHHss abo 3miHa(u) oo
3000B'A3aHb Ta YMOB Buadi peecTpauiiiHoro
noceigyeHHs, Bkovaouy MnaH ynpasniHHA
py3nkamm (iHLWi 3MiHK). 3assBHUKOM HagaHo
OHOB/IEHUIA MNaH ynpasniHHSA pu3ukamu Bepcis
2.0. 3MiHM BHeCEHO A0 YacTuH: | «3aranbHa
iHchopmauis» |l «Cneuudikauis 3 6esneku» Il
«lMnaH 3 dhapmakoHarnagy»

V «3axoam 3 MiHimizauii pusunkis» VI «Pe3tome
nnaaHy ynpasniHHA pusnkamu» VI «logatkm»
(mopatku 1-8) y 3B’A3Ky 3 OHOBNIEHHAM iHChOpMaLLT
3 6e3neku Aitoyoi pevyoBuHY Taganiadin

3a
peyenmom

UA/19727/01/02




125

n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BiAMNOBIAHO A0 akTyanbHOI pedepeHTHOT
iHbopMmaLii, a Takox Yy 3B'A3KY i3 3MiHOIO chopmaTty
BignosigHo 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
MnaHy ynpasniHHA pusmkamu sBepcisa 2.0
[0A3€ETLCS.

141.

TAOANA®DIN

TabneTku, BKpUTI
NAiBKOBOO
060/10HKOI0, N0 10
mr in bulk: no 4 a6o
7 TabneToK, BKPUTUX
N/1iBKOBOIO
060/10HKOI0, Y
6nictepi; no 50
6nicTepis B
KapTOHHIli KopoobLi

IDKEHO®AP
MNTL

Benuka
BpuTaHis

Yiny
dapmacbioTikan
(XaWiHaHb) Ko., NiTa,.

Kutaii

BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis:
3MiHu | TUny - 3MiHKM Wopao 6e3nekn/eteKTUBHOCTI
Ta hapmakoHarnsgy. BHeceHHs abo 3miHa(un) o
3000B'A3aHb Ta YMOB Buadi peecTpauiiHoro
nocBiAYeHHs, BKoYatoun MnaH ynpasiHHA
pv3nkamm (iHWi 3MiHK). 3assBHUKOM HafaHo
OHOBJ/IEHWIA [NaH ynpaBniHHA pu3nkamun Bepcis
2.0. 3miHM BHeCeHO [0 YacTuH: | «3aranbHa
iHchopmauis» Il «Cneuuddikauis 3 6e3nekn» Il
«MnaH 3 dhapmakoHarnsgy»

V «3axoau 3 MiHimizaLii pusmnkis» VI «Pestome
nnaHy ynpasniHHA pusnkammn» VI «logatkm»
(mopaTkmn 1-8) y 3B'A3KY 3 OHOB/IEHHAM iHChopMmaL,i
3 6e3neku Aitoyoi pevoBuHY Taganadin
BiAMNOBIAHO A0 akTyanbHOI pedhepeHTHOI
iHchopMmawii, a TakoX y 3B'A3Ky i3 3MiHOI dhopmaTty
BignosigHo fo 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
MnaHy ynpasniHHS pusnkamu Bepcisa 2.0
[0A3€ETbCA.

UA/19728/01/01

142.

TABANA®IN

TabneTkn, BKPUTI
nNiBKOBOKO
060/10HKO10, 20 Mr in
bulk: no 1 a6o 7
TabneTok, BKpUTUX
nniBKOBOKO
060/10HKOI, Y
6nicTepi; no 40
6nictepis B
KapTOHHIli KopoobLi

IDKEHOOAP
M NITA,

Benvka
BpuTaHis

Yiny
PapmachbioTikasn
(XaiiHaHb) Ko., NiTa,.

Kutai

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MmiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
Ta hapmakoHarnsagy. BHeceHHs abo 3miHa(un) oo
3060B's13aHb Ta YMOB BuAadi peecTpauiiiHoro
nocBifYeHHs, BKNoYaouy MNMnaH ynpasniHHA
pu3nkamm (iHLWi 3MiHK). 3assBHUKOM HagaHo
OHOB/IEHWIA [naH ynpasniHHA pu3nkammn Bepcis
2.0. 3MiHM BHECEHO A0 YacTuH: | «3aranbHa
iHdbopmauis» 1l «Crneundikanis 3 6e3nekm» Il
«lMnaH 3 dhapmakoHarnsgy»

V «3axoau 3 MiHimisauii pusukie» VI «Pe3tome
nnaHy ynpasniHHA pusnkammn» VI «ogatkm»
(mopaTkmn 1-8) y 3B'A3KY 3 OHOB/IEHHAM iHChopMmaLi
3 6e3neku Aitoyoi peyoBmHU Taganadin
BiANOBIAHO A0 aKTyasibHOT pedepeHTHOI
iHchopMmawii, a TakoX y 3B'A3KY i3 3MiHOK dropmaTty

UA/19728/01/02
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
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
MnaHy ynpasniHHA pusmkamu Bepcisa 2.0
[0A3ETLCA.
143. | TAQANA®IN TabneTku, BKPUTI OKEHODAP Benuka Yiny KnTaii BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/19727/01/01
nAiBKOBOO M AT BpuTaHis dapmacbtoTikan 3MiHM | TUNy - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyernmom
obonoHkoto, no 10 (XaiiHaHb) Ko., NiTa,. Ta chapmakoHarnsgy. BHeceHHs abo 3miHa(u) oo
Mr o 4 a6o 7 3000B'A3aHb Ta YMOB Buadi peecTpauiiiHoro
TabneTok, BKpUTMX noceigyeHHs, Bknovaoun MNMnaH ynpasniHHA
MN/1iBKOBOIO pv3nkamm (iHWi 3MiHK). 3aBHUKOM HajaHO
060/10HKOI0, Y OHOB/IEHUIA MNaH ynpasniHHA pusukamu Bepcis
6nicTepi; no 1 2.0. 3MiHM BHECEHO A0 YacTuH: | «3aranbHa
6nictepy B iHchopmauis» |l «Cneuudikauis 3 6esneku» Il
KapTOHHIlA KopooLi «[naH 3 hapmakoHarnsgy»
V «3axoam 3 MiHimizauii pusunkis» VI «Pesiome
nnaHy ynpasniHHA pusnkammus» VII «Jopatkm»
(mopatku 1-8) y 3B’A3Ky 3 OHOBIEHHAM iHhOpMaLLT
3 6e3neku Aitoyoi pevoBuHY Taganadin
BiAMOBIAHO A0 akTyanbHOi pedhepeHTHOT
iHbopMaLLii, a Takox Yy 3B'A3KY i3 3MiHOIO chopmaTy
BignosigHo Ao sumor 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
MnaHy ynpasniHHA pusmkamu Bepcisa 2.0
[0A3ETLCS.
144. | TEOTAPA Kancynm KPKA, a.4., CnoseHis BMPOGHMLTBO CnoseHis/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a He UA/4377/01/01
NPOJIOHTOBaHOI Aji HoBo mecTo (nennet Ta Ipnangis/ 3MiHu 1l Tuny - 3MiHn Woao 6e3nekn/eddeKTUBHOCTI | peyenmom niosnsza
no 200 wmr; no 10 KancystoBaHHs), Himeuunna Ta dhapmakoHarnsagy. 3mMiHu y KopoTkili €
kancyn y 6nictepi; nepBuHHE Ta XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTI
no 4 6nictepu B BTOPVHHE MapKyBaHHS Ta IHCTPYKLUii 418 MeAn4HOoro
KapTOHHIli KopoobLi nakyBaHHs, 3aCTOCYBaHHS Y 3B'A3KY i3 HOBUMMW AaHVMU 3

KOHTPO/b Ta BUMYCK
cepiii: KPKA, a.4.,
HoBo mecTo,
CnoseHis;
BMPOBOHULITBO
(nennet Ta
KancynoBaHHs) Ta
KOHTPO/Ib Cepili:
Temnep IpnaHgis
Nta., lpnaxais;
nepBuHHe Ta
BTOPUHHE

AKOCTI, AOKNIHIYHUMWN, KMIHIYHUMW JaHUMK Ta
AaHumn 3 papmakoHarnsagy. 3MiHM BHECEHI J0
IHCTPYKUiT NS MEANYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ainis
"MpoTmnokasaHHA", "B3aemopis 3 iHWKMMK
nikapcbkvMmn 3acob6amu Ta iHLWi BUan B3aemogiii',
"Oco61MBOCTI 3acTOCyBaHHS", "3acTocyBaHHs y
nepiog, BariTHOCTi abo rogyBaHHs rpyaar”,
"MepepnosyBaHHsa", "Mo6iyHI peakuii” Woa0
6e3nekn 3acTocyBaHHA /ikapCbkoro 3acoy
BiZANOBIAHO A0 MaTepianiB peecTpauiiiHoro foche.
BBefeHHs 3MiH NpoTarom 6-t1 MicauiB nicnas
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
nakyBaHHS: 3aTBEPKEHHS
Csic Kanc 'v6X,
HimeyunHa
145. | TOC-MAMN Tabnetku; no 8 CMNEPKO Kinp NNABOPATOPIOC Icnanis BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 6e3 nionsea UA/2104/01/01
Tabnetok y 6nictepi; | IHTEPHELUHN AJNTKATIA DAPMA, 3miHa 3asBHuka /13 (MIBIM) (BnacHuka peyenma €
no 2 6nictepn y NIMITEL, C.. peecTpauinHoro noceigyeHHs) (3rigHo Hakazy MO3

nauuj 3 KapToHy

BiA 23.07.2015 Ne 460). TepMiH BBeAEHHS 3MiH
NpOTArom 6 MicsLiB nicns 3aTBepKEHHsS. 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
y3arasibHeHUX JaHnX Npo cucTemy
thapmakoHarnsgy (BBeAeHHs y3arasibHeHUX faHnx
npo cuctemy chapmakoHarnsgy, amMiHa
YNOBHOB&XEHOT 0co6MU, BiANOBIifaNbHOI 3a
3[iiCHEHHS (hapMakoHarnsay; KOHTakTHOI 0cobu 3
thapmakoHarnagy 3asBHUKa AN5 34iCHEHHSA
hapMakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6W, BiAMNOBiga/IbHOI 3a
3pificHeHHs chapmakoHarnsay (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-ghaiina cuctemu thapmakoHarnsgy). 3mMiHa
YMOBHOBaXEHOT 0C06Y 3asBHMKA, BignoBiganbHOI
3a thapmakoHarnag. firova pegakuin: Ckpunka
ApTyp CeprilioBuy. MponoHoBaHa pefakuis:
XapnamoBa €BreHis AHApIIBHA. 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXKEHOT 0CO6W 3as1BHNIKA,
BiANOBIAabHOI 3a thapmakoHarnsag,. 3miHa
MicLe3HaxX0[pKEHHS MacTep-chaiina cuctemm
chapmakoHarnsgy Ta ioro Homepa.
3MiHa Micus 3[iICHEHHS OCHOBHOI AiSNIbHOCTI 3
thapmakoHarnagy. 3miiu | Tuny - 3MiHu Woao
6e3nekun/edhekTVBHOCTI Ta hapMakoHarniagy (iHuwi
3MiHM). 3MiHN BHECEHO A0 TEKCTY MapKyBaHHS
ynakoBKM fliKkapCbKoro 3acoby, a came go n. 11
(HAMMEHYBAHHSA | MICLLEBHAXOI)KEHHS
B/IPOBHUKA TA/ABO 3AABHWKA), n. 17 (IHLWE)
BTOPMHHOI ynakosku; a0 n. 2 (KIJIbKICTb AIKo4ol
PEYOBWHMW), n. 5 (HAMEHYBAHHSA
BVPOBHWKA I, 3A HEOBXIAHOCTI —
3AABHVIKA), n. 6 (IHLLE) nepBUHHOT ynakoBku, a
TaKoX BUyYeHO [y6/110BaHHS TEKCTY MapkKyBaHHS
YMakoBKM NiKapCbKOro 3acoby pociiicbko
MOBO.TepMiH BBEAEHHS 3MiH NPOTArom 6 micsuis
nicnsa 3aTBepkeHHs. 3MiHu | TMny - 3MiHKM LWoao
6e3nekn/edekTnBHOCTI Ta thapmakoHarnsagy (iHLi
3MiHM). 3MiH BHECEHO A0 iHCTPYKLiT ANns
MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby Ao
po3ginis "Mo6ivHi peakuii” (L1040 NOBIAOMAEHHSA
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
npo nigo3proBaHi NOGIYHI peakwii).
TepMiH BBEEHHA 3MiH NPOTAromM 6 micsAuiB nicns
3aTBepMKEHHS. 3MiHK | Tuny - 3MiHn Wwoao
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsgy (iHuwi
3MiHK). 3MiHW BHECEHO [0 IHCTPYKUii ans
MeAUYHOro 3aCToCyBaHHA NiKapcbKoro 3acoby Ao
po3gainis "Oco6mBoCTi 3acTocyBaHHA" (LLOAO0
iHhopmaLii 3 6e3nekn JONOMKHOT pevyoBUHN).
TepMmiH BBE[|EHHS 3MiH- NPOTAroM 6-Tn MicaLiB
146. | TPUDPAC® 20 | po3uMH ANS iH'EKLIN, MeHapiHi Nokcembypr A. MeHapiHi ITanisa BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a UA/2540/03/02
AMNYNN 20 mr/4 mn; no 4 mn IHTepHeLLoHan MaHydakTypiHr 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKuii peuenmom
B amnyni, no 5 OnepelioHc JoricTikc eHg, 3aci6. KOHTposib roTOBOro Nikapcbkoro 3acooby.
ammnyn y KOHTYpPHIiA Niokcembypr Cepgicec C.p.J1. 3miHa napameTpiB cneyudikauii Ta/abo
YapyHKOBIli ynakoBLi C.A. [0MyCTUMUX MEX rOTOBOTO NiKapcbkoro 3acoby
Y KapTOHHIl Kopobui (AONOBHEHHS cneumdikaLii HOBYM NOKa3HUKOM 3
BiANOBIAHUM MeTOA0M BMNPo6yBaHHS) - BBeaeHHs
HOBOrO NapameTpy «Buanmi 4acTku» 3
BiANOBIAHUM METOA0M BMUNPOBYBaHHSA Yy
cneumdoikauito MN3. BunpobyBaHHSA NpoBOANTLCA
LLNAXOM Bi3yaslbHOro KOHTPOJIO BignosigHo o Ph.
Eur. 2.9.20
147. | TPYKCAN TabneTku, BKpUTI NyHpbek [aHia BMPOGHMLITBO [JaHis BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis: 3a UA/2208/01/01
NAiBKOBOO Ekcnopt A/IC Hepo3ghacoBaHOro 3MiHu | TUny - 3MiHK 3 aKocTi. A®l. KoHTponb AdI. peuenmom

06010HKO0 NO 25
mr, no 100 Ta6neTok
Y KOHTelHepi, no 1
KOHTeliHepy B
Kopobui

NpoaykKTy, NepBrHHE
Ta BTOPUHHE
nakyBaHHS1, BUMYCK
cepiii: X. JlyHa6ek
A/C, [aHis;
BUNPOOYyBaHHA 3a
MOKa3HNKOM
"MikpobionoriyHa
ynctoTa": EypodiHc
Biochapma MpogakT
TecTiHr eHmapk
A/C, [aHis

3MiHa y napameTpax cneuudikauii Ta/abo
O0NyCTUMUX MeX, BU3HAYEHMX Y cneumdikalisax
Ha A®I|, abo BUXiZHWNIA/NPOMIXKHWIA
npoayKT/peareHT, Lo BUKOPUCTOBYOTHCA Y
npoueci BupobHuuTBa A®| (3BY)XKEHHS AOMYCTUMUX
MeX, BU3HaYeHnX y cnewundikadii) 3By>KEHHSI Mex
cneuudikauii 4ns TectyBaHHSA 4-X/10poTio-
KCaHTOHY Ta iHWKX AOMILLIOK Y crieundikawii
BUXIAHOT CUPOBUHN 2-X/10POTiO — KCAHTOH, LLLO
BMKOPUCTOBYETbLCA B NPOLECi BUPOGHMLTBA Aitouoi
PEeYOBUHM XNTOPNPOTUKCERY rigpoxsiopuay. 3MiHu |
TMny - 3MiHK 3 AKocTi. APl BupobHMUTBO. 3MiHa
BMPOGHMKA BUXIAHOrO/NPOMIKHOTO
NpoAyKTy/peareHTy, WO BUKOPUCTOBYIOTLCA Y
BUpo6HMYOMY npoueci A®I, abo 3miHa BUPO6HMKaA
(Bkntovaroun, ae HeobxigHoO, MicLe NPoBeAEeHHS
KOHTpO/0 sIKOCTi) AdI (3a BiACYTHOCTI
cepTudpikaTa BignoBiaHOCTI EBpONeiiChKilt
thapmakonei y 3aTBepiXeHOMY [0ChE)(iHLLi 3MiHW)
BBefieHHs1 HOBOTO nocTavasibHVKa AJ15 BUXIAHOro
martepiany 3 umeTuaamiHonponinxiopuay
(DMPC) HCI (65%), L0 BMKOPUCTOBYETLCA B
npoLeci BUPOGHULITBA AiH0H0T PevoBUHN
XNI0PNPOTUKCEHY rigpoxnopug, Interor SA, Z.1. des
Dunes, Rue des Garennes, 62100 Calais, France
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
148. | TPYKCAN TabneTkun, BKpUTI NyHpbek [aHis BMPOGHMLTBO [Janis BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a UA/2208/01/02
NAiBKOBOO Ekcnopt A/IC Hepo3ghacoBaHOro 3MiHu | TUNY - 3MiHK 3 aKocTi. A®Il. KoHTponb AdI. peuyenmom
060/10HKOI0 Mo 50 NpoAyKTy, NepBuHHe 3MiHa y napameTpax cneuudikauii Ta/abo
mr, no 50 TabneTtok Ta BTOPUHHE [OMYyCTUMUX MEeX, BU3HAUYEHUX Y crnieumdikaLisx
Y KOHTelHepi; no 1 nakyBaHHs, BUMYyCK Ha A®I|, abo BUXiZHWNIA/MPOMIXHWIA
KOHTeliHepy B cepiit: X. lynpbek NpoayKT/peareHT, Lo BUKOPUCTOBYOTHCA Y
Kopobui AIC, [aHis; npoueci BupobHuuTBa A®| (3BYy)XXKEHHS AOMYCTUMUX
BUNPOBYBaHHSA 3a MeX, BU3HaYeHnX y cneuudikauii) 3By>KeHHSI Mex
NOKa3HMKOM cneungikauii onsa TectyBaHHA 4-X10poTio-
"MikpobionoriyHa KCaHTOHY Ta iHLIMX AOMILIOK Y cneuudikauii
ynuctoTa": EypodiHc BUXIAHOT CUPOBUHN 2-X/10POTiO — KCAHTOH, LLLO
Biochapma Mpogakt BMKOPUCTOBYETHLCA B NPOLECi BUPOGHMLTBA Aitouoi
TecTiHr leHmapk PEYOBMHN X/TOPMPOTUKCERY rigpoxnopugy. 3MiHu |
A/C, [aHis MYy - 3MiHK 3 AKkocTi. APl BupobHMUTBO. 3MiHa
BMPOGHUKA BUXIAHOrO/NPOMIKHOTO
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYOTLCS Y
BMPOGHMYOMY npolieci A®I, abo 3miHa BUPOGHUKa
(Brntovaroun, ae HeobxigHO, MicLe NPoBeAEeHHS
KOHTpOsto sikocTi) APl (3a BigCyTHOCTI
cepTudikaTa BifgnoBiaHOCTI EBpONEiiChKilt
thapmakonei y 3aTBepKeHOMY [OCbE)(iHLLi 3MiHW)
BBegeHHs HOBOro noctadyasibHuKa A4/1s BUXigHOro
matepiany 3 umeTunamiHonponinxiopuay
(DMPC) HCI (65%), L0 BMKOPUCTOBYETLCA B
npoLeci BUpo6bHMLITBA Ait040T PEHOBUHN
XNOPNPOTUKCEHY rigpoxnopug, Interor SA, Z.1. des
Dunes, Rue des Garennes, 62100 Calais, France
149. | YHI®NIOKC Kpanni O4Hi/BYLLHi, TOB "YHIME/[, | CnoBaubka TOB "YHIMEL CnoBaubka BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a UA/12837/01/01
po3unH 0,3 % no 5 DPAPMA" Pecny6nika PAPMA" Pecny6nika | 3MmiHu | TUNY - AAMIHICTPaTUBHI 3MiHW. (IHLI 3MiHW) peuenmom

mn a6o 10 mny
nNacTyKkoBoMy
KOHTEeliHepi-
KpanesnbHuui; no 1
KOHTEliHepy-
KpanesnbHULi B
KapTOHHIl KopoobLi

- 3anponoHoBaHa 3miHa Ha3Bu Ta agpecu
BMPOOHVKa NEPBUHHOI YNakoBKV rOTOBOIO
nikapcbkoro 3acoby. 3MiHa Ha3Bu Ta agpecu
BMPOGHMKA NEPBMHHOI ynakosku MN13.
[itoua pepaxuis:

Site of manufacture of primary packaging
1. manufacturing site — primary packaging
BORMIOLI ROCCO & FIGLIO S.P.A. —
DIV.PLASTICA
VIA SAN LEONARDO, 41, 43100 Parma, Italy.
MponoHoBaHa pepakuis: Site of primary packaging
manufacturer
Manufacturer of primary packaging
Headquarters:

Bormioli Pharma S.p.A.

Via Torrente Bratica angolo Via Sporzana 43124
Parma, Italy
Production site — plastic bottles:
Bormioli Pharma S.p.A.
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Ymosu

Peknam

Homep

n/n

Hassa
JliKapcbK0O20

(nikapcbka chopma,

dopma sunycKy

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

yBaHHs

peecmpayitiHo2o
nocsioYyeHHs1

3acoby

ynakoska)

Via Tortona, 48 27055 Rivanazzano Terme Pavia,

'N3. BupobHuui ginbHWLi 3anmnwaioTbes 6e3 3MiH.

Str. Nazionale Emilia, 58 43010 Castelquelfo
Parma, Italy
Production site — plastic closures, droppers:
Bormioli Pharma S.p.A.

Italy
3MmiHu | TYny - AgMiHICTpaTUBHI 3MiHK. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micus
NPOBaKEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa
rOTOBOrO NKAPCbKOro 3acoby, BKIUaun

OinbHUL BUNYCKY cepii abo MicLe npoBefeHHs
KOHTPO/IO AKOCTI. (AiANbHICTb, 3a Ky BiAnoBsifae
BMPOGHMK/IMNOPTEP, BK/IOYAUM BUMYCK CEpiid) -
3MiHa topuan4HoI Ha3BK Ta agpecu nabopatopil

KOHTPOI0, L0 BiA4NOBiga€ 3a KOHTPO/b AKOCTI

[itova pepakuis:
EUROFINS BEL/NOVAMANN s.r.0.
Komjaticka 73
940 02 Nove Zamky
SLOVAK REPUBLIC
MponoHoBaHa peaakuis:
Eurofins BioPharma Product Testing Slovakia
S.r.0.

Radlinskeho 9,

811 07 Bratislava
SLOVAK REPUBLIC

3a

UA/3746/02/01

150.

YPCO®A/IbK

kancynv no 250 wr;
no 10 kancyny
6nictepi; no 1
6nicTepy B kopobu, 3
KapToHy; no 25
kancyny 6nictepi;
no 2 a6o 4 6nictepu
B KOPOOLLi 3 KAPTOHY

Ap. ®anbk
dapma M'vbX,
HimeuunHa

HimeyunHa

BiANOBiAa/IbHWIA 32
BUMNYCK Cepiii
KiHLeBOro NPoAYyKTY:
Ap. danbk dapma
Mv6X, HimeuyunHa,;

BMPOGHMKM

[,030BaHoi hopmu,
nepBrHHE Ta

BTOPWHHE

nakyBaHHs,
KOHTPO/b AKOCTI:
Nlo3zaH ®apma M'M6X,
HimeuumnHa,;

anndamves ®APBIN
ApuHaiimitTTens
'm6X, HimeuunHa;
Bupo6HuK,
BiANOBiAabHMI 3a

HimeuunHa

NepBUHHE, BTOPUHHE

BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis:
3MiHu | TUnYy - 3MiHK 3 aKocTi. CepTudiikaT
BignosigHocTi/lE-cepTudikar BignosigHoOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOBMEHOro cepTudikata
BIANOBIAHOCTI ab0 BUNyYeHHs cepTudikara
BiANOBIAHOCTI €Bponeiickbkili hapmakonei: ans
A®I; ons BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
LoMoMibXHOT peyoBuHU (ME-cepTudikat
BiANOBIAHOCTI EBponeiichbkili hapmakonei ans
A®l/BuxigHoro matepiasy/peareHTy/npoMiXKHOro
npoAykTy abo [ONOMiXHOT pevoBuHK) - HoBuiA
cepTtudikaT Ansa BUXiZHOro
marepiany/peareHTy/npomMikKHOro NpoaykTy abo
[0NOMDKHOT peyoBrHU Bif, HOBOro abo Bxe
3aTBEPAKEHOro BUpobHuKa. MoaaHHsA Hosoro E-
cepTudikaT BignoBigHOCTI EBponeiichKii
thapmakonei R1-CEP 2008-048-Rev 00 Bif HOBOro

nocravyanibHnka PIONEER JELLICE INDIA

peyenmom
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Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
nakyBaHHs Ta

KOHTPO/1b SIKOCTI:
NozaH ®apma M'vbX,
HimeuunHa;
Bupo6HuK,
BiiNOBIfaNbHWIA 32
KOHTPO/b SIKOCTI:
HaykoBo-gocnigHuii
iHCTUTYT Xennenep
'mM6X, HimeuunHa

PRIVATE LIMITED, India gnsi fonomixHoi

PEYOBUHM XenaTuH. 3MiHn | TUny - 3MiHX 3 AKOCTI.

CeprtudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI E€BpONechbkili
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI abo
BU/yYEHHS cepTudpikaTta BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; apns
BMXiAHOrO MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHWLTBI
A®I; pnsa gonomixHoi pevosuHy (CE-cepTudikat
BiNOBIgHOCTI €Bponelickkili hapmakonei ans
A®l/BuxigHoro matepiasy/peareHTy/npoMiKHOro
npoAaykTy abo A0NOMKHOT pevyoBUHHN) -
OHOBIEHWIA cepTUdikar Bif, BXe 3aTBepKeHoro
BMpOGHMKa. MNogaHHs oHoBneHoro ME-
cepTudpikaTa BifgnoBiaHOCTIi EBpONEiiChKilt
thapmakonei R1-CEP 2000-029-Rev 06
(nonepegaHs Bepcis R1-CEP 2000-029-Rev 05) Big
BXe 3aTBepKeHoro BupobHmka ROUSSELOT,
France ons ONOMKHOI peYOBUHM XeNnaTuH.
3MmiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. BunyueHHs
BMPOGHMYOI AiNbHUL (BKIHOYAKUMN AiNbHAL ANS
A®I, NpOMiXXHOro NPoAyKTy abo roToBOro
NiKapCbKOro 3acoby, AibHULL AN NPOBEAEHHS
nakyBaHHs1, BUPOOGHMKa, BiANOBIAAIbHOMO 3a
BUMYCK Cepili, MicLle NPOBefeHHA KOHTPOSIIO cepii)
abo nocrtavasnibHVKa BUXIQHOMO MaTepiasty,
peareHTy ab0 [ONOMiXHOI peYOBUHU (AKLLO
3a3HAYEHO Y A0CLE) - BUSTYYEHHS BUPOBHNYMX
OiNbHWUB BiANOBIJaNbHMX 3@ KOHTPOb SKOCTi TBA
dapma N'vbX, AHHa-CurmyHa-LLTpacce 7, 82061
Holipig, HimeuunHa ta FBA ®apma MM6X, EpHCT-
A66e-LTpacce 40, 89079 Ynbm, HimeuunHa.
3MiHM | TUNY - 3MiHK 3 aKocTi. CepTudiikaT
BignosigHocTi/lE-cepTudikar BignosigHoOCTI
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HoBOro abo OHOBMIEHOro cepTudikara
BIANOBIAHOCTI ab0 BUNYyYeHHS cepTudikara
BiANOBIAHOCTI €Bponeiickbkili hapmakonei: ans
A®I; ons BuxigHoro
marepiany/peareHTy/npomMiKHOro NPoAyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNULTBI ADI; fns
[LOMOMDKHOT peYoBMHU (cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei) - HoBuii cepTudikar
Bif] HOBOrO BMPOGHMKa (3aMiHa abo [OMNOBHEHHS) -
noJaHHA HOBOro cepTudpikara BiAnoBiAHOCTI

€Bponeiicbkiii hapmakonei CEP R1-CEP 2018-
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

115-Rev 00 gnsa A®| ypcofe3oKkenxosnesoi
KMCNOTW Bif, HOBOro BUPOGHMKa Farmabios SPA,
Italy. 3atBepgxeHo: Dipharma Francis S.R.L.,Italy
ICE S.P.A., Italy. 3anponoHoBaHo: Dipharma
Francis S.R.L.,Italy; ICE S.P.A., Italy; Farmabios
SPA, Italy. 3miHu | Tuny - 3miHun 3 AkocTi. API.
Brpo6HMLTBO. 3MiHa BUPO6HUKa
BUXiAHOro/NPOMXHOrO NPOAYKTYy/peareHTy, Lo
BMKOPUCTOBYIOTbCA Y BUPOOHUYOMY npoLeci API,
ab60o 3miHa BUpoO6HuKa (BK/0HaKun, e HeobxiaHo,
MicLLe NpoBeAEeHHS KOHTPOsIO iKocTi) AdI (3a
BiICYTHOCTI cepTudikara BifnoBigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[0Cbe)(BBEAEHHSA HOBOI AiNIbHULI, Ae
3[iAICHIOETLCA MiKpPOHi3aLis) -
BBEAEHHS1 HOBOI AinbHuui IMS S.r.l.,Via Venezia
Giulia, 23 20157 Milano, Italy, ae 3ailicHioeTbeA
MIKpOHi3aLis Aito4oTi pevoBUHN
YPCOAE30KCMX0NEBOT KACOTK, LLIO BUPOGIAETLCA
KomnaHieto Farmabios SPA, ITanis.

151.

YPCO®A/IbK

CyCneHsis opasibHa,
250 mr/5 mn; no 250
MY CKNSHIN
naswui; no 1
naswyi pasom 3 1
MipHUM
CTakaH4MKOM B
KapTOHHIli KopoobLi

Ap. ®anbk
dapma M'v6X

HimeyunHa

BignosiganbHuii 3a
BWMNYCK Cepiii
KIHLLeBOro NpoayKTy:
[Op. ®anbk Papma
mM6X, HimeuunHa,;

Brpo6HMK
[030BaHoi hopmu,
nepBUHHE, BTOPUHHE
nakyBaHHs Ta
KOHTPO/b SIKOCTI:
KoppeH dapma
®pibypr Al
LiBaiiHigepnaccyHr
ETTiHreH,
LLsefuapis;
Nlo3zaH ®apma M'M6X,
HimeuyunHa

Bupo6HuK,
BiANOBiAabHMI 3a
KOHTPO/b AKOCTI:
Bioeksam Al’,
LLiseiiuapis;

Nlo3zaH ®apma M'M6X,
HimeuuunHa;

HimeuuunHa/
LLiBefiuapis

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
Ta hapmakoHarnagy (iHwi 3miHu) -
BHeceHHs 3MiH Ao MKA (po3giny «MapkyBaHHS»)-
BiNOBIAHO A0 3aTBEPAXKEHOro TEKCTY
MapKyBaHHS. 3MiH/ BHECEHO B TEKCT MapKyBaHHSI
nepBnHHOI ynakosku y n. 3. <HOMEP CEPIT
JNIKAPCBKOIO 3ACOBY», n. 4. «OATA
3AKIHYEHHA TEPMIHY NPUOATHOCTI» Ta
BTOPUHHOI yNakoBKKW NikapCbkoro 3acoby B . 8.
«[JATA 3AKIHYEHHA TEPMIHY
MPUAATHOCTI», n. 13. <HOMEP CEPII
NIKAPCBbKOIO 3ACOBY», n. 16. «IHPOPMALIIA,
KA HAHOCUTBLCS LIPUDTOM BPAASISA», n.
17. «IHWE». 3miHn | TMNY - AgMiHICTpaTuBHI
3MiHN. 3MiHa HaliMeHyBaHHA Ta/abo agpecun
3asBHMKa (BNacHvka peecTpauiiHoro
NnocBifYeHHs) - 3MiHa agpecu 3asaBHUKa (BNacHuKa
peecTpadiiHoro noceigyeHHs) Ap. ®anck Papma
M6X. 3MiHM | TUNY - AAMIHICTPATVBHI 3MiHW.
3MiHa HalimeHyBaHHsi Ta/abo agpecu micus
NpOBaKEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa
roTOBOrO NiKapCbKOro 3acoby, BKIYaoun
OinbHULI BUNYCKY cepii abo MicLe npoBeAeHHs
KOHTPO/IO AKOCTI. (AiANbHICTb, 3a Ky BignoBsigae
BMPOGHUK/IMNIOPTEp, BK/IKOYAKUM BUMYCK CEpIlt).
3MiHa HaliMeHyBaHHA aApecun MicLs NPoBaKeHHS
AiSNIbHOCTI BUPOOHUKA, BiAMOBIAA/IbHOIO 3a BUNYCK

3a
peyerimom

He
niosnsiea
€

UA/3746/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
HaykoBo-gocnigHui cepii kKiHueBoro npoaykTy (Ap.®anebk Papma M'mbX,
iHCTUTYT Xennenep HimeuuunHa) 6e3 3MiHM hakTuyHOro
Mv6X, HimeuunHa MicLepo3TallyBaHHS BUPOOHKKa. 3MiHW BHECEHO B
IHCTPYKUiO 4N MeANYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3gin «MicLe3HaxomKeHHs
BMPOGHMKa Ta afpeca MicLis NPOBaKEHHS 1oro
[OISNBHOCTI» 3 BigNOBIZHNMYN 3MiHAMU Y TEKCTI
MapKyBaHHS YNakoBKW NikapcbKoro 3acoby.
152. | XYMANOIr® PO3YMH ANS iH'EKUi, Ninni dpaHxc ®paHuisa Bupo6HuLTBO 3a PpaHLin BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a He UA/4750/01/01
100 MO/mn no 3 mn MOBHUM LMK/IOM: 3MiHn | TUNY - 3MiHK 3 SKOCTi. [OTOBWIA NiKapCbKWiA peyenmom nionsiea
y CKISIHOMY Ninni ®paHc 3aci6. Cuctema KoHTeliHep/3aKynopoBabHui €

KapTpuaxi; no 5
KapTpuaXiB y
KapTOHHIlA nayuj; no
3 My CKIsAHOMY
KapTpuaXi,
BK1afleHoOMY Y
Lwnpuu-py4ky
KsiklMeH; no 5
LUMPULL-PYYOK Y
KapTOHHIW nayvj

3aci6. 3miHa y nepBMHHIl ynakoBLyi FOTOBOroO
nikapcbkoro 3acoby (Tvn KoHTelHepa abo
[ofaBaHHsA HOBOTO KOHTeHepa) - BunyyeHHs
NEePBUHHOT YNaKoBKMK, L0 HE NPU3BOANTL 0
MOBHOTO BU/TyYEHHS NiKapCbKOro 3acoby 3 NEBHO
cunoto aii abo y neBHili nikapcbkiii hopmi.
BunyuyeHHs pisHOBMAY ynakoBKW NikapCbkoro
3aco6y-no 10 mn y cknsHoMy doniakoHi; no 1
(h/1aKOHY Y KapTOHHIl ynakoBL,i 3 BignoBigHUMM
OHOB/IEHHAIMU Y po3ginax "Cneuundikauis Ta Tectn
npu Bunycky" Ta "Ynakoska" MKA N13. 3MiHn
BHECEHO A0 IHCTPYKUii AN MeguyHoro
3aCTOCyBaHHSA NikapcbKoro 3acoby A0 po3ainis
"Oco6nMBoCTi 3acToCcyBaHHs", "Cnoci6
3acTocyBaHHSA Ta o3un", "HecyMicHicTb",
"YnakoBKa" CTOCOBHO BWU/TyYEHHS Pi3HOBUAY
yMakoBKM NikapCbKoro 3acoby y ghakoHax,
BifiNOBIAHE BUIYYEHHSI MapKyBaHHS BTOPUHHOT Ta
NepBUHHOT YNakoBKM A1 NikapcbKoro 3acoby y
dhnakoHax. 3miHu | TNy - AOMiHICTPaTUBHI 3MiHU.
Buny4yeHHs1 BUPOGHMYOI AiNbHULI (BKIHOYA0UM
AinbHUUI ana A®l, npomikHOro npoaykTy abo
roTOBOrO /iKapCbKOro 3acoby, AiNbHuULI Ans
npoBefeHHA NakyBaHHs1, BUPOOHUKA,
Bi4MNoBiga/IbHOrO 3a BMMNYCK Cepiii, Micue
NpoBeAEeHHS KOHTPOSIO cepii) abo nocTavanbHUKa
BUXIAHOIO MaTepiany, peareHTy abo A0NOMIKHOI
PEeYOBUHM (SKLLO 3a3HAYEHO Y AOCbE). BunyyeHHs
BMPOGHUYOI AiNbHML BiANOBIAAILHOT 3a
BMPOBHMLTBO NikapcbKoro 3acoby y dhnakoHax 3a
noBHUM uyknom-Eni Mlinni eng KomnaHi, CLUA.
3anmwaeTbCa 3aTBepApkerHnii BUpobHuk M3 3a
NOBHUM LukoM-Tinni ®paxc, PpaHuis. (Lilly
France, France). 3miHn BHeceHo 80 IHCTpykuii gns
MeAMYHOro 3acTOCYBaHHA NikapCbKoro 3acoby Ao
po3zinis "BupobHuk", "MicLe3HaxomKeHHs
BMPOGHWKIB Ta agpecu MicLs NPOBaMKEHHS iX
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
LOiSSIBHOCTI", a came BUTy4YeHHsI BUPO6HWYOT
OiNbHULI BiANOBIAaNbHOI 38 BUPOGHULTBO
NiKapcbKoro 3acoby 3a NOBHUM LMK/IOM Y
chnakoHax-Eni Mlinni eng Komnaxi, CLWA y
pe3ynbTaTi BUNy4YeHHs pi3HOBUAY yNakoBKu
NiKapcbKoro 3acoby y dpiakoHax.
153. | XYMIPA® PO3YMH ANS iH'EKUiA, E66Bi LLiseiiuapis BMPOGHMLTBO HimeuunHa BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a He UA/16818/01/01
20 mr/0,2 mn; no 0,2 Biochapmacbto niKkapcbKoro 3acooby, 3MiHu 1l TUny - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI | peyernmom niosnsiz2a
MJ1 PO3UNHY Y Tikan3 MmeX nepBuHHE Ta dhapmakoHarnagy. IHwi 3miHu, Aki He BBIALLN Y €
nonepeaHbLO nakyBaHHs: BeTtep Lieil po3gin, Aki BKIOYa0Tb NOAAHHS pesynbTaTis
HarnoBHEHOMY dapma-depTiryHr [ocnimKeHb 10 KOMNETEHTHOro opraHy - 3MiHn
0/[lHO4,030BOMY 'm6X i Ko. KT, BHECEHO A0 IHCTPYKUii N8 MeguyHoro
wnpuui, no 1 HimeuyumnHa; 3acToCyBaHHSA NikapcbKoro 3acoby A0 po3giny
wnpuuy pasom 3 1 BTOPVHHE "Mo6ivHi peakui™ BigNOBIAHO A0 AAaHUX
CEepBETKOH, nakyBaHHs: Bettep NMOCTMapPKETUHIOBO AOC/IIKEHHA A5 OLHKN
npocskHyTot 70 % dapma-depTiryHr [OBrocTpPOKOBOT 6e3neku nikapcbKoro 3acooy.
i3onponinosunm 'm6X i Ko. KT, BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nicas
cnupTom (B HimeuumnHa; 3aTBepKeHHA
namMiHoBaHoOMy TecTyBaHHs: E66BI
nosnieTnaeHom [oiunenag MmeX i
nanepi), BMiLLytOTb Y Ko. KI, HimeuunHa;
KOHTYPHY YapyHKOBY BUNycK cepii:E66BI
ynakoBky; no 2 BioTekHonoaxi
wnpuum (y v6X, HimeyunHa
KOHTYPHIi
YapyHKOBIli ynakoBLj
3 1 cepBeTKOlO
KOXEH) Y KapTOHHIl
Kopobui
154. | XYMIPA® PO3YMH ANS iH'EKi, E66Bi LLiseiiuapis BMPOGHMLITBO Himeuunna BHECEHHS 3MiH [0 peecTpavjiiiH1X maTepianis: 3a He UA/16818/01/02
40 mr/0,4 mn; no 0,4 Biochapmacbto nikapcbKoro 3acooby, 3MiHn Il Tuny - 3miHn Wwoao 6e3nekn/edpekTUBHOCTI | peyenmom niosnsiea
M1 PO3YNHY Y Tikan3 M’m6X nepBuHHe Ta (papmakoHarnsgy. IHwi 3amiHu, ski He BBIALLN Y €

nonepeaHbO
HaroBHEHOMY
0/1HO1030BOMY
wnpuui; no 1
Lwnpuuy pasom 3 1
CEepBETKOI0,
npocsikHyToto 70 %
i3onponinosum
cnupTtom (B
namMiHoBaHoMy
nonieTusieHom
nanepi), BMiLeHi y
KOHTYPHY YapyHKOBY
yrnakoBkKy; no 2
wnpnum (y
KOHTYPHIit

nakysaHHs: BeTtTtep
dapma-depTiryHr
m6X i Ko. KT,
HimeuunHa;
BTOPVHHE
nakyBaHHs: BeTtTtep
dapma-depTiryHr
v6X i Ko. KI,
HimeuunHa;
TecTyBaHHs: E6OBI
[oiiuneng TM6X i
Ko. KI, HimeuunHa;
BUNycK cepii:E66BI
BioTekHoNo4Xi
'm6X, HimeuunHa

Lelt po3ain, Ski BKIYalTb NogaHHsA pe3ynbTaTiB
[ocCNifKeHb [0 KOMNETEHTHOro oprany - 3MiHu
BHECEHO A0 [HCTPYKUii N8 MeguyHoro
3acTOCyBaHHS MikapCbKoro 3acoby A0 po3ainy
"Mo6iyHi peakuii BiANOBIAHO A0 AAHWX
NOCTMaPKETUHIOBO AOC/TIKEHHS A1 OLiHKU
[OBrocTPOKOBOT 6e3neku Nikapcbkoro 3acooy.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPAKEHHS
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
YapyHKOBIli ynakoBLj
3 1 cepBeTKO
KOXEH) Y KapTOHHiIlA
KopoobUi
155. | LE®TPUAKC | nopoluok Ans xeHohapm Benuka HCIMC Xebeit KnTaii BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/7824/01/01
OH NMPUroTYBaHHSA nrtg BputaHis XyamiH 3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKWiA peyenmom
PO3UMHY ANS iH'EKLN dapmachboTikan 3aci6. KoHTposb roToBOro nikapcbkoro 3acoby.
no 1000 mr, 1 a6o 5, Komnasi Mimiteq 3miHa napameTpiB cneyudikaii Ta/abo
a60 10 chnakoHiB 3 A0NyCTUMMX MEX FOTOBOFO JliKapCbKOro 3acoby
MOPOLLKOM B (momnoBHeHHS cneuudikallii HOBUM NMOKa3HUKOM 3
KapTOHHIN nayui Bi4NOBIAHVM METOLO0M BUNPOGYBaHHS) —
[OMNoBHEHHA cneumdikayii M13 nokasHUKOM
«BigHoBNEHNIA po3unH. Bugmmi yactuHkm» (USP
<790>). 3miHu | TUNY - 3MiHK 3 IKOCTi. FOTOBMIA
nikapcbkuii 3aci6. KOHTpOib roTOBOro Nikapcbkoro
3acoby. 3miHa y MeToAax BUNpo6yBaHHSA roTOBOro
niKkapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHNX MeTOoAax BUNPoOyBaHHS) -
He3HauHi peAakLiliiHi 3MiH/ B METOZAi KOHTPO/I0
N3 3a noka3HMKoM «KinbkKiCHe BU3HAYEHHS», a
came feTasnizoBaHa npoboniaroToska
CTaHJapTHOro Ta BUNPO6GOBYBAHOTO PO3UNHY,
PO34MHY AN19 NEPEeBipkV NPUAATHOCTI cUcTeMH,
BMMNpaB/ieHa NoMuIKa B Kputepii NPUAHATHOCTI
Onsa koedpiLieHTy cumeTpil niky uedTprakcoHy. B
MeTofi «CTOPOHHI AOMILLIKM» YTOYHEHI BifJHOCHI
yacu yTpMMyBaHHS [OMILLOK, BUNPABIEHO OANHUL
BUMIPIOBAHHA 3 MI/M/T Ha MKI/M/1 B NOSICHEHHI A0
po3paxyHKoBoi hopmynu
156. | LE®PTPUAKC | nopoLuok gss [xeHodapm Benvka HCIC Xebeit Kutaii BHECEHHS 3MiH [0 peecTpavjiiiH1X maTepianis: - UA/7825/01/01
OH NPUroTYBaHHSA nrp BpuTaHis XyamiH 3MiHn | TURNY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKMii

PO3UMHY ANs1 iH'EKLiN
no 1000 wr, in bulk:
no 10, a6o 50, a6o
100 dhnakoHis 3
MOPOLLKOM Y
rpynosiii Tapi i3
KapTOHY

dapmacbioTikan
Komnasi flimiteq

3aci6. KoHTposib roTOBOro Nikapcbkoro 3acoby.
3MiHa napameTpiB cneundikauiii Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapCbKOro 3acoby
(AoNoBHEHHs cnevmdikaLii HOBYM NOKa3HUKOM 3
BiANOBIAHWM MeTOA0M BUNPOBYBaHHSA) —
[O0NOBHEHHS cneumdikayii 13 nokasHNKoMm
«BigHOBNEHNIA PO3UnH. Bugmmi yactuHkm» (USP
<790>). 3miHn | TUNY - 3MiHK 3 SKOCTI. FOTOBWMIA
nikapcbkuii 3aci6. KOHTpOb roTOBOrO NiKapCbKoro
3acoby. 3miHa y MeTofax BUNpobyBaHHs roTOBOro
NiKapcbKoro 3acoby (HesHayHa 3miHa y
3aTBEPMKEHNX MeToAax BUNPOOYBaHHS) -
He3HauHi peAakLiliHi 3MiHM B METOZi KOHTPOSIO
N3 3a NoKa3HUKOM «KiflbKicCHE BU3HAUYEHHSI», a
cawve feTasizoBaHa NpoboniAroToBka
CTaHJapTHOro Ta BUNPO6GOBYBAHOTO PO3UUHY,
PO34YMHY AN151 NepeBipkM NpUAATHOCTI CUCTEMMU,
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
BMMpaB/ieHa NoMusKa B Kputepii NPUAHATHOCTI
0N KoeilieHTy cumMeTpii niky uedTpuakcoHy. B
MeToAi «CTOPOHHI AOMILLKM» YTOYHEHI BiJHOCHI
Yyacu yTpMMyBaHHS [OMILLOK, BUNPaB/IEHO OANHUL
BMMIPIOBaHHA 3 MI/M/1 HA& MKI/M/1 B MNOSICHEHHI [0
pO3paxyHKoBOI hopMy/in
157. | UMBOP 3500 PO3YMH ANS iH'EKUiA, NMPO®APMA ManbTa Brpo6HMLUTBO IcnaHis BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a UA/6625/01/01
17500 MO IHTepHeLwHN nikapcbKoro 3acoby 3MiHu | TUnNYy - 3MiHK 3 AKocTi. A®IL. KoHTponb AdI. peuenmom
aHTudakTopa-Xa/mn TpehguHr "in bulk", kiHUeBe 3MiHa y meTogax BunpobysaHHs APl abo
, mo 0,2 mn (3500 Nimiteq nakyBaHHs, BUXiQHOr0 Marepiaay/npomMbKHOro

MO aHTuhakTOpa-
Xa) y nonepefHb0
3anoBHEHOMY
Lwinpwuj; no 2
nonepeaHbLO
3anoBHEHI LWNpuuy B
6nictepi; no 1, a6o
no 5, a6o no 50
6nicTepiB y
KapTOHHIlA KopooLi

KOHTPO/b Ta BUMYCK
cepii: POBlI PAPMA
IHOACTPIAN
CEPBICES, C.A,,
Icnanis; BTopuHHe
nakysaHHs: POBI
PAPMA
IHOACTPIAN
CEPBICES, C.A,,
Icnanis

NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCA Y
npoueci Bupo6HuuTea AP (iHwi 3MiHM y meTogax
BMNpo6yBaHHSA (BK/THOYatoun 3amiHy abo
[0noBHEHHS) AD| abo BUXIAHOTO/NPOMIXHOro
npoAaykTy) BHeCeHHs 3MiH 40 METOAUKN
BMNpo6yBaHHA A®| 6emMinapuHy HaTpito
BMpo6HULTBA JlabopaTopioc ®apmaceyTukoc
POBI, C.A., IcnaHist 3a n. «AHTudakTop ll-a
aKTVMBHICTb» AN NpuBeAeHHs i y BigNoBigHICTb A0
onucaHoi y MoHorpadii EP «'enapuH
HN3bKOMOEKYNSIPHWII»(0828). 3MmiHu | Tuny -
3MiHu 3 sKocTi. A®Il. KonTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo gonycTUMmx
MeX, BU3HaueHux y crneuudikanisx Ha A®l, abo
BUXigHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYHOTLCSA Y Npoueci BUpobHMuTBa AdI
(BUTYYEHHS HE3HAYHOrO NOKa3HMKa SKOCTI
(Hanpvkiag BUTyYEeHHS 3acTapisioro NokasHvka))
BHeceHHs 3MiH fo0 Cneyudikauii ADl 6eminapuHy
HaTpito BUpPoGHULTBA JlabopaTtopioc
dapmaceyTukoc POBI, C.A., IcnaHis, a came
BWYYEHHS TeCTy ANs ifeHTudikauii 6eminapuHy
HaTpito MeToAoM ynbTpachioneToBoi abcopbu;i.
3miHu | TUNY - 3MiHu 3 sKocTi. CepTudikar
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€Bponelicbkili hapmakonei/moHorpadii. 3miHu,
noB'sA3aHi 3 HEOOXiAHICTIO MPUBEAEHHS Y
BiANOBIAHICTb A0 MOHOrpadii 4dY abo
€Bponelicbkoi hapmakonei, abo iHwoi
HaujoHanbHoi chapmakonei gepxasu €C (3miHa y
crneundikaisx, nos'asaHa 3i 3miHamu B 1dY, abo
€Bponelicbkiii hapmakonei, abo iHLwi
HaujioHasnbHili hapmakonei gepxasu €C) -
BHeceHHs 3MiH A0 cneyndikauii APl 6eminapuHy
HaTpilo BMpPoGHULTBA JlabopaTtopioc
dapmaceyTtukoc POBI, C.A., IcnaHis, a camve
BWJ/TYYEHHSI TECTY Ha BMICT BaXXKMX MeTas1iB.3MiHU
| TMny - 3miHK 3 skocTi. API. KoHTponb AdI. 3miHa
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
y MeTogax BunpobysaHHA APl abo BuXigHOrO
mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea Ad|
(iHWi 3MiHM y MeTogax BUNpobyBaHHs (BKO4a0UM
3aMiHy abo fonoBHeHHS) A®| abo
BVXifHOro/NMpoMKHOro NpoaykTy) BHECEHHs 3MiH
[0 MeToankM BUNpobyBaHHsa AD| 6eminapyHy
HaTpilo BUpo6HuLTBa JSlabopaTopioc
dapmaceyTmkoc POBI, C.A., Icnanisa 3a n.
«AHTWaKTOp Xa aKTUBHICTb» A5 MPUBEAEHHS 1T
y BiANOBIZHICTb A0 onucaHoi y MoHorpadii EP
«lenapuH H13bKOMOJEKY/ISPHNIA»(0828)
158. | LMUCNNATUH | KoHUeHTpaT Ans Akkopp, Monbwa Brpo6HuuTBO M3, IHgis/ BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3a He UA/15240/01/01
A AKKOPL, pPO34nHy Ans Xernckea nepBuHHE Ta Benuka 3MiHu | TUNY - AQMIHICTPaTUBHI 3MiHW. BunyyeHHs peuenmom niosnsiza
iHdpysii, 1 mr/mn, no Moncka Cn. BTOPVHHE Bputanis/ BVMPOGHWYOI finbHNL (BKIHOYAKOUN AiNbHALI ANS €
10 mn, no 25 mn, no 3.0.0. nakyBaHHs, Manbta/ A®I, npomiHOro NpPoAyKTy abo rotoBoro
50 mn, no 100 mny KOHTPO/b SKOCTI YropwmHa/ NiKapcbKoro 3acoby, AiNbHUL 415 NPOBEAEHHS
thnakoHi; no 1 cepii: Monba nakyBaHHs!, BUPOGHWKa, BigNOBifaIbHOro 3a
chnakoHy y IHTac BWMYCK Cepiid, MicLie NpOBeAEHHS KOHTPOSO cepii)
KapTOHHI Kopo6Lyi dapmacbloTikan3 ab0 nocrtavyasibHMKa BUXIAHOTO MaTepiany,
Nimitea, IHgis; peareHTy ab0 AOMNOMDKHOI PEYOBUHY (SIKLLO
(anbTepHaTMBHUI 3a3HavYeHo y A0CbE) - BunyyeHHs ginbHuui
BUPOOBHUK): BiANoBiAabHOT 3a BUNYCK cepii Akkopa, Xenckea
IHTac Nimiten, Benvka BputaHisi/ Accord Healthcare

dapmacbloTikan3
Nimitep, HAis;

BTopuHHe
nakyBaHHs:
AKKopg, Xesnckea
NimiTen, Benuka
BpuTaHis;

KOHTPO/b SIKOCTI
cepiii:
Papmagokc
Xenckea N1T4.,
ManbTa;
KOHTPO/b AKOCTI
cepiii:
dapmasanig NTa.
Mikpo6ionoriyHa
naboparopis,
YropwuHa;

BiANOBiAa/IbHWIA 32
BUNYCK cepi:
Akkopg Xesnckea

Limited, United Kingdom. 3anvwaetbcs
anbTepHaTUBHUIA BUPOGHUK AKKOpZ, Xenckea
Moncka Cn. 3 0.0. Cknag imnopTepa, MonbLya/
Accord Healthcare Polska Sp. 0.0. Magazyn
Importera, Poland. 3MiHM BHECEHO B iIHCTPYKLiO
0151 MEeANYHOro 3aCTOCYBaHHSA NikapCbKoro 3acoby
y po3ginu "Brupo6bHuK", "MicLe3HaxomKeHHs
BMPOGHMKaA Ta afpeca MicLis NPOBaKeHHs 1oro
AiSNIBbHOCTI" - BUTYYEHHS! BUPOGHMYOT AinbHULI Ta
AK HACNIAOK - BUIYYEHHA TEKCTY MapKyBaHHS
ynakoBkun. BBeAEHHS 3MiH NPOTAroM 6-Tn micsUiB 3
[aTun 3aTBEPOXKEHHS.
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Hassa ®opma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
Moncka Cn. 3 0.0.
Cknag ImnopTtepa,
MonbLua
159. | LUCTUHON TabneTkv BKpUTI LWanep & HimeuyunHa Lanep & Bprommep HimeuunHa BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 6e3 UA/12007/01/01
AKYT 060/10HKOI0; M0 15 Bprommep m6X & Ko. KI 3MiHM | TUnYy - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI peyenma
Tabnetok y 6nictepi; | Mm6X & Ko. KI

no 2 6nictepun y
KapTOHHIA KopobL;
no 20 TabneTok y
6nicTepi, no 2, abo
3, abo 5 bnictepiB y
KapTOHHIli Kopoobui

Ta thapmakoHarnsgy. BeegeHHs abo 3MiHu Ao
y3ara/ibHeHUX JaHnx npo cucTemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHnx
npo cuctemy thapmakoHarnsgy, smMiHa
yMOBHOBaXeHOT 0cobw, BignoBigansHoOI 3a
3[iiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asiBHuKa Ans 34iCHEeHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA
BiJ, yNOBHOB&XEHOT 0CO6M, BiANOBIgaNbHOI 3a
3fjificHeHHs hapmakoHarnsagy (Bkioyarun
KOHTaKTHi fjaHi) Ta/abo 3MiHM Yy PO3MiLLeHHi
mMacTep-gaiina cuctemu hapmMakoHarnsay). 3miHa
KOHTaKTHUX AaHNX YNOBHOB&XEHOI 0CO6U
3a8BHKa, BiANOBIAaNbLHOI 3a hapmakoHarnsag,.
3MiHa KOHTaKTHOI 0co6M 3as1BHYKA,
BiANOBIAabHOI 3a hapmakoHarnifg B YkpaiHi.
[itoua pepakuis: bygsak OnekcaHgpa.
MponoHoBaHa pepfakuis: Bynvra Nigisa
OnekcaHgpiBHa. 3MiHa KOHTaKTHUX gaHUX
KOHTaKTHOT 0CO6U 3asiBHMKA, BignoBiganbHOI 3a
hapMakoHarnsag B YkpaiHi.

*y pa3i BHeCeHHs1 3MiH 00 iIHCMPYKYii Npo meduyHe 3acmocyBaHHs

B.o. Haua/1IbLHUKA

dapmaleBTUYHOr0 ynpaB/IiHHSA

Onekcanpap I'PIIIEHKO
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