IEPEJIIK
JIKAPCBKHX 3ACOBIB (MEJUYHUX IMYHOBIOJIOTTYUHUX MMPEIMAPATIB), IIIOJ10 AKUX BYJIU BHECEHI
3MIHU 1O PEECTPALHINHUX MATEPIAJIIB, SIKI BHOCATHCS 10 JEPJKABHOI'O PEECTPY JIKAPCBKHUX
3ACOBIB YKPAIHU, SIKI 3APEECTPOBAHI KOMIIETEHTHUMM OPTAHAMM CIIOJIYYEHUX HITATIB
AMEPHKMH, HIBEMIIAPCBKOI KOH®EJEPAIIL, SIMOHII, ABCTPAJIII, KAHAIU, JIKAPCHbKNX 3ACOBIB, 1110 3A
IIEHTPAJII30BAHOIO ITPOLIEJYPOIO 3APEECTPOBAHI KOMIIETEHTHUM OPITAHOM €BPOIIEMICBKOI'O
COI03Y

Jlomatok 3

no Hakazy MiHicTepcTBa OXOPOHH 3I0POB’S
VYkpainu «IIpo JIepKaBHY  peecTpalliio,
MEPEPeECTpaIlito  JKAPCBKUX  3aco0iB  Ta
BHECEHHS 3MIH JI0 PEeCTpaIliifHUX MaTepianiB
JMiKapchKUX ~ 3aco0iB,  SKi  3apeecTpoBaHi
KoMIeTeHTHUMHU opranamu Cnonmydenux LlTatiB
Awmepuxu, lBeiinapcekoi Kondenepanii, SmnoHii,
Agcrpauii, Kananu, €sponeiicekoro Coro3y»

Big 12 sxoBTHs 2024 poky Ne 1740

Ne Haszea ®Popma sunycky 3asisHuUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoesu Homep
n/ JliKapcbK020 (nikapcbka ¢ghopma, eidnycky |peecmpauiliHo2
n 3acoby ynakoeka) 0 noceid4YeHHs
1. A3AUUTUAWNH | nopowok ans CaHpos CnoBeHi BUNyck cepii: Jlek CnoBeHis/ 3minm | Ta Il Tuny,C.1.2.a) IAin AganTauis iHdopmaLii 3a UA/19561/01/01
CAHOO3® CycneHsii Ans iH'exuin, dapmacb a dapmaueBTMYHa KOMNaHia a.4., Inpis/ Npo NPOAYKT 3rigHO 3 OCbE HA OpUriHaNbHUN peuenmom
100 mr; no 1 pnakoHy toTikan3a CnoBeHisi; BUNyck cepii: ManbTta npenapart Bigasa (Vidaza) ctaHom Ha cideHb 2024 .
3 NOPOLLIKOM Y a.a. Cantotac ®apma Mm6X, BBeaeHHs 3MiH npoTsrom 6-Tu MicauiB nicns
KapTOHHiI kopobui HimeyumHa; BupobHULTBO 3aTBEPKEHHS.
Hepo3dacoBaHOro NPoayKTy,
nepBUHHE Ta BTOPUHHE
nakyBaHHs, TectyBaHHA: MCH
JTabopaTopic MNpavieart JlimiTea,
IHOis; TecTyBaHHSA:
dapmagokc Xenckep J114,
ManbTta
2. A3AUUTUAWNH | nopowok ans CaHpos CnoBeHi BUNYCK cepii: CnoBeHis/ Type IA - B.l.b.1.c - Change in the specification pa UA/19561/01/01
CAHOO3® cycneHsii Ans iH'exuin, dapmacb a Jlek ®apmaveBTUYHaA KOMMaHIsA HimevuunHa/ parameters and/or limits of an active substance, peuenmom
100 mr; no 1 donakoHy toTikana A.A., CnoBeHis; BUMycK cepii: IHpis/ starting material/intermediate/reagent used in the
3 NMOPOLLKOM Y n.o. Cantotac ®apma 'M6X, ManbTta manufacturing process of the active substance -

KapTOHHiI kopobui

Hime4vuuHa;
BUPOBHMLUTBO Hepo3dhacoBaHOro
NpoayKTy, NEPBUHHE Ta
BTOPWHHE NaKyBaHHs,
TECTYBaHHs:

MCH Na6opartopic MNpanBat
JlimiTeq, HAis; TecTyBaHHS:

Specific optical rotation
The Specification for Specific optical rotation for active
substance is included for better quality requirment.
Consequence change has been made to DPM
specification and analytical procedure same as made
in DSM specification and analytical procedure.
Type IA - B.l.b.1.d - Change in the specification
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dapmagokc Xenckep J1T4, parameters and/or limits of an active substance,
ManbTa starting material/intermediate/reagent used in the
manufacturing process of the active substance -
Heavy metals
The risk assessment for the elemental impurities as
per ICH Q3D was performed and accordingly the
Heavy metals test has been removed.
Consequence change has been made to DPM
specification and analytical procedure same as made
in DSM specification and analytical procedure.
Type IA - B.l.b.1.b - Change in the specification
parameters and/or limits of an active substance,
starting material/intermediate/reagent used in the
manufacturing process of the active substance -
Related substances by HPLC
Based on the available drug substabce barches trend
data, specification limits has been tightened.
Consequence change has been made to DPM
specification and analytical procedure same as made
in DSM specification and analytical procedure.
Type IA - B.L.b.1.b - Change in the specification
parameters and/or limits of an active substance,
starting material/intermediate/reagent used in the
manufacturing process of the active substance -
Bacterial Endotoxin
Based on the available drug substabce barches trend
data, specification limits has been tightened.
Consequence change has been made to DPM
specification and analytical procedure same as made
in DSM specification and analytical procedure.
Type IA - B.l.b.2.a - Change in the test procedure
for active substance or starting
material/reagent/intermediate used in the
manufacturing process of the active substance -
Assay by HPLC
In the test procedure for Assay by HPLC the note for
Solution and Mobile Phase stability is included based
on analytical method validation date.
Consequence change has been made to DPM
specification and analytical procedure same as made
in DSM specification and analytical procedure.
Type IA - B.1.b.1.b - Change in the specification
parameters and/or limits of an active substance,
starting material/intermediate/reagent used in the
manufacturing process of the active substance -
Tetra acetyl ribofuranose content by GC
Based on the available drug substabce barches trend
data, specification limits has been tightened.
Consequence change has been made to DPM
specification and analytical procedure same as made
in DSM specification and analytical procedure.
Type IA - B.l.b.2.a - Change in the test procedure
for active substance or starting
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material/reagent/intermediate used in the
manufacturing process of the active substance -
Water content by KFR
The test procedure for determination of water content
for active substance is updated from manural
instrument method to automated instrument method as
per current practice. However, there is no change in
the testing procedure of water determination.
Consequence change has been made to DPM
specification and analytical procedure same as made
in DSM specification and analytical procedure.
Type IA - B.l.b.2.a - Change in the test procedure
for active substance or starting
material/reagent/intermediate used in the
manufacturing process of the active substance -
Related substances by HPLC
In the test procedure for related substances by HPLC
the note for Solution and Mobile Phase stability is
included based on analytical method validation date.
Consequence change has been made to DPM
specification and analytical procedure same as made
in DSM specification and analytical procedure.
Type IA - B.l.b.2.a - Change in the test procedure
for active substance or starting
material/reagent/intermediate used in the
manufacturing process of the active substance -
Tetra acetyl ribofuranose content by GC
In the test procedure for Tetra acetyl ribofuranose
content by GC the note for Solution and Mobile Phase
stability is included based on analytical method
validation date.

Consequence change has been made to DPM
specification and analytical procedure same as made
in DSM specification and analytical procedure.
Type IA - B.l.b.2.a - Change in the test procedure
for active substance or starting
material/reagent/intermediate used in the
manufacturing process of the active substance -
Limit of 1-B-D-ribofuranosyl-3-gunylurea by HPLC
In the test procedure for Limit of 1-B-D-ribofuranosyl-3-
gunylurea by HPLC the note for Solution and Mobile
Phase stability is included based on analytical method
validation date.

Consequence change has been made to DPM
specification and analytical procedure same as made
in DSM specification and analytical procedure.
Type IA - B.l.b.2.a - Change in the test procedure
for active substance or starting
material/reagent/intermediate used in the
manufacturing process of the active substance -
Assay by HPLC
Note with respect to standard solution and sample
solution preparation has been included for additional
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precaution.
Similarity factor for the standard solution has been
included.

Order of injections has been updated.

Type IA - B.l.b.2.a - Change in the test procedure
for active substance or starting
material/reagent/intermediate used in the
manufacturing process of the active substance -
Residual solvents by GC (Method-I)

Note with respect to standard solution and sample
solution preparation has been included for additional
precaution.

Similarity factor for the standard solution has been
included.

Order of injections has been updated.

Type IA - B.l.b.2.a - Change in the test procedure
for active substance or starting
material/reagent/intermediate used in the
manufacturing process of the active substance -
Residual solvents by GC (Method-Il)

Note with respect to standard stock solution
preparation-1 & 2 has been included for better clarity.
Note with respect to standard solution and sample
solution preparation has been included for additional

precaution.
Similarity factor for the standard solution has been
included.
Order of injections has been updated.

A3AUUTUOUH | nopouiok ans CaHpos CnoBeHi BUWMNYCK cepil: CnoseHisi/ Type IA: B.Il.b.3 - Change in the manufacturing 3a UA/19561/01/01
CAHOO3® cycneHsii Ans iH'exkuin, dPapmacb A Jlek ®apmaveBTV4Ha KOMMNaHIs Himeuunna/ process of the finished product, including an peuenmom
100 mr; no 1 pnakoHy toTikan3a A.Aa., CnoBeHisi; BUNyck cepii: IHAis/ intermediate used in the manufacture of the

3 MOPOLLKOM Y Aa.a. Cantotac @apma 'mbX, ManbTa finished product
KapTOHHIl kopoOLi HimeuuunHa; a) Minor change in the manufacturing process
BMPOGHMLTBO HEpPO3dacoBaHOro Minor changes in the manufacturing process were
NPOAYKTY, NepBUHHE Ta necessary to conducty the scale up.
BTOPWHHE MaKyBaHHS, Type II: B.lIl.b.4 - Change in the batch size
TECTYBaHHs: (including batch size ranges) of the finished
MCH Jla6opaTopic lNMpariBaTt product
JlimiTeq, IHAis; TeCcTyBaHHSA: d) The change relates to all other pharmaceutical
dapmagokc Xenckep J114, forms manufactured by complex manufacturing
ManbTa processes
Scale up from 63.90 Kg (Equivalent to 65.0 L/4248
vials) to 181.8 Kg (Equivalent to 185.0 L/12091 vials)
to increase commercial capacity.

BAPIATE®® kancynu m ski no 100 BepiHrep Himeuun BMPOGHWK, LLIO BiAMNoBigae 3a HimeuunHa YTOYHEHHS HanMUCaHHA [03YBaHHSA Ta YNaKoBKU B 3a UA/16651/01/01
mr, no 10 kancyn IHrenbxaw Ha BUNYCK cepii: Hakasi MO3 Ykpainu Ne 1545 Big 06.09.2024 B peuernmom
M'SKUX B M BepiHrep IHrenbxanm ®apma npoteci BHeceHHs 3MiH (3MiHu | Ta Il Trny, 3MiHum |
anioMiHieBoMy IHTEepHeLl 'm6X i Ko. KI', HimeuunHa; Tvny: 3MiHM Wwopo 6e3nekn/edeKTMBHOCTI Ta
GnicTepi, no 6 abo 12 HN TMBX BUPOGHMLTBO, ynakoBka Ta dapmakoHarnsgy. BeenerHs abo 3MiHu o

GnicTepiB y KApTOHHIW
KopobLi

KOHTpOrb AKocTi kancyn in bulk
(Hepo3dacoBaHoi NpoayKuii
nikapcbkoro 3acoby):
KataneHt HiveuunHa E6epbax

y3aranbHeHVX AaHnX Npo cuctemy papmMakoHarnsgy
(BBEOEHHS y3aranbHeHWX AaHVX NPo cucTemy
hapmakoHarnsigy, 3MiHa yroBHOBaXEHOI ocobu,
Bi4noBiganbHoi 3a 34iCHEHHS dpapMakoHarnsay;
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'm6X, HimeuunHa;
nepBuHHe (bnictepu) Ta
BTOPWHHE NakyBaHHS (Kopobkw),
MapKyBaHHs! (MepBUHHOrO Ta
BTOPWHHOIO NakyBaHHS) Ta
KOHTPOMb SKOCTi flikapCbKoro
3acoby:

BepiHrep IHrenbxanm ®apma
M6X i Ko. KIM, Himeuuuna;
anbTepHaTuBHa nabopaTopis
Onsi NpPOBEAEHHS KOHTPOIHO
AKOCTI (32 BUKIIOYEHHAM
MikpoGionoriYHoi YNCTOTH):
A eHg Em LUTABTECT Jla6op
dyp AHanITVK yHA
CrabinitatcnpydyHr MM6X,
HimeuumHa; anbTepHaTMBHI
naboparopii 4ns NpoBeAeHHs
KOHTPOIIO SIKOCTi 3@ MNOKa3HWKOM
MikpobGionoriyHa unctota: CI'C
IHcTUTYT Ppeseniyc MmbX,
HimeuumnHa;

Jabop J1C CE eHg Ko. KT,
HimeyunHa

KOHTaKTHOI 0cobu 3 dhapmakoHarnagy 3asiBH1Ka ons
3piicHeHHs hapmakoHarnagy B YkpaiHi, KO BoHa
BiAMiHHa Bi ynoBHOBaXkeHOi ocobu, BianoBigansHoi
3a 34iicHeHHs cbapmakoHarnsgy (BKoYarymn
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
anna cucremn papmaxkoHarnsgy)(B.1.8. (a),|IAHM)
(3rigHo Hakasy MOS Big 17.11.2016 Ne 1245), 3miHa
KOHTaKTHOI 0cobu 3asiBHUKa, BignoBiganbHOT 3a
dapmakoHarnsa B YkpaiHi. [litoya pegakuis: Yymak
ApTtem Bonognmmposud. lNMponoHoBaHa pegakuis:
JlyueHko Onbra OnekcaHgpiBHa. 3MiHa KOHTAKTHUX
OaHMX KOHTaKTHOI 0co6U 3asiBHKKA, BignoBigansHoi 3a
capmakoHarnsg B YkpaiHi). Pegakuis B Hakasi -
kancynu m'ski no 100 mr; no 10 kancyn mM'sakux B
antomMiHieBomy bnictepi, no 6 abo 12 6nictepis y
KapTOHHI kopobui; kancynu m'ski no 150 mr; no 10
Kancyn M'sikux B antomiHiesoMy 6nictepi, no 6
6nicTepiB y KapToHHiI kopobui. BipHa peaakuis -
kancynu m'ski no 100 mr, no 10 kancyn mM'sakux B
antomiHieBomy bnictepi, no 6 abo 12 Gnictepis y
KapTOHHiIN kopobui

BAKCHbBIOBA
HC BAKLIMHA
NHEBMOKOKO
BA
NONICAXAPU
OHA
KOH'IOrOBAH
A (15-
BANEHTHA,
AICOPEOBAH
A)

cycneHsia ans
iH'exuin, no 0,5 mn (1
nosa); no 0,5 mn
cycneHsii y
nonepeaHL0
HanoBHEHOMY LUNPWL
(ckno Tuny 1) 3
obmexyBayem xoay
MOPLUHS
(6e3naTekcHui
H6pombyTunosmi
Kay4yK) Ta KOBMa4kom
(6e3naTekcHui
cTupon-6yTagieHoBui
abo besnartekcHum
izonpeH-
HGpombyTunoBmi
Kay4yk). Mo 1
nonepeaHL0
HanoBHEHOMY LUMPULLY
3 1 OKPEMOIO rornKor
abo no 1 nonepefHLO
HanoBHEHOMY LUMPULLY
3 2 OKpeEMUMHU
ronkamu, abo no 10
nonepeaHL0
HanoBHEHMX LUNpULiB
3 20 okpemumu
rofikamu B KaPTOHHIW

Mepk
Wapn i
Hoym
IOEA
m6X

Lsenua
pis

TecTyBaHHs cTabinbHOCTI
nikapcbkoro 3acoby (LinicHicTb
3aKpUTTS KOHTENHEpPY):
EypodiHc JTaHkacTep
JNabopaTopis IHk., CLUA
Bunyck nikapcbkoro 3acoby Ta
TecTyBaHHs cTabinbHoCTi
(BigcoTok agcop6uii):
Eypodinc MPOKCI NNabopatopis
B.B., Higepnanaun
BTopuHHe nakyBaHHs Ta
MapKyBaHHS LUNPULLiB; BUNYCK
roTOBOrO fikapCbKoro 3acoby:
Mepk Wapn i Joym B.B.,
Hinepnanamn
TecTyBaHHs Ta BUMYyCK
ap’loBaHTy antoMiHito docdaty
(ximiuHe); BMMYyCK MikapCbKoro
3acoby Ta TecTyBaHHS
cTabinbHocTi (XimivHe):
MC[ IHTepHewHn TME6X/MC[,
Ipnangis (BpinHi), lpnanais
HanoBHeHHs1 nikapcbkoro
3acoby Ta iHCNeKTyBaHHS;
BMPOOHMLITBO, TECTYBaHHA Ta
BUNYCK af'loBaHTy antoMiHito
docaTy (MikpobionoriyHe);
BUMYyCK Nikapcbkoro 3acoby Ta
TeCTyBaHHs cTabinbHoCTi

CLA/
Higepnanam
/

IpnaHgis/Hi
MeudnHa/lta
nis

B.l.e.2, Il
To introduce a post approval change management
plan to enable extension of the storage period (up to
10 years) for the active substance: monovslent bulk
conjugates (MBC).

3a
peuerimom

UA/20539/01/01
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KkopobLui pasom 3
iHCTpyKUieto onsa
MeanNYHOro
3actocyBaHHs. Lnpuy
3 ronkoto(amu)
3arakoBaHoO Y FOTOK

(mikpobionoriyHe); BunNyck
nikapcbkoro 3acoby:
MCA IHTepHewHn TMEX/IMCL
Ipnangis (Kapnoy), lpnaHgis
TecTyBaHHS CTabiNbHOCTI
nikapcbkoro 3acoby (iHiitotoua
Ta nigTpumytoya cuna):
HysicaH 'M6X, HimeuunHa
HanoBHeHHs1 nikapcbkoro
3acoby Ta iHCNeKTyBaHHS;
BUWMYCK NikapcbKoro 3acoby Ta
TecTyBaHHs cTabinbHoCTI
(ximiyHe, MikpobionoriyHe Ta
LiNiCHICTb 3aKpUTTA
KOHTeWNHepy):

MateoH Itanis C.n.A., ITanis

JIAHCYP®® 15 | Tabnetku, BKpUTi Tle ®paHuis BiAMNOBIiAaNbHUIA 3a Anowia/ B.ll.e.1.a.1 IA — Change in immediate packaging of the 3a UA/16712/01/02
Mr/6,14 MI' NniBKOBOIO ITaboparty BMPOBHMLTBO, KOHTPOIb AKOCTI PpaHuis/ finished product - Qualitative and quantitative peuyenmom
obornoHkoto, no 15 ap Ceps'e Ta BUMYCK cepii NpoaykKuii in Ipnangis composition - Solid pharmaceutical forms
mr/6,14 wmr, no 10 bulk: Tanxo ®apmacbtoTikan Ko., Changes in the qualitative and quantitative
Tabnetok y 6nictepi; J1Ta., AnoHis; BignosiganbHUn composition of the immediate packaging of the
no 2 abo 6 6nictepiB y 3a KOHTPOIb SKOCTi, NEPBUHHE finished product to replace the solvent-based PU layer
KopobLi 3 KapTOHY Ta BTOPVHHE NaKyBaHHS i BUNYCK with a modified ethylene Copolymer, to increase the tie
cepii roToBOro nikapcuKkoro layer coating weight by 2 gsm and to increase the total
3acoby: JlabopaTopii Ceps'e thickness from 115 uym to 117 pm.
IHaacTpi, PpaHuis;
BignosiganbHW 3a KOHTPOSb
SIKOCTi, NEPBUHHE Ta BTOPUHHE
nakyBaHHs! i BUMYCK cepil
roTOBOro MikapcbKoro 3acoby:
Ceps'e (Ipnangis) IHpacTpic
JIta, Ipnangis
NNAHCYP®® 20 | Tabnetku, BKpUTi Jle ®paHuis BignNoBiganbHUiA 3a AnoHis/ B.ll.e.1.a.1 IA — Change in immediate packaging of the 3a UA/16712/01/01
MI/8,19 MI' nniBKOBOO Tlaboparty BUPOOHWLITBO, KOHTPOSb AKOCTI ®paHuis/ finished product - Qualitative and quantitative peuernmom
o6onoHkot, no 20 ap Ceps'e Ta BUNYyCK cepii npogykuii in Ipnangis composition - Solid pharmaceutical forms

mr/8,19 mr, no 10
Tabnetok y 6nictepi;
no 2 abo 6 GnicTtepis y
KOpobLi 3 KApTOHY

bulk: Taxo ®apmacstoTikan Ko.,
JITa., Anowis; BianosiganbHUN
3a KOHTPOIb SIKOCTi, NEPBUHHE
Ta BTOPWHHE NaKyBaHHS i BUNYCK
cepii roToBOro nikapcbkoro
3acoby: JlabopaTopii Ceps'e
IHgacTpi, paHuis;
BignoBiganbHMi 3a KOHTPONb
SIKOCTi, NEPBUHHE Ta BTOPUHHE
nakyBaHHs i BUNyck cepii
roTOBOro MikapCbKoro 3acoby:
Ceps'e (IpnaHgis) IHgacTpic
JIta, Ipnangis

Changes in the qualitative and quantitative
composition of the immediate packaging of the
finished product to replace the solvent-based PU layer
with a modified ethylene Copolymer, to increase the tie
layer coating weight by 2 gsm and to increase the total
thickness from 115 pm to 117 ym.
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NPUBIOXEH

PO34MH ANs iHy3in
100 mr/mn (10 %), no
25 mn, 50 mn, 100 mn,
200 mn, abo 400 mny
cdnakoHax, no 1
naKkoHy B KApTOHHIN
KopobLi

ucn
Bepinr Al

Leenuya
pis

BUPOBHMLTBO HEPO3hacoBaHoOI
npoaykuii, nepB1UHHE NakyBaHHS
(acenTuyHe HanoOBHEHHS),
KOHTPOIb SIKOCTi, BUMYCK cepii:
LICN Bepinr AT, LBenuapis

BTOPWHHE MaKyBaHHS:
LICN Bepinr AT, LBenuapis

LLisenuapis

3miHa A.7, |IA BunyyeHHs BupobHuka CSL Behring AG
(Untermattweg 8, Bern, 3027, Switzerland),
BiA4NOBIganbHOro 3a NepBMHHE NakyBaHHS
(MapKyBaHHs1), BTOPMHHE NakyBaHHs. TepMiH
BBEAEHHS 3MiH - NPOTArom 6 Micsiie nicns
3aTBEPOKEHHS.

3a
peuenmom

UA/18357/01/01

PEKCANTI

TabneTkn, BKpUTI
NNiBKOBOIO
obonoHkoto, no 0,25
Mmr, no 14 TabneTok y
bnictepax, no 2
Gnictepn B KapTOHHIN
Kopobui

HYH[J‘6eK
A/C

[aHia

BUPOBHMUTBO, BUNPOBYBaHHS
KOHTPOIIO SIKOCTi Ta BUMYCK
Hepo3dacoBaHOro fikapcbkoro
3acoby: Ouyka PapmackioTikan
Ko., Ilta. Tokywima dekropi,
AnoHis; BUpOGHMLTBO,
BUNPOOYBaHHS KOHTPOJHO SIKOCTI
Ta BMNyCK Hepo3dacoBaHOro
nikapcbkoro 3acoby: Ouyka
dapmacektotikan Ko., l1a.
CexoHg Tokywima dpekTopi,
AnoHis;

BMNPOGYBaHHSA KOHTPOSIO SKOCTI:

EypodiHc Biodapma lMpogakt
TecTiHr Oenmapk A/C, OaHis;
NnepBUHHE Ta BTOPUHHE
nakyBaHHS, KOHTPOMb SKOCTi Ta
BUNpobyBaHHs cTabinbHOCTI,
BUMYCK Ccepii roTOBOro
nikapcbkoro 3acoby:

X. Nynpbek A/C, Oanis;
NepBUHHE Ta BTOPUHHE
nakyBaHHSs!, KOHTPOSb AKOCTI,
BWNYCK Cepii FOTOBOro
nikapcbkoro 3acoby:
Enasdgapm, PpaHuis

AnoHis/
Oanisa/
DdpaHuis

3minun | TMny - 3miHn wWopo 6e3nekn/edpekTMBHOCTI Ta
dapmakoHarnsgy. BeenerHs abo 3MiHu fo
y3aranbHEHUX AaHnx Npo cuctemy papmakoHarnsgy
(BBEOEHHS y3aranbHeHWX AaHKX Npo cUcTemy
dapmakoHarnagy, 3miHa ynoBHOBaXeHoi ocobu,
BiZNOBIganbHOI 3a 34iMCHEHHS hapMakoHarnsaay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asiBHvMKa ons
3[iNCHEeHHs hapmakoHarnagy B YKpaiHi, SKLLO BOHa
BiAMiHHa Bif, YNOBHOBaXXEeHOI 0CO0M, BignoBiganbHoi
3a 3giicHeHHs cbapmakoHarnsgy (BkioYarymn
KOHTaKTHi AaHi) Ta/abo 3miHW y po3MilLieHHi MacTep-
darna cuctemn chapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHWX KOHTaKTHOI 0cobu 3asiBHWMKa,
BiANoBiganbHoi 3a hapmakoHarnsg B YKpaiHi.

3a
peuenmom

UA/19347/01/01

10.

PEKCANTI

TabneTkn, BKpUTI
NniBKOBOIO
obonoHkoto, no 0,5 wr,
no 14 tabnetoky
Gnictepax, no 2
GnicTepn B KapTOHHIN
KopobLi

X.
Jlynp6ek
A/C

Oania

BMPOGHMLTBO, BUMPOGYBaHHA
KOHTPOIO AKOCTi Ta BUMYCK
Hepo3dacoBaHoro nikapcbKoro
3acoby: Ouyka PapmacboTikan
Ko., ITa. Tokywima gekTopi,
AnoHis; BUPOGHMLTBO,
BUNPOOYBaHHS KOHTPOO SKOCTI
Ta BUMYCK Hepo3dacoBaHOro
nikapcbkoro 3acoby: Ouyka
dapwmacetotikan Ko., lta.
CekoHg TokyLuima dpekTopi,
AnoHis;

BMNPOBYBaHHSA KOHTPOIO AKOCTI:

EypodiHc Biocdapma lMpogakt
TecTiHr JeHmapk A/C, JaHis;
NepBUHHE Ta BTOPUHHE
nakyBaHHs1, KOHTPOMb SKOCTi Ta
BUNpobyBaHHs cTabinbHOCTI,

Anowis/
Hanis/
DdpaHLuis

3minn | Tvny - 3miHn Wwopao 6e3nekn/edpekTMBHOCTI Ta
dapmakoHarnsgy. BeegerHs abo 3miHn o
y3aranbHeHUX AaHux Npo cuctemy papmakoHarnsgy
(BBEAEHHS y3aranbHEHUX AaHUX MPO CUCTEMY
hapmakoHarnsigy, 3MiHa yroBHOBaXEHOI ocobu,
BiZ4NOBIgaNbHOI 3a 34iMCHEHHS hbapMakoHarnsay;
KOHTAKTHOI 0cobM 3 chapmakoHarnsgy 3asiBHUKa Ansi
34iicHeHHs dapmakoHarnagy B YkpaiHi, KO BOHa
BiAMiHHa Bif, YNOBHOBa)XeHOI 0CO0M, BignoBigansHoi
3a 3picHeHHsa hapmakoHarnagy (BKnoYvaym
KOHTaKTHi iaHi) Ta/abo 3MiHW y po3MiLLeHHi MacTep-
cbanina cuctemu hapmakoHarnsgy) - 3miHa
KOHTaKTHUX IaHUX KOHTaKTHOI 0cOOU 3asiBHUKA,
BignosiganeHoi 3a dhapmakoHarnag B YKpaiHi.

3a
peuernmom

UA/19347/01/02
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BUMYCK Cepii roToBOro
nikapcbkoro 3acoby:

X. llynpbek A/C, NaHis;
nepBUHHE Ta BTOPUHHE
NakyBaHHS!, KOHTPOIb SIKOCTI,
BWMNYCK Cepii rOTOBOrO
nikapcbkoro 3acoby:
Enasdapm, PpaHuis

1.

PEKCANTI

TabneTku, BKPUTI
NniBKOBOKO
060roHKoto, No 1 Mr,
no 10 Tabnetok y
Gnictepi, no 1
GnicTepy B KapTOHHiW
kopobui abo no 14
TabneTtok y 6nictepax,
no 2 6nictepn B
KapTOHHIN kopobLi

X.
JlyHoGek
A/C

Oania

BMPOBOHMLTBO, BUNPOBYBaHHSI
KOHTPOIIO SIKOCTi Ta BUMYCK
Hepo3dacoBaHOro fikapcbkoro
3acoby: Ouyka ®apmacbtoTikan
Ko., NTa. Tokywima dexropi,
AnoHis; BUpOGHMLTBO,
BMNPOOYBaHHSA KOHTPOO SKOCTi
Ta BUMYyCK Hepo3dacoBaHoro
nikapcbkoro 3acoby: Ouyka
dapwmacetotikan Ko., JlTa.
CekoHg TokyLwima dpekTopi,
AnoHis;

BMNPOOYBaHHSA KOHTPOSO SKOCTi:

EypodiHc Biodapma MpogakT
TecTiHr Oenmapk A/C, OaHis;
nepBUHHE Ta BTOPUHHE
nakyBaHHs1, KOHTPOIb SIKOCTi Ta
BUNpobyBaHHsA cTabinbHOCTI,
BWNYCK Cepii rOTOBOro
nikapcbkoro 3acoby:

X. Nlynpbek A/C, NaHis;
nepBUHHE Ta BTOPUHHE
NakyBaHHs!, KOHTPOIb SIKOCTI,
BUMYCK Ccepii roTOBOro
nikapcbkoro 3acoby:
Enasdapm, PpaHuis

Anowis/
Hanis/
DdpaHuis

3MinHu | Trny - 3miln wopo 6esneku/edekTUBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3amiHm oo
y3aranbHEHUX AaHnx Npo cuctemy papmakoHarnsgy
(BBEAEHHSA y3aranbHEHUX AaHUX PO CUcTemMy
dapmakoHarnagy, 3mMiHa ynoBHOBaXkeHoi ocobu,
BiNOBIganbHOI 3a 34iMCHEHHS hapMakoHarnsaay;
KOHTAKTHOI 0cobM 3 hapmakoHarnsgy 3asiBHUKa ansi
34iNCHeHHA chapmakoHarnsaay B YKpaiHi, AKWo BoHa
BiAMiHHa BiJ, YNOBHOBaXXeHOI 0CO0M, BignoBiganbHoi
3a 3[icHeHHsA hapmakoHarnagy (BkroYaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
darna cuctemn chapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI 0COOW 3asiBHUKA,
BiAnNoBiganbHOI 3a hapmakoHarnag B YkpaiHi.

3a
peuernmom

UA/19347/01/03

12.

PEKCANTI

TabneTkn, BKpUTI
NniBKOBOO
0o6onoHKot, Nno 2 Mr,
no 14 tabnetoky
6nicrtepax, no 2
GnicTepu B KapTOHHIN
KopobLi

X.
JlyHobek
AIC

Oania

BMPOGHMLTBO, BUMPOGYBaHHA
KOHTPOIO AIKOCTi Ta BUMYyCK
Hepo3dacoBaHOro fikapcbkoro
3acoby: Ouyka PapmacboTikan
Ko., Ilta. Tokywima gekropi,
AnoHis; BUpoBHULTBO,
BUNPOOYBaHHS KOHTPOO SKOCTI
Ta BUMyCK Hepo3dacoBaHoro
nikapcbkoro 3acoby: Ouyka
dapmacetotikan Ko., Jlta.
CexkoHg TokyLima dpekTopi,
AnoHis;

BMNPOOYBaHHSA KOHTPOIO SKOCTi:

EypodiHc Biocdapma Mpogakt
TecTiHr Jenmapk A/C, OaHis;
NepBUHHE Ta BTOPUHHE
nakyBaHHs!, KOHTPOMb SKOCTi Ta
BUNpobyBaHHs cTabinbHOCTI,
BUMYCK cepii roToBoro

Anowis/
Oanisa/
dpaHuis

3minn | Tvny - 3miHn wWopao 6e3nekn/edpekTMBHOCTI Ta
capmakoHarnsigy. BeegeHHs abo 3miHv oo
y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
(BBEAEHHSA y3aranbHEHUX AaHUX MPO CUCTEMY
dapmakoHarnagy, 3miHa ynoBHOBaXeHoi ocobu,
BiAnoBiganbHoI 3a 34iMCHEHHs hapMakoHarnsay;
KOHTAKTHOI 0cobM 3 hapmakoHarnagy 3asiBHUKa ans
3[iNCHeHHs dhapmakoHarnagy B YkpaiHi, SKLO BOHa
BiAMiHHa Bi ynoBHOBaXeHOi ocobu, BianoBigansHoi
3a 3picHeHHs hapmakoHarnagy (BKroyaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
arina cuctemu hapmakoHarnsigy) - 3miHa
KOHTAKTHUX JAHMX KOHTAKTHOI 0COOM 3asiBHUMKA,
BiAMOBiAanbHOI 3a hapmakoHarnsg B YKpaiHi.

3a
peuenmom

UA/19347/01/04
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nikapcbkoro 3acoby:

X. Nynobek A/C, OaHis;
NnepBUHHE Ta BTOPUHHE
nakyBaHHs!, KOHTPOSIb SIKOCTi,
BUMYCK Cepii roToBOro
nikapcbkoro 3acoby:
Enasdapm, PpaHuis

13.

PEKCANTI

TabneTku, BKPUTI
NNiBKOBOIO
o6ornoHKoto, no 3 mr,
no 14 Tabnetoky
Gnictepax, no 2
GricTepu B KAPTOHHIN
KopobLi

X.
JlyHn6ek
AIC

Oania

BMPOOHMLTBO, BUNPODBYBaHHS
KOHTPOIIO SIKOCTi Ta BUMYCK
Hepo3dacoBaHOro NiKapCbKOro
3acoby: Ouyka dapmacbtoTikan
Ko., IlTa. Tokywima dekTopi,
AnoHis; BUPOGHNLTBO,
BMNPOOYBaHHSA KOHTPOO SKOCTI
Ta BMNyCK Hepo3dacoBaHOro
nikapcbkoro 3acoby: Ouyka
dapwmacetotikan Ko., JlTa.
Cexong Tokylima dpekTopi,
AnoHis;

BMNPOOYBaHHSA KOHTPOSO SKOCTi:

EypodiHc Biodapma lMpogakt
TecTiHr JeHmapk A/C, JaHisi;
nepBUHHE Ta BTOPUHHE
naKyBaHHs1, KOHTPOJIb SIKOCTi Ta
BUNpobyBaHHSA cTabinbHOCTI,
BUMYCK Cepii roTOBOro
nikapcbkoro 3acoby:

X. Nlynpbek A/C, NaHis;
nepBUHHE Ta BTOPUHHE
NaKyBaHHS1, KOHTPOJSIb SIKOCTI,
BUMYCK Ccepii roTOBOro
nikapcbkoro 3acoby:
Enasdapm, PpaHuis

Anowisa/
Oanisa/
dpaHuis

3MinHu | Trny - 3min wopo 6esnekn/edekTUBHOCTI Ta
dapmakoHarnsgy. BeenerHs abo 3mMiHn go
y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
(BBEAEHHS y3aranbHEHUX AaHUX PO CUCTeMy
hapmakoHarnsigy, 3MiHa yroBHOBaXXEHOI ocobu,
Bif4NOBIganbHoI 3a 34iCHEHHS hapMakoHarnsay;
KOHTAKTHOI 0cobu 3 hapmakoHarnsagy 3asiBHUKa ansi
3[iNCHeHHs dhapmakoHarnagy B YkpaiHi, SKLLO BOHa
BigMiHHa Bif, yNnoBHOBaXeHOI ocobu, BianosiganbHoi
3a 3[incHeHHsA dhapmakoHarnagy (Bkroyaym
KOHTaKTHi AaHi) Ta/abo 3miHW y po3MilLieHHi MacTep-
davina cuctemn chapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI 0COOW 3asiBHUKA,
BiANoBiganbHoi 3a papmakoHarnag B YKpaiHi.

3a
peuenmom

UA/19347/01/05

14.

PEKCANTI

TabneTkn, BKpUTI
NniBKOBOO
060roHKo, No 4 Mr
no 14 Tabnetok y
6nicrtepax, no 2
GnicTepn B KapTOHHIN
KopoOGLi

X.
JlyHobek
AIC

LaHia

BMPOGHMLTBO, BUNPOGYBaHHSA
KOHTPOIO AIKOCTi Ta BUMYyCK
Hepo3dacoBaHOro fikapcbkoro
3acoby: Ouyka dapmacbloTikan
Ko., Jlta. Tokywima gekropi,
AnoHis; BUpOGHMLTBO,
BUMNPOBYBaHHSI KOHTPOIO AKOCTI
Ta BUMYCK Hepo3gacoBaHOro
nikapcbkoro 3acoby: Ouyka
dapmacsbtotikan Ko., Jl1a.
CexkoHg TokyLima dpekTopi,
AnoHis;

BUNpoBYBaHHS! KOHTPOIIO SKOCTI:

EypodiHc Biocdapma Mpogakt
TecTiHr JeHmapk A/C, JaHis;
NnepBUHHE Ta BTOPUHHE
nakyBaHHs1, KOHTPOIb SIKOCTi Ta
BUNpobyBaHHs cTabinbHOCTI,
BUMYCK Cepii roTOBOro
nikapcbkoro 3acoby:

AnoHis/
Oanisa/
DdpaHLuis

3miHu | TNy - 3miHn wWopo 6esnekn/edekTMBHOCTI Ta
capmakoHarnsigy. BeegeHHs abo 3miHv oo
y3aranbHeHUX AaHux Npo cuctemy papmakoHarnsgy
(BBEOEHHS y3aranbHEHWX AaHKX NPO CUCTEMY
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
Bi4NOBIganNbHOI 3a 34iMCHEHHS hapMakoHarnsay;
KOHTaKTHOT 0cobu 3 hapmakoHarnsay 3asiBHuKa ans
3[iNCHeHHs dhapmakoHarnagy B YkpaiHi, SKLO BOHa
BiMiHHa BiJ, YyNOBHOBa)X€HOI 0CO0M, BignoBigansHoi
3a 3[ilicHeHHs1 hapMakoHarnagy (Bkrvaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
cbanina cuctemu hapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHWX KOHTaKTHOI 0COOM 3asiBHWMKA,
BiAMOBiAanbHOI 3a hapmakoHarnsg B YKpaiHi.

3a
peuenmom

UA/19347/01/06
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X. Nynobek A/C, OaHis;
nepBUHHE Ta BTOPUHHE
nakyBaHHS!, KOHTPOIb SIKOCTI,
BUMYCK Cepii roToBOro
nikapcbkoro 3acoby:
Enasdapm, PpaHuis

15. | PUKCATOH KOHLeHTpaT 4 Canpos ABcTpis BUPOGHMK, Lo Bignosigae 3a BHECEHHS1 3MiH O peecTpaUiiHMX maTepianis: 3a UA/17421/01/01
PO34MHY ANS iHDY3in, mM6X BUNYCK cepii: Type IA A.6 - Administrative change - Change in peuenmom
10 mr/mn; no 10 mn CaHpos 'm6X - BisHec nigpo3ain ATC Code/ATC Vet Code - To change the ATC Code
(100 wmr), a6o no 50 TexHorsloriYyHa po3pobka Ta of rituximab from L0O1XC02 to LO1FAOQ1. Furthermore,
mn (500 mr) y BMPOBHMLTBO BionoriyHmx the MAH has taken the opportunity to include minor
nakoHi; no 2 abo 3 nikapcbkux 3acobis LadTeHay editorial changes in the EN, DA, DE, FR, HR, IS, LV
cnakoHu no 10 mn B (BTOM OMC), Asctpis; and MT translations. 3miHn BHeceHo o IHCTpyKLUii gns
KapTOHHIN kopobui; no BMPOBHMLTBO Hepo3dacoBaHoi MeAMNYHOro 3aCTOCYBaHHS NikapCbkoro 3acoby Ao
10 mn (100 wmr), abo npoaykLuii, nepBMHHe Ta posginy ««®apmakoTepanestuyHa rpyna. Kog ATX».
no 50 mn (500 mr) y BTOPMHHE NaKyBaHHS, [itoya pegakuis:
dnakoHi; no 1 abo 2 TeCTyBaHHs, AO03BiN Ha BUMNYCK dapmakoTepaneBTU4Ha rpyna.
dnakoHu no 50 mn B cepini: AHTUHeOoNNacTU4Hi 3acobun. MoHOKNOHamMbHI
KapTOHHIl kopobui Jlek ®apmaLieBTMYHA KOMMaHis aHTuTINa.

n.0., CnoseHis; Kog ATX LO1XCO02.
TECTYBaHHS: NMponoHoBaHa pepakuis:
Jlek ®apmaveBTU4HA KOMMNaHis ®dapmakoTepaneBTU4YHa rpyna.
n.0., CnoseHis; AHTUMHeonnacTU4Hi 3aco6u. MOHOKNOHanbHi
€BpodpiHc PACT 'mEX, aHTuTINA.
HimeuumnHa; Koa ATX LO1FAO01.
HoeapTic ®apma Arl, Lsenuapis

16. | PUKCATOH KOHLEeHTpaT Ans Canpos ABCTpis BUPOGHMK, LLO BiAMnoBigae 3a AscTpis/ B.Il.b.5.b, IA - Change to in-process tests or limits 3a UA/17421/01/01
PO34MHy Anis iHGY3in, m6X Bunyck cepii: CaHgo3 MvbX - CnoBeHis/ applied during the manufacture of the finished product | peuenmom
10 mr/mn; no 10 mn BisHec nigpo3ain TexHonoriyHa Himeuunna/ - Addition of a new test(s) and limits:

(100 mr) abo no 50 mn po3pobka Ta BUpoBHULTBO LLiBenuapis To add the High Voltage Leak Detection (HVLD)
(500 wr) y cbrnakoHi; no GionoriyHux nikapcbkux 3acobis method as an alternative in-process control (IPC) for
2 abo 3 cpnakoHn no Wadrenay (6TOM ArC), container closure integrity (CCl) testing of the vials,
10 Mn B KAPTOHHIN ABCTpisi; BUPOGHMLTBO applied during the manufacture of the finished product.
kopobui; no 10 mn Hepo3dacoBaHoi NpoayKuii,
(100 mr) abo no 50 mn nepBUHHE Ta BTOPUHHE
(500 mr) y donakoHi; no nakyBaHHsi, TECTYBaHHS, [O3BIN
1 abo 2 dprnakoHu no Ha BMNYyCK cepii: Jlek
50 mMn B KapTOHHiW dapmaLeBTMYHA KOMNaHisA a.4.,
KopoOGLi CnoBeHisi; TecTyBaHHs: Jlek
dapmaLeBTVYHa KOMNaHis A.4.,
CnoseHis; €BpodiHc PACT
'm6X, HimewyunHa; HoaprTic
dapma AT, LLsenuapis

17. | CIBIHKBO TabneTku, BKPUTI Mdpanzep CLA Mcpanzep MeHodekdypuHr HimeuunHa Type IA, A.4 Administrative change - Change in the 3a UA/19698/01/01
NniBKOBOKO Eny.Ci.Mi. HowuneHp MveX name and/or address of a manufacturer or an ASMF peuenmom
o6onoHkoto, no 50 mr: Kopnopew holder; or a supplier of the AS, starting material,
no 7 Tabnetok, LH reagent or intermediate used in the manufacture of the

BKPUTUX MI1iIBKOBOIO
060IOoHKO, Y
6nictepi, no 4
BnicTepn y KapTOHHil

AS or manufacturer of a novel excipient - To change
the name of the site responsible for manufacturing and
quality control testing of the active substance
intermediate PF-07094402 (step A) and the starting




ITponoBkeHHs goaaTka 3

11
Kopobui 3 material PF-07097547-24 from Euticals SAS, Zone
MapKyBaHHSAM Industrielle de Laville, 47240 Bon-Encontre, France, to
yKpaiHCbKOl Ta Curia France S.A.S.. The address remains
aHrnincpKo MoBamm unchanged.
The MAH took opportunity to change the site

responsible for supplying the starting material PF-
01323624 from the company's corporate name and
address to that of manufacturing site. PharmaBlock
Sciences (Nanjing), Inc., 10 Xuefu Road, Jiangbei
New Area, Nanjing, Jiangsu 210032 China to
PharmaBlock Pharmaceuticals (Zhejiang) Co., Ltd., 11
Weiqi Road, Hangzhou Bay, Shangyu Economic and
Technological, Development Area, Shaoxing City,
Zhejiang Province, 312369, China. The MAH also took
opportunity to introduce editorial changes in section
3.2.8.2.3and 3.2.S.2.6.
3miHa Ha3Bu BMpobHUKa, BiAMOBIAANLHOIO 3a
BMPOBHMLTBO Ta KOHTPOIb AKOCTi MPOMIXKHOI Aitoyoi
peyosuHu PF-07094402 (eTan A) Ta BUXigHOro
matepiany PF-07097547-24 3 Euticals SAS (Zone
Industrielle de Laville, 47240 Bon-Encontre, France)
Ha Curia France SAS. XogHux 3MiH y micui
BMPOOHMLTBA Ta BUPOBHMYMX onepauisx He
Biabynock. OHOBNEHHs y po3ginax 3.2.S.2.1 i
3.2.8.2.3.

PepakuinHe oHOBNEHHs1 Ha3BW Ta agpecu
PharmaBlock noctavanbHuka BuxigHoi peqosuHu PF-
01323624 3 kopnopaTVBHOI Ha3BW Ta agpecy KoMnaHii

Ha Ha3By Ta agpecy BUPOBHMYOI AinbHULI, a came 3
PharmaBlock Sciences (Nanjing), Inc., 10 Xuefu Road,
Jiangbei New Area, Nanjing, Jiangsu 210032 China Ha
PharmaBlock Pharmaceuticals (Zhejiang) Co., Ltd., 11

Weigi Road, Hangzhou Bay, Shangyu Economic and

Technological, Development Area, Shaoxing City,
Zhejiang Province, 312369, China. dinbHuusa Nanjing,
3a3HadeHa y po3agini 3.2.5.2.3.3.2.1, € kopnopaT1BHO
Ha3Bo KoMnaHii i agpecoto PharmaBlock i He €

Micuem BupobHuuTBa. OinbHuus Zhejiang €

(aKkTUYHMM MicLieM BUpOBHULITBa nocTavanbHuka PF-
01323624. XKoaHwux 3MiH y Micui BUpoGHMUTBA Ta
BMPOGHMYMX onepauisx He Biabynocb. OHOBMNEHHS B
po3gini 3.2.S.2.3. PegakuiiHi OHOBMNEHHsI B po3ainax

3.2.5.2.3.3.1.2 Ta 3.2.5.2.6 PucyHok 3.2.S.2.6-30.

HopasaHHs iHdopMaLii Npo NocTayarnbHWKa peareHTy,

SIKUIA BUKOPWCTOBYETLCH B CTaAii eTepudikauii B cxemi

CVHTE3Y perynsaTopHoi BUXigHOI pevoBuHn PF-
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07097547-24 pns YucTOTW. N-TONyoncynbgoHoBa
kucrnota (p-Toluenesulfonic acid) € peareHToMm, LU0
BMKOPWCTOBYETbLCS MocTavanbHukamm RSM Ha eTani
eTepudikauii, 3a BuHsAATkom Curia France SAS, akui
BMKOPUCTOBYE Cip4aHy KucroTty. [Hcpopmauis npo
nocTayanbHuka TakoX 4o4aHo A0 eTany yTBOPEHHS
coni Ha mantoHky 3.2.S.2.6-30, wob y3roauTy ioro 3
po3ainom 3.2.S.2.3.3.1.2. OHOBNEHHs1 B po3ainax
3.2.8.2.3i3.2.8.2.6.

Type IA, A.4 Administrative change - Change in the
name and/or address of a manufacturer or an ASMF
holder; or a supplier of the AS, starting material,
reagent or intermediate used in the manufacture of the
AS or manufacturer of a novel excipient - To change
the name of the site responsible for supplying the
starting material Propane-1-Sulfonyl Chloride from
Euticals GmbH, Industriepark Hochst D569, 65926
Frankfurt am Main, Deutschland to Curia Germany
GmbH. The address remains unchanged.
3miHa Ha3Bu BMpobHUKa, BiAMOBIAANLHOIO 3a
nocTayYaHHs BUXIAHOI Pe4YOBMHM nNponaH-1-
cynbdoHinxnopug (Propane-1-Sulfonyl Chloride) 3
Euticals GmbH (Industriepark Hochst D569, 65926
Frankfurt am Main, Deutschland) Ha Curia Germany
GmbH. XKoaHux 3miH y micui BupobHulTBa Ta
BUPOGHMYMX onepaLisix He Biabynock. OHOBMNEHHS y
po3gini 3.2.S.2.3.

Type IA, A.4 Administrative change - Change in the
name and/or address of a manufacturer or an ASMF
holder; or a supplier of the AS, starting material,
reagent or intermediate used in the manufacture of the
AS or manufacturer of a novel excipient - To change
the name and upate the address of site responsible for
supplying the starting material PF-01323624 from
Aragen Life Sciences Private Limited, Manufacturing
Unit-1l, Plot No: 94, Sez, Ramky, Pharma City (India)
LTD, JNPC, Lemarthi Village, Parawada Mandal,
Visakhapatnam- 531019 India to Aragen Life Sciences
Limited, Unit-l, Plot No. 94, SEZ, Jawaharlal Nehru
Pharma City Lemarthi (V), Parawada (M), Anakapalli
District-531019 Andhra Pradesh, India. There is no
change in the location of the site.
3MiHa Ha3BW Ta OHOBIEHHS afpecy AiNbHWLI, WO
BignoBigae 3a noctavyaHHs BUXigHOI peyoBuHu PF-
01323624 3 Aragen Life Sciences Private Limited
(Manufacturing Unit-1l, Plot No: 94, Sez, Ramky,




13

ITponoBkeHHs goaaTka 3

Pharma City (India) LTD, JNPC, Lemarthi Village,
Parawada Mandal, Visakhapatnam-531019 India) Ha
Aragen Life Sciences Limited (Unit-Il, Plot No. 94,
SEZ, Jawaharlal Nehru Pharma City Lemarthi (V),
Parawada (M), Anakapalli District-531019 Andhra
Pradesh, India). Pa3om 3i 3miHOI Ha3BW koMnaHii
BinbyBa€eTbCS 3MiHa Ha3BU OKPYTy 3 OKpyr
Visakhapatnam Ha okpyr Anakapalli BignosigHo o
pO3ABOEHHS OKpYry ypsaom wraTty AHaxpa-Tpagew
(Andhra Pradesh). >KogHux 3miH y micLi BupobHuuTBa
Ta BUpobHUUMX onepauisix He Biabynocb. OHOBMNEHHSA
y po3gini 3.2.S.2.3.

18.

CIBIHKBO

TabneTkn, BKPUTI
NniBKOBOIO
obornoHkoto, no 100
Mr: No 7 TabneTok,
BKPUTWX MITiBKOBOIO
060noHKo, Yy
6nictepi, no 4 abo no
13 6nicTtepiB y
KapTOHHIl kopobui 3
MapKyBaHHsIM
YKpaiHCbKO Ta
aHrnincbKo MoBamu

Mdbansep

Eny.Ci.Mi.

Kopnopen
LUH

CLIA

Mdpanizep MeHodekuypuHr
DonuneHp MvoX

HimevuunHa

Type IA, A.4 Administrative change - Change in the
name and/or address of a manufacturer or an ASMF
holder; or a supplier of the AS, starting material,
reagent or intermediate used in the manufacture of the
AS or manufacturer of a novel excipient - To change
the name of the site responsible for manufacturing and
quality control testing of the active substance
intermediate PF-07094402 (step A) and the starting
material PF-07097547-24 from Euticals SAS, Zone
Industrielle de Laville, 47240 Bon-Encontre, France, to
Curia France S.A.S.. The address remains
unchanged.

The MAH took opportunity to change the site
responsible for supplying the starting material PF-
01323624 from the company's corporate name and
address to that of manufacturing site. PharmaBlock
Sciences (Nanjing), Inc., 10 Xuefu Road, Jiangbei
New Area, Nanjing, Jiangsu 210032 China to
PharmaBlock Pharmaceuticals (Zhejiang) Co., Ltd., 11
Weigi Road, Hangzhou Bay, Shangyu Economic and
Technological, Development Area, Shaoxing City,
Zhejiang Province, 312369, China. The MAH also took
opportunity to introduce editorial changes in section
3.2.8.2.3and 3.2.S5.2.6.
3miHa Ha3Bu BUpoGHUKa, BiAMNOBIiganbLHOro 3a
BUPOGHMLTBO Ta KOHTPOMb SIKOCTi MPOMiXHOI Aitoyoi
peyoBuHY PF-07094402 (eTan A) Ta BUXigHOro
matepiany PF-07097547-24 3 Euticals SAS (Zone
Industrielle de Laville, 47240 Bon-Encontre, France)
Ha Curia France SAS. XopgHuvx 3MiH y micui
BMPOGHMLTBA Ta BUPOOHUYMX onepauisix He
Biabynock. OHOBNeHHs y po3ginax 3.2.5.2.1 i
3.2.8.2.3.

PepakuinHe oHOBNEHHSA Ha3BM Ta agpecu

3a
peuernmom

UA/19698/01/02
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PharmaBlock noctayanbHuka BuxigHoi peqoBuHu PF-
01323624 3 kopnopaTUBHOI Ha3BM Ta agpecy KoMnaHii
Ha Ha3By Ta agpecy BUPOBHMYOI AinbHULI, a came 3
PharmaBlock Sciences (Nanjing), Inc., 10 Xuefu Road,
Jiangbei New Area, Nanjing, Jiangsu 210032 China Ha
PharmaBlock Pharmaceuticals (Zhejiang) Co., Ltd., 11
Weiqgi Road, Hangzhou Bay, Shangyu Economic and
Technological, Development Area, Shaoxing City,
Zhejiang Province, 312369, China. AinbHuua Nanjing,
3a3HayeHa y po3agini 3.2.5.2.3.3.2.1, € kopnopaT1BHOO
Ha3Bot koMnaHii i agpecoto PharmaBlock i He €
Micuem BupobHuuTBa. [inbHuus Zhejiang €
dakTU4HMM MicLeM BUpoBHMUTBA nocTadanbHuka PF-
01323624. XXogHwux 3miH y Micui BUpoGHMUTBa Ta
BMPOGHMYMX onepauisix He Biabynocb. OHOBMNEHHS B
po3aini 3.2.5.2.3. PegakuiviHi OHOBNEHHS B po3ainax
3.2.5.2.3.3.1.2 Ta 3.2.S.2.6 PucyHok 3.2.5.2.6-30.
HNopasaHHs iHopMaLii Npo NnocTayanbHyKa peareHTy,
KM BUKOPUCTOBYETLCA B CTaAii eTepudikauii B cxemi
CVHTE3Y peryrnsaTopHoi BUXigHOT pevoBuHu PF-
07097547-24 pns YmcTOTW. N-TONyoncynbgoHoBa
kucnota (p-Toluenesulfonic acid) € peareHToMm, WO
BMKOPUCTOBYETbLCS MocTavanbHukamm RSM Ha eTani
eTepudikadii, 3a BuHsaTkom Curia France SAS, akuii
BUKOPUCTOBYE CipyaHy KucnoTy. [Hdopmauis npo
nocTayarnbHvKa TakoX Ao4aHo [0 eTany YTBOPEHHS!
coni Ha mantoHky 3.2.S.2.6-30, wob y3roguTtu ioro 3
posginom 3.2.S5.2.3.3.1.2. OHOBREHHs B po3dinax
3.2.8.2.3i3.28.2.6.

Type IA, A.4 Administrative change - Change in the
name and/or address of a manufacturer or an ASMF
holder; or a supplier of the AS, starting material,
reagent or intermediate used in the manufacture of the
AS or manufacturer of a novel excipient - To change
the name of the site responsible for supplying the
starting material Propane-1-Sulfonyl Chloride from
Euticals GmbH, Industriepark Hochst D569, 65926
Frankfurt am Main, Deutschland to Curia Germany
GmbH. The address remains unchanged.
3miHa Ha3BM BUpobGHUKa, BiAMNOBIiganbLHoOro 3a
nocTayaHHs BUXiAHOI pe4YoBWHM nNponaH-1-
cynbdoHinxnopug (Propane-1-Sulfonyl Chloride) 3
Euticals GmbH (Industriepark Hochst D569, 65926
Frankfurt am Main, Deutschland) Ha Curia Germany
GmbH. XoaHux 3miH y micui BupobHuuTBa Ta
BMPOGHMYMX onepauisix He Biabynock. OHOBNEHHS y
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po3aini 3.2.5.2.3.

Type IA, A.4 Administrative change - Change in the
name and/or address of a manufacturer or an ASMF
holder; or a supplier of the AS, starting material,
reagent or intermediate used in the manufacture of the
AS or manufacturer of a novel excipient - To change
the name and upate the address of site responsible for
supplying the starting material PF-01323624 from
Aragen Life Sciences Private Limited, Manufacturing
Unit-l, Plot No: 94, Sez, Ramky, Pharma City (India)
LTD, JNPC, Lemarthi Village, Parawada Mandal,
Visakhapatnam- 531019 India to Aragen Life Sciences
Limited, Unit-Il, Plot No. 94, SEZ, Jawaharlal Nehru
Pharma City Lemarthi (V), Parawada (M), Anakapalli
District-531019 Andhra Pradesh, India. There is no
change in the location of the site.
3MiHa Ha3BM Ta OHOBIEHHS aApecy AiNbHWLI, Lo
BignoBigae 3a NnoctavyaHHs BUXigHOI peyoBuHn PF-
01323624 3 Aragen Life Sciences Private Limited
(Manufacturing Unit-1l, Plot No: 94, Sez, Ramky,
Pharma City (India) LTD, JNPC, Lemarthi Village,
Parawada Mandal, Visakhapatnam-531019 India) Ha
Aragen Life Sciences Limited (Unit-Il, Plot No. 94,
SEZ, Jawaharlal Nehru Pharma City Lemarthi (V),
Parawada (M), Anakapalli District-531019 Andhra
Pradesh, India). Pazom 3i 3miHOI Ha3BM koMnaHii
BiAbyBaeTLCH 3MiHa Ha3BU OKPYry 3 OKpyr
Visakhapatnam Ha okpyr Anakapalli BignosigHo go
pO3OBOEHHSA OKpYry ypsaom wraTty AHaxpa-Tpagew
(Andhra Pradesh). >KogHux 3miH y micui BupobHuuTBa
Ta BUpobHUUMX onepauisix He Biabynocb. OHOBNEHHSA
y po3gini 3.2.S.2.3.

19.

CIBIHKBO

TabneTkn, BKpUTI
NniBKOBOKO
obonoHkoto, no 200
Mr: o 7 TabneTok,
BKPUTUX MIiBKOBOO
obonoHkot, y
GnicTepi, no 4 abo no
13 GnicTepiB y
KapTOHHIN kopobu,i 3
MapKyBaHHAM
yKpaiHCbKOI Ta
aHrnicbko MoBamMm

Mdpansep

Eny.Ci.Mi.

Kopnopew
LUH

CLA

Mdbansep MeHodekyypuHr
DonuneHp Mv6X

Himeyuunna

Type IA, A.4 Administrative change - Change in the
name and/or address of a manufacturer or an ASMF
holder; or a supplier of the AS, starting material,
reagent or intermediate used in the manufacture of the
AS or manufacturer of a novel excipient - To change
the name of the site responsible for manufacturing and
quality control testing of the active substance
intermediate PF-07094402 (step A) and the starting
material PF-07097547-24 from Euticals SAS, Zone
Industrielle de Laville, 47240 Bon-Encontre, France, to
Curia France S.A.S.. The address remains
unchanged.

The MAH took opportunity to change the site
responsible for supplying the starting material PF-

3a
peuernmom

UA/19698/01/03
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01323624 from the company's corporate name and
address to that of manufacturing site. PharmaBlock
Sciences (Nanjing), Inc., 10 Xuefu Road, Jiangbei
New Area, Nanjing, Jiangsu 210032 China to
PharmaBlock Pharmaceuticals (Zhejiang) Co., Ltd., 11
Weiqgi Road, Hangzhou Bay, Shangyu Economic and
Technological, Development Area, Shaoxing City,
Zhejiang Province, 312369, China. The MAH also took
opportunity to introduce editorial changes in section
3.2.8.2.3and 3.2.S.2.6.
3miHa Ha3Bu BUpPOGHMKa, BiANOBiAaNbHOroO 3a
BUPOBHMLTBO Ta KOHTPOIb SIKOCTi MPOMIDKHOI Ajito4ol
peyoBuHY PF-07094402 (eTan A) Ta BUXigHOro
matepiany PF-07097547-24 3 Euticals SAS (Zone
Industrielle de Laville, 47240 Bon-Encontre, France)
Ha Curia France SAS. >KogHux 3MiH y micui
BMPOGHMLTBA Ta BUPOBHUYMNX onepauisix He
Biabynock. OHoBNeHHs y po3ginax 3.2.5.2.1 i
3.2.8.2.3.

PepakuinHe OHOBNEHHS1 HAa3BW Ta agpecu
PharmaBlock noctavanbHuka BuxigHoi pe4oBuHu PF-
01323624 3 KOpnopaTMBHOI Ha3BM Ta agpecy KomnaHii

Ha Ha3By Ta agpecy BUPOBHUYOI AinbHULI, a came 3
PharmaBlock Sciences (Nanjing), Inc., 10 Xuefu Road,
Jiangbei New Area, Nanjing, Jiangsu 210032 China Ha
PharmaBlock Pharmaceuticals (Zhejiang) Co., Ltd., 11

Weiqi Road, Hangzhou Bay, Shangyu Economic and

Technological, Development Area, Shaoxing City,
Zhejiang Province, 312369, China. AinbHuusa Nanjing,
3a3HaveHa y po3agini 3.2.5.2.3.3.2.1, € koprnopaTuBHOIO

Ha3BO KoMnaHii i agpecoto PharmaBlock i He €

Micuem BupobHuuTBa. [inbHuusa Zhejiang €
dakTU4HMM Micuem BUpobHMUTBA nocTayanbHuka PF-

01323624. >KogHux 3miH y micLi BupobHuUTBa Ta
BMPOGHMYMX onepauisix He Biabynock. OHOBMEHHS B
po3gini 3.2.S.2.3. PenakuiiHi OHOBNEHHS B po3ainax
3.2.5.2.3.3.1.2 Ta 3.2.5.2.6 PucyHok 3.2.S.2.6-30.
[opasaHHs iHdopMaLii Npo nocTayanbHWKa peareHTy,
SIKUA BUKOPUCTOBYETLCA B CTagii eTepudpikadii B cxemi
CUHTe3Yy perynsaTopHoi BUXigHOi pevoBuHu PF-
07097547-24 pns YMcTOTW. N-TONyoncynbgoHoBa
kucrota (p-Toluenesulfonic acid) € peareHToMm, LU0

BVIKOPVCTOBYETbLCS MocTavanbHukamm RSM Ha eTani

eTepudikauii, 3a BuHATKoM Curia France SAS, skuii
BVIKOPVCTOBYE Cip4aHy KucroTy. [Hpopmauis npo

nocTaYalnibHMKa TakoX Ao4aHO A0 eTany yTBOPEeHHA
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coni Ha mantoHKy 3.2.S.2.6-30, wob y3roguTtu oro 3
po3ginom 3.2.S.2.3.3.1.2. OHOBNEHHs B po3ainax
3.2.8.2.3i3.2.8.2.6.

Type IA, A.4 Administrative change - Change in the
name and/or address of a manufacturer or an ASMF
holder; or a supplier of the AS, starting material,
reagent or intermediate used in the manufacture of the
AS or manufacturer of a novel excipient - To change
the name of the site responsible for supplying the
starting material Propane-1-Sulfonyl Chloride from
Euticals GmbH, Industriepark Hochst D569, 65926
Frankfurt am Main, Deutschland to Curia Germany
GmbH. The address remains unchanged.
3miHa Ha3Bu BUpPOGHMKA, BiaNOBiAanbHOroO 3a
nocTavYaHHsA BMXiAHOI pe4OBUHM nponaH-1-
cynbdorinxnopug (Propane-1-Sulfonyl Chloride) 3
Euticals GmbH (Industriepark Hochst D569, 65926
Frankfurt am Main, Deutschland) Ha Curia Germany
GmbH. XXoaHux 3miH y micui BupobHuuTBa Ta
BMPOBHMYMX onepauisx He Biabynock. OHOBNEHHS y
po3aini 3.2.5.2.3.

Type IA, A.4 Administrative change - Change in the
name and/or address of a manufacturer or an ASMF
holder; or a supplier of the AS, starting material,
reagent or intermediate used in the manufacture of the
AS or manufacturer of a novel excipient - To change
the name and upate the address of site responsible for
supplying the starting material PF-01323624 from
Aragen Life Sciences Private Limited, Manufacturing
Unit-l, Plot No: 94, Sez, Ramky, Pharma City (India)
LTD, JNPC, Lemarthi Village, Parawada Mandal,
Visakhapatnam- 531019 India to Aragen Life Sciences
Limited, Unit-Il, Plot No. 94, SEZ, Jawaharlal Nehru
Pharma City Lemarthi (V), Parawada (M), Anakapalli
District-531019 Andhra Pradesh, India. There is no
change in the location of the site.
3MiHa Ha3BM Ta OHOBMEHHS aApecy GinbHuL, Wo
Bignosigae 3a noctavyaHHs BUXigHOI pedoBuHu PF-
01323624 3 Aragen Life Sciences Private Limited
(Manufacturing Unit-1l, Plot No: 94, Sez, Ramky,
Pharma City (India) LTD, JNPC, Lemarthi Village,
Parawada Mandal, Visakhapatnam-531019 India) Ha
Aragen Life Sciences Limited (Unit-Il, Plot No. 94,
SEZ, Jawaharlal Nehru Pharma City Lemarthi (V),
Parawada (M), Anakapalli District-531019 Andhra
Pradesh, India). Pazom 3i 3miHOl0 Ha3BM koMnaHii
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BiAbyBaeTbLCH 3MiHa Ha3BW OKPYry 3 OKpyr
Visakhapatnam Ha okpyr Anakapalli BignosigHo fo
PO3ABOEHHS OKPYry ypsaom wraty AHaxpa-TpageL
(Andhra Pradesh). XXogHux 3miH y micui BUpobHuuTBa
Ta BUPOBHMYMX onepauisix He Biabynock. OHOBRNEHHS
y po3gini 3.2.5.2.3.

20.

CIBPABA

PO34MH ANs iH'EKLIN,
284 mr/1,5 mn; no 1,5
M1 PO3YUHY Y
nonepegHb0o
HaMoBHEHOMY LLNPWLL;
no 1 nonepegHLo
HanoBHEHOMY LUMpULY
B KAPTOHHIl kopobui

Hogeapric
Ogepci3
IHBECTMEH
TC Al

Lliseviua
pis

BMPOBHWLTBO, NEPBUHHE
nakyBaHHS, BTOPUHHE
nakyBaHHS, KOHTPOIb AKOCTI
(4acTkoBMIA), BUMNYCK CEPIl:
HoBapTic ®apmacbioTukan
ManydaktypiHr FTm6X, ABCTpisi;
Bunyck cepin: CaHgos M'mbX,
ABCTpiq; BUNyck cepin: HoBapTic
dapma 'M6X, HimeuyumHa;
BUMPOBHMLITBO CTEPUITBHOIO
nikapcbKkoro 3acoby - acenTnyHa
nigrotoeka CTtepunisadisi -
dinbTpauisi, KOHTPOIb AKOCTI
(cbizmko-ximiyHM, GionoriyHuiA,
MikpoGionoriyHui -
CTEPUIbHICTb), NEPBUHHE
nakyBaHHs: KopaeH ®apma
C.n.A, Nigpo3ain UP3, ITanis;
BTOpWHHE nakyBaHHs: KopaeH
®apma C.n.A., ITanis; BTOpUHHE
nakyBaHHsi: ®apmnor ®apma
NopxucTtik MTm6X, HimeuwdnHa;
BTOPWHHE NakyBaHHs: [lenchapm
XtoHiHr CAC, ®paHLuis;
BTOPWHHE NaKyBaHHs: [ikiHr
dapma C.A., IcnaHis; BTOpUHHE
nakyBaHHsi: FOINC Xenckep
ITanis C.P.J1., ITanisi; KOHTponb
AKocTi (dpisuko-ximivHni): Yenab
C.p.n., ITanis;; KOHTPONb AKOCTI
(4acTkoBuit): HoBaprTic
dapmacbioTurkan
MaHydakTypinr JIJIC, CrnoBeHis;
KOHTPOIb SKOCTi (4aCTKOBUW):
Jlex dapmacbtoTukanc 4.4.,
CnoBeHist; KOHTPOIb SIKOCTI
(yacTkoBuin):HoBapTic
dapmackioTrkan
MaHydakTypinr JIJIC, CrnoBeHis;
KOHTPOIb SKOCTi (4aCTKOBUW):
Hoeaprtic ®apma LWTenH Al
TekHikan OnepeiiwH3 LLsenu,
LtenH Ctepannas, LBenuapis;
KOHTPOSb SIKOCTi
(4acTkoBuit):HoBapTic
PapmackioTrkan

AscTpis/
HimeyuunHa/
ITanis/
Icnanis/
CnoseHisi/
LLisenuapis

C.1.13, 1l - Other variations not specifically covered
elsewhere in this Annex which involve the submission
of studies to the competent authority:
Submission of the final report from study ORION-8 - A
long-term extension trial of the Phase I lipid-lowering
trials to assess the effect of long-term dosing of
inclisiran given as subcutaneous injections in subjects
with high cardiovascular risk and elevated LDL-C,
listed as a category 3 study in the RMP. The RMP
version 3.1 has also been submitted.

Litova pepakuia
RMP version 2.0
lMponoHoBaHa pepakuis
RMP version 3.1

3a
peuerimom

UA/19037/01/01
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MaHydakTypiHr FTM6X, ABCTpisi

21. | CONIKBA PO34MH ANs iH EKLiN, TOB YkpaiHa CaHodpi-ABeHTic [Jonunang HimeuyunHa B.1l.b.3.b type Il - Change in the manufacturing 3a UA/16774/01/01

100 Oa./mn+50 "CaHodi- Mo6X process of the finished or intermediate product - peuenmom
Mkr/mn; Ne3 a6o Ne5: ABeHTiC Substantial changes to a manufacturing process that
no 3 Mn y KapTpuaxi, YkpaiHa" may have a significant impact on the quality, safety
BMOHTOBaHOMY B and efficacy of the medicinal product
OAHOPa30BY LINpUL- Increase in the batch size of the finished product, with
pyuky; no 3 abo no 5 introduction of an additional batch size of 2600 L to the
LUNPUL-PYHOK B existing range of 400 L.
KapTOHHi KOpoOLyi. B.ll.b.4.d type Il - Change in the batch size (including
["onkn B ynakoBKy He batch size ranges) of the finished product - The
BKITHOYEHi change relates to all other pharmaceutical forms

manufactured by complex manufacturing processes

Change in the manufacturing process of the finished

product, with introduction of an alternative filling line in

isolator technology with line-dedicated compounding

area.
22. | CONIKBA PO34MH ANs iH EKLN, TOB YkpaiHa CaHodi-ABeHTic Jonunang HimeyunHa B.1l.b.3.b type Il - Change in the manufacturing 3a UA/16775/01/01

100 Oa./mn+33 "CaHoi- mM6X process of the finished or intermediate product - peuenmom
MKr/mr; Ne3 a6o Ne5: ABeHTiC Substantial changes to a manufacturing process that
no 3 mMn y KapTpuaxi, YkpaiHa" may have a significant impact on the quality, safety

BMOHTOBaHOMY B
O[HOpAa30BY LUMNPUL-
pyuky; no 3 abo no 5
LLINPUL-pPYYOK B
KapTOHHI KOpoOLyi.
["onku B ynakoBKy He
BKITIOMEHi

and efficacy of the medicinal product
Increase in the batch size of the finished product, with
introduction of an additional batch size of 2600 L to the
existing range of 400 L.

B.ll.b.4.d type Il - Change in the batch size (including
batch size ranges) of the finished product - The
change relates to all other pharmaceutical forms

manufactured by complex manufacturing processes

Change in the manufacturing process of the finished

product, with introduction of an alternative filling line in

isolator technology with line-dedicated compounding
area.

B.o. HayaJbHUKA
DapManeBTUHYHOIO YIIPABJIiHHA

Ouaexcanap 'PIHEHKO




