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MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
20.02.2019 Ne 428
Kuis

[1po BigMOBY y Ziep>kaBHil peecTpariil
MiKapChKOTO 3aco0y Ta BHECEHHs 3MiH
[0 peecTpaliiHUX MaTepianiB

BignosigHo go cratti 9 3akoHy YkpaiHu «IIpo sikapceki 3acobu»,
nyHkTy 5 IlopsigKy [ep’kaBHOI peecTpaliii (repepeecTpaliii) jiKapcbKux 3aco0iB,
3aTBep/pKeHoro moctaHoBoro Kabinety MiuicTpiB Ykpainu Bif 26 TpaBHs 2005 poky
Ne 376 «Ilpo 3aTBepgkeHHs IlopsiiKy Jep>kaBHOI peecTpaliii (mepepeecTpariii)
mikapcbKMx — 3acobiB i po3mipiB  300py 3a iX Jep)kaBHY peecTpariiio
(mepepeecTpaiiito)», ab3aily TpuALATOro MiAMyHKTY 10 myHKTY 4 ITosi0’KeHHsI Mpo
MiHicTepcTBO OXOpPOHM 37I0pOB’ST YKpaiHH, 3aTBeppKeHOoro rnocraHoBoro KabiHery
MinictpiB Ykpaiam Big 25 6epesns 2015 poky Ne 267, nyHkTy 5 po3ziny II ITopsgky
pO3T/ISIly peecTpalfiiHuX MaTepiasiB Ha JIiKapCbKi 3aco0u, 10 TIOAAIOThCS Ha
Jlep>kKaBHY peecTpaLito (repepeecTpaljitf0), Ta MarepiajiB MPO BHECEHHS 3MiH [0
peecTpaLiHAX MaTepiasiB MPOTAroM il peeCcTpaLjiitHOro MOCBilUeHHS Ha JIIKapChKi
3acobm, sKi 3apeecTpoBaHi KomrieTeHTHUMH opraHamyd Crosmyuenux IlltaTiB
Awmepuky, IllBeitriapii, fAmnonii, ABctpanii, KaHaau, nikapcbKux 3acobiB, 110 3a
LIEHTPa/li30BaHOK)  MPOLIEJYPOI0  3apeeCTpPOBaHi  KOMIIETEHTHUM  OpraHoM
€sporeiickkoro Coro3y, 3aTBep/KeHOro Haka3oM MiHicTepcTBa OXOPOHU 370POB'S
Ykpainu Big 17 muacronaga 2016 poky Ne 1245, 3apeectpoBaHoro B MiHicTepCTBi
roctuLfii Ykpainu 14 rpyaua 2016 poky 3a Ne 1619/29749, Ha mifcTaBi CK/IafeHUX
[ep>kaBHUM TIANPUEMCTBOM  «Jlep)KaBHUM eKCMepTHUW LieHTp MiHicTepcTBa
OXOPOHU 3/I0POB’s1 YKpaiHW» BHUCHOBKIB 3a pe3y/bTaTaMy PO3IJISAY PeeCTpaliiiHAX
MarepiamiB, TOJlaHMX Ha [lep>KaBHY PpeECTpaIjif0 JIiKapCbKOTo 3aco0y, SKui
3apeeCTpOBaHUK KOMITIeTEHTHUM OpraHoM €Bponencbkoro Coro3y, Ta Ha BHECEHHS
3MiH [0 peecTpaliiHAX MaTepiasiB Ha JiKapchbKui 3acib, KWl 3apeeCcTpoBaHUMN
KOMIIETEHTHUM OpraHom €pporercskoro Coro3y,

HAKA3YIO:

1. BiZiMOBUTH y [iep>KaBHiM peecTpaLii Ta BHeCceHHi 10 [lep)kaBHOrO peecTpy
niKapChbKHUX 3aco0iB YKpaiHM JlikapCbKOT0 3aC00y 3rifiHO 3 o/jaTKOM (Z0aToK 1).

2. BHectn 3MiHM [0 peecTpaliHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
JiKapchbKuX 3aco0iB YKpaiHM Ha liKapChKuii 3acib 3rigHo 3 repetikoM (0AaToK 2).



3. KoHTpOJIb 38 BUKOHAHHAM L[bOI'0 HaKa3y IOK/IaCTH Ha 3acTyInHuka MiHicTpa
Inuka P.P.

B.o. MinicTpa Y. CYIIPYH



NMEPENIK

Aopatok 1
[0 Haka3y MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu
20.02.2019 Ne 428

NIKAPCbKUX 3ACOBIB, LLO 3ANMPOMOHOBAHO A0 AEPXXABHOI PEGCTPALI,I'I'U
AKI SAPEECTPOBAHI KOMNETEHTHAMU OPIFAHAMUM CNOJTYYEHUX LUTATIB AMEPUKW, LUBENUAPII, AMNOHII,
ABCTPANII, KAHAAWN, NIKAPCbKX 3ACOBIB, WO 3A LEHTPANISOBAHOIO NMPOLIEAYPOIO 3APEECTPOBAHI

TA BHECEHHI 40 OEP)XXABHOIO PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHU

KOMMNETEHTHUM OPFAHOM EBPOMENCHLKOIO COKO3Y,

AKNM BIAMOB/EHO Y AEPXXABHIN PEECTPALLII

Ne

Hassa

dopma sunycky

3asaBHUK

KpaiHa

Bupo6HuK

6nictepun B
KapPTOHHI KopooUi

KpaiHa PeecmpayjiliHa Ymosu Peknamys Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, npoyeoypa BionycKy aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs
1. MAHTACAH TabneTku CaH IHaisa CaH PapmacbloTukan IHais peecTpauist Ha 5 3a He UA/17266/01/01
racTpopesucTeHTH | dapmacbioT IHoacTpi3 NiviTeq pokiB peuyenmom nionsizae
i no 20 mr, no 10 nKkas
TabneTok y IHoacTpi3
6nictepi, no 3 Nimitep,
6nictepu B
KapPTOHHI KopoobLi
2. MAHTACAH TabneTtku CaH IHAis CaH dapmacbioTrkan IHAin peecTpauis Ha 5 3a He UA/17266/01/02
ractTpopesncTteHTH | ®apmacbioT IHoacTpi3 Nimiteq pokiB peuyernmom nionsizae
i no 40 mr, no 10 nkasn
TabneTok y IHoacTpi3
6nictepi, no 3 Nimitep,

HavyanbHUK Bigaginy 3 nutaHb
¢hapmaueBTUYHOT AiANBHOCTI
[JenapTameHTy BNpoBagKeHHs pedpopm

T.M. IacKkoBCbKun




NMEPENIK

Aopatok 2

[0 Haka3y MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu
20.02.2019 Ne 428

NIKAPCbKNX 3ACOBIB LWOA0 AKX 3ABEPLUEHO PO3rNA4 PEECTPALINHNX MATEPIAJIB NPO BHECEHHSA

3MIH 40 PEECTPALINHNX MATEPIAJIIB NPOTAIOM Aii PEECTPALINHOINO NOCBIAYEHHSA HA NIKAPCbKI
3ACOBWU, AKI SAPEECTPOBAHI KOMNETEHTHUMW OPIrAHAMU CMNOJTYHYEHUX LUTATIB AMEPUKIN, LUBENLIAPII,

AMNOHII, ABCTPAJTI, KAHAJW, NNIKAPCbKNX 3ACOBIB, O 3A LLEHTPA/TI3OBAHOIO NPOLEEALYPOIO

3APEECTPOBAHI KOMMNETEHTHUM OPFAHOM EBPOMENCLKOIro COK3Y

po3unHHKKoM (0,5 mn) y
nonepeaHbL0 HaNnOBHEHOMY LLNPUL
Ta jBOMa rosikamv 3anakoByloTb Y
6nicTep Ta BKNajaloTb Y KAPTOHHY
KOpOb6Ky; Mo 1 chnakoHy 3
nopotukom (1 fo3a) B KOMMIEKTi 3
po34nHHKKOM (0,5 mn) y

BUNYCK Cepii PO34MHHKMKA:
"nakcoCwmiTKnsiiH Bionogxikanc CA, benbrisi;
nakyBaHHSA/MapKyBaHHS NMOPOLLIKY:
nakcoCmiTKnsiiH Bionogxikanc CA, ®paHujis;
(hOpMyBaHHS Ta HaMOBHEHHS PO3YMHHIKA,
MapKyBaHHS1, KOHTPO/Ib SKOCTi PO3UYMHHMKA:
KaraneHt Benbaxiym CA, benbris;

BUyYeHHs 6yaiBni RX46-1,
BMpo6HuKa GlaxoSmithKline
Biologicals SA (Rue de
I'Institut 89, 1330 Rixensart,
Belgium), y sikiii npoBogunocs
hopMyBaHHS PO3UMHHMKA.
[laHnm BMPOGHUKOM

Ne Hassa ®Popma surnycky (Nnikapcbka 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKko20 ghopma, ynakoska) gionycky | peecmpayiliHo2
3acoby 0 1oCBiOYeHHS
3. HIMEHPUKC MOPOLLIOK Ta PO3YNHHWK [/151 NeANIEP CLA (hOpMyBaHHS BakLUVHW, HANMOBHEHHS (D1aKOHIB, Benbris/ BHECEHHS 3MiH O 3a UA/16901/01/01
® pO34nHy ANs iH'ekuUid, 1 fosay EVY.CLII. niocpinizauyisn, nakyBaHHSA/MapKyBaHHs, KOHTPOb PpaHuis peecTpauiiHux maTepianis: peyenmom
hnakoHi; no 1 chnakoHy 3 KOPMOPEW AKOCTI; NaKyBaHHA/MapKyBaHHS PO3UMHHYIKA: 36i/bLUEHHS TEPMIHY
nopoLukom (1 Jo3a) B KOMM/IEKTi 3 LH nakcoCwmiTKnsiiH Bionogxikanc CA, Benebris; npuAaTHOCTI FOTOBOrO
po3unHHKKOM (0,5 mn) y (hOopMyBaHHS BakUMHW, BUMYCK cepil npoaykTy 3 3 A0 4 pokiB npu
nonepefHbL0 HaNoOBHEHOMY LUNPUL PO3UYNHHVIKA: pekoMeHA0BaHNX yMOBax
Ta ABOMa rosikaMu 3anakoByHTb Y nakcoCwmiTKnsiiH Bionogxikanc CA, Benebris; 36epiraHHA 2-8 °C
6nicTep Ta BKNagaloTb Y KApTOHHY nakyBaHHsA/MapKyBaHHS NOPOLLIKY:
KOpob6ky; no 1 chnakoHy 3 nakcoCmiTKnaiiH Bionogpxikanc CA, dpaHujis;
nopotkom (1 fo3a) B KOMMN/IEKTi 3 chopMyBaHHSA Ta HANOBHEHHS PO3UYMHHWKA,
po34nHHKKOM (0,5 mn) y MapKyBaHHS1, KOHTPO/Ib AKOCTi PO3YMHHMKA:
nonepegHsL0 HaNOBHEHOMY LUMPULL KataneHT Benbaxiym CA, benebris;
6e3 rosikn 3anakoBytoTb y 6icTep; nakyBaHHS NOPOLLIKY:
10 6nicTepis Bk1agatTb y H.B. KPHA C.A., benbris;
KapTOHHY KOpOOKY nakyBaHHA/MapKyBaHHs, BUMYCK cepii
PO3YMHHMKA; NaKyBaHHA/MapKyBaHHS, BUMYCK
cepii roToBOro NPOAYKTY:
Mdcpaiizep MeHtodekuypuHr Benbria HB, Benbris
4. HIMEHPUKC NMOPOLLOK Ta PO3UYNHHUK OS5 MNOAN3EP CLWA hopMyBaHHS BakUMHW, HANOBHEHHS (p/1akoHiB, Benbrisi/ BHECEHHS 3MiH 0 3a UA/16901/01/01
® pO3unHy Nns iH'ekuin, 1 gosay EWY.CLMI. niodhinizauis, nakyBaHHsA/MapKyBaHHS, KOHTPO/Tb ®paHuisa peecTpauiiHux matepianis: peyenmom
dhnakoHi; no 1 dpnakoHy 3 KOPMOPEW AKOCTI; NaKyBaHHs/MapKyBaHHS PO3YMHHIIKA: 3MiHa - 3MiHM Y BUPOOHNLTBI
nopotukom (1 fo3a) B KOMMIEKTi 3 LH nakcoCwmiTKnsiiH Bionogxikanc CA, Benebrisi; PO34MHHKKA, a came




Ne Ha3ssa ®dopma sunycky (nikapcbka 3assHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n | nikapcbko20 ghopma, ynakoska) Bionycky | peecmpayitiHo2
3acoby 0 nocsio4eHHs1

ronepeaHbLO HaNnoOBHEHOMY LUNPUL
6€3 rofikm 3anakoByloTb y 6AicTep;
10 6nicTepiB BknagawTb y
KapTOHHY KOPOGKY

nakyBaHHS NOPOLLIKY:
H.B. KPHA C.A., Benbris;
nakyBaHHs/MapKyBaHHS, BUNYCK cepii
PO3YMHHWKA; NaKyBaHHA/MapKyBaHHS, BUMYCK
cepii roToBOro NPoAyKTy:
Mdpaiizep MeHtocbekuypuHr Benbris HB, Benbris

NpPoOBOAUTLCA BUMYCK cepil
PO34MHHKKA. 3MiHa -
BUJTyYEHHS BUPOOHNMKA
GlaxoSmithKline Biologicals
SA (Rue de I'Institut 89, 1330
Rixensart, Belgium: buildings
RX46-0, RX46-2) Ak AinbHuL,
LLl0 BignoBsigae 3a
BMPOGHMLTBO ((hOpPMYBaHHs1)
roToBOro NpoAykTy. fitoua
pepakuis: hopmyBaHHs
BaKLyHW, BUMYCK cepil
PO3YMHHYMKA:
nakcoCmiTKNAiiH
Bionogxikanc CA, P ge
n'lHcTiTio, 89 1330
PikceHcapT, Benbris /
GlaxoSmithKline Biologicals
SA Rue de I'Institut, 89 1330
Rixensart, Belgium.
MponoHoBaHa pegakuis:
BUNYCK cepii pO34MHHMKA:
nakcoCmiTKNAiiH
Bionogxikanc CA, P ge
n'lHcTiTio, 89 1330
PikceHcapT, Benbris /
GlaxoSmithKline Biologicals
SA Rue de I'Institut, 89 1330
Rixensart, Belgium

HavyanbHUK Bigainy 3 nutaHb
¢hapmaueBTUYHOT AiANBHOCTI

[denapTaMeHTy BNpoBamKeHHA pedopM

T.M. IacKkoBCbKuin
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