HEPEJIIK

Jlonarok 4

n0 Hakazy MIHICTEpPCTBA OXOPOHH 37I0POB’S
VYkpainu «IIpo JiepKaBHY peectpariiro,
MEpepeECTpaIito  JKApCBKUX  3aco0iB  Ta
BHECEHHS 3MIH JI0 pEeCcTpallifHuX MaTepianiB
JmiKapchKUX ~ 3aco0iB,  SAKi  3apeecTpoBaHi
KoMmIleTeHTHUMHU opraHamu Cronyuyenux LlTtartis
Awmepuxku, lBeiinapcekoi Kondenepanii, SmnoHnii,

Ascrpauii, Kananu, €sponeiicekoro Coro3y»
Big 28 tpasHs 2024 poky Ne 908

JIKAPCBKHX 3ACOBIB (MEJUYHUX IMYHOBIOJIOT'TYHUX MMPEMAPATIB), IIIOJ10 AIKUX BYJIU BHECEHI
3MIHH 1O PEECTPALHINHUX MATEPIAJIB, SIKI BHOCATHCS 10 JIEP’KABHOI'O PEECTPY JIKAPCHKHX
3ACOBIB YKPAIHU, SIKI 3APEECTPOBAHI KOMIIETEHTHUMHA OPTAHAMM CIIOJTYYEHUX HITATIB
AMEPHUKH, HIBEMIIAPCBKOI KOH®EJEPAIIII, SITOHII, ABCTPAJIII, KAHAIU, TIKAPCHKHNX 3ACOBIB, 1110 3A
IIEHTPAJII30BAHOIO ITPOLIEJYPOIO 3APEECTPOBAHI KOMIIETEHTHUM OPTAHOM €BPOIEMCHKOI'O

CO103Yy

Ne Hasea @Popma eunycky (nikapcbka 3asisHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/ JliKapcbK020 ¢opma, ynakoeka) sidnycky |peecmpayiliHo2
n 3acoby 0 noceid4yeHHs1
1. | ANIlbBYPEKC® | posuunH ans iHdysin, 20 % no 50 ucn Lsenua BMPOGHMLITBO Hepo3dacoBaHoi LLisenuapis/ BHECEHHS 3MiH 0 peecTpauiiHnX 3a UA/18876/01/01
Mn a6o 100 mn y donakoHi; no 1 BepiHr Al pis npoAayKLuii, NepBUHHE NaKyBaHHSA, CLA MaTepianis: peuenmom
dnakoHy B KapTOHHIl kopobLi KOHTPOSb SIKOCTi, BUNYCK Cepil: 3miHa B.Il.b.1.(a), IAIN JopgaBaHHs
LICIT Bepinr AT, LUseruapis; BUpobHuka CSL Behring AG
nepBUHHE NaKyBaHHS (Bollingenstrasse 93, 3006, Bern,
(MapkyBaHHS1), BTOPUHHE Switzerland) sik ginbHUU, BignoBiganbHoI 3a
nakyBaHHsi: BTOPWHHE MaKyBaHHS1.
LICI Bepinr Al, Wsewuapis; 3miHa B.1l.b.2.(a), IB MNepeHeceHHs niHii
BTOPWHHE NaKyBaHHS: Bi3yanbHOro KOHTPOIO SIKOCTi B MPOLIECi
LICIT Bepinr Al, Wsenuapis; BnpobHuuTBa 3 CLS Behring AG
BMPOGHMLTBO 32 NOBHUM (Untermattweg 8, Bern, 3027) go CSL
LMKIOM: Behring AG (Bollingenstrasse 93, 3006,
LICIT Bepinr J1.J1.C., CLLA Bern, Switzerland). PegakuiviHi npasku go
posginie gocke 2.3.A.1, 3.2.A.1, 2.3.P.3.
TepMiH BBEAEHHSI 3MiH — NPOTHArom 6-Tn
MicsLiB Micnsi 3aTBEPOKEHHS.
2. BPIXANI™ nocbioH, 0, 01 %, no 100 ry TOB YkpaiHa BUPOBHMUTBO, NaKyBaHHS, Kanapa/ 3MiHM nogaHi 4O KOMNETEHTHOIO OpraHy 3a UA/18952/01/01
Ty6i, Mo 1 Ty6i B KapTOHHiN «BAYLU MapKyBaHHS, BUMycK cepii Ta CrionyyeHi CLUA - Food and Drug Administration - 3a peuenmom
KopoOGLi XENC» OoCnimKeHHs cTabinbHOCTi: WraTtn npoueaypoto LwopivHoro 3siTy (Annual
Bayw Xenc Komnanic IHk., Amepukun/ Report: Reporting Period: November 06,

KaHapa; anbTepHaTuBHa
AinNbHULS, Ha SIKi NPOBOAATLCSA
BUMYCK cepii Ta AOCHIIKEHHS

cTabinbHocTi: Bayw Xenc

2021 through November 05, 2022). Ctucnui
OnnC 3MiH:
1. HapaHHs oHoBREeHb Oo macTtep-danny
US-DMF 016953 gns A®I ranobetasony
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Amepukac IHk., CnonyyeHi
LTaTtn AMepuku;
anbTepHaTUBHA AiNbHULSA, Ha K
NPOBOAATLCSA MIKPOBIoNoriyHi
pocnigpkeHHst: Macuaik bioflabe
(MBJ1), CnonyyeHi WraTtn
AMEPUKM; OINbHULSA, Ha SKin
NPOBOAATLCA BUNPOBYBaHHS
po3mipy kpanenb eMynbCii:
MapTtukan TekHonogxu Nlabe
(NT1), Cnonyyei WTatn
Amepuiku;
anbTepHaTUBHA AiNbHULSA, Ha
AKIN NPOBOAATLCSA
BUNPOBYBaHHS JOMOMIXKHUX
peyvoBuH: EnemenTtan Maripianc
TekHonomxu KaHaga IHK.,
Kanapa; EcxiEc KaHaga IHk.,
Kanapa; EcxiEc KaHaga IHk.,
KaHnapa; Heodapm J1abe IHk.,
Kanapa

nponioHaTy Big BUpobHMKa Hovione
FarmaCiencia S.A. i3 3aMiHaMy KOHTaKTHMX
AaHux areHta B CLUA Ta BUpoGHUYoro
caunTy. BignosigHo oHOBMNEHO po3ain
3.2.S.2.1 Manufacturer(s).

2. OHOBNEHO KOHTAKrHi AaHi ons
anbTepHaTUBHOI AinbHULi RD Laboratories
Inc., Ha sKin NpoBoAATLCA hapMakonenHi
BunpobyBaHHs A®PI. BignosigHo oHoBneHo
po3gin 3.2.S.2.1 Manufacturer(s).

3. MeToga KinbKicHOro BU3Ha4YeHHs gitoyoi
peyoBMHM Ta NpoaykTiB Aerpagauii y 13
(STM 04-395) 6yno fonoBHEHO
penpe3eHTaTUBHUMM XpomaTorpamMmamu.
BignosigHo oHoBneHo po3ain 3.2.P.5.2
Analytical Procedure - Assays and
Degradation Products by HPLC.

4. MNpepcTaBneHo OHOBMEHI AaHi
[ocniopkeHHs cTabinbHOCTI 3a 3BITHUI
nepiog. BianosigHoO OHOBNEHO po3ainu
3.2.P.8.1 Stability Summary and Conclusion
Ta 3.2.P.8.3 Stability Data.

FAPOACUN® 9
BAKUUHA
NPOTH
BIPYCY
NANINOMU
NIOANHM 9-
BAJNEHTHA
(PEKOMBIHAH
THA,
AOCOPBOBAH
A)

cycneHsisa ans iH'ekuin, no 0,5
mn (1 go3sa); no 0,5 mn cycneHsii
y nonepefHbL0 HanoBHEHOMY
Lwnpuui (ckro) 3 obmexysayem
X04y MOpPLUHS (CUNiKOHI30BaHMI
H6pombyTunoBuit enactomep i3
nokputtam FluroTec) Ta
KOBMaYKoOM (CUHTETUYHA
i3onpeH-6pombyTunoBsa cymitu).
Mo 1 nonepeaHLO HaNOBHEHOMY
wnpuuy 3 2 ronkamu abo no 10
ronepefHbLO0 HanoBHEHWX
LINpuLIB 3 2 ronkamu ansi
KOXHOTO LUNpULA B KAPTOHHIN
KopobLi 3 iHCTpyKLUieto Ans
MeAMNYHOro 3aCTOCYBaHHS

Mepk
Wapn i
Ooym
I0EA
m6X

Lseriua
pis

06'eAHaHHS rOTOBOrO NPOAYKTY
(noBTOpHE CycneHayBaHHA Ta
06'eqHaHHSA KiHLEBOro
cdopmyrnboBaHoro barnky,
OTpMMaHoro 3 AinbHuui Bect
[MOMHT), HAaNOBHEHHS LNpuULUiB
(nepBMHHE NakyBaHHs),
TeCTyBaHHS NpU BUMYCKY ANs
LUNPWLiB, HAMOBHEHMX Ha
AinbHui bakctep (nuwe
€HAOTOKCUHMN Ta CTEPUIBHICTb):
Bakctep ®apmacstoTikan
Conownc JI1C, CLIA
TeCTyBaHHS NpU BUMYCKy ANs
LUNPWLiB, HANOBHEHMX Ha
ninbHUUi Kapnoy, TecTyBaHHS
npu BBE3EHHI (ANs Wwnpuuis,
OTPUMaHuX 3 AinbHuui Bect
MonHT Ta ainbHuLi Bakctep)?,
MapKyBaHHS Ta BTOPUHHE
nakyBaHHs1, cepTudikauisa Ta
BUWMYCK Cepil:

@ TecTyBaHHs Npy BBE3EHHI
BKIIOYAE NPOBEAEHHS BCiX
TEeCTiB Mpy BUMYCKy cepil
KIHLIeBOro NpoayKTy
Mepk Wapn i Joym B.B.,
Hinepnangn
Bupo6HuuTBO: dhopmynsuis,
HanoBHEHHS Ta NepBUHHE

CLIA/
Higepnangu
llpnangis/
IcnaHis

BvnpaBneHHst TEXHIYHOI MOMUINKK B po3Aini
MKA «YMoBu 36epiraHHsi», a came:
3a3HayYeHHs TekcTy «[onyctumuin yac
36epiraHHsi BakUMHN N03a XONOANITbHUKOM
Nnpw TpaHCNoOpTyBaHHi cTaHoBUTb 20 AHiB
npu Temnepatypi Big 0 °C go 25 °C»
BignosigHo po3ainy 3.2.P.8.1.2. Mogynsa 3
MaTepianis peecTpauiiHoro JOCbE.
[itova pepakuis:

YmoBw 36epiraHHs
36epirati B xonoaunbHuKy (npu
Temnepatypi Big 2 °C go 8 °C).

He 3amopoxyBatn. 36epiratn nonepegHb0
HaMOBHEHWN LUMNPUL, Y 30BHILLUHI KaPTOHHIN
ynakoBLUi Ans 3axuCTy Bif ceiTna. 36epiratu
B HEOOCTYMHOMY Ansi OiTen MicLi.
[appacun® 9 cnig 3actocyBaTu sikomora
LBMALLE NiCNsi BUNYYEHHS 3 XONOAUIbHMKA.
[OaHi 3i ctabinbHOCTI cBigYaTh, WO
KOMMOHEHTU BaKUMHK cTabinbHi npoTsirom 96
rofiMH Npu 36epiraHHi Npy Temnepatypi Big
8°C no 40 °C abo npoTsirom 72 roguH npu
36epiraHHi npy Temnepatypi Big 0 °C go 2
°C. Micnsa 3akiH4eHHs LbOro nepioay
Mapgacun® 9 cnig, BukopuctaTtn abo
yTunisyeatu. Lis iHdopmauis npusHayeHa
ONs MeguYHUX NpauiBHUKIB TiNbKW y BUNAAKy
TMMYacCOBOrO BiAXMITEHHS TeMNepaTypHOro
pexumy.

[MponoHoBaHa pegakuis:

3a
peuerimom

UA/20128/01/01
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nakyBaHHS LUMNPWLiB, TECTYBaHHSA
npu BUNYCKy (KiHLeBOro
cchopmyrboBaHoro Ganky Ta
LUNPULIB, HAaNOBHEHWX Ha
AinbHUUi Bect MonHT Ta Ha
AinbHuui bakcTep), TecTyBaHHS
cTabinbHocCTi:

Mepk LWapn i Joym JINC, CLLUA
BMPOBHMLTBO: hopmynsLis,
HamnoBHEHHS Ta NEPBUHHE
nakyBaHHs! LUNpWLiB, TECTYBaHHSA
npu BUMYCKY
(kiHueBOrocopMybOBaHOIO
6anky Ta WnpuyiB, HaNoOBHEHUX
Ha AinbHuui Kapnoy),
TeCcTyBaHHsi CTabinbHOCTI:
MCL, IHTepHewHn Mv6X/MCL,
Ipnangis (Kapnoy), IpnaHgis
MapKyBaHHsi Ta BTOPUHHE
nakyBaHHs:

Pogi ®apma IngacTpian
Cepsicec, C.A., IcnaHis

MoBM 36epiraHHs
36epirati B XonoannbHWKY (Npu
Temnepatypi Bia 2 °C go 8 °C).
He 3amopoxyBatu. 36epirat nonepegHL0
HaMOBHEHWI LUNPUL, Y 30BHILLHIA KAPTOHHIN
ynakoBLj Ans 3axucTy Bif ceiTna. 36epiratn
B HEAOCTYMHOMY ANA AiTen micui.
[apgacun® 9 cnig 3actocyBaTu skomora
LWBMALLE NICS BUNYYEHHS 3 XONOAWIbHMKa.
Honyctumuin Yac 36epiraHHs BakUMHM No3a
XONOAWIBHUKOM MPU TPaHCMOPTYBaHHI
ctaHoBuTb 20 AHiB Npu TemnepaTypi BiA 0
no 25 °C.

[aHi 3i ctabinbHOCTI cBigYaThb, L0
KOMMOHEHTU BaKUMHM CTabinbHi npoTsirom 96
roavH npu 36epiraHHi Npy TeMnepaTypi Big
8°C no 40 °C abo npoTtsirom 72 roguH npu
36epiranni npy Temnepatypi Big 0 °C go 2
°C. Micnsa 3akiHYeHHs LbOoro nepiogy
Mapgacun® 9 cnig BukopuctaTtn abo
ytunizyesatu. La indopmauis npusHadeHa
ONS MeAMYHMX NPaUiBHUKIB TiNbKW Y BUNaaKy
TMMYaCOBOrO BiAXWIIEHHS TEMMNEPaTYPHOro
pexunmy.
3asHaueHe BUNpaBrieHHst Bignosigae
marepianam peecTpauiiHoro 4ockeE.

3IPAGEB

KOHLEHTPaT ANs PO34uHy Ans
iHdpysin, 25 mr/mn; no 100 mr/4
Mn y donakoHi; no 1 pnakoHy y
KapTOHHIN kopobui 3
MapKyBaHHSAM YKPaiHCbKOIO
MoBoto; o 400 mr/16 mny
cdnakoHi; no 1 donakoHy y
KapTOHHIN kopobui 3
MapKyBaHHSIM YKPaiHCbKO
MoBoto; no 100 mr/4 mny
cdnakoHi; no 1 donakoHy y
KapTOHHIN kopobu,i 3
MapKyBaHHSM iHO3eMHOL0
MOBOIO 3 HAHECEHHSIM CTUKepY
yKpaiHCbkol MOBOHO; Mo 400
Mr/16 mn y donakoHi; no 1
naKkoHy y KapTOHHI kopobui 3
MapKyBaHHSIM iHO3EMHO0
MOBOIO 3 HAHECEHHSIM CTUKepY
YKpailHCbKOO MOBOIO

MNdpanzep

Eny.Ci.Ni.

Kopnopen
LUH,

CLA

36epiraHHs AP, BUpoGHMLTBO,
NepBUHHE MaKyBaHHS,
TECTYBaHHS MPW BUMYCKY,
BUNYCK Cepii, BTOPUHHE
nakyBaHHs!, MapKyBaHHS:
®apmauis i AngxoH KomnaHi
NNC, CWA
TecTyBaHHS Npu BUMYCKY cepii,
TECTYBaHHSI NpW AOCHIAKEHHI
cTabinbHocCTi:

BaeT Bio®apma [iBixxH o BaeT
dapmaceytukanc JIJIC, CLLA
TecTyBaHHSA Npu BUMYCKY cepii,
TECTYBaHHS Npu AOCHIOKEHHI
crabinbHoCTi:
Mdpansep lpnaHgis
dapmacbioTikans, lpnaHais
Bunyck cepil:
Mdpanzep Cepsic Komnaxi BB,
Benbris

CLIA/
IpnaHgis/
Benbrisa

Type IB C.l.2.a - Change in the SPC,
Labelling or PL of a generic/hybrid/biosimilar
products following assessment of the same
change for the reference product -
Implementation of change(s) for which NO
new additional data is required to be
submitted by the MAH - Update of section
4.2 and 6.6 of the SmPC and section 3 of
the package leaflet by adding “Do not shake
the vial”.
3MiHM BHeceHo A0 IHCTpyKLii Ans
MeANYHOrO 3aCTOCYBaHHS NikapCbKoro
3acoby go po3sginy "Cnoci6 3actocyBaHHs Ta
nosn"
BBepneHHs 3MiH npoTsarom 9-Tu micauiB nicns
3aTBEPOKEHHS.

The CHMP, having considered in
accordance with Article 28 of Regulation
(EC) No 726/2004 the
PSUR on the basis of the PRAC
recommendation and the PRAC assessment
report as appended,
recommends by consensus, the variation to
the terms of the marketing authorisation(s)
for the above mentioned medicinal
product(s), concerning the following

3a
peuerimom

UA/18148/01/01
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change(s): Opinion of the Committee for
Medicinal Products for Human Use on
Periodic Safety Update Reports
EMA/CHMP/796784/2022 - Update of
section 4.4 of the SmPC to amend a
warning/precaution regarding anaphylactic
shock. Update of section 4.8 of the SmPC to
add the adverse reaction anaphylactic shock
with a frequency rare, and to change the
frequency of the adverse reaction
hypersensitivity and infusion reactions in
table 2 and 3 from not known to common.
The Package leaflet is updated accordingly.
3MiHW BHeceHo Ao IHCTpyKLUii gns
MEAMNYHOrO 3aCTOCYBaHHSI NiKapCbKOro
3acoby no posainis «OcobnmeocTi
3acTocyBaHHsA» Ta «[obiyHi peakLii»
BBeneHHs 3MiH npoTsarom 9-Tu MicauiB nicns
3aTBEPOKEHHS.

Information on the use of a sterile needle
and syringe for the preparation of the drug
Zirabev was added to section 6.6 of the
SmPC to align with the SmPC of the
reference product Avastin in the process of
renewal of a marketing authorisation (R-
0029) of the drug Zirabev. 3miHn BHeceHo oo
IHCTpYKUiT ANSt MEANYHOrO 3aCTOCYBaHHA
nikapcbkoro 3acoby o poaginy "Cnoci6
3acTocyBaHHA Ta Josun"

BBepneHHs 3MiH npoTsarom 9-Tu micauiB nicns

3aTBEPAKEHHS.

NNO3APTAH TabneTkun, BKpUTI MMiBKOBOKO CaHnpos CnoBeHi | BMpOBGHMUTBO Hepo3ddacoBaHoro | TypeydnHa/ B.l.a.1.f - Type IA - Changes to quality 3a UA/18672/01/01
CAHOO3® obonoHkoto, no 50 mr, no 14 dapmach a NpoaykKTy: Himeuumna/ control testing arrangements for the active | peyenmom

LOSARTAN TabneTok, BKpUTUX MIiBKOBOO toTikana Canpos N'pyn Carnuk YpyHnepi CnoBeHisi/ substance-replacement or addition of a site

SANDOZ® obonoHkoto y 6nictepi, no 2 abo a.a. Inaknapi CaH. Be Tik. A.C., PymyHis where batch control/testing takes place

7 BnicTepiB y KapTOHHIN kopobLi

TypeudnHa

BUPOOHMLTBO HEPO3(hacoBaHOrO
npoaykTy, NEPBUHHE Ta
BTOPWHHE NaKyBaHHS,
TECTYBaHHS:

Cantotac ®apma Mm6X,
Himeyunna

nepBUHHE Ta BTOPUHHE

nakyBaHHsi, TECTYBaHHs1, 403BiN
Ha BUMNYCK cepii:

Jlek ®apmaLeBTMYHA KOMMaHISA
n.40., Cnosenis

nepBuUHHE Ta BTOPUHHE
NnakKyBaHHA, 003BiN Ha BUMNYCK

Novartis Saglik, Gida ve Tarim Urunleri
Sanayi ve Ticaret A.S., Turkey
microbiological testing site for testing the
active pharmaceutical ingredient
B.Il.b.2.a - Type IA - Replacement or
addition of a site where batch control/testing
takes place
Novartis Saglik, Gida ve Tarim Urunleri
Sanayi ve Ticaret A.S., Turkey
microbiological testing site for testing the
finished product
A.5.b - Type IA - Update of the postal code
in the address of the site responsible for bulk
manufacture of the finished product.
The address of the bulk manufacturing site is
changed from
Sandoz Grup Saglik Urunleri llaclari San. Ve
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cepii:
Jlek PapmaveBTMYHA KOMMaHIsA
0.4., Cnoseis

BMPOBHMLTBO HEPO3(hacOBaHOrO
NpoayKTy, NepBuHHE Ta
BTOPWHHE NaKyBaHHS,
TECTyBaHHS:

CaHpos Inak CaHan Be TikapeT
A.C., TypeyunHa

TECTYBaHHS:
C.K. CaHgos C.P.J1., PymyHis

MikpobionoriyHe TecTyBaHHS:
Hoeaprtic Carnuk, lNaa Be Tapim
YpyHnepi CaHai Be TikapeT
A.C., TypeuunHa

Tic. A.S.

Gebze Organized Industrial Region Ihsan
Dede Cadde No. 900. Solak, TR-41480
Gebze-Kocaeli, Turkey
to
Sandoz Grup Saglik Urunleri llaclari San. Ve
Tic. A.S.

Gebze Organized Industrial Region Ihsan
Dede Cadde No. 900. Solak, TR-41400
Gebze-Kocaeli, Turkey
This is no change in the location of the site,
only postal code is changed.

NO3APTAH TabneTtkn, BKpUTI MMiBKOBOKO CaHnpos CnoBeHi | BMpOGHMUTBO Hepo3dgacoBaHoro | TypeydnHal/ B.l.a.1.f - Type IA - Changes to quality 3a UA/18672/01/02
CAHOO3® obonoHkoto, no 100 mr, no 14 dapmacb a NpoayKTy: Himeuuunna/ control testing arrangements for the active | peuenmom

LOSARTAN TabneTok, BKPUTMX Mi1iBKOBO loTikana CaHnpos Npyn Carnuk YpyHnepi CnoseHis/ substance-replacement or addition of a site

SANDOZ® obonoHkoto y 6nictepi, no 2 abo a.a. Inaknapi CaH. Be Tik. A.C., PymyHis where batch control/testing takes place

7 6riicTepiB y KapTOHHIN kopobui

TypeyvurHa

BUPOBHMLTBO HEPO3hacoBaHOro
npoaykTy, NEPBUHHE Ta
BTOPUHHE MaKyBaHHS,
TECTYBaHHs:

Cantotac ®apma 'mM6X,
HimeyumHa

nepBUHHE Ta BTOPUHHE
nakyBaHHsi, TECTYBaHHs, [03BinN
Ha BUMYCK cepii:
Jlex PapmaLeBTMYHA KOMMAHIA
n.4a., CnoseHis

nepBUHHE Ta BTOPUHHE
nakyBaHHsi, 4O3BIN Ha BUMYyCK
cepil:
Jlex PapmaLeBTMYHA KOMMAHIA
n.4., Cnoseris

BUPOGHMLUTBO HEpo3dhacoBaHOro
NpoAyKTy, NepBUHHE Ta
BTOPWHHE MaKyBaHHS,
TECTYBaHHS:

CaHpos Inak CaHawi Be TikapeT
A.C., TypeuunHa

TECTYBaHHS:
C.K. CaHgos C.P.J1., PymyHis

Novartis Saglik, Gida ve Tarim Urunleri
Sanayi ve Ticaret A.S., Turkey
microbiological testing site for testing the
active pharmaceutical ingredient
B.Il.b.2.a - Type IA - Replacement or
addition of a site where batch control/testing
takes place
Novartis Saglik, Gida ve Tarim Urunleri
Sanayi ve Ticaret A.S., Turkey
microbiological testing site for testing the
finished product
A.5.b - Type IA - Update of the postal code
in the address of the site responsible for bulk
manufacture of the finished product.
The address of the bulk manufacturing site is
changed from
Sandoz Grup Saglik Urunleri llaclari San. Ve
Tic. A.S.

Gebze Organized Industrial Region lhsan
Dede Cadde No. 900. Solak, TR-41480
Gebze-Kocaeli, Turkey
to
Sandoz Grup Saglik Urunleri llaclari San. Ve
Tic. A.S.

Gebze Organized Industrial Region lhsan
Dede Cadde No. 900. Solak, TR-41400
Gebze-Kocaeli, Turkey
This is no change in the location of the site,
only postal code is changed.
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MikpobGionoriyHe TecTyBaHHs:

Hoeaprtic Carnuk, Nga Be Tapim

YpyHnepi CaHan Be TikapeT
A.C., TypeyunHa

MET®OPMIH- TabneTkn, BKpUTI NMiBKOBOIO TOB YkpaiHa BUPOBHMLUTBO 32 NOBHUM Yecbka B.lll.1.a.2 IA 3a UA/18723/01/01
TEBA obonoHkoto, no 500 mr, no 15 «TeBa umknom: Tesa Yex IHgacTpia Pecny6nika/ The Certificate of Suitability R1-CEP 2008- | peuenmom

TabneTok y 6nictepi, no 2 abo Ykpaina» c.p.o., Yecbka Pecnybnika; IHais/ 043 has been updated from Revision 05 to

no 4 6nictepu y kopobui BUPOBHMLUTBO 3a NOBHUM YropwuHa Revision 07.

uuknom: Mikpo Jlabe Nimiten,
IHAis;
nepBMHHA Ta BTOPUHHA
ynakoBKa, KOHTPOMb SIKOCTI,
[03BiN Ha Bunyck cepii: AT
dapmaueBTUYHUIA 3aBog TeBa,
YropwwmHa

* Performed changes CEP R1-CEP 2008-
043 version 05-06
- Updated Certificate of Suitability R1-CEP
2008-043-Rev 06 was issued on the 13th
January 2021. New manufacturing site
(Yangkou Chemical Industry Park) was
introduced within this revision and added to
the CEP (see CEP update-List of changes in
M1 Add-Info).

- Drug substance manufacturer Shouguang
Fukang Pharmaceutical CO., Ltd. confirmed
that the drug substance manufactured
according to CEP version R1-CEP 2008-
043-Rev 06 will not be supplied to Teva (see
Statement Funkang in M1 Add-Info).

- Furthermore the drug product manufacturer
Teva Czech Industries s. r. 0. confirms that
the drug substance according to R1-CEP
2008-043 Rev-06 was not used for
production, therefore the submission of this
CEP version was ommitted.

* Performed changes CEP R1-CEP 2008-
043 version 06-07
- Updated Certificate of Suitability R1-CEP
2008-043-Rev 07 was issued on the 21th
February 2022.

Manufacturing site (Yangkou Chemical
Industry Park) was removed.

- All changes in updated CEP version R1-
CEP 2008-043-Rev 07 are minor in nature
and the applicant confirms that it does not
have any impact on the finished product or
to the registered API specification or related
methods (see CEP update-List of changes in
M1 Add-Info).

- The applicant also confirms that all the
required conditions for the above variation
are fulfilled.

Litova:

Metformin hydrochloride ex Shouguang
Fukang:

CEP R1-CEP 2008-043-Rev 05

[MponoHoBaHa:
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Metformin hydrochloride ex Shouguang

Fukang:
CEP R1-CEP 2008-043-Rev 07
MET®OPMIH- TabneTkn, BKpUTI NMiBKOBOKO TOB YkpaiHa BUPOBHMLUTBO 32 NOBHUM Yecbka B.lll.1.a.2 IA 3a UA/18723/01/02
TEBA obonoHkoto, no 850 mr, no 15 «TeBa umknom: Tesa Yex IHgacTpia Pecny6nika/ The Certificate of Suitability R1-CEP 2008- | peuenmom
Tabnetok y 6nictepi, no 2 abo YkpaiHa» C.p.o., Yecbka Pecny6bnika; IHgis/ 043 has been updated from Revision 05 to
no 6 Gnictepis y kopobui BUPOBHMLUTBO 32 NMOBHUM YropwuHa Revision 07.

uuknom: Mikpo Jlabe Nimiten,
IHAis;
nepBMHHA Ta BTOPUHHA
yMakoBKa, KOHTPOMb SIKOCT,
[03Bin Ha Bunyck cepii: AT
dapmaneBTU4HUIA 3aBog TeBa,
YropwuHa

* Performed changes CEP R1-CEP 2008-
043 version 05-06
- Updated Certificate of Suitability R1-CEP
2008-043-Rev 06 was issued on the 13th
January 2021. New manufacturing site
(Yangkou Chemical Industry Park) was
introduced within this revision and added to
the CEP (see CEP update-List of changes in
M1 Add-Info).

- Drug substance manufacturer Shouguang
Fukang Pharmaceutical CO., Ltd. confirmed
that the drug substance manufactured
according to CEP version R1-CEP 2008-
043-Rev 06 will not be supplied to Teva (see
Statement Funkang in M1 Add-Info).

- Furthermore the drug product manufacturer
Teva Czech Industries s. r. 0. confirms that
the drug substance according to R1-CEP
2008-043 Rev-06 was not used for
production, therefore the submission of this
CEP version was ommitted.

* Performed changes CEP R1-CEP 2008-
043 version 06-07
- Updated Certificate of Suitability R1-CEP
2008-043-Rev 07 was issued on the 21th
February 2022.

Manufacturing site (Yangkou Chemical
Industry Park) was removed.

- All changes in updated CEP version R1-
CEP 2008-043-Rev 07 are minor in nature
and the applicant confirms that it does not
have any impact on the finished product or
to the registered API specification or related
methods (see CEP update-List of changes in
M1 Add-Info).

- The applicant also confirms that all the

required conditions for the above variation
are fulfilled.

Litova:

Metformin hydrochloride ex Shouguang
Fukang:

CEP R1-CEP 2008-043-Rev 05
[MponoHoBaHa:

Metformin hydrochloride ex Shouguang

Fukang:

CEP R1-CEP 2008-043-Rev 07
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10.

MET®OPMIH-
TEBA

TabneTkun, BKpUTI NMiBKOBOIO
o6ornoHkoto, no 1000 mr, no 10
TabneTok y 6nictepi, no 6 abo
no 12 6nictepiB y kopobui

TOB
«TeBa
Ykpaina»

YkpaiHa

BUPOBHMLUTBO 32 MOBHUM
umknom: Teea Yex IHgacTpi3
c.p.o., Yecbka Pecny6rika;
BUPOBHMLUTBO 32 NOBHUM
uuknom: Mikpo Jla6e Jlimitea,
IHAis;
nepBMHHA Ta BTOPUHHA
ynakoBKa, KOHTPOSb SIKOCTI,
[03BiN Ha Bunyck cepii: AT
dapmaueBTM4HUIA 3aBog TeBa,
YropwwmHa

Yecbka
Pecny6nika/
IHgis/
YropwwmHa

B.lll.1.a.2 IA
The Certificate of Suitability R1-CEP 2008-
043 has been updated from Revision 05 to
Revision 07.
* Performed changes CEP R1-CEP 2008-
043 version 05-06
- Updated Certificate of Suitability R1-CEP
2008-043-Rev 06 was issued on the 13th
January 2021. New manufacturing site
(Yangkou Chemical Industry Park) was
introduced within this revision and added to
the CEP (see CEP update-List of changes in
M1 Add-Info).

- Drug substance manufacturer Shouguang
Fukang Pharmaceutical CO., Ltd. confirmed
that the drug substance manufactured
according to CEP version R1-CEP 2008-
043-Rev 06 will not be supplied to Teva (see
Statement Funkang in M1 Add-Info).

- Furthermore the drug product manufacturer
Teva Czech Industries s. r. 0. confirms that
the drug substance according to R1-CEP
2008-043 Rev-06 was not used for
production, therefore the submission of this
CEP version was ommitted.

* Performed changes CEP R1-CEP 2008-
043 version 06-07
- Updated Certificate of Suitability R1-CEP
2008-043-Rev 07 was issued on the 21th
February 2022.
Manufacturing site (Yangkou Chemical
Industry Park) was removed.

- All changes in updated CEP version R1-
CEP 2008-043-Rev 07 are minor in nature
and the applicant confirms that it does not
have any impact on the finished product or
to the registered API specification or related
methods (see CEP update-List of changes in
M1 Add-Info).

- The applicant also confirms that all the
required conditions for the above variation
are fulfilled.

Litova:
Metformin hydrochloride ex Shouguang
Fukang:
CEP R1-CEP 2008-043-Rev 05
[MponoHoBaHa:
Metformin hydrochloride ex Shouguang
Fukang:
CEP R1-CEP 2008-043-Rev 07

3a
peuyerimom

UA/18723/01/03

HIKOPETTE®
CBIDKA M'ATA

crpew 4ns poTOBOi NOPOXHUHM,
no3oBaHuin, 1 mr/nosa; no 150
no3 cnpeto y MNET- donakoHi

MakHin

LBeuis

MakHin Ab

LBeuis

3MiHm o posginy 3.2.P.3.1. Mopgyns 3
peecTpaLiiHOro 4OCbe, a CaMe He3HaYHi
3MiHN agpecy BUPOGHMKa rOTOBOrO

be3
peuenma

UA/16866/01/01
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emHicTio 15 mn, MET- donakoH 3
MeXaHiYHUM PO3MuNoBaYeM i
3aXVCHUM KrnanaHoM MOMILLyOTb
y nnacTukosui yTnsap i3
noninponineny, no 1 a6o 2
nnacTukoBmx cpyTnsipu y
NNacTUKOBOMY KOHTYPHOMY
KOHTENHEPI i3 KAPTOHHOO
OCHOBOIO

nikapcbKkoro 3acoby (3MiHa NOLITOBOro
iHoekcy). Mpu ubomy, hakTnyHa agpeca
BUPOGHMNYMX NOTYXXHOCTEN 3aNuLLAETLCS
HEe3MiHHO. AK HacnigoK BHECEHO BianOBIaHi
3MiHM 0O TEKCTY MapKyBaHHs Ta iHCTPYKLUii
AN MeguyHOro 3acToCyBaHHS.
[itoya pegakuis:
Hopp6ponnaTceH 2, XenbciHréopr, 25109,
LLBeuis
Norrbroplatsen 2, Helsingborg, 25109,
Sweden
lMponoHoBaHa pepakuis:
Hopp6ponnaTceH 2, XenbciHroopr, 25442,
LBeuis
Norrbroplatsen 2, Helsingborg, 25442,
Sweden.
BBefgeHHs 3MiH NpoTarom 6-Tn micauiB nicns
3aTBEPAKEHHS.

11.

HIMEHPUKC®

NMOPOLLIOK Ta PO3YUHHWUK AN
pOo3umHy Ans iH'ekuin, 1 go3ay
drnakoHi; no 1 gpnakoHy 3
nopotLukom (1 go3a) B KOMMNIEKTi
3 po3unHHukom (0,5 mn) y
nonepeaHbLO HanoBHEHOMY
LnNpuui Ta ABOMa ronkamu
3anakoByoTb y brictep Ta
BKIafaloTb Y KAPTOHHY KOPOOKY;
no 1 ¢pnakoHy 3 nopotukom (1
[03a) B KOMMNEKTi 3
po34nHHuMkom (0,5 mn) y
nonepeaHb0O HanoBHEHOMY
wnpuui 6e3 ronku 3anakoByTb
y brictep; 10 bnicTepis
BKNafaloTb Y KAPTOHHY KOPOOKY

MOAN3EP
EMY.CLMI

KOPMOP
EVILH

CLA

hOpMyBaHHS1, HAaNOBHEHHS,
niodinisavis, KOHTPOSb SIKOCTI,
nakyBaHHS/MapKyBaHHs1, BUMYCK
cepii roTOBOro NPoayKTy;
(POpMyBaHHS Ta HAMOBHEHHS,
nakyBaHHS/MapKyBaHHS,
KOHTPOIb SIKOCTi, BUNYCK Cepii
PO3YMHHUKA:
Mcbansep MeHodekyypuHr
Benbris HB, benbris
(hOpMyBaHHSI Ta HaNOBHEHHS
PO34YMHHUKA, MAPKYBaHHS,
KOHTPOMb SIKOCTi PO34YMHHMKA:
KataneHT Benbgxiym CA,
Benbrisa
opMyBaHHS BaKLHWU,
HaMoBHEHHS (bNaKoHIB,
niodinisavis, KOHTPOSb SIKOCTI:
nakcoCmiTKnanH bBionoaxikanc
CA, benbris
KOHTPOIb SIKOCTi PO3YMHHUKA 33
nokasHukoM "CTepunbHicTb":
CI'C a6 CimoH CA, Benbris

Benbria

C.1.11.b - Introduction of, or change(s) to,
the obligations and conditions of a marketing
authorisation, including the RMP -
Implementation of change(s) which require
to be further substantiated by new additional
data to be submitted by the MAH where
significant assessment is required - variation
to update Risk Management Plan for
Nimenrix from currently approved version
8.1 to version 9.0.

Submission of an updated RMP version 9.0
in order to remove the important potential
risks «Change in meningococcal
epidemiology/serogroup replacement» and
«Lack of Efficacy» from the list of the safety
concerns, to remove «Long-term persistence
of the vaccine response and need for a
booster dose» as missing information and to
remove «Use during pregnancy» from the
list of safety concerns.

The requested variation proposed
amendments to the Risk Management Plan.
Marketing authorisation holder does not
propose any amendments to the Product
Information for Nimenrix

3a
peuyenmom

UA/16901/01/01

12.

HIMEHPUKC®

NMOPOLLIOK Ta PO3YUHHWMK ANS
pO3umHy Ans iH'ekuin, 1 gosay
dnakoHi; no 1 gonakoHy 3
nopotukom (1 go3a) B KOMNIEKTi
3 po3unHHukom (0,5 mn) y
nonepeaHL0O HanoBHEHOMY
LINpuLi Ta ABOMA ronkamu
3anakoByloThb y brictep Ta
BKINafaloTb Y KAPTOHHY KOPOOKY;
no 1 dnakoHy 3 nopotukom (1

NOANIEP
Eny.cLOI

KOPMOP
EMLLH

CLIA

chopMyBaHHS, HAaNOBHEHHS,
niodpinisavis, KOHTPOSb SKOCTI,
nakyBaHHsi/MapKyBaHHS1, BUMYCK
Ccepii roTOBOro NPOAYKTY;
(HOpMyBaHHS Ta HaNOBHEHHS,
nakyBaHHs//MapKyBaHHS,
KOHTPOIb SKOCTI, BUMYCK cepii
PO3YMHHUKA:
Mdparizep MeHodhekvypuHr
Benebris HB, Benbris

Benbris

4x Type Il (B.l.a.1.e) - Change in the
manufacturer of AS or of a starting
material/reagent/intermediate for AS — The
change relates to a biological AS or a
starting material [-] used in the manufacture
of a biological/immunological product - To
introduce Pfizer Inc., 875 Chesterfield
Parkway West, Chesterfield, Missouri
63017-0774, United States (Pfizer
Chesterfield, USA) as a site responsible for

3a
peuenmom

UA/16901/01/01
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[03a) B KOMMEKTi 3
po34mHHUKoMm (0,5 mn) y
nonepeaHLO HaNnoBHEHOMY
Wwnpwuui 6e3 ronku 3anakoByoTb
y 6nictep; 10 Gnictepis
BKIafatoTh Y KAPTOHHY KOPOOKY

hopMyBaHHS Ta HaNOBHEHHS
PO34YMHHMKA, MapPKyBaHHS,
KOHTPOIb SIKOCTi PO3YMHHMKA:
KataneHTt benbgxiym CA,
Beneris
(OpMyBaHHS BaKLMHMW,
HanoOBHEHHS (NaKoHiIB,
nioginizauis, KOHTPOSb SKOCTI:
nakcoCmiTKnanH bionoaxikanc
CA, Benbris
KOHTPOMb SIKOCTi PO34MHHUKA 3a
nokasHukom "CTepunbHICTb":
CI'C a6 CimoH CA, benbris

manufacturing of N. meningitidis serogroups
A, C, W135 and Y Working Cell Banks. The
N. meningitidis working cell bank
manufacturing operations are transferred
from Wyeth Pharmaceutical Division of
Wyeth Holdings LLC, 4300 Oak Park,
Sanford, NC 27330, United States (Pfizer,
Sanford, USA) to Pfizer Chesterfield, USA.
Type IB (B.1.d.1.z) - Stability of AS - Change
in the re-test period/storage period or
storage conditions — Other variation - To
change the test interval from annual to every

5 years after 72 months timepoint in the

stability protocol for the N. meningitidis
serogroups A, C, W135 and Y Master Cell

Banks manufactured at Pfizer, Sanford,

USA.

Type IA (A.7) - Administrative change -
Deletion of manufacturing sites - To delete
GlaxoSmithKline Biologicals SA, Parc de la
Noire Epine, Rue Fleming, 20, 1300 Wavre,

Belgium (GSK Wavre, Belgium) for the

manufacturing and testing of purified N.
meningitidis polysaccharides MenA, MenC,

MenW, MenY.

Type IB (B.l.z) - Quality change - Active
substance — Other variation - To make
corrections in the registered section
3.2.S.2.3 Control of Materials — Source,
History and Generation of the Cell Substrate.
The calculated stability limits for the Viability
test on N. meningitidis serogroups A, C,
W135 and Y cell banks produced at Pfizer,
Sanford, USA are corrected in accordance
with the registered stability acceptance
criteria ‘Within 1.5 Log of release result’. In
addition, the incubation period of N.
meningitidis serogroup W135 Cell Banks
manufactured at Pfizer Sanford, USA is
corrected from 14-16 h to 18-22 h.

13.

PUKCATOH

KOHLEHTpAT AN pO34nHy Ans CaHpos ABCTpis BMPOGHMUK, LLLO BigNoBigae 3a AscTpis/ BHECEHHS 3MiH 0 peecTpauinHnx 3a UA/17421/01/01
iHdpysin, 10 mr/mn; no 10 mn mM6X BUNYCK cepii: CnoseHis/ matepianis: 3miHu | Tuny - 3miHn Wwoao peuenmom

(100 wmr), abo no 50 mn (500 mr) CaHpo3s 'M6X - BisHec nigpo3ain | HimeuunHa/ | 6e3neku/edekTUBHOCTI Ta hapmakoHarnsgy.

y hnakoHi; no 2 abo 3 dnakoHm TexHororiyHa po3pobka Ta LLisenuapis BBeneHHs abo 3miHM [0 y3aranbHeHux

no 10 Mn B KAPTOHHI KOpobLyi;
no 10 mn (100 mr), a6o no 50 mn
(500 mr) y donakoHi; no 1 abo 2
dnakoHu no 50 Mn B KAPTOHHIN
Kopoo6Li

BMPOBHMLTBO GionorivyHmx
nikapcbkux 3acobis LadpTteHay
(6TOM OMNC), AscTpis;
BUPOBHMUTBO Hepo3dacoBaHol
npoayKkuii, nepBuHHe Ta
BTOPWHHE NaKyBaHHS,
TeCTyBaHHs, [O3BIN Ha BANYCK
cepin:

Jlek PapmaLeBTMYHA KOMMaHis

[aHuX Npo cuctemy dhapmakoHarnsgy
(BBEOEHHS y3ararnbHEeHVX AaHuX Npo
cuctemy papmakoHarnsgy, 3amiHa
yrnoBHOBaXxeHoi ocobu, BianosigansHoi 3a
3AiNCHeHHs hbapmakoHarnsay; KOHTakTHOT
ocobu 3 chapmakoHarnagy 3asiBHUKa ons
3[iNcHeHHs dphapmakoHarnagy B YkpaiHi,
AKLWO BOHa BiAMIHHA Bif YNOBHOBaXeHO|
ocobu, BianoBiganbHOI 3a 3AiNCHEeHHS
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0.4., CnoeeHis;
TeCTyBaHHs:

Jlex dapmaLeBTMYHA KOMMaHIA
0.4., CnoeeHis;
€spocpiHc PACT 'MOBX,
HimeuumnHa;

Hoeaptic ®apma Arl, LLBeruapis

dapmakoHarnagy (BKM4arym KOHTaKTHi
naHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
danna cuctemu papmakoHarnagy) - (3rigHo
Haka3y MOS Big 17.11.2016 Ne 1245). 3miHa
KOHTaKTHOI 0co0M 3asiBHUKa, BiAnosiaansHoi
3a hapmakoHarnsg B Ykpaini. [itoua
penakuisi: Opnos B'ayecnae BiktopoBuy.
[MponoHoBaHa pepakuis: TaHacoBa 3opsiHa
MwukonaiBHa. 3MiHa KOHTaAKTHUX OAaHUX
KOHTaKTHOI 0co0M 3asiBHUKA, BianosiaansHoi
3a hapmakoHarnsg B YkpaiHi

14.

CIBIHKBO

TabneTku, BKPUTI NNiBKOBOO
o6onoHkoto, no 50 mr: no 7
TabneTok, BKPUTMX MIiIBKOBOO
obonoHkoto, y bnictepi, no 4
Grictepn y KapTOHHi kopobLi 3
MapKyBaHHSIM YKPaiHCbKOIO Ta
aHrnincbKo MoBamm

Mdpanzep

Einy.Ci.Mi.

Kopnopen
LLIH

CLWA

Mcbansep MeHodekdypuHr
Hownuneng M6X

Himevunna

C.1.6.a, Il - Change(s) to therapeutic
indication(s) - Addition of a new therapeutic
indication or modification of an approved one
- Extension of indication to include treatment
of adolescents 12 to < 18 years of age with
moderate to severe atopic dermatitis for
CIBINQO based on final results from non-
clinical study 00655292 [21GR211] and
interim results from clinical study B7451015;
this is a Phase Il multi-center, long-term
extension study investigating the efficacy
and safety of abrocitinib, with or without
topical medicines, administered to subjects
aged 12 years and older with moderate to
severe atopic dermatitis. As a consequence,
sections 4.1, 4.2, 4.8, 5.1 and 5.3 of the
SmPC are updated. The Package Leaflet is
updated in accordance. Furthermore, the PI
is brought in line with the latest QRD
template version 10.3. The RMP (version
4.4) is acceptable.
Po3wmpeHHs nokasaHb LWoA0 MOXIMBOCTI
nikyBaHHs AiTen Bikom Big 12 o 18 pokis
npwv aToniyHOMy AepMaTuTi Big MOMipHOro Ao
TSDKKOIO CTYMEHs1 Ha OCHOBI KiHLLEBUX
pe3ynbTaTiB AOKNIHIYHOrO AOCNIMKEHHS
00655292 [21GR211] Ta NpOMixXHWX
pe3ynbTaTiB KIiHIYHOrO AOCHiMKEHHS
B7451015 (6araToueHTpoBe A0OBroTpuBane
NnoAoBXeHe JoChiaKeHHs edpeKTUBHOCTI Ta
6e3nekn abpounTuHIOy dasu 3, wono
3acTocyBaHHsi abpouunTuHiby 3 abo 6e3
MicLieBUX nikapcbkux 3acobiB navjieHTam
BikoMm Bif, 12 pokiB npu aToniyHoMy
aepmaTuTi Bif NOMIpHOro 0 TSXKKOro
CTyneHs1). Sk HacnigoK OHOBIIOKTHLCS
po3ginu «lMokasaHHsA», «Cnocib
3acToCyBaHHs1 Ta 403u», «[MobiuHi peakuiiy,
«®dapmakonoriyHi BNacT1BOCTI» IHCTPYKLIT
ONst MEAMYHOro 3aCTOCYBaHHS MikapCbKoro
3acoby. Takox 6yno oHoeneHo MYP go
Bepcii 4.4. BignosigHo o iHopmaLii,

3a
peuyerimom

UA/19698/01/01
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3a3HadveHoi y gogatky 8 SUMMARY OF
CHANGES TO THE RISK MANAGEMENT

PLAN OVER TIME) go MYP, MYP 6yno

OHOBJEHO iH(bopMaLieto LWOAO OOCHIOKEHHSA
B7451015 «Adolescent Imaging Substudy»,

BiNOBIgQHO OHOBNEHO HACTYMNHI pPo3ainu:

- «Tabnuuga 65. MNMoToyHi Ta 3annaHoBaHi
[oOaTKoBI 3axoau 3 hapmakoHarnagy»,
po3aginy «lll.3. 3segeHa Tabnuus
[04aTKOBKX 3axodiB 3 dhapmakoHarnagy»,
YACTUHW Ilil. TIJTAH ®PAPMAKOHAIMNALY
(BKIMHOYAKOUW MICNAPEECTPALIINHI
OOCNIMKEHHA BE3IMEKW);

- «Tabnuugs 67. 3BegeHa Tabnuus 3axonis i3
dapmakoHarnagy Ta 3axoAiB i3 MiHimisauii
pu3ukiB 3a npobnemamu 6eanekny, posginy
«V.3. Pe3tome 3axogiB 3 MiHimMizawii
puauki», YACTUHN V. 3AXOON 3
MIHIMISALIT PU3UKIB (BKMKOYHO 3
OLIHKOK E®EKTMBHOCTI OIANBHOCTI
3 MIHIMI3AL|IT PUSKKIB);

- «Tabnuus 80. BiacyTHs iHdopmauis —
[osroctpokoBa 6e3neka», nigpo3giny 11.B
«Pestome BaxknvBumx puamkisy, posginy «ll.
Pu3ukn, noe’sizaHi 3 nikapcbknm 3acobom, i
3axoau 3 MiHimisauii abo noganbLUOl
xapakrepucTtuku pusnkis», YHACTUHW VI.
PE3IOME MNAHY YMNPABIIHHA
PU3NKAMW.

- Jopatok 2: [lopaHa BiacyTHS iHbopmauis:
[HosroctpokoBa 6e3neka 3acTocyBaHHsI
AiTam sik npobnema 6e3neku, sika
po3rnsinaetbcs B B7451015:
MigoocnioxeHHs Bidyanisauii giten.
BBeaeHHs 3MiH npoTsrom 9-Tu MicauiB nicns
3aTBEPOKEHHSI.

B.I.f.1.b.1, IB - Quality Changes - finished
product - stability - Change in the shelf-life or
storage conditions of the finished product -
Extension of the shelf life of the finished
product - As packaged for sale (supported
by real time data) - To extend the shelf life of
the finished product from 30 months to 3
years for the 100 mg and 200 mg tablets,
and from 24 months to 3 years for the 50 mg
tablets supported by real time stability data.
36inbLUeHHs1 TEpMiHY NpMAATHOCTI BCiX
[03yBaHb nikapcbkoro 3acoby Ao 3 pokis. Ak
HacnigoK OHOBMNIOETLCA PO3Ain « TepMiH
NpUAATHOCTI» IHCTPYKUiT ANs MeanyHoro
3aCcTOCyBaHHS nikapcbKkoro 3acoby Ta
METOZLIB KOHTPOJO SAKOCTI.
BBegeHHs 3MiH npoTsirom 9-Tu MicsauiB nicns
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3aTBEPIKEHHA.

15.

CIBIHKBO

TabneTkun, BKpUTI NMiBKOBOKO
o6onoHkoto, no 100 mr: no 7
TabneTok, BKPUTMX MITiIBKOBOO
ob6onoHKoto, y bnicTtepi, no 4 abo
no 13 6nicTepiB y kapTOHHIN
KopobLi 3 MapkyBaHHSIM
YKpaiHCbKOI Ta aHrMiNCbKo
MoBamu

MNdpanzep

Eny.Ci.Ni.

Kopnopen
LUH

CLA

MNdparnzep MeHdeEKIYPUHT
Doiuneng MibeX

Himeyumna

C.1.6.a, Il - Change(s) to therapeutic
indication(s) - Addition of a new therapeutic
indication or modification of an approved one
- Extension of indication to include treatment
of adolescents 12 to < 18 years of age with
moderate to severe atopic dermatitis for
CIBINQO based on final results from non-
clinical study 00655292 [21GR211] and
interim results from clinical study B7451015;
this is a Phase Il multi-center, long-term
extension study investigating the efficacy
and safety of abrocitinib, with or without
topical medicines, administered to subjects
aged 12 years and older with moderate to
severe atopic dermatitis. As a consequence,
sections 4.1, 4.2, 4.8, 5.1 and 5.3 of the
SmPC are updated. The Package Leaflet is
updated in accordance. Furthermore, the PI
is brought in line with the latest QRD
template version 10.3. The RMP (version
4.4) is acceptable.
Po3slmpeHHs nokasaHb Woa0 MOXIMBOCTI
nikyBaHHs aiTen Bikom Big 12 o 18 pokis
npu aToniyHOMy AepmaTwuTi Bid MOMIPHOro A0
TSKKOTO CTYMEHsi Ha OCHOBI KiHLIEBUX
pe3ynbTaTiB AOKMIHIYHOrO JOCNIMKEHHS
00655292 [21GR211] Ta NPOMDKHMX
pe3ynbTaTiB KMiHIYHOro AOCHiMKEeHHS
B7451015 (6araToLeHTpoBe JOBroTpuBane
NoAOBXeHe AOCMiAKEeHHs1 e(PEKTUBHOCTI Ta
6e3nekn abpouuTuHiby dasu 3, wono
3acTocyBaHHs abpounTuHiby 3 abo 6e3
MicLIeBMX MikapCbkMx 3acobiB naujieHTam
BiKOM Big, 12 pokiB npu aToniyHOMy
AepmatuTi Bi NOMipHOro A0 TSHKKOro
CTyneHst). FIK HacmMifoK OHOBIIOIOTLCS
po3ginu «lMoka3aHHs», «Cnoci6
3acTOCyBaHHS Ta Jo3uy, «[106idHi peakuiiy,
«PapMakororivHi BMacTUBOCTI» iHCTPYKLIT
ONst MEAMYHOro 3aCTOCYBaHHS NMikapcbKoro
3acoby. Takox 6yno oHoBneHo MYP oo
Bepcii 4.4. BignoBigHo 0 iHbopmaLi,
3a3HadeHoi y aogatky 8 SUMMARY OF
CHANGES TO THE RISK MANAGEMENT
PLAN OVER TIME) go MYP, MYP 6yno
OHOBJIEHO iHhopMaLi€to Woa0 AOCHIMKEHHS
B7451015 «Adolescent Imaging Substudy»,
BiZNOBIgHO OHOBMEHO HACTYMHI PO3Ainu:

- «Tabnuuga 65. MNMoTouyHi Ta 3annaHoBaHi
[O[aTKOBI 3axoAu 3 hapMakoHarnsagy»,
po3giny «ll1.3. 3BeaeHa Tabnmusa
[00aTKOBMX 3ax0fiB 3 hapMakoHarnsay»,

3a
peuyenmom

UA/19698/01/02
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YACTUHW I11. NJNTAH ®APMAKOHAINIAOY
(BKIMHOYAKOUW MICNAPEECTPALLINHI
OOCNIODXXEHHA BE3IMEKW);

- «Tabnuugs 67. 3BegeHa Tabnuus 3axonis i3
dhapMakoHarnagy Ta 3axoAiB i3 MiHimisauii
pu3vkiB 3a npobnemamu 6e3nekn», po3ainy
«V.3. Pestome 3axopais 3 MiHimizauii
pusuki», YACTUHW V. 3AXOUN 3
MIHIMI3ALIIT PU3MKIB (BKINKOYHO 3
OUIHKOK E®EKTUBHOCTI AIANBHOCTI
3 MIHIMIBALIT PU3KKIB);

- «Tabnuusa 80. BiacyTHs iHdopmauis —
[oeroctpokoBa 6e3nekay, nigpo3giny 11.B
«Pestome Baxnusumx pusumkis», posginy «ll.
Pusuku, noe’sizaHi 3 nikapcbkum 3acobom, i
3axoau 3 MiHimisauii abo noganbLUOl
Xxapaktepuctukm pusukie», YACTUHN VI.
PE3IOME MNAHY YTMNPABJIHHA
PU3NKAMW.

- JopaTok 2: [lJogaHa BiacyTHS iHcopmauis:
[HosroctpokoBa 6e3neka 3acTocyBaHHS
niTaM sk npobriema Gesneku, sika
posrnagaetbcs B B7451015:
MipoocniopxeHHs Bidyanisauii giten.
BBefgeHHs 3MiH npoTarom 9-Tu micauis nicns
3aTBEPOKEHHS.

B.I.f.1.b.1, IB - Quality Changes - finished
product - stability - Change in the shelf-life or
storage conditions of the finished product -
Extension of the shelf life of the finished
product - As packaged for sale (supported
by real time data) - To extend the shelf life of
the finished product from 30 months to 3
years for the 100 mg and 200 mg tablets,
and from 24 months to 3 years for the 50 mg
tablets supported by real time stability data.
36inbLUeHHs TEpMiHY NpMAATHOCTI BCiX
[03yBaHb nikapcbkoro 3acoby o 3 pokis. Ak
HacnigoK OHOBIIOETLCSA PO3AIn « TepMiH
NPWUAATHOCTI» IHCTPYKUiT AN MeanyHoro
3aCTOCyBaHHs1 Nikapcbkoro 3acoby Ta
MeTOoZiB KOHTPOIO AKOCTI.
BBeaeHHs 3MiH npoTsrom 9-Tu MicauiB nicnsa
3aTBEPOKEHHS.

16.

CIBIHKBO

TabneTku, BKpUTI NNiBKOBOO
obonoHkoto, no 200 mr: no 7
TabneTok, BKPUTMX NNIBKOBOIO
obonoHkoto, y bnictepi, no 4 abo
no 13 6nictepiB y kapTOHHI
KopoOLi 3 MapkyBaHHAM
YKPaiHCbKOI Ta aHrMiiCbKoo
MoBamu

Mdparizep

Env.Ci.Mi.

Kopnopen
LUH

CLIA

Mdbanzep MeHodekyypuHr
Doiuneng MeX

Himeyunna

C.1.6.a, Il - Change(s) to therapeutic
indication(s) - Addition of a new therapeutic
indication or modification of an approved one
- Extension of indication to include treatment
of adolescents 12 to < 18 years of age with
moderate to severe atopic dermatitis for
CIBINQO based on final results from non-
clinical study 00655292 [21GR211] and
interim results from clinical study B7451015;

3a
peuerimom

UA/19698/01/03
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this is a Phase Ill multi-center, long-term
extension study investigating the efficacy
and safety of abrocitinib, with or without
topical medicines, administered to subjects
aged 12 years and older with moderate to
severe atopic dermatitis. As a consequence,
sections 4.1, 4.2, 4.8, 5.1 and 5.3 of the
SmPC are updated. The Package Leaflet is
updated in accordance. Furthermore, the PI
is brought in line with the latest QRD
template version 10.3. The RMP (version
4.4) is acceptable.
Po3slumpeHHs nokasaHb WoA0 MOXIMBOCTI
nikyBaHHs aiten Bikom Big 12 go 18 pokis
npu aToniYHOMy AepmaTuTi BiA MOMIpPHOro Ao
TSKKOTO CTYMEHsi HA OCHOBI KiHLIEBUX
pesynbTaTiB LOKNIHIMHOro OCHIAKEHHS
00655292 [21GR211] Ta NPOMDKHMX
pesynbTaTiB KNiHIYHOro OCHigKEHHA
B7451015 (GaraToLeHTpoBe JoBroTpusane
NoAOBXeHe AOCMiAKEeHHs1 e(PEeKTUBHOCTI Ta
6e3nekn abpounTrHIOY dasu 3, woao
3acTocyBaHHs abpounTuHiby 3 abo 6e3
MicLIeBMX MikapCbkMx 3acobiB nauieHTam
BiKOM Bif, 12 pokiB Npu aToniYHOMY
nepmaTuTi Big NOMIPHOro 40 TSXKKOro
CTyneHst). K HacMifoK OHOBIIOIOTLCS
po3ginu «lMokasaHHsa», «Cnocit
3acTocyBaHHs1 Ta A03u», «[MobiuHi peakuii»,
«PapMakororivHi BMacTUBOCTI» iHCTPYKLIT
ONst MEAMYHOrOo 3aCTOCYBaHHS MikapcbKoro
3acoby. Takox 6yno oHoBneHo MYP go
Bepcii 4.4. BignoBigHo 0 iHbopmaLii,
3a3HadveHoi y gogatky 8 SUMMARY OF
CHANGES TO THE RISK MANAGEMENT
PLAN OVER TIME) go MYP, MYP 6yno
OHOBJIEHO iHbopMaLi€o Woa0 AOCHIMKEHHS
B7451015 «Adolescent Imaging Substudy»,
BiZNOBIgHO OHOBMNEHO HACTYMHI pPo3ainu:
- «Tabnuuga 65. MNoTouyHi Ta 3annaHoBaHi
[opaTtkoBi 3axoau 3 hapMakoHarnsay»,
po3giny «ll1.3. 3BeneHa Tabnmuga
[00aTKOBMX 3aX0AiB 3 hapMakoHarnsay»,
YACTUHW I1l. NJTAH ®APMAKOHAI ALY
(BKINKOYAKOYM NICNAPEECTPALIVHI
OOCNIIKEHHA BE3MNEKW);
- «Tabnuusa 67. 3BegeHa Tabnuusa 3axonis i3
dhapmakoHarnagy Ta 3axoAiB i3 MiHimisauii
pu3ukiB 3a npobnemamu 6e3neku», po3giny
«V.3. Pe3stome 3axoiB 3 MiHimMizaLlii
pusuki», YACTUHN V. BAXOON 3
MIHIMISALIT PU3UKIB (BKMKOYHO 3
OUIHKOK E®QEKTUBHOCTI OIANBHOCTI
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3 MIHIMIBALIT PU3WKIB);

- «Tabnuus 80. BiacyTHs iHdopmauis —
[HosrocTpokoBa 6e3neka», ninpoaainy I1.B
«Pestome Baxnumsumx pusukis», posginy «ll.
Pu3ukn, noe’szaHi 3 nikapcbknm 3acobom, i

3axoam 3 MiHimisauii abo noganbLioi
XxapakTtepuctukm pusukie», YACTUHA VI.
PE3IOME MJTAHY YMNPABJIIHHA
PU3NKAMW.

- DopaTok 2: [logaHa BiacyTHs iHdopMauis:
[osroctpokoBa 6e3neka 3acTocyBaHHsI
AiTam sik npobnema 6e3neku, sika
po3srnsigaetbcs B B7451015:
MigoocnigpkeHHs Bidyanisauii giten.
BBeaeHHs 3MiH npoTsarom 9-Tu MicauiB nicns
3aTBEPOKEHHS.

B.Il.f.1.b.1, IB - Quality Changes - finished
product - stability - Change in the shelf-life or
storage conditions of the finished product -
Extension of the shelf life of the finished
product - As packaged for sale (supported
by real time data) - To extend the shelf life of
the finished product from 30 months to 3
years for the 100 mg and 200 mg tablets,
and from 24 months to 3 years for the 50 mg
tablets supported by real time stability data.
36inbLUeHHsA TepMiHY NpMAATHOCTI BCiX
[o3yBaHb fikapcbkoro 3acoby ao 3 pokis. Ak
HacnigoK OHOBMNIOETLCA PO3AiNn « TepMmiH
NPUOATHOCTI» IHCTPYKUii ANst MeanYHOro
3acTOCyBaHHs1 Nikapcbkoro 3acoby Ta
METOAIB KOHTPOIO SAKOCTI.
BBeneHHs 3MiH npoTsarom 9-Tu micauiB nicns
3aTBEPOKEHHS.

17. | TAMOKCU®EH | Tabnetku, BKpUTI NMiBKOBOO TOB YkpaiHa NMOBHUIA LMK BUPOOHULTBA; HimeuumHa 3minu | Ta Il Tuiny,Mpoueaypa B.111.1.a).2. IA 3a UA/19585/01/01
CAHOO3® o6ornoHkoto 20 mr, no 10 "CaHpo3 BTOPWHHE NaKyBaHHS: Applicant would like to submit variation peuenmom
TabneTok, BKpUTMX MIiBKOBOIO YkpaiHa" Cantotac ®apma 'm6X, application for the update of CEP version

obonoHkoto y brictepi; no 3 abo
no 10 6nicTepiB B KApTOHHIW
KopoobLi

from already approved active substance
manufacturer Chemische Fabrik Berg for
drug product Tamoxifen FCT. The currently
approved CEP version R1-CEP 2002-242 -
Rev-04 has been updated with R1-CEP
2002-242 - Rev-05" Proposed CEP update
only refer to change to name of
manufacturer for tamoxifen base supplier
from "BENECHIM S.P.R.L" to "BENECHIM
SRL"

Data to support retest period of 60 months is
already provided in the dossier.
Kindly refer to section 1.2 provided for
"Index of changes" & "Declaration for no
significant changes" provided by API
supplier Chemische Fabrik Berg The revised
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filled CEP has been provided in section
3.2.R and present/proposed table below.

18. | ®PEVBA NMOPOLLIOK Ta PO3YMHHUK 415 BakcTep ABCTpis [o3Bin Ha BUNyck cepii: ABcTpisi/ Introduction of the chromogenic kinetic 3a UA/16954/01/01
PO34MHY ANs iH exuin no 500 Al Takepna ManydekdypiHr ABCTpist HimeyunHa method to replace the current chromogenic | peuenmom
Og4.; 1 donakoH 3 MOPOLLUKOM Y ATl’, AcTpist endpoint assay for the Bacterial
KOMMnekTi 3 1 chnakoHoMm 3 BUpoBHMLTBO, KOHTPOSb AKOCTI Endotoxin Test (in accordance with Ph.Eur.,
pPO34MHHUKOM (BOAa Ans Ta BUNpobyBaHHs cTabinbHOCTI, current edition, chapter 2.6.14 and USP,
iH'ekuin) no 10 mn abo no 20 mn nepBuMHHe nakyBaHHs T13; current edition, chapter <85>).
pa3om 3 NPUCTOCYBaHHAM ANs MapKyBaHHS Ta BTOPUHHE TepMiH BBeAEHHS 3MiH - NpoTAromM 6 micauis
posseaeHHs BAXJECT Il Xan nakyBaHHs 113 Ta po34mHHUKA: nicns 3aTBeAXEHHS.
dnoy Ta Habopom ans Takena MaHydekyypiHr ABCTpis
BBeaeHHs (1 ogHopa3soBui ATl’, ABcTpist
wnpwud, 1 ogHopasosa rosnka, 1 KoHTponb skocTi Ta
ronka-mMeTenuk) y kopobui BUNpobyBaHHsA CTabinbHOCTI

[T13 (bakTepianbHi TOKCUMHK Ta
CTepPUIbHICTb):

Takena MaHydekyypiHr ABCTpis
Al', AscTpis
BrpobHMLTBO Ta KOHTpOmb
AKOCTi PO3YMHHMKA:
3ircbpig XamenbH MM6X,
HimeyvymHa

19. | ®PEVBA NOPOLLIOK Ta PO3YMHHUK A1s BakcTep ABCTpis [o3Bin Ha BUNyck cepii: AscTpis/ Introduction of the chromogenic kinetic 3a UA/16954/01/02
po3umHy Ans iH exuin no 1000 Al Takega MaHydek4dypiHr ABCTpist HimeuunHa method to replace the current chromogenic | peuenmom
Oa.; 1 dnakoH 3 MOPOLLKOM Y Al, ABcTpis endpoint assay for the Bacterial
KOMMnekTi 3 1 conakoHoMm 3 BUpoBHMLTBO, KOHTPOSb SKOCTI Endotoxin Test (in accordance with Ph.Eur.,

PO34YMHHUKOM (BOZa AN Ta BUNpobyBaHHs CTabinbHOCTI, current edition, chapter 2.6.14 and USP,
iH'exuin) no 20 mn pasom 3 nepBuHHe nakyBaHHs T13; current edition, chapter <85>).
NPUCTOCYBaHHAM AN MapKyBaHHSA Ta BTOPUHHE TepMiH BBEAEHHS 3MiH - MPOTAroM 6 micauis
po3sedeHHss BAXJECT Il Xan nakyBaHHs1 [T13 Ta po34mHHUKa: nicnsa 3aTBeKEHHS.
drioy Ta Habopom Ans Takepna MaHnydek4dypiHr ABCTpist
BBeAeHHs (1 ogHopasoBui ATl’, ABcTpis
wnpwud, 1 ogHopasosa ronka, 1 KoHTpornb sikocTi Ta
rornka-meTenvk) y kopooui BUNPOOYBaHHSA CTabinNbHOCTI
N3 (6akTepianbHi TOKCKUHK Ta
CTEpPUIbHICTb):
Takepna MaHydekdypiHr ABCTpisi
ATl’, ABcTpis
B1pobHMLUTBO Ta KOHTPOIb
SAKOCTi PO3YMHHMKA:
3irdppin XamensH MvbX,
HimeyunHa

20. | ®PEMBA NMOPOLLIOK Ta PO3YUHHWK NS Bakctep ABcTpis [o3Bsin Ha BUMycK cepii: AscTpis/ Introduction of the chromogenic kinetic 3a UA/16954/01/03
PO34MHY Ans iH exuin no 2500 Al Takega MaHydek4dypiHr ABCTpist HimeuunHa method to replace the current chromogenic | peuenmom
Oga.; 1 donakoH 3 MOPOLLUKOM y ATl’, ABcTpist endpoint assay for the Bacterial
KOMMnekTi 3 1 donakoHoM 3 BrpoBHMLTBO, KOHTPOMb AKOCTI Endotoxin Test (in accordance with Ph.Eur.,
pO34MHHUKOM (Boda Ans Ta BUNpoGyBaHHS CcTabinbHOCTI, current edition, chapter 2.6.14 and USP,
iH'ekuin) no 50 mn pasom 3 nepBuHHe nakyBaHHs [J13; current edition, chapter <85>).

NPUCTOCYBaHHAM AN MapKyBaHHSA Ta BTOPUHHE TepmiH BBEAEHHS 3MiH - NpoTArom 6 micauis
po3BedeHHss BAXJECT Il Xan nakyBaHHs1 [T13 Ta po34mHHUKa: nicnsa 3aTBeoKEHHS.

drioy Ta Habopom Ans Takepna MaHydek4dypiHr ABCTpisi

BBeAeHHs (1 ogHopasoBui Al, ABcTpis
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wnpwd, 1 oaHopasosa rosnka, 1
ronka-mMeTenuk) y kopobui

KoHTponb skocTi Ta
BUNpobyBaHHA CTabinbHOCTI
N3 (bakTepianbHi TOKCUHK Ta
CTEPUIBHICTB):

Takena MaHydekyypiHr ABCTpis
Al', AscTpis
Brnpo6HMLTBO Ta KOHTpOmb
SIKOCTi PO3YMHHMKA:
3irdppia XamensH MvbX,
HimeyunHa

21. | ®PEMBA MOPOLLIOK Ta PO3YMHHUK OIS Bakctep AscTpis [Ho3sBin Ha BUNYyCK cepii: AscTpis/ Updated Pl sections 4.3, 4.4, 4.5, 4.6, 4.8 3a UA/16954/01/01
PO34MHY ANs iH exuin no 500 Al Takepna ManydekdypiHr ABCTpist HimeyunHa and 4.9 to clarify/reinforce existing safety- peuenmom
Og4.; 1 donakoH 3 MOPOLLUKOM Y ATl’, ABcTpist related information and to include
KoMMnekTi 3 1 donakoHoM 3 B1poBHWULTBO, KOHTPOIb AKOCTI new safety-related information.

PO34MHHUKOM (BoAa Ans Ta BUNpobyBaHHA cTabinbHOCTI, 3miHn B posginax «[poTunokasaHHs»,
iH'ekuin) no 10 mn a6o no 20 mn nepBuMHHe nakyBaHHs J13; «B3aemogis 3 iHWMMK nikapCbknMmmn
pa3oM 3 MPUCTOCYBAHHAM A1 MapKyBaHHSA Ta BTOPUHHE 3acobamu Ta iHWi BUan B3aEMogin»,
posBegeHHs BAXJECT Il Xan nakyBaHHs 113 Ta po34mHHUKa: «OcobnmBOCTi 3aCTOCYBaHHS»,
droy Ta Habopom Ans Takena MaHydekyypiHr ABCTpis «Mepepno3yBaHHA» Ta «[obBiyHi peakuii»
BBeaeHHs (1 ogHopasoBuin ATl’, ABcTpist IHCTpyKUii AN MeaNYHOro 3acToCyBaHHS.
wnpwud, 1 ogHopasoBa roska, 1 KoHTponb akocTi Ta TepMiH BBEOAEHHS 3MiH NPOTAroM 6 micauis
ronka-meTenvk) y kopoouli BMNPOByBaHHA cTabinbHOCTI nicnsa 3aTBepmXeHHs
N3 (bakTepianbHi TOKCUHK Ta
CTepPUIbHICTb):
Takena MaHydek4ypiHr ABCTpis
Al', AscTpis
BrpobHMLTBO Ta KOHTpOmb
AKOCTi PO3YMHHMKA:
3irdppia XamensH MmbX,

HimeyvymHa

22. | ®EVIBA NMOPOLLIOK Ta PO3YUHHUK AN Bakctep ABcTpis [o3sBin Ha BUNyck cepii: ABcTpis/ Updated PI sections 4.3, 4.4, 4.5, 4.6, 4.8 3a UA/16954/01/02
pO34mMHy ANnS iH exuin no 1000 Al Takepna MaHydek4dypiHr ABCTpisi HimeyumHa and 4.9 to clarify/reinforce existing safety- peuernmom

Og.; 1 dnakoH 3 MOPOLLKOM Y
KOMMnekTi 3 1 donakoHoMm 3
PO34MHHUKOM (BoAa Ans
iH'exuin) no 20 mn pasom 3
NpUCTOCYBaHHAM ANsi
po3BeneHHss BAXJECT Il Xan
®dnoy Ta Habopom ans
BBeAeHHs (1 ogHopasoBui
wnpwd, 1 oaHopasosa rosnka, 1
ronka-MmeTenvk) y kopooui

ATl’, ABcTpist
Br1po6HMLTBO, KOHTPOMb SKOCTI
Ta BUNpOoOyBaHHS CTabiNbHOCTI,

nepBuHHe nakyBaHHs T13;
MapKyBaHHS Ta BTOPUHHE
nakyBaHHs 113 Ta po34mHHUKa:
Takepna MaHydekdypiHr ABCTpisi
ATl’, ABcTpis
KoHTponb skocTi Ta
BUNpobyBaHHs cTabinbHOCTI
N3 (6akTepianbHi TOKCUHK Ta
CTEpUIbHICTb):

Takepna MaHydek4dypiHr ABCTpisi
ATl’, ABcTpis
Brpo6HMLTBO Ta KOHTpOmb
SIKOCTi PO3UYMHHMKA:
3irdppin XamensH MvbX,
HimeyumHa

related information and to include
new safety-related information.
3MmiHn B posginax «[poTunokasaHHs»,
«B3aemogis 3 iHWMMK nikapCbKUMm
3acobamu Ta iHLWi BUAW B3aEMOAIN»,
«OcobnMBOCTi 3aCTOCYBaHHSAY,
«Mepeno3syBaHHsa» Ta «MoGiyHi peakuii»
IHCTpyKUiT AN MeanYHOro 3acToCyBaHHs.
TepMiH BBEAEHHS 3MiH NPOTAroM 6 micauis
nicns 3aTBepaXKeHHs
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23. | ®ENBA NMOPOLLIOK Ta PO3YMHHUK A11s BakcTep ABCTpis [o3Bin Ha BMUNyck cepii: ABcTpisi/ Updated PI sections 4.3, 4.4, 4.5, 4.6, 4.8 3a UA/16954/01/03
PO34MHY A4S iH ekuin no 2500 Al Takega MaHydek4dypiHr ABCTpis HimeuyunHa and 4.9 to clarify/reinforce existing safety- peuenmom
0Oa.; 1 dnakoH 3 MOPOLLKOM Y Al, AscTpis related information and to include
KOMMnekTi 3 1 chnakoHoMm 3 BUpoBHMLTBO, KOHTPOSb SKOCTI new safety-related information.
pPO34MHHUKOM (Boda Ans Ta BUNpobyBaHHA cTabinbHOCTI, 3MmiHu B po3ginax «[MpoTunokasaHHs»,
iH'exuin) no 50 mn pasom 3 nepBuHHe nakyBaHHs T13; «B3aemogis 3 iHWMMK fikapCbKuMm
NpUCTOCYBaHHAM ANS MapKyBaHHsi Ta BTOPUHHE 3acobamu Ta iHWi Buam B3aeMoginy,
po3BeaeHHs BAXJECT Il Xawn nakyBaHHsi ['J13 Ta po34mHHMKa: «OcobnmBoCTi 3acTOCyBaHHS»,
dnoy Ta Habopom ans Takepna ManydekdypiHr ABCTpist «Mepeno3syBaHHsa» Ta «MoGivHI peakuii»
BBeaeHHs (1 ogHopa3soBui Al', AscTpis IHCTPYKUiT AN MeaNYHOro 3acToCyBaHHS.
wnpwu, 1 ogHopasosa rosnka, 1 KoHTponb siKocTi Ta TepMiH BBEAEHHS 3MiH NPOTAroM 6 micsauis
ronka-meTenvk) y Kopooui BMNPOBYyBaHHS cTabinbHOCTI nicns 3aTBepaKEeHHN

[T13 (6akTepianbHi TOKCUMHK Ta
CTEPUIBHICTB):
Takepna ManydekdypiHr ABCTpisi
Al', AscTpis
Brnpo6HMLTBO Ta KOHTpOmb
AKOCTi PO3YMHHMKA:
3ircbpig XamenbH MM6X,
HimeyunHa
HavanbHuk

®apMaleBTHYHOI0 YIIPABJIIHHSA

Tapac JIICKOBCbKUH




