MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
12.08.2019 Ne 1771
Kuis

[Ipo mep>kaBHY peecTpariito
MKapCcbKUX 3ac00iB Ta BHECEHHS
3MiH 10 peecTpaljiiHUX MaTepiasiB

BignosigHo o cratti 9 3akoHy YkpaiHu «IIpo sikapceki 3acobu»,
nyHKTy 5 IlopsigKy aepskaBHOI peectpariii (TiepepeecTpariii) JTiKapchbKuX 3aco0iB,
3aTBep/PKeHOro 1moctaHoBoro Kabinety MinicTpiB Ykpaiau Big 26 TpaBHs 2005 poKy
Ne 376 «Ilpo 3aTBeppkeHHs Ilopsifky Jep)kaBHOI peecTparii (mepepeecTpatiii)
miKapcbKuX 3aco0iB i po3mipiB  300py 3a iX fAepKaBHY peecTpariito
(riepepeecTpaiiito)», ab3aily TpuaLAToro miAnyHKTy 10 myHKTY 4 IlomokeHHS Tpo
MiHicTepcTBO OXOpOHM 3[]0POB’sl YKpaiHU, 3aTBep/KeHOoro moctaHoBor KabiHety
MinicTpiB Ykpainu Bif 25 6epe3ns 2015 poky Ne 267, myHkTy 5 po3giny II Ta
nyHKTy 12 posginy III [TopsiaKy po3risify peecTpanjiiHMX MaTepiaiiB Ha JIiKapCbKi
3acobu, 1110 TO/Ial0ThCS Ha JlepKaBHY peecTpallito (repepeecTpailito), Ta MarepiaiiB
MPO BHECEHHSI 3MiH [I0 peeCcTpaliiMHUX MaTepiasiB TPOTAroM [ii peecTpaljiiHOro
TIOCBiJUeHHST Ha JIiKapChKi 3acobu, sIKi 3apeecTpoBaHi KOMITETEHTHHMU OpraHaMu
Cnonyuenux IlltaTtiB AMepuku, [lIBennapii, Anonii, ABctpanii, KaHagu, mikapcbKux
3ac0o0iB, 1[0 3a I[eHTPa/li30BaHOI MPOIEAYPOI0 3apPeECTPOBaHi KOMITETEHTHUM
opraHom €ponelcbkoro Coro3y, 3aTBepIKeHOro Haka3oM MiHicTepcTBa OXOpPOHU
310poB's YKpainu Big 17 jucromaga 2016 poky Ne 1245, 3apeecTpoBaHOrO B
Minicrepctsi roctuiii Ykpainu 14 rpygusa 2016 poky 3a Ne 1619/29749, Ha nigcrasi
ckiajeHnx Jlep>kaBHUM — MIANPUEMCTBOM  «/lep)KaBHMM  €KCIIePTHUM  LIEHTP
MiHicTepcTBa OXOpPOHM 3[0pOB’Sl YKpaiHW» BHUCHOBKIB 3a pe3yJ/bTaTaMu pO3IJIAAY
peecTpaLiiHUX MartepiasiB, MO/IaHUX Ha JIep>KaBHY peeCTpaLiito JIiKapCchbKUX 3aco0iB,
sKi 3apeeCcTpoBaHi KomreTeHTHUMHU opraHamu llIBeiiiiapii, €Bpomnelickkoro Corosy,
CIIIA, Ta BUCHOBKY MpO pe3yJ/bTaTu PO3IJISAy MaTepiasiB NMpo BHECEHHS 3MiH [0
peecTpalliiHUX MaTepiajiB  Ha JKapCbKMM  3acib, sAKWH  3apeecTpoBaHUI
KOMITeTEHTHHUM OpraHoM €Bponerncbkoro Corsy,

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCcTH M0 [lep>KaBHOTO DPeeECTPY JiKapChbKuX 3acobiB
YKpaiHu JiKapCchbKHUM 3acib 3rigHo 3 JomaTkoMm (JoaaTok 1).

2. BigmoBUTH y ZepykaBHil peecTpaliii Ta BHeCeHHi [0 [lep>xaBHOrO peecTpy
MiKapCchbKUX 3ac00iB YKpaiHM JIiIKapCchKOTOo 3aco0y 3TiHO 3 10aTKOM (0AaTOK 2).



3. BHecTu 3MiHM [0 peecTpauiiHUX MarepiajiB Ta /lep)KaBHOTO peecTpy
nMiKapCchbKHUX 3aco0iB YKpaiHM Ha JliKapChKi 3aC00M 3rifiHO 3 repeikoM (J0AaTokK 3).

4. BiZMOBUTH y BHECEHHI 3MiH [I0 peeCTpaLiiiHUX MaTepianiB Ta [lep;kaBHOTO
PeeCTpy JiKapChbKUX 3aco0iB YKpaiHM Ha JIiKapChbKHi 3aci0d 3rifiHoO 3 [J0ZaTKOM

(Zopatok 4).

KoHTpO/1b 32 BUKOHAHHSIM L[bOT'0 HaKa3y 3aJIvIaro 3a Co0010.

B.o. MinicTpa Y. CYIIPYH



NMEPENIK

Jopartok 1
A0 Haka3y MiHicTepcTBa OXOPOHU

3040pOB’A YKpaiHu
12.08.2019 Ne 1771

3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIONOIN4YHUX MPEMNAPATIB),
AKI BHOCATbLCA 40 AEPXXABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU, AKI 3BAPEECTPOBAHI
KOMMNETEHTHUMW OPITAHAMW CMOJTYYEHUX LUTATIB AMEPUKW, LUBENLLAPII, ANOHII, ABCTPA/II, KAHAOW,
NIKAPCbKNX 3ACOBIB, WO 3A LUEHTPANI3BOBAHOIO NMPOUEAYPOKO SAPEECTPOBAHI KOMMNETEHTHUM

OPIrAHOM EBPOIMENCbBLKOIro Col3y

Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamysa Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, npoyeoypa BionyckKy HHSA peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs
1 ®IHFONIMO/, | kancynu TBepai no ToBapucT | YkpaiHa noBHWIA BUPOBHNUMIA Mpouec Ta IHais peecTpauif Ha 5 | 3a peyenmom He UA/17540/01/01
MEAEK 0,5 mr no 14 kancyn y BO 3 nakyBaHHs 6e3 BUNyCKy cepil: pokKiB nionsieae
6nictepi, no 2 abo 6 obmexeHo IHTac dapmac’toTikans Jlimites, IHAiA
6nicTepiB B KAPTOHHIN 10
Kopobui BignoBiga BMNYCK cepil:
NBHICTIO IHTac ®apmac’toTikans flimites, IHAiA
"ANYDAP
MA"

HauyanbHUK Bigaginy 3 nutaHb
thapmaueBTUYHOI AiANbHOCTI

JenapTameHTy peasisauii NONITUK

T.M. JIacKOBCbKUM




Jopatok 2

NMEPENIK

A0 Haka3ly MiHicTepcTBa OXOpPOHU

300pOB’A YKpaiHu
12.08.2019 Ne 1771

NIKAPCbKNX 3ACOBIB, LLO 3ANMPONOHOBAHO A0 AEPXXABHOI PEECTPALIJI .
SKI BAPEECTPOBAHI KOMNETEHTHUMW OPTAHAMU CMONYHYEHUX LUTATIB AMEPUKN, LLUBEULAPII, AMNOHII,
ABCTPANII, KAHAAN, NIKAPCBKNX 3ACOBIB, WO 3A LEHTPANISOBAHOK NPOLUEAYPOKO 3APEECTPOBAHI

TA BHECEHHI 40 OEP)XXABHOIO PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHU

KOMMNETEHTHUM OPFAHOM EBPOMENCBLKOIO COKO3Y,

SIKUM BIAMOB/EHO Y AEPXXABHIN PEECTPALLI

Ne
n/n

Hassa
NiKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
yrnakoska)

3asaBHuUK

KpaiHa

Bupo6HuK

KpaiHa

PeecmpayjiliHa
npoyeoypa

Ymosu
BionycKy

Pexknamys
aHHsA

Homep
peecmpayiliHo2o
nocsioYeHHs

TEPABAC

TabneTku
NPONOHIoBaHoT Aji
no 250 mr no 100
TabneTok y
KOHTelHepi; no 1
KOHTelHepy B
KapTOHHI KopooLi

O-p Pepgj'c
Nab6opatopic
nTg

IHais

[O-p Peppni'c Nabopatopic /itg

IHais

peecTpauist Ha 5
pokiB

3a
peyernmom

He
niossi2cae

UA/17575/01/01

TEPABAC

TabneTtku
NPONOHToBaHoT Aji
no 500 wmr; no 100
TabneTok y
KOHTelHepi; no 1
KOHTEWNHepy B
KapPTOHHI KopooUi

[-p Peapi'c
Nab6opatopic
nTg

IHais

[-p Pepgai'c Nabopatopic /it

IHais

peecTpauist Ha 5
pokis

3a
peyenmom

He
niossieae

UA/17575/01/02

HauyanbHuUK Bigainy 3 nutaHb
chapmayeBTUYHOT AiANBHOCTI

JenaptamMeHTy peanisauii NoONITUK

T.M. IacKkoBCbKuin




NMEPENIK

Jopartok 3

A0 Hakasy MiHicTepcTBa OXOPOHU
340pOB’A YKpaiHu
12.08.2019 Ne 1771

NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIONOINYHUX MPEMAPATIB), LLOAO AKUX BY/NN BHECEHI 3MIH 4O
PEECTPALIAHNX MATEPIANIB, AKI BHOCATbLCA A0 AEP>XABHOIO PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHU,
AKI BAPEECTPOBAHI KOMNETEHTHUMW OPITAHAMW CNOTYYEHUX LUTATIB AMEPUKW, LUBEMLLAPII, AMOHII,
ABCTPANII, KAHAAWN, NIKAPCbKNX 3ACOBIB, LLO 3A LEHTPANISOBAHOO NMPOLIEAYPOIO 3APEECTPOBAHI
KOMMETEHTHUM OPFrAHOM EBPOMNENCLKOIO COKO3Y

Ne HasBsa ®dopma Bunycky (nikapcbka 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n JliKapcbKo20 ¢hopma, ynakosKa) Bionycky | peecmpayitiHo2o
/n 3acoby nocsioYyeHHs
4. | MIKOMEOA TabneTku 3 BifCTPOYEHNM Anbmvega LBeliuapis BVMPOGHULTBO NiKapCbKOro Kanaga BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3a UA/16867/01/01
BMBI/TbHEHHAM, 180 Mr; no dapmacbioT 3ac06y, KOHTPOJ/Ib SIKOCTIi, BUMYCK 3MiHM Wwopo cneuudikauii Ha gitody Ta peyenmom
120 TabneToK y thnakoHax ikanc Al Ta cepTudikauis cepi: [O0NOMDKHI pe4yoBMHM 3 BIAMNOBIAHUMU 3MiHAMU B
Anotekc IHK., KaHaga; MeToAax KOHTPOIO Ta HaflaHHAM OHOBNEHUX
naKyBaHHs: BanifaLinHux MeToauK. 3MiHM y BUPOGHUYOMY
AnoTtekc IHK., KaHaga npoueci.
5. | MIKOMEAA TabneTkv 3 BifCTPOYEHNM Anbmvega LLiseiuapis BVMPOGHMLTBO NiKapCbKoro Kanaga BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3a UA/16867/01/02
BMBI/TbHEHHAM, 360 Mr; no dapmacbioT 3ac06y, KOHTPOJ/Ib SKOCTi, BUMYCK 3MiHM Wwopo cneuudikauii Ha gitoyvy Ta peyenmom
120 TabneTok y hnakoHax ikanc Al Ta cepTudikauis cepi: [0MNOMDKHI pe4yoBMHM 3 BIAMNOBIAHUMU 3MiHAMU B
Anotekc IHk., KaHaga; MeToAax KOHTPOJIO Ta HaflaHHAM OHOBNEHUX
nakyBaHHs: BanifauinHMx MeToauk. 3MiHM y BUPOGHUYOMY
Anortekc IHK., KaHaga npoueci.
6. | HHMEHPUKC® MOPOLLOK Ta PO3YUHHWK AN MeAN3EP CWA BUMYCK Ccepii PO34MHHMKA: Benbria/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3a UA/16901/01/01
PO34nHy AN iH'ekuUil, 1 fo3a EWY.CLMI. FnakcoCmiTKnsiiH Bionomxikanc PpaHuis JopasaHHa Pfizer Manufacturing Belgium NV, peyenmom
y chnakoHi; no 1 donakoHy 3 KOPMOPE CA, benbrisi; Rijksweg 12, 2870 Puurs, Belgium, sik
nopowkom (1 gosa) B MLWH (hOpMyBaHHS BakKUMHWU, aNbTepHaTUBHOI AiNAHKW BigNoBigabHOI 3a

KOMMNEKTi 3 PO3UMHHUKOM
(0,5 mn) y nonepegHsL0
HarnoBHEHOMY LUNpULi Ta
[IBOMa rofikamy 3anakoBytoTb
y 6nicTep Ta BknagawTb y
KapTOHHY Kopobky; no 1
hnakoHy 3 nopotukom (1
[03a) B KOMMEKTI 3
po34uHHMKOM (0,5 mn) y
nonepeaHbO HaNoBHEHOMY
wnpwui 6e3 ronku
3anakoBytoTb y 6nicTep; 10
6nicTepis BKNagaoTb y
KapTOHHY KOpPOOKYy

HanoBHEHHS (DNAaKoHIB,
niodpinizauis,
nakyBaHHs/MapKyBaHHS,
KOHTPO/b AKOCTI;
nakyBaHHs/MapKyBaHHS
PO3UMHHYKA:
FnakcoCmiTKnsiiH Bionomxikanc
CA, Benbris;
nakyBaHHs/MapKyBaHHS
MOPOLLIKY:
nakcoCmiTKnsiiH Bionogxikanc
CA, ®paHuis;
hopMyBaHHA Ta HanoBHEHHS
PO3YMHHMKA, MapKyBaHHS,
KOHTPO/Tb AKOCTi PO3UYMHHMKA:
KataneHT benbmpxiym CA,
Benebris;

BMPOGHMLITBO rOTOBOrO NpoaykTy HimeHpukce. Lie
BK/IOYAE 3MiHY 10 BUPOOGHNYOTO npoLiecy
(npuroTyBaHHA 6ydhepy, hopMyBaHHS,
niogpinisadis) Ta po3mipy cepii, 3 MeTOKO
aganTauil 40 MOX/IMBOCTEN HOBOT BUPOBGHNYOT
ainsHkn. JopaBaHHs Pfizer Manufacturing
Belgium NV, Rijksweg 12, 2870 Puurs,
Belgium sik anlbTepHATUBHOI LiNSIHKM
BiANoBiga/IbHOT 3@ KOHTPO/b AKOCTi FOTOBOr0
npoaykTy HimeHpukc. 3miHa po3mipy
BHYTPILUHbOrO Ta 30BHILWHLOIO AiaMeTpy LUNIAKN
dhnakoHy 3 '6.9-7.2 mm fo '6.88-7.2 mm Ta
'12.8-13.2 mm BignosigHo. Lli 3MiHK 3acTocoBaHi
Nwe 475 HOBMX NPOAYKTIB BUpoGHUKa Pfizer
Puurs (Benbrisi). 3miHa po3Mipy nepBMHHOIO
nakyBaHHS NOPOLLKY Ta PO34MHY A5 iH'eKLili
HiMeHpVKC 3 METO 3MiHWM PO3MIpY CKISIHOTO
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Ne Hassa dopma Bunycky (nikapcbka 3assHuUK Kpaina Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n JliKapcbK0O20 ¢hopma, ynakoska) gionycky | peecmpayiliHo2o
/n 3acoby nocsioyeHHs
nakyBaHHs! MOPOLLKY: chnakoHy. fliameTp kopnycy Ta "head depth”
H.B. KPHA C.A., benbris; (ToBWMHA hnaHLsa) 3MiIHIOETLCA 3 "MiXK 7.5 Ta 7.7
hopMyBaHHS, HANOBHEHHS, mm"i1.75i2.25 mm" go "7.5-7.8 mm"i"1.8-2.2
niocpinizauisi, KOHTPONb SKOCTI, mm" BignoBiAHoO. Lli 3MiHK 3acTOCOBaHi finile
nakyBaHHs/MapKyBaHHs, BUMYCK 0151 HOBUX NMPOAYKTiB BUPO6HWKa Pfizer Puurs
cepii roToBOro NPoAyKTy; (Benbris).
nakyBaHHs/MapKyBaHHS, BUMYCK BunyuyeHHa napameTpy "oCbOBE HaBaHTaXKeHHsA"
cepii pO34MHHMKA: 3i cneumaikaLii NepBMHHOIO NakyBaHHS rOTOBOrO
Mdpainzep MeHdekuypuHr npoaykTy. Lli 3miHW 3acTocoBaHi nuwe ans
Benbris HB, Benbris HOBUWX NPOAyKTiB BUpo6HuKa Pfizer Puurs
(Benebris). 3MiHX y 3aTBEPAXXEHOMY MPOTOKONI
CTabiNbHOCTI FOTOBOro NPOAYKTY 3 METOH
BW/TYYEHHS TECTY Li/TCHICTb 3aKpUTTS
KoHTeliHepa (CCIT) 4ns rotoBOro NpoaykTy
Bmupo6HuuTea Pfizer Puurs (Benbris). CCIT Ta
BUNPOOYBaHHA HA CTEPUSIbHICTb BBaXaOThCA
eKBiBa/IEHTHUMU, TOMY AinbHuusa Pfizer Puurs
(Benbris) NponoHye He BUKOHyBaTW A0ATKOBI
[OCTiIKEHHS, a e TeCT Ha CTePUSIbHICTb.
MpoTtokon ctabinbHocTi GSK 3anmlaeTbes TMM
Xe.
7. | CIPTYPO Tabnetku no 100 mr; no 188 TOB YkpaiHa BMPOGHULITBO HEpo3dhacoBaHOro IHais/ BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/16790/01/01
TabneTtok y chnakoHi, no 1 "[I>XOHCOH | NPOAYKTY, KOHTPOJIb AKOCTI, Benbris B.Il.d.l.e - Change in the specification peuyenmom
h/1aKoHY B KapTOHHIi [bxoHcoH nepByHHa Ta BTOPUHHA parameters and/or limits of the finished product -
KopobLi; no 6 TabneTok y YkpaiHa" yrnaxkoBKa: Change outside the approved specifications
6nictepi, no 4 6nictepu B Pecudapm Papmacepsices NBT. limits range
KapTOHHI/ ynakosL,i nra., HAais;
BTOPVHHA ynakoBKa:
AHcceH ®apmauesTunka HB,
Benbrisi;

KOHTPO/1b AKOCTI:
AHCcceH (hapmaLleBTUYHI
KoMnNaHii [JPKOHCOH & [)KOHCOH)
[>xoHCOH & [XOHCOH lMpaiiBiT
Nimiten (DBA - ®apMaLeBTUYHI
npoaykTn, LieHTp aHaniTMuHmx
Ta hapmaLeBTUHHNX PO3PO6OK),
IHais;

KOHTPO/b AKOCTI, BUMYCK cepii:
AHcceH dapmaueBTuka HB,
Benebrist

HauvanbHUK Bigainy 3 nutaHb
chapmaueBTUYHOI AiANBLHOCTI

AenapTameHTy peasisauii NONITUK

T.M. JIAcKOBCbKUiA




NMEPENIK

Aopartok 4

A0 Hakasy MiHicTepcTBa OXOPOHU
3A40pOB’Aa YKpaiHu
12.08.2019 No 1771

NIKAPCbKUX 3ACOBIB (MEANYHNX IMYHOBIO/TOMNYHUX MPENAPATIB), LLOAO AKUX BIAMOBJ/IEHO ¥ BHECEHI
3MIH A0 PEECTPALUIMHNX MATEPIANIB, SAKI BHOCATLCA A0 AEPXXABHOIO PEECTPY JNIKAPCbKUX 3ACOBIB
YKPAIHW, AKI 3BAPEECTPOBAHI KOMNETEHTHUMW OPTAHAMIW CMNOJTYYEHUX LUTATIB AMEPUKW, LUBEULLAPII,

AMNOHII, ABCTPANII, KAHAAW, NIKAPCbKNX 3ACOBIB, LLO 3A LLEHTPA/NIISOBAHOK NMPOLEAYPOIO

3APEECTPOBAHI KOMMETEHTHAM OPFAHOM EBPOMENCBLKOIro COH3Y

Ne Hassa ®dopma Bunycky (nikapcbka 3assHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n | nikapcbko2o ¢hopma, ynakoska) BionycKy peecmpayjitiHo2o
/n 3acoby nocBi04Y€eHHs1
8. | KAPXECT nopoLuok niodinizosannin ana | O-p Pepagi'c IHAjs [-p Pegpi'c Nabopartopic /114 IHAis BHECEHHS 3MiH [0 peecTpaLiiHnuX 3a UA/17294/01/01
NPUroTYBaHHSA KOHLLEHTpaTy Na6opaTtopi (BupobHuuuii Bigain - 7) marepianis: TexHIYHa MOMUIKa Npuy peyenmom
[ANs po34nHy Ans iHdysii no c Ntg nepeknagi opuriHa/ibHUX LOKYMEHTIB
100 wmr, 1 dhnakoH 3 BMPOOHUKA, a caMe B MEeTO4ax KOHTPOSI0
MOPOLLKOM Y KapTOHHIl AKOCTI
Kopobui
9. | KAPXECT nopoLuok nioduinizosaHnin ana | O-p Peagi'c IHAjs [-p Pegpi'c Nabopartopic /114 IHAis BHECEHHS 3MiH [0 peecTpaLiiHnX 3a UA/17294/01/02
NPUroTYBaHHSA KOHUEHTpaTy Na6opaTtopi (BupobHuuuii Bigain - 7) marepianis: TEXHIYHA NOMU/IKa Npu peyenmom
[ANs po34nHy ANns iHdysii no c Ntg nepeknagi opuriHasibHUX AOKYMEHTIB
500 wmr, 1 dhniakoH 3 BMPOOHUKA, a caMe B METOAaxX KOHTPOSI0
MOPOLLKOM Y KapTOHHIl AKOCTI
Kopobui

HauanbHUK Bigainy 3 nutaHb
chapmayeBTUUYHOI AiANIbHOCTI

[JenaptamMmeHTy peasnisauii NoNITUK

T.M. JIAcKOBCbKU
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