NMEPENIK

NIKAPCbKUX 3ACOBIB LOAO AKUX 3ABEPLUEHO PO3IrNAL PEECTPALINHNX MATEPIANIB NMPO BHECEHHSA 3MIH 0

PEECTPALINHNX MATEPIANIB NPOTAroM Ali PEECTPALIMHOIO NOCBIAYEHHA HA NIKAPCbKI 3ACOBU, AKI 3APEECTPOBAHI

KOMMNETEHTHAMW OPFAHAMW CNONYYEHUX LUTATIB AMEPUKW, LUBENLAPCBHKOI KOH®EAEPALLL, AMNOHII, ABCTPAII,

KAHAAW, NIKAPCbKNX 3ACOBIB, LLO 3A LLEHTPANIBOBAHOLO MNMPOLIEAYPOLO 3APEECTPOBAHI KOMMNETEHTHAM OPITAHOM
EBPOIMNENCBLKOIo CO3y

Ne Hassa Popma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0YeHHs1
1. BECMOH3A MOPOLLIOK Mdcpaiizep CLUA BMPOGHULITBO, TECTYBaHHSA Npu CLWA BHECEHHS 3MiH [0 3a UA/19782/01/01
niocpinisoBaHuii gnsa Eny.Ci.Mi. BUNYCKY Cepii, TECTyBaHHS Npu peecTpavuinHMX MaTepiasnis: peuyenmom
pO34uHy ANs iHQy3il, KopnopeiiLuH LocniikeHHi cTabinibHOCTI, 3MiHa agpecu 3asaBHUKA
0,9 mr; no 0,9 mry 36epiraHHsA: Eliy.Ci.Mi. KopnopeiiwH., CLUA
conakoHi; no 1 Baet ®apmachbtoTikan LiBixH od y 3B’A3Ky i3 3MiHOI agpecu
h1aKoHyY Y KapTOHHiA Baet XongiHrc /I/1C, CLUA; LEeHTPas1bHOro odpicy.
Kopoo6Li TECTYBaHHS Ha LiiICHICTb YNakoBKK [itoua pepakuis: 235 IcT 42-ra
(Npu gocnigXeHHi cTabisibHOCTI): CTpiT, Hblo Mopk, HIA 10017-
Bect ®apmacbtoTikan Cepsicec, 5755, CLUA/235 East 42-nd
IHK., CLLA, Street, New York, NY 10017-
naxkyBaHHs, MapKyBaHHS, 5755, USA
36epiraHHs, BUMYCK Cepiii: MponoHoBaHa pepakuis: 66
dapmauisn i AngxoH Komnai JI1C, I'yp3oH bynbsap IcT, Holo-
CLIA Viopk, H/ 10001-2192,
CLUA/66 Hudson Boulevard
East, New York, NY 10001-
2192, USA
2. 3IPABEB KOHUeHTpaT ans Mdpaiizep CWA 36epiraHHsa A®l, BUPO6GHULTBO, CuwA/ BHECEHHS 3MiH 0 3a UA/18148/01/01
PO34MHY Ans iHdys3ild, Eiu.Ci.Mi. nepBuHHE NakyBaHHA, TECTyBaHHA Ipnangis/ peecTpauiiiHix maTepianis: peyenmom
25 mr/mn; no 100 mr/4 Koprope/iLuH npu BUNYCKY, BUMYCK cepii, Benbris 3miHa agpecu 3asBHMKA

MY ¢pnakoHi; no 1
chN1aKoHy Y KapTOHHIl
Kopoo6Li 3
MapKyBaHHAM
YKparHCbKO MOBOIO;
no 400 mr/16 mny
donakoHi; no 1
ch/1aKoHy Y KapTOHHIl
Kopoo6Li 3
MapKyBaHHAM
YKparHCbKO MOBOIO;
no 100 mr/4 mny
donakoHi; no 1
ch/1aKoHy Y KapTOHHIl
Kopoo6Li 3
MapKyBaHHAM
iHO3eMHOI0 MOBOIO 3
HaHeCeHHAM CTVKepy
YKpPaiHCLKOK MOBOIO;
no 400 mr/16 mny

BTOPUHHE NaKyBaHHA, MapKyBaHHS:
dapmauis i AngxoH Komnari /1/1C,
CLA;

TecTyBaHHS Npy BUNYCKY cepii,
TecTyBaHHS Npu AOCNIMKEHHI
CTabiNbHOCTI:

Baet bio®apma [iBixkH ot Baet
PapmaceyTtukanc JI/1C, CLUA;
TecTyBaHHSI Npu BANYCKY cepil,
TeCTyBaHHS Mpu AOC/IAKEHHI
CTabiNbHOCTI:

Mdpaiizep IpnaHgis
PapmacbloTikans, lpnaHgis;
Bunyck cepii:

Mdpainzep Cepsic KomnaHi BB,
Benebris

Eiiy.Ci.Mi. KopnopeliwH., CLUA
y 3B’A3KY i3 3MiHOI agpecu
LeHTpasIbHOro odicy.
Litova pegakuis: 235 IcT 42-ra
CTpiT, Hbto Vopk, HIA1 10017-
5755, CLLA/235 East 42-nd
Street, New York, NY 10017-
5755, USA
MponoHoBaHa pepakuis: 66
'yp3oH bynbsap IcT, Holo-
Wopk, HI1 10001-2192,
CLLUA/66 Hudson Boulevard
East, New York, NY 10001-
2192, USA




Mr, M0 7 TabneToK y
6nictepi; no 3
6nicTepun y KapTOHHiIl
Kopoo6Li

Mdparizep MeHtoekuypuHr
Loiiuneng M6 X

3B’A3KY i3 3MiHOI0 agpecu
LeHTpasIbHOroO odpicy. Jiroya
pefaxuis:

235 IcT 42-ra CTpiT, Hbto Vopk,
HI1 10017-5755, CLUA/235
East 42-nd Street, New York,
NY 10017-5755, USA.
MponoHoBaHa pegakuis:

66 'ya3oH bynbsap IcT, Hbto-
Mopk, H/ 10001-2192,

Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHna Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsi04YeHHs1
chnakoHi; no 1
(h1aKOHY Y KapTOHHilA
Kopoo6ui 3
MapKyBaHHAM
iHO3eMHOI0 MOBOIO 3
HaHeCeHHsIM CTUKepy
YKPaIHCbKOK MOBOK
3. 3IPABEB KOHUeHTpaT ans Mdcpaiizep CWA 36epiraHHs A®|, BUpOBGHULTBO, CLUA/ BHECEHHS 3MiH 0 3a UA/18148/01/01
pO3unHy N8 iHdysil, Eiy.Ci.Mi. NnepBUHHE NakKyBaHHA, TECTyBaHHA Ipnangis/ peecTpauiiHux matepianis: A.7 peyenmom
25 mr/mn; no 100 mr/4 KopnopeiiwH npw BUNYCKy, BUMYCK cepii, Benbrisa type 1A — Administrative
MY ¢hnakoHi; no 1 BTOPVHHE NakKyBaHHS, MapKyBaHHS: change - Deletion of
h1aKoHy Y KapTOHHI dapmauis i AngxoH Komnari /I/1C, manufacturing sites.
KopooLi 3 CLA; To delete Pfizer Ireland
MapKyBaHHAM TecTyBaHHS Npy BUNYCKY cepii, Pharmaceuticals, Grange
YKPaiHCbKOK MOBOIO; TecTyBaHHS NPV AOC/IIKEHHI Castle Business Park,
no 400 mr/16 mny cTabinbHOCTI: Clondalkin, Dublin 22, Ireland,
donakoHi; no 1 Baet bBio®apma [iskH och Baet as a site responsible for
hNakoHy y KapTOHHIN dapmaceyTtukanc /1/1C, CLUA; importation and batch release
KopooLi 3 TecTyBaHHS Npy BUNYCKY cepii, of the finished product.
MapKyBaHHAM TecTyBaHHSA Npy AOCANIAXKEHHI
YKpaiHCbKO MOBOIO; CTabinbHOCTI:
no 100 mr/4 mny Mdpaiizep IpnaHaisa
donakoHi; no 1 PapmacbloTikans, lpnaHgis;
h1aKoHy Y KapTOHHI Bunyck cepii:
KopooLi 3 Mdpaiizep Ceps.ic KomnaHi BB,
MapKyBaHHAM Benbris
iHO3eMHOI0 MOBOIO 3
HaHeCeHHAM CTVKepy
YKpPaiHCLKOK MOBOIO;
no 400 mr/16 mny
donakoHi; no 1
(h1aKOHY Y KapTOHHilA
Kopoo6Li 3
MapKyBaHHAM
iHO3eMHOI0 MOBOIO 3
HaHeCeHHsIM CTUKepy
YKPaIHCbKOK MOBOK
4, IBPAHC® TabneTkun, BKPUTI Mdcpaiizep CLIA BMPOGHMLTBO, TECTYBAHHS, HimeuunHa BHECEHHS 3MiH [0 3a UA/18795/01/03
NNiBKOBOIO Eny.Ci.Mi. nepBrHHE NakyBaHHS, BTOPUHHE peecTpavuinHMX MaTepianis: peuyenmom
060/10HKot0, No 125 KopnopeiiwH nakyBaHHs, BUMYCK cepii: 3MiHa agpecu 3asBHUKA Y




4,5wMr,no 4,5mMry
donakoHi, no 1
ch/1aKoHy Y KapTOHHIl
Kopoo6ui

CLIA;
BUPOGHMLITBO, NEPBUHHE NaKyBaHHS,
TecTyBaHHS Npu BUMYCKY cepil,
TecTyBaHHS NPV [OC/TIIKEHHI
cTabinbHOCTI, 36epiraHHs:
BaeTt ®apmacbioTikan [iBixH ot
Baet XongjHrc JI/1C, CLUA;
TEeCTyBaHHS Ha Li/liCHICTb YNakoBKu
(npwv gocnigxeHHi ctabinbHOCTI):
BecT ®apmacbtoTikan Cepsicec,
IHK., CLLA

Mdpaiizep Eiy.Ci.Mi.
KopnopeiiwH, CLUA y 38's13Ky i3
3MiHOI0 af|pecu LieHTPasbHOro

odpicy.
Litova pegakuis: 235 IcT 42-ra
CTpiT, Hbto Vopk, HIA1 10017-
5755, CLLA/235 East 42-nd
Street, New York, NY 10017-
5755, USA
MponoHoBaHa pegakuis: 66
I'ya3oH bynbsap IcT, Holo-
Vopk, H/ 10001-2192,

Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHna Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsi04YeHHs1
CLLA/66 Hudson Boulevard
East, New York, NY 10001-
2192, USA.
5. IBPAHC® TabneTku, BKPUTI Mdpaiizep CWA BVMPOGHMLTBO, TECTYBaHHS, HimeuunHa BHECEHHS 3MiH [0 3a UA/18795/01/01
NNiBKOBOIO Eiiy.Ci.Mi. nepBrHHE NakyBaHHS, BTOPUHHE peecTpavuiiHux matepianis: peuenmom
060/10HKOI0, MO 75 Mr; KopnopeiwH nakyBaHHs, BUMYCK cepil: 3miHa agpecy 3asBHVKa Y
no 7 TabneTtok y Mdpaiizep MeHhekvypyHr 3B'A3KY i3 3MiHOI agpecu
6nictepi; no 3 Loiunena rmexX LeHTpasibHOro odicy. ditova
6nicTepun y KapTOHHIl pepakuis:
Kopoo6Ui 235 IcT 42-ra CTpiT, Hbto Mopk,
HI1 10017-5755, CLLUA/235
East 42-nd Street, New York,
NY 10017-5755, USA.
MponoHoBaHa peaakuis:
66 'ya3oH bynbeap IcT, Hbto-
Mopk, HN 10001-2192,
CLLUA/66 Hudson Boulevard
East, New York, NY 10001-
2192, USA.
6. IBPAHC® TabneTkun, BKPUTI Mdcpaiizep CWA BMPOGHMLTBO, TECTYBAHHS, HimeuunHa BHECEHHS 3MiH [0 3a UA/18795/01/02
NNiBKOBOIO Eny.Ci.Mi. NnepBrHHE NakKyBaHHS, BTOPMHHE peecTpavuinHMX MaTepiasnis: peuyenmom
060n0HkKot0, No 100 KopnopeiiwH nakyBaHHs, BUMYCK cepii: 3MiHa agpecu 3asBHUKA Y
Mr, M0 7 TabneToK y Mdpaiizep MeHhekyypuHr 3B'A3KY i3 3MIHOI agpecu
6nictepi; no 3 Loiiuneng M6 X LeHTpasIbHOroO odpicy. Jitoya
6nicTepun y KapTOHHiIl pepakuisi:
KOpo6L 235 IcT 42-ra CTpiT, Hbto Mopk,
HI1 10017-5755, CLUA/235
East 42-nd Street, New York,
NY 10017-5755, USA.
MponoHoBaHa pegakuis:
66 'ya3oH bynbsap IcT, Hbto-
Mopk, H 10001-2192,
CLLUA/66 Hudson Boulevard
East, New York, NY 10001-
2192, USA.
MAWNOTAPI MOPOLLOK AN Mdpaiizep CLUA BTOPUHHE NaKyBaHHS, MapKyBaHHS, CLWA BHECEHHS 3MiH 0 3a UA/18298/01/01
KOHUEHTpaTty A5 Eiiu.Ci.Mi. 36epiraHHs, BUNYCK cepil: peecTpauiiHux maTepianis: peuenmom
PO34UHY ANst iHQY3il, KopnopeiwH dapmauis i AngxoH KomnaHi JI/1C, 3MiHa agpecu 3asBHUKA




1 nosay chnakoHi; no
1 donaxoHy 3
nopowkom (1 gosa) B
KOMMNEKTi 3
po3unHHKKOM (0,5 M)
y nonepegHb0
HarnoBHEHOMY LUNPUL
Ta fBOMA rosikamm
3anakoByoTb y
6nictep Ta BknagawTb
Y KapTOHHY KOpPOOKY;
no 1 cpsiakoHy 3
nopotukom (1 gosa) B
KOMNEKTi 3
po34yrHHMKOM (0,5 mn)
y nonepesHbL0
HarnoBHEHOMY LUNPUL
6e3 ronku
3anakoByoTb y
6nictep; 10 6nicTepis

cepii roToBOro NPOAYyKTY;
(hopMyBaHHA Ta HaNoOBHEHHS,
nakyBaHHs/MapKyBaHHS, KOHTPO b
AKOCTI, BUMYCK Cepii PO3UYNHHMKA:
Mdpatizep MeHtodhekuypuHr Benbris
HB, Benbris;
dhopMyBaHHS Ta HanoBHEHHS
PO3YMHHYMKA, MapKyBaHHS, KOHTPO b
AKOCTi PO3UMHHUKA:
KataneHT Benbmxiym CA, Benbris;
hopMyBaHHA BaKLUVHW, HANOBHEHHS
dhnakoHiB, niodinisawis, KOHTPO/Ib
AKOCTI:
FnakcoCmiTKnsiiH Bionomxikanc
CA, benbris;
KOHTPO/b SIKOCTi PO34MHHYMKA 3a
noKasHUKOM "CTepusbHICTb":
CIr'C Na6 CimoH CA, benbris

3B'A3KY i3 3MiHOI agpecu
LEeHTpasIbHOro oddicy.
[Litoua pegakuis:

235 IcT 42-ra CTpiT, Hbto Mopk,
HI 10017-5755, CLUA/
235 East 42-nd Street, New
York, NY 10017-5755, USA
MponoHoBaHa pepakLis:
66 'ya3oH bynbap IcT, Hbto-
Viopk, H 10001-2192, CLLA/
66 Hudson Boulevard East,
New York, NY 10001-2192,
USA

Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHna Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsi04YeHHs1
CLLA/66 Hudson Boulevard
East, New York, NY 10001-
2192, USA
8. HIKOPETTE® cnpeii Ans poToBoi MakHin Ab Lseuis BMPOGHMWLITBO FOTOBOrO NPOAYKTY LLseuis BHECEHHS 3MiH [0 6e3 UA/18446/01/01
®PYKTOBO- NOPOXHUHN, (BKKOYAOUM KOMMNEKTaL,Ho, peecTpavuiiHux matepianis: peuyenma
M'ATHUI [o30BaHui, 1 Mr/gosa; KOHTPOb SKOCTi, BUMYCK cepil): 3MiHa agpecu 3asBHUKaA
no 150 o3 cnpeto y MakHin Ab noB'A3aHe i3 TUM, Lo agpeca
MET- dpnakoHi 3asBHMKa (Bf1acHMKa
emHicTio 15 mn. MET- peecTpauiiHoro NoCBigYeHHS)
doNakoH 3 MexaHiYHUM y cepTudpikati peectpau,ii y
po3nuaBayem i LLiBeLii Ta OHOB/EHIN NiLeH3ii
3aXMCHUM K/1anaHom Ha BUPOGHMLITBO 3a3Has10 3MiH,
NOMILLYIOTb Y a came - o agpecu fjofanm
nnacTukosuii yTnap HOMep MOLUTOBOT CKPUHBKU
i3 moninponinexy. Mo 1 (box 941) Ta BMKIOUNAN HA3BY
ab0 2 nNacTMKoBmX BY/INLj Ta HOMEP BYANHKY.
dyTnsapn y [itova pepakuis:
naacTMKOBOMY Hopp6ponnaTtceH 2,
KOHTYpPHOMY XenbciHréopr, 25109, LWeewis /
KOHTeliHepi i3 Norrbroplatsen 2, Helsingborg,
KapTOHHO OCHOBOO 25109, Sweden. MponoHoBaHa
pepakuis: bokc 941,
XenbciHréopr, 25109, LWseuis /
Box 941, Helsingborg, 25109,
Sweden. BBegeHHs 3MiH
NpoTArom 6-Tv MicsLiB nicns
3aTBEPAKEHHS.
9. HIMEHPUKC® NMOPOLLOK Ta MOAN3EP CWA hopMyBaHHS, HANOBHEHHS, Benbris BHECEHHS 3MiH 0 3a UA/16901/01/01
PO3UMHHUK AN ENY.CLII. niochinizaulisi, KOHTPOb AKOCTI, peecTpauiiHix maTepianis: peyenmom
PO34MHY NS iH'EKUIN, KOPMOPEWLUH nakyBaHHs/MapKyBaHHs1, BUMYCK 3MiHa agpecu 3asBHUKA Y




Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHna Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsi04YeHHs1
BKMajalTb y
KapTOHHY KOpPO6KY
10. CIBIHKBO TabneTku, BKPUTI Mdpaiizep CLUA Mdpainzep MeHoekuypuHr HimeuunHa BHECEHHS 3MiH 40 3a UA/19698/01/01
NAiBKOBOO Eiiu.Ci.Mi. [Loiunenag MrmexX peecTpauiiHux maTepianis: peyenmom
060/10HKO10, 1Mo 50 Mmr; KopnopeiiwH 3MiHa agpecu 3asBHUKa Y
no 7 TabneTok, 3B'A3KY i3 3MIHOI agpecu
BKPUTUX NIBKOBOIO LleHTpasIbHOro ogoicy.
060/10HKOHD, Y Litova pepakuis:
6nictepi, no 4 235 IcT 42-ra CTpiT, Hbto Mopk,
6nicTepun y KapTOHHIl HIN 10017-5755, CLLA/
Kopobui 235 East 42-nd Street, New
York, NY 10017-5755, USA
MponoHoBaHa pegakuis:
66 'yasoH bynbsap IcT, Hbto-
Mopk, HA 10001-2192, CLLA/
66 Hudson Boulevard East,
New York, NY 10001-2192,
USA
11. CIBIHKBO TabneTku, BKPUTI Mdpaiizep CWA Mdpaiizep MeHhekvypuHr HimeuunHa BHECEHHS 3MiH 0 3a UA/19698/01/02
NNiBKOBOIO Eiiy.Ci.Mi. Loiunena rmexX peecTpavuiiHux maTepianis: peyenmom
060/10HKOH0, Mo 100 KoprnopeiiwH 3MiHa agpecu 3asBHUKA Y
Mr; Mo 7 TabneTok, 3B'A3KY i3 3MiHOIO agpecu
BKPUTUX NAIBKOBOIO LleHTpasIbHOro odicy.
060/10HKOHD, Y [Litova pegakuis:
6nictepi, no 4 a6o no 235 IcT 42-ra CTpiT, Hbto Mopk,
13 6nicTepiB y HIA 10017-5755, CLUA/
KapTOHHI KOpooL; 235 East 42-nd Street, New
York, NY 10017-5755, USA
MponoHoBaHa pepakLis:
66 'ya3oH bynbap IcT, Hbto-
Viopk, H 10001-2192, CLLA/
66 Hudson Boulevard East,
New York, NY 10001-2192,
USA
12. CIBIHKBO TabneTkun, BKPUTI Mdcpaiizep CLUA Mdpaiizep MeHtoekuypuHr HimeuunHa BHECEHHS 3MiH [0 3a UA/19698/01/03
NAiBKOBOO Eiy.Ci.Mi. [Jonunenag MrmeX peecTpauiiHnux matepianis: peyenmom
060n10HKot0, No 200 KopnopeiiwH 3MiHa agpecu 3asBHUKa Y

Mr; No 7 TabneTok,
BKPUTUX MNIBKOBOO
060/10HKOI0, Y
6nictepi, no 4 abo no
13 6nicTepiB y
KapTOHHiA Kopoo6Li

3B’A3KY i3 3MiHOI agpecu
LEeHTpasIbHOTO odoicy.
[Litova pepakuis:

235 IcT 42-ra CTpiT, Hbto Mopk,
H 10017-5755, CLUA/
235 East 42-nd Street, New
York, NY 10017-5755, USA
MponoHoBaHa pegakuis:

66 'yasoH bynbsap IcT, Hbto-
Mopk, HA 10001-2192, CLUA/
66 Hudson Boulevard East,
New York, NY 10001-2192,
USA




Ne

Hassa

Popma suUnycKy

3asaBsHUK

o KpaiHna Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsi04YeHHs1
13. CTPENCI/NIC® NbOAAHVKM No 8,75 wmr, PekkiTT BeHkizep Benuka PexkkiTT BeHkizep Xenckep Benuka BHECEHHS 3MiH 0 6e3 UA/18831/01/01
IHTEHCUB BE3 | 1o 8 nboAsHuKIB Y Xenckep BputaHis IHTEepHeLWwHn JlimiTes, BpuTaHis peecTpavuiiHux maTepianis: peyenma
LLYKPY 3lI 6nictepi, no 2 a6o 3 IHTepHeLWHN BMNPAaB/IEHHSI TEXHIYHOT
CMAKOM 6nicTepun y KapTOHHIl Nimiteq NOMWJIKA LLIOAO Ha3BU
AMNENbCUHA Kopobui; no 12

NbOAAHUKIB Y 6nicTepi,
no 2 6nictepu y
KapTOHHIA KOpooLi

nikapcbKoro 3acoby, Wwo
BKasaHa y TEeKCTi MapKyBaHHS
A9 BTOPUHHOT YNakoBKW y
NyHKTI 16, sika HaHOCUTbCSA
wpucptom Bpaiing, a came:
BUAA/IEHHA CUMBOJY 3aXUCTY
TOProsoi Ha3Bu ®.




