MIHICTEPCTBO OXOPOHW 3[10POB’Al YKPAIHU
HAKA3

18 cepnHs 2025 poky Kuis 1305

IIpo aep)kaBHY peecTpaliilo, mepepeecTparilo JiKapcbKHUX 3aco0iB Ta BHeCeHHA
3MiH /|0 peecTpaliiHUX MaTepiasiB JKapCcbKUX 3aco0iB, fAKi 3apeecTpoBaHi
KoMneTeHTHUMUA opradHamMu Cnonydenux IIltariB Amepuku, IlIBeMilapchbKoi
Kondepaepaiiii, finonii, ABcrpasii, Kanaau, €Bponeiicbkoro Coro3y

BignoBigHo pmo crarti 9 3akoHy Ykpainu «[Ipo JsikapceKi 3acobu»,
MyHKTIB 5, 26, 31, 33, 39 IlopsigKy fep>kaBHOI peecTpallil (repepeectpatiil) JiKapCbKUX
3acobiB, 3aTBepyKeHOro TocTaHoBow KabiHety MinicTpiB Ykpainu Bim 26 TpaBHS
2005 poky Ne 376 (B pemakiiii moctaHoBu Kabinety MiHicTpiB YKpainu Bij 26 KBiTHS
2024 p. Ne 529), ab3ary gBafLATh CBOMOTO MAMYHKTY 12 myHKTY 4 [Tom0KeHHs Tpo
MiHicTepcTBO OXOpPOHH 37I0pOB’Sl YKpaiHH, 3aTBep/pKeHOro IT0CTaHOBOO KabiHeTy
MinictpiB Ykpainu Big 25 6epe3nst 2015 poky Ne 267 (B pegakiiii moctaHoBu KabiHeTy
MinictpiB Ykpainu Bif 24 ciuns 2020 poky Ne 90), nyHKTiB 5, 8 po3giny I, nynkry 12
po3giny III TTopsiaky po3risiy peecTpaliiiHUX MaTepiasiB Ha iKapcbki 3acobu, 1o
TIO/IAF0TBCSI Ha JlepKaBHY peecTpalito (IepepeecTpalito), Ta MaTepiaaiB NP0 BHECEHHS
3MiH [0 peeCcTpaljiiHUX MaTepiasiB MpPOTArOM [ii peecTpalilHOro TMOCBiAUEeHHS Ha
niKapceKi 3acobu, sIKi 3apeecTpoBaHi KomrieTeHTHUMU opraHamul Criosyuenux IlltatiB
Awmepuky, IIBeiinapcekoi Kondepepauii, fAnonii, ABctpanii, KaHagu, mikapcbKuUx
3aco0iB, 1110 3a LIeHTPasli30BaHOO TPOLIeYPOI0 3apeeCTPOBaHI KOMIIETEHTHUM OpraHOM
€sponericbkoro Coro3y, 3aTBEPAKEHOrO0 Haka3oM MiHicTepcTBa OXOPOHM 3/I0POB'A
Ykpainu Big 17 mucronaga 2016 poky Ne 1245, 3apeectpoBaHoro B MiHicTepcTBi
roctullii Ykpainu 14 rpygas 2016 poky 3a Ne 1619/29749, Ha mifcTaBl CKIafeHUX
Jlep>KaBHUAM MiATIPUEMCTBOM «Jlep>KaBHUM €KCIIepTHUM LieHTp MiHicTepcTBa OXOpPOHU
3lI0pOB’sl YKpaiHM» BUCHOBKIB 3a pe3y/ibTaTaMU PO3IJIsi[ly peecTpalliiHuX MaTepiasiB
MOJAHOTO Ha Jiep>KaBHY peecTpaljito JIikapcbKoro 3acoby, 1110710 eKCIepTHOI OL[iHKU
CTiBBifHOIIIEHHSI KOPUCTL/PU3UK JTiIKapChKOT0 3aco0y, 1110 TIPOTIOHYETHCS A0 /IeP>KaBHOI
repepeecTpalii, Ta IpO pe3y/JbTaTH PO3IJIALY MarepiajiB PO BHECEHHS 3MiH [0
peecTpaliiiHuX MaTepiasiB iKapcbKUX 3aco0iB, SIKi 3apeecTpoBaHi KOMIIETEHTHUM
OpraHoM Ta 3aCTOCOBYHOTHBCA Ha TepuTopil L€l KpaiHM UM [Jep)kaB — UJeHiB
€Bponericbkoro Corosy,

HAKA3YIO:



1. BigMOBUTM Yy [OepxaBHiA peecTpalii NikapcbKuMx 3acobiB  (MeanvHux
iMyHObGioNIOTYHMX TMpenapaTiB), AKi 3apeecTpoBaHi KOMMETEHTHUMMU OpraHamMm
Cnonyyenux LUtatie Amepuku, Lsenuapcbkoi KoHdepepauii, Anodii, AscTpanii,
KaHagu, nikapcbKi 3acobu, WO 3a LEHTpasi3oBaHOK MNpPOLEAypol0 3apeeCcTpoBaHi
KOMMETEHTHMUM oOpraHoM €Eaponencbkoro Cow3y, Ta BHECEHHi iX A0 JeprKaBHOro
PEECTPY NiKapCbKmnx 3acobiB 3rigHo 3 gogaTkom 1.

2. lNepepeecTpyBaTh NiKapcbKi 3acobu (MeanyHi iMyHobionorivyHi npenapatm),
SAKi 3apeeECTpPOBaHi KOMMNETEHTHUMU opraHamm CnonyyeHux LUtaTiB AmMepuKum,
LLIBenuapcbkoi KoHdpepepau,ii, Anonii, ABctpanii, KaHagu, nikapcbkux 3acobiB, WWo 3a
LLeHTPani3oBaHoO npoLenypotro 3apEeECTPOBaHi KOMMETEHTHMUM OpraHom
€pponencbkoro Cotsy, Ta BHECTU iX A0 [lep)XaBHOro PeecTpy JiKapCbKMX 3acobiB
3rigHO 3 1OJAaTKOM 2.

3. BHecTn 3MiHM [0 peecTpauiHUX MaTepianiB Ha NiKapcbKi 3acobu (MeanyHi
iMyHOGioNOTiYHI  nNpenapaTtn), SAKi  3apPeecTpoBaHi KOMMETEHTHUMM  OpraHamMm
CnonyyeHux LrtaTtiB Amepukun, LBenuapcbkoi KoHdbepepaduii, AnoHii, ABcTpanii,
KaHagu, nikapcbKi 3acobu, WO 3a LEHTpasi30BaHOK MNpPOLEAypo0 3apeEeCTPOBaHiI
KOMMNETEHTHMM oOpraHoM €Bponencbkoro Coto3y, Ta A0 J[lepXXaBHOro peecTpy
NiKapcbKMx 3acobiB 3rigHO 3 A04aTKOM 3.

4. BigMOBUTM Y BHECEHHI 3MiH A0 PEECTPALIMHMX MaTepianiB Ha JiKapCbKi
3acobn (MeamyHi iMyHobGIoNOriYHi nNpenapaTtn), SKi 3apeecTpoBaHi KOMMETEHTHUMM
opraHamn CnonyydeHux LUTatiB Amepuku, LBenuapcbkoi KoHdeaepauii, AnoHii,
ABcTpanii, KaHagmu, nikapcbki 3acobu, WO 3a UEHTPasi30BaHOK MpoLeaypoto
3apEECTPOBaAHI KOMMNETEHTHMM oOpraHoM E€Bpornencbkoro Cotosy, Ta Ao Jlep>kaBHOro
PEECTPY NiKapCbKMX 3ac06iB 3 4OAATKOM 4.

5. ®apMaueBTMYHOMY  ynpaBiiHHIO (OnekcaHapy [pileHKy) 3abesneynTu
ONPUAKAHEHHS UbOro HaKasy Ha odiuinHoMy BebcanTi MiHiCTepcTBA OXOPOHMU

3/0poB’a YKpaiHu.

6. KOHTpO/ib 32 BUKOHAHHSM LIbOrO HaKa3y MOKJIaCTM Ha 3acTynHuKa MiHicTpa
Enema AgamaHosa.

MiHicTp BikTop JIALLKO



ITEPEJIIK

JopaTok 1

[0 Hakasy MiHicTepcTBa OXOpPOHM 3/10pOB’S
YKpaiHun «Mpo OEepXKaBHY peecTpalito,
nepepeecTpauiio  JiKapcbKMX  3acobiB  Ta
BHECEHHS 3MiH [0 peecTpauilHMX MaTtepianis
NiKapCbKUX 3acobis, AKi 3apeECTPoBaHi
KOMMEeTEHTHMMK opraHaMu CnosiydyeHux LUTaTiB
Amepukn, Lseluapcbkoi KoHdeaepalii, AnoHii,
AscTpanii, KaHagu, €eponeiicbkoro Cotosy»

Big 18 cepnHsa 2025 poky N2 1305

JIKAPCbKUX 3ACOBIB (MEOUYHUX IMYHOBIOJIOTIYHUX NPEMAPATIB),
AKI 3APEECTPOBAHI KOMMETEHTHUMW OPFAHAMM CMNOJTYYEHUX LUTATIB
AMEPUKMW, LUBEALUAPCbKOI KOH®EAEPALLIT, ANOHIT, ABCTPAJIII, KAHAOMU,
JNIIKAPCbKUX 3ACOBIB, LLIO 3A LLEEHTPANI30OBAHOIO MPOLEAYPOIO
3APEECTPOBAHI KOMMNETEHTHUM OPFAHOM EBPOIMENCLKOIO COHO3Y, AKUM

BIAMOBJIEHO Y AEP>XABHIN PEECTPALIT TA BHECEHHI O AEPYXABHOIO PEECTPY

JNNIKAPCbKUX 3ACOBIB
Ne Ha3ssa dopma sunycky (nikapcbka 3asasHuUK Kpaina Bupo6Huk Kpaina Peecmpay
n/n JliKapcbKo20 ¢hopma, ynakoska) npoyeoy,
3acoby
1. BYAECOHI], NOPOLUOK A8 iHransauin, 160 TOB «TeBa YkpaiHa HopToH IpnaHpis peecTpauis
KOMBI-TEBA | mkr/4,5 mkr/gosy; no 1 YkpaiHa» (Barepdhopp) pokis
iHranatopy (120 gos) y Niviteq
3anasHomy nakeTi 3 posbru; no
1 a6o 3 nakeTu B KAPTOHHIA
Kopobui
2, BYAECOHI], NOPOLUOK ANS iHransauin, 320 TOB «TeBa YkpaiHa HopToH Ipnanpin peecTpadis
KOMBI-TEBA | mkr/9 mkr/gosy; no 1 iHranatopy YkpaiHa» (Barepdhopp) pokis
(60 f03) y 3anasiHOMy nakeTi 3 Nimitepq,
oneru; no 1 abo 3 naketn B
KapPTOHHIi KOpooLij
B.o. HayanbHUKa
<Dapmau,equHoro ynpaBﬂiHHﬂ
OnekcaHap NPILEHKO
JopaTok 2
00 Hakazy MiHicTepcTBa OXOpPOHM 340pOB’s
YKpaiHn «Mpo LepXKaBHY peecTpau,ito,
nepepeecTpauito  nikapcbkux  3acobiB  Ta
BHECEHHS 3MiH [0 peecTpalilHMX MaTtepianis
NiKapCbKNX 3acobis, AKi 3apeECTpoBaHi
KOMMNETEHTHMMU OpraHamMu CI’]Oﬂy‘-IEHVIX LLTaTiB
Amepukn, Lseluapcbkoi KoHdepepau,ii, AnoHii,
ABcTpanii, KaHagu, €Esponeiicbkoro Cotosy »
Bia 18 cepnHa 2025 poky N2 1305
ITEPEJIIK
NEPEPEECTPOBAHUX NNIKAPCbKUX 3ACOBIB (MEAUYHUX IMYHOBIONOTYHUX
MNPENAPATIB),

AKI BHOCATbCA A0 AEPXXABHOI'O PEECTPY JIKAPCbKUX 3ACOBIB, AKI

3APEECTPOBAHI KOMIMETEHTHUMW OPTAHAMW CNOJTYYEHUX LUTATIB AMEPUKW,



LLIBEMLLAPCbKOI KOH®EOEPALLIT, ANOHIT, ABCTPANIT, KAHAAW, NIKAPCbKUX

4

3ACOBbIB, LLO 3A LEHTPANI3OBAHOIO MNMPOLIEAYPORO 3APEECTPOBAHI

KOMMETEHTHUM OPFAHOM €BPOMNENCHKOIO COIO3Y

Ne Hassa dopma surnycky 3assBHUK KpaiHa Bupo6HuK Kpaina Peecmpay;

n/n NliKapcbKo20 (nikapcbka cpopma,

3acoby ynakoska)

3. 3IPABEB KOHLieHTpaT Ans Mdpaiizep CWA 36epiraHHa Adl, CLuA/ Mepep
pO34nHy ANs iHdy3il, Eiiu.Ci.Mi. BMPOGHULTBO, NEPBUHHE IpnaHgis/ Heobme
25 mr/mn; no 100 mr/4 KopnopeiiwH nakyBaHHs, TeCTyBaHHA Npu Benbris OHoBNeH
MA 'y dakoHi; no 1 BWMYCKY, BUMNYCK cepil, IHCTPYKL,T
donakoHy y KapTOHHIl BTOPWHHE MaKyBaHHS, 3acTocyB
Kopobui; no 400 mr/16 MapKyBaHHS: 3aco6
MA 'y dakoHi; no 1 dapmauis i AngxoH "Moka3
hN1aKoHy Y KapTOHHIl KomnaHi /INIC, CLWA; YTOUYHEHH
KOpOOGL TecTyBaHHSA NpU BUMYCKY 3acTocyB

cepii, TecTyBaHHs npu 3acrocy!
[OCNigpKeHHi cTabinbHOCTI: (BHeceHiI yT
Baet bio®apma [isxH ot peakuii”

BaeTt ®apmaceyTukasic martepiani
NNC, CWA; [OCbE Ta
TecTyBaHHSA NpU BUMYCKY 3a3HayeHa
cepii, TeCcTyBaHHs npu MeAnYHor!
[0CNigpKeHHi cTabinbHOCTI: pedyepeHT
Mdpaiizep IpnaHgis 3aco6
dapmacbloTikans, lpnaHgis; KOHLeHTpaT,
Bunyck cepii: iHdy3i
Mdpaiizep Cepaic KomnaHi Pestome n
BB, Benbris pu3nkal

ao,

Mepioan

perynsipH

3BITY 3 6e3

no Mops

thapm

3aTBeps;

MinicTe

3[0p0oB’A
rpyaHs 20

3apee

MiHicTepcT!

29 ciyHA

73/13340 (

MinicTe

3[0poB'A

BepecHsA 2
CcTaHoB
cTpokKamu,

nepiogun

perynsiphu

4, XAWPIMO3 PO34MH ANS iH'EKUIN, CaHpo3 'mbX ABCTpis KOHTPO/b Lseiiuapis/ Mepep

40 40 mr/0,8 mn1; no 0,8 (XiMiYHKiA/chiznyHNA): CnoseHis/ Heobme
My nonepeaHbo Hosaprtic ®apma LTaiiH AT, ABcTpisi/ OHoBeH
HanoBHEHOMY LUNPULL; LLiseiiuapis; HimeyunHa/ IHCTPYKLi
no 1 a6éo 2 KoHTposnb cepil 3acTocyB
nonepegHsL0 (6ionoriyHuni): 3aco6
HanoBHEHWX LUNPULB HosapTic ®apma Ar, "Mokas3al
y bnicTepax y LBeliuapis; pegpak
KapTOHHIi KOpoOLii KoHTposib cepii 0Oco6mMBO

(6ionoriyHnid): Cnoci6 3
HoapTic ®apmacbioTikas nosn" (BHe
MaHydpakTypuHr JI/1C, "MoGivHI p
CnoBeHis; 0o iHdop
BUMYCK Cepii: nikapcbk
CaHpo3 'M6X — BupobHmnia 3a3HaveH
OinbHUUA AcenTUYHi peecTtpa
Nikapcbki 3aco6u
LladpTeHay (AcenTuyHi Pestome n
N3L), AscTtpis pusmkal
KOHTPONb cepil o
(XiMiYHWA/DI3NYHNMIA): Mepioan
€BpodpiHc PACT 'mbX, perynspH
HimeuuunHa; 3BiTYy 3 6€3




Ne Ha3ssa Popma sUMYCKY 3assBHUK Kpaina Bupo6Huk KpaiHa Peecmpay
n/n | niKkapcbko2o (nikapcbka ¢hopma,
3acoby ynaKosKa)

KOHTPONb cepil o MopsA

(MiKpOGIONOTiYHWIA - thapm

CTepUIIbHI NMOKa3HUKN, 3arBeps;

MiKpO6iOMoriYHWiA - MiHicTe

HecTepusbHI NOKa3HWUKN): 370pOB’sA
HoBapTic ®apmacbloTikas rpyaHs 20

MaHyhakTypiHr MM6X, 3apee

ABCTPIst; KOHTPONb cepil MinicTepcT

(6ionoriyHuni): 29 ciyHs

CI'C Ananitukc LWBeiiuapis 73/13340 (

AT, Wseiiuapis; MiHicTe

MOBHWIA LMK/ BUPOBHULTBA: 3/10pOB'A

HosapTic ®apmacbloTikas BeEpecHs 2

MaHyhakTypiHr M'M6X, CTaHoB
ABCTpIA CTpoKamu,

nepiogun

perynsipuu

B.o. HaYanbHUKA

dapmaneBTUYHOr0 yNpaB/IiHHSA

Onexkcanpap I'PIHEHKO



Oopatok 3

[0 Haka3sy MiHictepcTBa OXOpPOHM 3[0pPOB’S
YKpaiHu «Mpo LEPXXaBHY peecTpau,ito,
nepepeecTpaujio  Jlikapcbkux  3acobiB  Ta
BHECEHHS 3MiH [0 peeCTpauiHUX MaTtepianis
NiKapCcbKUX 3acobis, aKi 3apeecTpoBaHi
KOMMNETEHTHUMM opraHamu CnonyyeHux LTaTiB
Amepukn, Lseiuapcbkoi KoHdeaepauii, AnoHii,
ABcTpanii, KaHagu, Eeponelicbkoro Cotosy»

Bia 18 cepnHa 2025 poky N2 1305

IIEPEJIIK

JIKAPCbKUX 3ACOBIB (MEOUYHUX IMYHOBIOJIOTIYHUX NPEMAPATIB), AKI 3APEECTPOBAHI KOMMNETEHTHUMMU
OPIAHAMMU CMNOJTYYEHUX LUTATIB AMEPUKMU, LUBENLAPCbKOI KOH®ELEPALLII, AMOHIT, ABCTPANII, KAHAOW, NIKAPCbKUX
3ACOBIB, LLIO 3A LLEHTPAJII30OBAHOIO MPOLELYPOIO 3APEECTPOBAHI KOMMETEHTHUM OPFTAHOM E€BPOMENCBHKOIO
COIO3Y, WO A0 AKUX BYIU BHECEHI 3MIHU A0 PEECTPALIMHMX MATEPIAJIIB, AAKI BHOCATLCA 40 AEPYXABHOIO PEECTPY

NIKAPCbKUX 3ACObIB

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
1. | AIbTPEHO™ | nocbiioH, 0,05 %; no TOB "BAYLU YkpaiHa Bupo6HMLTBO, KaHapa/ BHECEHHS 3MiH [J0 peecTpaLiiiHnx 3a peyenmom UA/18447/01/01
45 ry Ty6i; no 1 Ty6i XENC TeCTyBaHHS BUXigHOI Cnonyuyeni Wratn marepianis: 3miHa 3asBHUKa
B KapTOHHI kopobuj YKPAIHA" CMPOBUWHM, NaKyBaHHS, AMeEpUKM (BnacHvika peecTpaduiiHoro

MapKyBaHHS1, BUMYCK
cepii Ta foCNigpKEHHS

noceigyeHHs) (3rigHo Hakasy MO3
Big 17.11.2016 Ne 1245).

cTabinbHOCTI: BBefeHHS 3MiH NpoTArom 6-Tu
Bayiu Xenc KomnaHic MiCALB NiCNA 3aTBEPLXKEHHS.
IHK., KaHaga,; 3MiHu | TURY - 3MiHK WoAo
AnbTepHaTVBHa 6e3nekn/edeKTBHOCTI Ta
AiNbHULSA, Ha SKiR hapmakoHarnsgy. BeefeHHs abo
NpoBOAATLCA 3MiHU [0 y3arasibHEHNX AaHuX Npo

TeCTyBaHHS BUXigHOI
CMPOBUHU, BUMNYCK cepil
Ta AOCNiMKEHHSA
cTabinbHOCTI (BMNYyCK
cepiii, BUpo61eHnx
TINbKN ANSA KNIHIYHUX
OOCiDKEHD):
Bayw Xenc Amepukac
IHK., Cnonyueni WTatn
Amepuku;
AnbTepHaTusHa

cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy thapmakoHarnsgy,
3MiHa yNoBHOBaXXeHOI 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 3AiAICHEHHSA
thapmakoHarnagy B YkpaiHi, SKL0
BOHa BifMiHHA Bif, yNTOBHOBaXXEHOI
ocobw, BignoBiganbLHoI 3a




Ne

Ha3ssa

3asaBHUK

®opma sunycky KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n NiKapcbKo20 | (nikapcbka ghopma, Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
AiNbHUUA, Ha SKiiA 3[jicHeHHs1 hapMakoHarnsgy
npoBOAATLCA (BK/IIOYAKOUN KOHTAKTHI faHi)
MiKpOGionorivHi Ta/abo 3MiHWN Y PO3MILLEHHI
[OCNIHKEHHS: macTep-chaiina cuctemm
Macudpik BioNlaée, thapmakoHarnsgy) -
CnonyueHi WTatu 3MiHa ynoBHOBaXXeHOi 0cobu
AmMepuKny; 3a8BHVKa, BiANOBIAA/ILHOI 3a
LinbHnus, Ha skin thapmakoHarnag. [ivova pegakuis:
npoBoAATLCA Bapmina MaHHa OnekcaHapiBHa.
BMNPOGYBaHHA PO3Mipy MponoHoBaHa pepakuis: boraTuyk
Kpanesnb eMynbCii Ta KatepuHa MuxaiiniBHa. 3miHa
PO3Mipy YacTokK: KOHTaKTHUX JaHKX YNOBHOBaXKEeHOT
MapTukan TekHoNomXM 0cobu 3asBHUKA, BiANOBIAA/ILHOI
Nab6c, CnonyueHi LWratn 3a hapmakoHarnag. 3miHa
Amepuku; MiCLIe3HaxXopKeHHsI macTep-
AnbTepHaTUBHI (paitna cuctemun chapmakoHarnsgy
OiNbHULI, Ha SKNX Ta lioro Homepa. 3miHa micus
npoBOAATLCA 3[iACHEHHSI OCHOBHOI AisiNIbHOCTI 3
BUNPOBYBaHHSA thapmakoHarnagy.
[OMOMDKHUX PEYOBWH:
EnemeHT Maripianc
TekHonomxkn KaHaga
IHK., KaHaga;
EcOxiEc KaHapga IHK.,
KaHaga;
EcxiEc KaHaga IHK.,
KaHaga;
Heocdpapm /labce IHK.,
KaHaga
BPIXAMTI™ nocebiioH, 0,01 %, no TOB "BAYLU YkpaiHa BUPOOGHMLTBO, KaHnaga/ BHECEHHS 3MiH A0 pPeeCTpaLiiHNX 3a peyenmom UA/18952/01/01
100 ry Ty6i, mo 1 XENC nakyBaHHs, Cnonyueni Wrtatn mMarepianis: 3MiHa 3asBHMKa
Ty6i B KAPTOHHIlA YKPAIHA" MapKyBaHHS, BUNYCK Amepukn (BnacHvika peecTpadiiiHoro

Kopoo6Li

cepii Ta foCNigpKEHHS
CTabiNbHOCTI:
Bayiu Xenc KomnaHic
IHK., KaHaga;
anbTepHaTuBHa
AiNbHULSA, Ha SKiR
NPOBOAATLCA BUMYCK
cepii Ta fOCNiMKEHHS
cTabinbHOCTI:
BayL Xesnc Amepukac
IHK., CnonyueHi LWTatn
Amepuku,
anbTepHaTuBHA
OiNbHUUS, Ha SKil

nocsigyeHHs). [itoya pegakuis:
TOB "BAYLL XEJIC" (YkpaiHa,
01130, m.Kwuis, Byn.
MigBucoubkoro Mpodecopa, 6ya,.
6-B). NponoHoBaHa pefakuis:
TOB "BAYLL XENC YKPAIHA"
(Yxpaina, 03150, M. Kuis, Bys.
TioTioHHMKa Bacuns, 6ya. 58/1,
odpic 9). BBefieHHs 3MiH NPOTArom
6-T MiCALIB MiC/1A 3aTBEPIAKEHHS.
3MmiHu | TYny - 3MiHK Woao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3araJibHEHNX AaHnX Npo




Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n NiKapcbKo20 | (nikapcbka ghopma, Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
npoBOAATLCA cucTtemy thapmakoHarnsgy
MiKpoGiosoriyHi (BBEAEHHSA y3araslbHEHUX AaHNX
[OCNIMHKEHHS: npo cucTemy chapmakoHarnsgy,
Macundik Bio/labe 3MiHa YNOBHOBaXeHOI 0cobu,
(MBN), CnonyyeHi BiANOBIAA/IbHOI 32 34iiCHEHHS
Ltatn AMepuku; thapmakoHarnagy; KOHTakTHoOl
[iNbHWUA, Ha sKil ocobu 3 hapmakoHarnagy
NpoBOAATLCA 3aABHUKa 419 3AiICHEHHSA
BUNPOGYBaHHA PO3Mipy chapmakoHarnsgy B YkpaiHi, AKLo
Kpanesnb eMynbCii: BOHa BiMiHHA Bif, yNOBHOBaXEHOI
MapTrkan TeKHONOMKN ocobw, BignoBigasibHOI 3a
Na6e (MT/1), CnonyuyeHi 3pjificHeHHs1 hapMakoHarnsay
Ltatn Amepuku; (BKNHOYAKOUN KOHTAKTHI faHi)
anbTepHaTuBHa Ta/abo 3MiHW y PO3MILLEHHI
AiNbHUUSA, Ha SKilA MacTep-caiina cucremm
npoBOAATLCA thapmakoHarnagy) - 3miHa
BUNPOOYBaHHSA YNOBHOBaXXEHOI 0COOM 3asBHUKA,
[O0NOMDKHUX PEYOBUH: BignoBiganbHOI 3a
Enementan Maripianc thapmakoHarnag. fivova pegakuis:
TekHonomxn KaHaga BapwmiHa MaHHa OnekcaHgpiBHa.
IHK., KaHapa; MponoHoBaHa pefakuis: boratuyk
EcOxiEc KaHaga IHK., KatepuHa MuxaiinisHa.
KaHapa; 3MiHa KOHTaKTHUX AaHnX
EcOxiEc KaHapga IHK., YNOBHOB&XXEHOT 0CO6U 3aABHUKA,
Kanaga; BiANOBIAa/IbHOI 3a
Heodhapm Naée IHK., thapmakoHarnag. 3MiHa
KaHapa MiCLIe3HaxopKeHHsI macTep-
(paitna cuctemn chapmakoHarnsgy
Ta lioro Homepa. 3miHa micus
3[iACHEHHSI OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsaay.
FAPOACUN® | cycneHsia gns Mepk Wapn i LLiBefiuapi 06'eAHaHHSA FOTOBOrO CLUA/ B.ll.g.2. 1l 3a UA/20128/01/01
9 BAKUVHA iH'ekyili, no 0,5 mn Ooym |JEA a npoaykTy (NoBTOpHE HigepnaHngun/ To introduce a post-approval peyenmom
nPOTU (1 po3a); no 0,5 mn m6X cycneHayBaHHS Ta Ipnangis/ change management protocol
BIPYCY cycnexsii y 06'eAHaHHA KiHL,EBOro Icnanis (PACMP) to introduce alternatives
nAQnIoMn nonepegHL0 CchopMy/IbOBAHOIO and/or replacements for primary
nanHN 9- HanoBHEHOMY 6as1Ky, OTPUMAaHOrO 3 packaging components:
BANIEHTHA winpuui (ckno) 3 OinbHuuUi BecT MoiiHT), - Glass Vial and Rubber Stopper
(PEKOMBIHA | o6mexyBayem xoay HanoOBHEHHS LLINPULB for Vial Presentation and/or
HTHA, NOPLLHA (NepBMHHE NakyBaHHS), - Glass Barrel with Tip Cap and
AQICOPBOBA | (cunikoHi3oBaHuii TecTyBaHHs Mpy BUMYCKY Plunger Stopper for Pre-filled

HA) 6pomM6YyTMNOBNYIA 0N Wnpuis, Syringe (PFS) Presentation.
enactomep i3 HamnoBHEHWX Ha AiNbHUL
MOKPUTTAM Bakctep (nuwe
FluroTec) Ta €HAO0TOKCUHN Ta
KOBNavkom CTepwbHiCTb): bakcTtep
(CcuHTETMYHA dapmacboTiKas




Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n NiKapcbKo20 | (nikapcbka ghopma, Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
i3onpeH- ContowHc JI1C, CLUA;
6pombyTnnoBa TecTyBaHHS Npy BUNYCKy
cymiw). Mo 1 ON5 Wwnpuuis,
nonepegHL0 HamnoBHEHWX Ha AiNbHUL
HanoBHEHOMY Kapnoy, TectyBaHHA npu

LUnpu1Uy 3 2 rosikamm
a6o no 10
nonepeaHL0
HanoBHEHNX
Lwnpuuis 3 2
ronkamu gns
KOXHOrO Lwnpuua B
KapTOHHI Kopobui 3
iHCTpYKLUi€to Ans
MeAnYHOro
3aCTOCyBaHHSA

BBE3€eHHI (415 Wwnpuuis,
OTPUMaHNX 3 LiNbHUL
BecT MONHT Ta ginbHuuj
BakcTep)a, MapkyBaHHS
Ta BTOPVHHE NakKyBaHHS,
cepTudikauist Ta BUMycK
cepii: a TecTyBaHHs nNpu
BBE3EHHI BK/IIOYaE
NpoBefEeHHS BCIX TECTIB
npw BUNYycky cepii
KIHL,EBOro NPOAyKTY
Mepk Wapn i Joym B.B.,
Higepnangu;
BVMPOGHMLTBO:
chopmynisauis,
HanoBHEHHA Ta
NepBUHHE NaKyBaHHS
LUMPWLIB, TECTYBaHHS
npu BUNycky (KiHLeBoro
chopMy/IbOBaHOIO
6as1Ky Ta LWnpuuis,
HanoBHEHWUX Ha AiNbHUL
BecT MOMHT Ta Ha
ainbHuui BakcTep),
TeCTyBaHHs
ctabinbHocTi: Mepk
Wapn i oym NI/1C,
CLA; BUpO6HMLTBO:
hopmynsauis,
HanoBHEHHA Ta
nepBUHHE NaKyBaHHA
LUNPULIB, TECTYBaHHSA
npu BANYycKy (KiHLeBOro
cdhopMybOBaHOI0
6as1Ky Ta LWnpuuis,
HaMOBHEHUX Ha AiNbHUL
Kapnoy), TecTyBaHHA
CTabi/IbHOCTI:
MCA IHTepHewHn
M6X/MCJ, IpnaHgis
(Kapnoy), lpnangisi;
MapKyBaHHs Ta
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Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n NiKapcbKo20 | (nikapcbka ghopma, Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BTOPUHHE NakyBaHHSA:
Pogi ®apma IHgacTpian
Cepsicec, C.A., IcnaHis
4, AAYHOB/IAC | nopoLuok ans Mdpainzep CLWA BMPOOHULITBO, NEPBUHHE ITanisa Twn |A — B.111.2.b: 3miHn, nos'A3aHi 3a UA/20200/01/01
TUH KOHLeHTpaTy Ans Eiiu.Ci.Mi. Ta BTOPVHHE MakKyBaHHS, 3 HEOOXiJHICTIO MPYBEAEHHS Y peyenmom
pO34nHy AnA Kopnope#iuH KOHTPO/b SIKOCTI, BUNYCK BiZJNOBIAHICTb O OHOB/IEHHS
iHcpysin, 20 mr; no 1 cepii, BUNpobyBaHHSA BiANOBIAHOI MOHOTpadil
hnakoHy B cTabinbHocTi: /laTiHa €Bponelicbkoi Papmakoneri,
KapTOHHI ynakoBLi dapma C.n.A. npuBefeHHs cneuudikauii gitoyoi
peyoBUHM BIANOBIAHO A0
OHOB/IEHOT MOHorpadii
€Bponeiicbkoi ®apmakonei ans
[JayHopy6iuuHy rigpoxaopuay.
5. OENCTPIFO TabneTku, BKpUTI Mepk Wapn i LLiBefuapi NPOMDKHUIA NPOAYKT Moptyranis/ Type IA, B.lll.2.a.2. - Change of 3a peyenmom UA/19937/01/01
NNiBKOBOKO Ooym |[JEA a [0paBipuHy, BUCYLLEHU ITanis/ specification(s) of a former non
o60onoHkKoto, no 100 6X PO3MUAEHHAM: Benuka BputaHis/ EU Pharmacopoeial substance
Mr/300 mr/245 wr, 30 BMPOGHMLTBO/aHANITUYH CuwA/ to fully comply with the Ph. Eur.
TabneTok, BKPUTHX € TeCTyBaHHS: Ipnangis/ or with a national
NNiBKOBOKO XoBioH ®apmaCeHcis Higepnanan pharmacopoeia of a Member

060/10HKOK Y
nnsawui, 1 nnswka B
KapTOHHI KOpoo6Li

C.A., Moprtyranis;
NPOMIXXHUIA NPOAYKT
LOpaBipyHyY, BUCYLLUEHW
PO3NUNEHHAM:
BUPOGHMLTBO/aHaNi TNUH
€ TeCcTyBaHHs:
®.I.C. - dabbpika
ITanbsHa CiHTeTiui
C.n.A., ITanis;
MikpobiosnoriuHe
TeCTyBaHHS AKOCTi:
EypodpiHc Biochapma
MpopakT TecTiHr
Ipnangia Nrg, lpnavgis;
TecTyBaHHSA
cTabinbHOCTI:
OpraHoH dPapma
(Benvika BputaHis)
NimiTen, Benvka
BpuTaHis;

Mepk Wapn i fAoym N11C,
CLUA;
BMPOBHULTBO (POSIMKOBE
YLWiTbHEHHS,
3MillyBaHHsA/3MalLyBaHH
A1 rpaHyn fopasipuHy Ta
namisyanHy/TeHohoBipy
[An3onpokcuny

State - Excipient/AS starting
material - change in the
specifications for the
Hypromellose acetate succinate
Delstrigo
(doravirine/lamivudine/tenofovir
disoproxil fumarate 100 mg/300
mg/300 mg film coated tablets) to
fully comply with the Ph. Eur.
Edition 11.4. This outcome does
not require any amendment to the
Annexes to the EU marketing
authorisation(s). BBegeHHs 3MiH
NpOTArom 6-Tv MicALiB nicns
3aTBEPIKEHHS.
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Ne
n/n

Ha3ssa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsio4yeHHs

hymapaTy, TUCHEHHS,
MOKPUTTS MNIBKOBOO
060/10HKO10),
aHaiTM4He TeCcTyBaHHsA
npv BUNYCKY:
MCJ, IHTepHelwHn M'vbX,
Ipnangis;
nepBMHHE Ta BTOPUHHE
nakyBaHHS1, BUMyCK
cepii:
Mepk Wapn i Joym B.B.,
Higepnavau

LYOBPII™

NOCbWOH,
0,01%/0,045%; no
45 ry Ty6i, no 1 Ty6i
B KQpPTOHHIM
Kopob6ui; no 60 ry
Ty6i, no 1 Ty6i B
KapTOHHI kopobuyj;
no 100 ry Ty6i, no 1
Ty6i B KAPTOHHIlA
Kopoo6Li

TOB "BAY LU
XENC
YKPAIHA"

YkpaiHa

Bupo6HuuTBO,
nakyBaHHs,
MapKyBaHHS1, BUNYyCK
cepii Ta foCNigpKEHHS
cTabinbHocTi: Bayw
Xenc KomnaHic IHK.,
KaHaga; AnbTepHaTvBHa
OiNbHUUS, Ha SKil
NPOBOAATLCA BUMYCK
cepii Ta fOCNigpKEHHS
cTabinbHocTi: BayLw
Xernc Amepukac IHK.,
Cnonyuei WTtatu
Amepuku;
AnbTepHaTuBHa
AiNbHULSA, Ha 5Kl
NpoBOAATLCA
MiKpOGionorivHi
pocnimpkeHHs: Macudik
BioNla6c¢ (MNB),
CnonyueHi WTatu
Amepuku;
LinbHunus, Ha sKin
npoBOAATbLCA
BMNPOGYBaHHSA PO3Mipy
Kpanesnb eMysnbCii:
MapTukan TekHONoaXN
Na6e (MT/1), CnonyuyeHi
LTatn AMepuku;
AnbTepHaTUBHi
AiNbHULI, Ha AKNX
NpoBOAATLCA
BUNPOGYBaHHSA
[OMOMDKHUX PEYOBWH:
EnemeHT Maripianc

KaHnaga/
Cnonyueni Wrtatn
AmepurKn

3MiHa 3asBHMKa (BNacHmka
peecTpauiiHOro NocBigYEHHS).
[Oitoya pepakuis:

TOB "BAYLU XENC"
Ykpaina, 01130, m.Kuis,
Byn. Miggmcoupbkoro MNpodpecopa,
6ya. 6-B
MponoHoBaHa pegakuis:
TOB "BAYLL XE/NC YKPAIHA"
YkpaiHa, 03150, m. Kuis,
BYN. TIOTHOHHMKa Bacuns, 6ya.
58/1, ocpic 9
BBefeHHs 3MiH NpoTArom 6-Tu
MiCSLiB NiCNs 3aTBEPAXKEHHS.
3MiHu | TMNY: 3MiHK Woao
6e3nekn/edeKTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHEeHWX AaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa yNOBHOBaXEHOI 0cobw,
BiAnoBiAa/IbHOI 3a 3AjACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3as1BHMKA 419 34iICHEHHS
hapmakoHarnagy B YkpaiHi, AKLWO
BOHa BifMiHHA Bif, yNOBHOBaXXEHOI
ocobw, BignoBigasibHOI 3a
3[jiicCHEHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy), 3miHa
YNOBHOB&XXEHOT 0CO6U 3asBHUKA,

3a
peuyerimom

UA/18956/01/01
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Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n NiKapcbKo20 | (nikapcbka ghopma, Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
TekHonomxkn KaHaga BiANOBIAa/IbHOI 3a
IHK., KaHaga; thapmakoHarnag. [ivova pegakuis:
EcOxiEc KaHapa IHK., Bapmina MaHHa OnekcaHapiBHa.
Kanapa; EcxiEc MponoHoBaHa pepakuis: boraTuyk
KaHaga IHk., KaHaga; KatepuHa MuxaiiniBHa. 3miHa
Heodpapm /labce IHK., KOHTaKTHUX AaHuX YNOBHOBaXeHOI
KaHaga 0ocobu 3asBHUKA, BiANOBIAA/ILHOI
3a hapmakoHarnag. 3miHa
MiCLIe3HaxopKeHHsI macTep-
(paitna cuctemn chapmakoHarnsgy
Ta lioro Homepa. 3miHa micus
3[iACHEHHSI OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsaay.
KEHIPEKCA NOPOLLIOK ANs K'esi ABcTpis BVMPOGHMLTBO, KOHTPO/b ITanis/ Type lAin, B.ll.b.2.c.l - Change 3a peyenmom UA/17224/01/01
n KOHUEeHTparty A dapmac'toTikens SAKOCTi Ta NepBUHHE HimeuuunHa/ to importer, batch release
PO3YUNHY ANS iH'EKLRA 6X nakyBaHHs: IpnaHgis arrangements and quality
/ iHdpys3iia, 50 mr; 10 MarteoH Itanis C.n.A., control testing of the FP -
hnakoHiB 3 ITanis; Replacement or addition of a
MOPOLLKOM Y BTOPUHHE NakyBaHHS, manufacturer responsible for
hN1aKoHi B KApPTOHHIl BUMYCK Cepii: importation and/or batch
Kopobui 3 K'esi ®apmaueyTtuui release - Not including batch
MapKyBaHHAM C.n.A,, Itanis; control/testing - To add Amryt
iTaniicbkoto, BUMYCK Cepii: Pharmaceuticals Designated

HiMeLbKOol Ta
aHrNiicbKoto
MOBaMMU 3i CTiKepom
YKPaiHCbKOK MOBOO

Oiachapm M'm6X & Ko.
KI, HimeyuunHa;
BUMYCK Cepii:
AmpuT dapmac'ioTikens
[JesirHeinTen AKTIBITI
KomnaHi, IpnaHgis

Activity Company, 45 Mespil
Road, Dublin 4, D04 W2F1,
Ireland, as an alternative site
responsible for batch release (not
including batch control/testing) of
the finished product.
[opasaHHA BUPOOHUKA AMPUT
dapmac'ioTikens [esirHeliteq
AxTiBiTi KOMnaHi, 45 Mecnin Poag,
[y6niH 4, D04 W2F1, IpnaHgis, sk
aNbTepHATUBHOT AiNSHKA,
BiANOBIAA/IbHOI 3@ BUMYCK Cepiii
(6e3 ypaxyBaHHs
KOHTpONo/BrNpobyBaHb cepiit)
roTOBOro NPOAYKTY. 3MiHK
BHECEHO B IHCTPYKLitO A5
MeLMYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby Ao po3ginis
«BrpobHnk» Ta
«Micue3HaxomkeHHs BUPOGHYMKa
Ta agpeca Micua NpoBagKeHHs
0ro AisNbHOCTI» 3 BigNoBigHUMU
3MiHamMK y TEKCTI MapKyBaHHS
YNaKoBOK.
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Ne
n/n

Ha3ssa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsio4yeHHs

Type IAin, B.Il.b.2.c.| - Change to
importer, batch release
arrangements and quality
control testing of the FP -
Replacement or addition of a
manufacturer responsible for
importation and/or batch
release - Not including batch
control/testing - To add Chiesi
Farmaceutici S.p.A., via San
Leonardo, 96, 43122 Parma, Italy,
as an alternative site responsible
for batch release (not including
batch control/testing) of the
finished product.
[opasaHHsa BMpo6GHUKa K'e3i
dapmaueytuui C.n.A., Bia CaH
NeoHappo 96, 43122 Mapma,
ITanis, Sk anbTepHaTUBHOI
LOiNsiHKK, BignoBiAa/IbHOT 3a
BUMYCK cepiii (6e3 ypaxyBaHHs
KOHTPO/0/BMNPOBYBaHb cepiit)
rOTOBOro NPOAYKTY. 3MiHK
BHECEHO B IHCTPYKLitO A5
Me[MYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby Ao po3ginis
«BrpobHnk» Ta
«Micue3HaxomkeHHs BUPOGHYMKa
Ta agpeca MiCua NpoBaKeHHs
0ro AisNbHOCTI» 3 BigNoBigHUMY
3MiHaMW y TEKCTI MapKyBaHHS
YNaKoBOK.

NAHCYP®®
15 Mr/e,14
Mr

TabneTku, BKpUTI
NNiBKOBOKO
060s10HKoI0, No 15
mr/6,14 wmr, no 10
Tabnetok y énicrepi;
no 2 abo 6 6nictepis
Y KOpo6L,i 3 KapTOHY

e NabopaTtyap
CepB'e

dpaHuin

BiANoBigabHUI 3a
BVMPOGHMLTBO, KOHTPO/b
AKOCTI Ta BUMYyCK cepii
npogykuii in bulk:
Taixo ®apmacbloTikan
Ko., NTA., AnoHis;
BiANoBigabHUI 3a
KOHTPO/b SIKOCTI,
nepBMHHE Ta BTOPUHHE
nakyBaHHs i BUNycK cepii
rOTOBOrO J1iKapCbKOro
3acoby:
Nab6opaTtopii Ceps'e
IHgacTpi, PpaHuis;
BignoBiganbHWi 3a

Anonisa/
PpaHuia/
IpnaHgis

C.13, Il — 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 DIM-95005-001
(PROMETCO), listed as a
category 3 PASS in the RMP. This
is a non-interventional,
observational, real world evidence
prospective cohort study in the
management of metastatic
colorectal cancer. The RMP
version 11.1 has also been

3a peyenmom

UA/16712/01/02
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Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n NiKapcbKo20 | (nikapcbka ghopma, Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
KOHTPO/b AKOCTI, submitted as the missing
nepBUHHE Ta BTOPUHHE information “Use in patients in
nakyBaHHS i BUNYycK cepii worse condition than ECOG 0-1"
roTOBOrO JliKapCbKOro has been removed based on the
3acoby: results from PROMETCO. The
Ceps'e (IpnaHgis) PART Il — section SVII 1 & SVII 2
IHpacTpic iTa, Ipnaxgisn has been updated to comply with
GVP module V revision 2.
9. NAHCYP®® TabneTku, BKpUTI e NabopaTtyap dpaHuis BiANoBigabHUI 3a AnoHis/ C.13, Il — Other variations not 3a peyenmom UA/16712/01/01
20 Mr/8,19 nAiBKOBOO CepB'e BVMPOGHMLTBO, KOHTPO/b PpaHuia/ specifically covered elsewhere in
Mr 060/10HKOI0, Mo 20 AKOCTI Ta BUMYyCK cepii IpnaHgis this Annex which involve the
mr/8,19 wr, no 10 npogykuii in bulk: submission of studies to the
Tabnetok y énicrepi; Talixo ®apmacbloTikas competent authority.
no 2 abo 6 6nictepis Ko., NiTa., AnoHis; Submission of the final report from
Y KOpo6L,i 3 KapTOHY BiANoBigabHUI 3a study DIM-95005-001
KOHTPO/Ib SIKOCTI, (PROMETCO), listed as a
nepBUHHE Ta BTOPUHHE category 3 PASS in the RMP. This
nakyBaHHs i BUNycK cepii is a non-interventional,
rOTOBOTO J1iKapCbKOro observational, real world evidence
3acoby: prospective cohort study in the
Nab6opaTopii Ceps'e management of metastatic
IHgacTpi, PpaHuis; colorectal cancer. The RMP
BignoBiganbHWiA 3a version 11.1 has also been
KOHTPO/b SKOCTI, submitted as the missing
nepBrHHE Ta BTOPUHHE information “Use in patients in
nakyBaHHS i BUnyck cepii worse condition than ECOG 0-1"
roTOBOIO J1iKapCbKOro has been removed based on the
3acoby: results from PROMETCO. The
Cepg'e (IpnaHgis) PART Il — section SVII 1 & SVII 2
IHpacTpic /1Ta, IpnaHgis has been updated to comply with
GVP module V revision 2.
10. NO3APTAH TabneTku, BKpUTI CaHpo3 CnoBeHis BMPOGHMLTBO TypeyunHa/ BHECEHHS 3MiH [0 peecTpaLiiiHX 3a peyenmom UA/18672/01/01
CAHAO3® NNiBKOBOKO dapmacbloTikas Hepo3ghacoBaHoro HimeuuunHa/ mMaTtepianis: 3miHu | TUny:
LOSARTAN 060/10HKOI0, No 50 34.4. NPOAYKTY: CnoBeHis AAMIHICTPaTUBHI 3MiHN.
SANDOZ® Mr, no 14 TabneTok, CaHpo3 'pyn Carnuk BunyyeHHst BAPOOHNYOI AinbHAL

BKPUTUX N/1iIBKOBOO
060/1I0HKOK Y
6nicTepi, no 2 abo 7
6nictepiB y
KapTOHHI KOpoo6Li

YpyHnepi lnaknapi CaH.
Be Tik. A.C., TypeuuunHa,;
BMPOGHMLTBO
Hepo3dhacoBaHoro
nNpoaykTy, NepBrHHE Ta
BTOPVHHE MakKyBaHHS,
TECTyBaHHS:
Cantotac dapma M'moX,
HimeuuunHa;
[,03BiN1 HA BUMNYCK cepii:
ek ®apmaveBTuyHa
KOoMnaHia a.4.,

(Bovatoum ginbHuui ans Adl,
NPOMIXHOr0 NPOAYKTY abo
roTOBOrO /liKapCbKoro 3acoby,
OiNbHULI ANS NpOBeAEeHHS
nakyBaHHs, BUPOGHMKa,
BiANOBIAALHOIO 3a BUNYCK Cepii,
MicLie NpoBeAEeHHSI KOHTPO/0
cepii) abo nocTayasibHMKa
BUXIQHOIO MaTepiasty, peareHty
a60 [0NOMIKHOT pevyoBUHU (SIKLLO
3a3HaveHo y gocke)(A.7., 1A),
Deletion of sites for the
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Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n NiKapcbKo20 | (nikapcbka ghopma, Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
CnoseHis; manufacture of an active

nepBMHHE Ta BTOPUHHE
nakyBaHHs1, 403BiN Ha
BUMYCK Cepii:

Jlek dapmaveBTU4Ha
KoMnawisa 4.4.,
CnoBeHis;
BMPOGHMLTBO
Hepo3dhacosBaHoro
NpoayKTy, NepBNHHE Ta
BTOPVHHE MaKyBaHHS,
TeCTyBaHHS:
leHBeoH lnak CaHaii Be
Tikapet A.C.,
TypeyuunHa;
TeCTyBaHHS:

C.K. CaHgos C.P.N.,
PymyHis;
Mikpo6ionoriyHe
TeCTyBaHHS:
Hosaprtic Carnvk, lNga
Be Tapim YpyHnepi
CaHaii Be TikapeT A.C.,
TypeyunHa

substance, intermediate or
finished products, for packaging,
for quality control, for batch
release or of sites of
suppliers/manufacturers of a
starting material, reagent or
excipient (provided these are listed
in the dossier Module 3)The
Applicant proposes to remove the
currently registered site Lek
Pharmaceuticals d.d., Ljubljana,
Slovenia as it is no longer
responsible for sality control,
primary packaging and secondary
packaging of the drug product.
The applicant confirms all
conditions, and the documents set
under change code A.7 are
fulfilled.

Please note that the batch release
function will continue to be
performed at Lek Pharmaceuticals
d.d. Ljubljana, Slovenia with post
code 1526.

The applicant has also taken the
opportunity to update section
3.2.P.3.1 for some editorial
changes which consist of the
following:

- the addition of the word 'ulica’ in
the address of Lek
Pharmaceuticals d.d., Ljubljana,
Slovenia, as per GMP
- the correction of the address 'Lek
Pharmaceuticals d.d., Trimlini 2 D'
to 'Lek Pharmaceuticals d.d.,
Trimlini 2d', as per GMP.

- the addition of "y" in the spelling
for country Germany in the
address of Sandoz
Pharmaceuticals GmbH,
Bruckmuhl, Germany.

We hereby confirm that the
changes proposed as editoriai do
not change the content of the
concerned parts of the dossier




16

Ne
n/n

Ha3ssa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsio4yeHHs

beyond the scope of the variation
submitted within which the editorial
changes are being submitted.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCSLB NiCNs 3aTBEPAXKEHHS.
3MiHu 3 aKocTi. API.
Brpo6HMLTBO. 3MiHa BUPOOHMKA
BVIXiZLHOr0/MPOMiXXHOr0
npoAayKTy/peareHTy, Lo
BUKOPVCTOBYHOTHCS Y
BMPOGHMYOMY npoLieci AdI, abo
3MiHa BUPOGHMKa (BKNOYaouu, ae
HeobXxifHO, MicLe NpoBeAeHHs
KOHTpOsIto sikocTi) AdI (3a
BiiCYTHOCTI cepTudikaTta
BiNOBIAHOCTI €Bponelickkilt
hapmakonei y 3aTBepIXeHOMY
[0Cbe)(BBEAEHHS HOBOI AiNbHUL,
[e 3AiiCHIETLCA MIKPOHi3aw,ist)
(b.l.a.1. (%), IA), Changes to
quality control testing
arrangements for the active
substance-replacement or addition
of a site where batch
control/testing takes place -
Addition of "Sandoz Grup Saglik
Urunleri llaclari Sanayi (Sandoz -
Gebze 2)" as an alternative testing
site for testing LADX impurity.

11.

NO3APTAH
CAHA03®
LOSARTAN
SANDOZ®

TabneTku, BKpUTI
nAiBKOBOO
060n10HKot0, Mo 100
Mr, no 14 TabneTok,
BKPUTUX M/1IBKOBOIO
060/10HKOI Y
6nictepi, no 2 abo 7
6nictepis y
KapTOHHI KOpooLi

CaHpo3
dapmacbloTikan
3 4.4

CnoBeHis

BUPOBHULTBO
Hepo3dghacoBaHoro
NPOAYKTY:
CaHpos 'pyn Carnuk
YpyHnepi lnaknapi CaH.
Be Tik. A.C., TypeuunHa;
BUPOBHULTBO
Hepo3dghacoBaHOro
NPOAYKTY, MEPBUHHE Ta
BTOPVHHE MaKyBaHHS,
TeCTyBaHHS:
Cantotac ®apma M'vbX,
HimeuyuunHa,;
[03BiN Ha BUNYyCK cepii:
Jlek ®apmaueBTnyHa
KoMnaHisa 4.4.,
CnoBeHis;
NnepBMHHE Ta BTOPUHHE

TypeyuunHa/
Himeuunna/
CnoBeHisn

BHECEHHS 3MiH [J0 peecTpaLiiiHnx
marepianis: 3miHu | Tuny:
AAMIHICTPaTUBHI 3MiHN.
BunyyeHHs1 BUPOOHWYOT AiNbHULL
(Bkntovaroun ginbHnLi ana Adl,
NPOMDKHOr0 NPOAYKTY abo
roTOBOro NikapcbKoro 3acooby,
AOiNbHULI ANnA NpoBeAeHHS
nakyBaHHs, BUPOGHMKA,
BiANOBiAa@bLHOrO 3a BUNYCK Cepiid,
MicLie NpoBeAEHHS KOHTPO/HO
cepii) abo noctayasnibHuKa
BUXIQHOrO MaTepiasy, peareHty
ab0 AONOMDKHOT PEYOBUHN (SKLLO
3a3HauveHo y gocke)(A.7., 1A),
Deletion of sites for the
manufacture of an active
substance, intermediate or

3a peyenmom

UA/18672/01/02




17

Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n NiKapcbKo20 | (nikapcbka ghopma, Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1

nakyBaHHs, [O3BiN Ha
BUMYCK Cepii:

Jlek ®apmaueBTnyHa
KomnaHia g.4.,
CnoseHis;
BMPOOHULTBO
Hepo3acoBaHoro
NPOAYKTY, NEPBUHHE Ta
BTOPVHHE MakKyBaHHS,
TeCTyBaHHS:
lenBeoH lnak CaHaii Be
Tikapet A.C.,
TypeyuunHa,
TeCTyBaHHS:

C.K. CaHgos C.P.J1.,
PymyHist;
MikpobionoriyHe
TeCTyBaHHS:
Hosaprtic Carnuk, Figa
Be Tapim YpyHnepi
CaHaii Be Tikapet A.C.,
TypeyunHa

finished products, for packaging,
for quality control, for batch
release or of sites of
suppliers/manufacturers of a
starting material, reagent or
excipient (provided these are listed
in the dossier Module 3)The
Applicant proposes to remove the
currently registered site Lek
Pharmaceuticals d.d., Ljubljana,
Slovenia as it is no longer
responsible for sality control,
primary packaging and secondary
packaging of the drug product.
The applicant confirms all
conditions, and the documents set
under change code A.7 are
fulfilled.

Please note that the batch release
function will continue to be
performed at Lek Pharmaceuticals
d.d. Ljubljana, Slovenia with post
code 1526.

The applicant has also taken the
opportunity to update section
3.2.P.3.1 for some editorial
changes which consist of the
following:

- the addition of the word 'ulica’ in
the address of Lek
Pharmaceuticals d.d., Ljubljana,
Slovenia, as per GMP
- the correction of the address 'Lek
Pharmaceuticals d.d., Trimlini 2 D'
to 'Lek Pharmaceuticals d.d.,
Trimlini 2d', as per GMP.

- the addition of "y" in the spelling
for country Germany in the
address of Sandoz
Pharmaceuticals GmbH,
Bruckmuhl, Germany.

We hereby confirm that the
changes proposed as editoriai do
not change the content of the
concerned parts of the dossier
beyond the scope of the variation
submitted within which the editorial
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Ne
n/n

Ha3ssa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsio4yeHHs

changes are being submitted.
BBegeHHs 3MiH npoTArom 6-tv
MiCALB NicNa 3aTBEPAXEHHS.
3MiHu 3 aKocTi. API.
Brpo6HMLUTBO. 3MiHa BUPOOHMKA
BUXiAHOro/NPOMIXHOro
NpoAyKTy/peareHTy, L0
BUKOPVCTOBYIOTBCS Y
BMPOGHMYOMY npoLieci A®I, abo
3MiHa BMPOGHWMKa (BKNOUaoun, ae
HeobXxiAHO, MicLe NpoBeAeHHS
KOHTpOsIt0 iKocTi) AdI (3a
BifICYTHOCTI cepTudikara
BiANOBIAHOCTI EBpPONECHKI
thapmMakonei y 3aTBepxeHoMy
[0Cbe)(BBEAEHHS HOBOI AiNbHNL,
[e 34iiCHINETLCA MIKPOHi3auisi)
(B.l.a.1. (%), 1A), Changes to
quality control testing
arrangements for the active
substance-replacement or addition
of a site where batch
control/testing takes place -
Addition of "Sandoz Grup Saglik
Urunleri llaclari Sanayi (Sandoz -
Gebze 2)" as an alternative testing
site for testing LADX impurity.

12.

MAUNOTAPI

NMOPOLLOK AN
KOHLeHTpaTty Ans
pO34nHy AnA
iHdysilA, 4,5 mr; no
4,5 mMr y hnakoHi, no
1 chnakony y
KapTOHHI KOpoo6Li

Mdpaiizep
Eity.Ci.Mi.
KopnopeiLuH

CLWA

BTOPUHHE NakyBaHHS,
MapKyBaHHs1,
36epiraHHs, BUNYCK
cepii:
dapmauis i AngxoH
Komnai /IN1C, CWWA

BUPOGHNLITBO, NEPBUHHE

nakyBaHHS, TeCTYBaHHS
npu BUNYCKy cepii,
TecTyBaHHA npu
LOCAIMKEHHI
CTabifNbHOCTI,
36epiraHHs:
Baet dapmacbioTikan
[iBixH och Baet
XongjHrc JINC, CLWA

TeCcTyBaHHA Ha

LiNiCHICTb yNakoBku (Npu

CLUA/ CnonyueHi
LWratn (CLUA)

3MiHa Ha3BM BUPOOHMNYOT AifIbHUL
BiANOBIAA/IbHOI 32 TECTyBaHHSA Ha
LinicHICTb ynakoBku (npu
AocnimkeHHi ctabinbHocTi) 3 West
Pharmaceutical Services, Inc
(Bect ®apmacebloTikan Cepsicec,
IHK.) Ha West Services and
Solutions LLC (BecT Cepgicec i
ConowHs INC). Agpeca, dyHKu;iT
Ta hianyHe
po3TaLlyBaHHS BUPOGHMYOT
LOiNbHUU He 3MmiHeHe. [loaaTkoBo,
3asBHUK Mif Yac AaHoi 3MiHN
MOBIJOMMB NPO YTOUHEHHS
HanuncaHHs kpaiHu 3 USA (CLUA)
Ha United States (USA)
(CnonyueHi WraTn (CLUA)) 3apns
npuBefeHHs iHhopmal,ii B
peecTpavuiiniHoMy AOCbe A0
NOTOYHOI iHhopMmaLii 3a3HaYeHoi B

3a
peuyernmom

UA/18298/01/01
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Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n NiKapcbKo20 | (nikapcbka ghopma, Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
[OCNIgKEHHI 6a3i FDA (DECRS) gns gaHoi
cTabinbHOCTI): BVMPOGHMYOI AinbHUL. JaHHa
Bect Cepsicec i 3MiHa 6yna nogaHa y FDA, CLLA 'y
ConowHs J1N1C, pamkax nogaHHs LLlopiuHoro 3BiTy
Cnonyuei LWTtatn 3a 2024 pik.
(CLLA)
13. HIMEHPUKC MOPOLLIOK Ta NeANIEP CLA chopmyBaHHs, Benbris B.l.a.2.(a), IB 3a peyenmom UA/16901/01/01
® PO3UYMHHWK ANs EVY.CLII. HanoBHEHHS, To update the dossier with data
pPO34nHy ANs KOPMOPENLIH niodpinisauis, KOHTPO/Ib generated at Pfizer Grange Castle,
iH'ekyin, 1 posay AKOCTI, Ireland to support the change of
dhnakoHi; no 1 nakyBaHHs/MapKyBaHHS, lifetimes of Size Exclusion
dnakoHy 3 BMMNYCK Cepii rOTOBOr0O Chromatography column resin
nopoluxkom (1 gosa) NpoAayKTy; hOpPMyBaHHS from 26 cycles to 60 cycles and
B KOMIM/IEKTi 3 Ta HanoBHEHHS, Ultrafiltration (UF) membrane for
po3unHHKKom (0,5 nakyBaHHs/MapKyBaHHs1, precipitated Tetanus Toxoid (pTT)
M) y nonepeaHbo KOHTPO/Ib SKOCTi, BUMYCK and non-precipitated (npTT) from
HanoBHeHOMY cepii pO34MHHKKA: 13 cycles to 12 cycles.
Lwnpuui Ta ABomMa Mdpaiizep B.l.(z), IB
rosiKkamu MeHohek ypuHr To align the registered sections in
3anakoByTb Y Benbrist HB, Benbris; Module 3.2.S.2.5. In addition, the
6nictep Ta hopMyBaHHS Ta applicant has taken the
BKNagaTb y HanoBHEHHS opportunity to change the
KapTOHHY KOPOOKY; PO3UMHHKKA, Endotoxin acceptance criteria from
no 1 cpnakoHy 3 MapKyBaHHS, KOHTPO/1b <0.25 EU/mL to <0.25 EU/mL for
nopoluxkom (1 gosa) AKOCTi PO3YMHHNKA: the UF membrane lifetime
B KOMIM/IEKTi 3 KataneHT benbmkiym validation of MenA, MenC, MenW,
po3unHHKKom (0,5 CA, Benbris; MenY polysaccharides and
M) y nonepeaHbo (hopMyBaHHSs BaKLHW, Tetanus Toxoid drug substance
HanoBHeHOMY HarnoBHEHHS (D1AaKOHIB, intermediates.
wnpuyi 6e3 ronkn niodpinisauis, KOHTPO/Ib
3anakoBytoTb Yy AKOCTI:
6nictep; 10 nakcoCmiTKnsiAH
6nictepis Bionogxikanc CA,
BK1afalTb y Benbris;
KapTOHHY KOPOGKY KOHTPO/b SKOCTI
PO34nHHKKA 3a
NOKa3HUKOM
"CTepubHICTbL":
CI'C a6 CimoH CA,
Benbris
14. HIMEHPUKC NOPOLLIOK Ta MOAN3EP CWA dhopMyBaHHs, Benbris B.l.z, IB To correct the grade of 3a peyenmom UA/16901/01/01
® PO3UMHHKK A5 ENY.CLII. HanoOBHEHHS, the raw material Sodium
pPO34nHYy AN KOPMOPEWLLUH niodpinisauis, KOHTPO/Ib Hydroxide (NaOH) 10N solution
iH'ekyii, 1 po3ay SAKOCTI, used in the manufacturing process
dnakoHi; no 1 nakyBaHHs/MapKyBaHHS, of active substances MenAAH-TT,

h1aKoHY 3

BUMYCK cepii roToBoro

MenCAH-TT, MenW-TT, MenY-
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Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n NiKapcbKo20 | (nikapcbka ghopma, Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
nopotukom (1 gosa) NpoaykTy; hOpMyBaHHS TT.
B KOMIM/IEKTi 3 Ta HanoBHEHHS, B.l.a.2.a, IB To introduce an
po34nHHKKoM (0,5 nakyBaHHs/MapKyBaHHS, alternate 5 um polypropylene filter
M) y nonepeaHbo KOHTPO/b SKOCTi, BUMYCK used post centrifugation for the
HanoBHEHOMY cepil po34MHHMKA: clarification of the precipitated
Linpuui Ta ABoMa Mdpaiizep tetanus toxoid (pTT) which is used
rofikamu MeHodeKUypUHr in the conjugation with MenAAH
3anakoByTb Y Benbris HB, Benbris; and MenCAH at Pfizer Grange
6nictep Ta hopmyBaHHA Ta Castle, Ireland.
BKNafaloTb y HanoBHEHHS
KapTOHHY KOPOOKy; PO3UMHHNIKA,
no 1 conakoHy 3 MapKyBaHHS, KOHTPO/b
nopotukom (1 gosa) AKOCTI PO3YMHHYIKA:
B KOMMJ/IEKTI 3 KataneHTt Benbpxiym
po34nHHKKoM (0,5 CA, benbrist;
M) y nonepeaHbo chopMyBaHHS BaKLMHU,
HanoBHEHOMY HanoBHEHHS (h/TaKOHIB,
wnpui 6e3 ronku niodpinisayis, KOHTPO/Ib
3anakoBylTb Y AKOCTI:
6nictep; 10 "nakcoCmiTKnsiiH
6nictepis Bionogxikanc CA,
BK1adaTb y Benbrist;
KapTOHHY KOPOOKY KOHTPO/b SIKOCTI
PO3YMHHVMKA 3a
NOKa3HUKOM
"CTepwbHicTb": CI'C
a6 CimoH CA, bernbris
15. HIMEHPUKC NOPOLLIOK Ta NeANIEP CLA hopmyBaHHs, Benbris B.IL.f.1.c, Il 3a UA/16901/01/01
® PO3YUHHVKIK ANS EWY.CLMI HarnoBHEHHS, To introduce thermal cycling peyenmom

pPO34nHYy AN KOPMOPENLLH niodpinisayis, KOHTPO/Ib studies performed on MenACWY-
iH'ekuin, 1 gosay AKOCTI, TT finished product commercial
donakoHi; no 1 nakyBaHHs/MapKyBaHHS, lots manufactured at Pfizer Puurs,

donakoHy 3
nopotukom (1 fosa)
B KOMMJ/IEKTI 3
po34nHHKKoM (0,5
M) y nonepeaHbo
HanoBHEHOMY
Lwnpuvui Ta ggoma
ronKkamu
3anakoBytoTb Yy
6nictep Ta
BKNaAaTb y
KapTOHHY KOPOOKY;
no 1 cpnakoHy 3
nopotukom (1 fo3sa)
B KOMMJ/IEKTI 3

BMNYCK Cepii roTOBOro
nNpoaykTy; hOpMyBaHHS
Ta HarnoBHEHHS,
nakyBaHHsA/MapKyBaHHs,
KOHTPO/b SKOCTi, BUMYCK
cepil po34MHHMKA:
Mdpaiizep
MeHtohekuypuHr
Benbria HB, Benbris

hopmyBaHHs Ta
HanoBHEHHS
PO3YMHHKIKA,
MapKyBaHHS, KOHTPO/Tb
AKOCTi PO3YMHHUKA:

Belgium supporting time out of
refrigeration up to end of shelf-life.
This study is designed to provide

label claim support of total
allowable time above the intended
storage condition and below the
intended storage condition for
short durations. Section 6.3 of the
SmPC has been updated to reflect
the above stability data thereby
providing extra guidance to health
care professionals in case of
temporary temperature
excursions. In addition, the MAH
has taken the opportunity to
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Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n NiKapcbKo20 | (nikapcbka ghopma, Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
po3unHHKKom (0,5 KataneHTt Benbmpxiym include a minor editorial change
M/1) y nonepeaHbo CA, benbris within Section 6.3 of the SmPC.
HanoBHEHOMY 3MiHM BHECEHO [0 IHCTPYKLUIT Ansa
Lwnpuui 6e3 ronkm KOHTPO/b AKOCTI MeANYHOro 3aCToCyBaHHSA
3anakoByoTb Yy PO3YMHHYMKA 3a nikapcbKoro 3acoby [0 po3giny
6nictep; 10 NOKa3HNKOM «TepMiH NpUaaTHOCTI».
6nicTepis "CTepunbHICTb": 3MiHun BHeceHo 0 MeTogis
BKN1a4alTh y CI'C Na6 CimoH CA, KOHTPOJII0 AIKOCTi Y po34in «TepMiH
KapTOHHY KOpPOOKY Benbris NpUAATHOCTI».
TepMmiH BBEIEHHS 3MiH NPOTArom 6
MiCSLLB MiCNSA 3aTBEPAKEHHS.
A7, 1A
To delete GlaxoSmithKline
Biologicals SA, Parc de la Noire
Epine, Rue Fleming, 20, 1300
Wauvre, Belgium (GSK Wavre,
Belgium) for the manufacturing
and testing of the MenACWY-TT
finished product.
TepmiH BBEAEHHSA 3MiH MPOTSAroM 6
MiCALB Nic/A 3aTBEPAKEHHS.
16. OHIBANA® KOHUeHTpaT ans ne PpaHuin BiANOBIAaIbHNI 3a CLUA/ HimeuwunHa/ | Type IAin, B.ll.b.1.a. Replacement 3a UA/18775/01/01
NErNNbOBA | avcnepcii ons NABEOPATYAP KOHTPO/Tb BUXigHMX ®paHuia/ or addition of a manufacturing site | peyenmom
HNiA iHdpysiia, 4,3 mr/mn; CEPB'E MaTepianis Ta HigepnaHnaun for the FP - Secondary
NINOCOMAN | no 10 mn y chnakoHi; Hepo3dghacoBaHOro packaging site - To replace
bHUI no 1 conakoHy B NpoAyKTY: DERET Logistique, 645 Rue des

KOpo6Li 3 KapTOHY 3
MapKyBaHHAM
YKPaiHCbKOK MOBOIO;
no 10 mn y donakoHi
3 MapKyBaHHsM
iHO3eMHOI0 MOBOIO;
no 1 pnakoHy B
cTaHgapTHO-
€KCMOPTHIi ynakoBLi
3 MapKyBaHHsM
iHO3eMHOI0 MOBOIO,
AKa MiICTUTbCS Y
KapTOHHI Kopobuji 3
MapKyBaHHAM
YKPaiHCLKOI MOBOIO;
no 10 mn y donakoHi
3 MapKyBaHHsM
iHO3eMHOI0 MOBOIO;
no 1 pnakoHy y
KapTOHHI KOpO6L;i 3
MapKyBaHHAM

ABicta ®apma
ConowHc, CLIA

BiANoBigabHUI 3a
YKYNOpKy Ta BidyasibHuii
KOHTPO/b:
ALKUHOMOTO AnTea,
IHK., CLLUA

BiANoBigabHUI 3a
KOHTPO/b
Hepo3dacosBaHoro
NPOAYKTY:
Accowmeintc o Kein
Kog, CLLUA

BiANOBIAaIbHNI 3a
MapKyBaHHs Ta
BTOPVHHE MaKyBaHHS:
Bakctep OHKonogxi
'm6X, HimeuunHa

Chataigniers, 45570 SARAN,
France with DERET Logistique,
Site des 3 Arches, 2152 Route
Departementale, 45760 Boigny-

sur-Bionne, France as a site

responsible for secondary
packaging of Onivyde pegylated
liposomal, a 4.3 mg/ml
concentrate for dispersion for
infusion.
3miHa agpecu BMpobHuka [lepe
NoxicTik, PpaHuis, Wwo
BiANOBIAa/IbHUIA 32 MapKyBaHHS Ta
BTOPWHHE MaKyBaHHS
Type lAin, B.Il.b.2.c.1 - Change to
importer, batch release
arrangements and quality control
testing of the FP - Replacement or
addition of a manufacturer
responsible for importation and/or
batch release - Not including batch
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Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n NiKapcbKo20 | (nikapcbka ghopma, Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1

iHO3eMHOI0 MOBOIO 3i
CTikepom
YKpPaiHCbKO MOBOO

BignoBigasbHMiA 3a
KOHTPO/Ib BUXigHMX
mMaTepianis:
BocToH
Axanitukan,CLUA

BignoBigasbHWi 3a
KOHTPO/b SKOCTI
rOTOBOrO JiKapCbKOro
3ac00y: eH0TOKCUH,
CTepU/bHICTb, TBEPAi
yacTKu:
EcOxiEc IHCTUTYT
®peseHiyc MM6X,
HimeuunHa

BiANoOBigaIbHUI 3a
KOHTPO/1b AKOCTI
rOTOBOrO /iKapPCbKOro
3acoby: KisibkicHe
BU3HAYEHHS,
iAeHTUdiKauis, LOMiLLKK,
i3NKO-XiMIYHI
MOKa3HUKU:
EcOxiEc IHCTUTYT
®dpeseHiyc MM6X,
HimeuunHa

BiANoOBigaIbHUI 3a
BMPOGHMLTBO Ta
KOHTPONb
Hepo3dhacoBaHoro
NPOAYKTY, KOHTPO/Ib
BMXigHVX MaTepianis:
InceH BiocaiiHc, IHk.,
CLA

BiANoOBigabHUI 3a
BMPOGHMLTBO Ta
KOHTPONb
Hepo3dhacoBaHoro
NPOAYKTY, KOHTPO/Ib
BVXiJHVX MaTepianis; 3a
YKyNOpKy Ta Bi3yanbHWii
KOHTPO/1b; 3@ KOHTPO/1b
AKOCTi FOTOBOTO

control/testing - To add Ipsen
Pharma Biotech, Parc d'Activites
du Plateau de Signes Chemin

Departemental 402, 83870 Signes,

France, as an alternative site
responsible for batch release (not
including batch control/testing) of

the finished product.
3MiHV BHECEHO B IHCTPYKLi0 ANs
MeJUYHOI0 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginm

«BUPO6HMK», «MicLie3HaxomKeHHs!

BMPOGHUKa Ta lioro agpeca Micus

NPOBaKEHHA AiS/TIbHOCTI» 3

Bi4NOBIAHUMU 3MiHAMU Y TEKCTI

MapKyBaHHS YNakoBKW NiKapcbkoro

3acoby.

[onaBaHHA dyHKUIT BUNYyck cepii
roTOBOrO /iKapCbKOro 3acoby Ha
TUTY/bHIA cTOpiHLI MKA:
Type 1B, B.ll.b.5.c - Change to in-
process tests or limits applied
during the manufacture of the
finished product - Deletion of a
non-significant in-process test —
Removal of endotoxin testing
during Step 2 drug loading of the
manufacturing process, at the drug
dissolution stage.

Type 1B, B.ll.b.5.c - Change to in-
process tests or limits applied
during the manufacture of the
finished product - Deletion of a
non-significant in-process test -
Removal of endotoxin testing
during Step 2 drug loading of the
manufacturing process, at the
diafiltration stage.

Type 1B, B.ll.b.5.c - Change to in-
process tests or limits applied
during the manufacture of the
finished product - Deletion of a
non-significant in-process test -
Removal of Irinotecan identity
testing as an in-process control at
Step 3
Type 1B, B.ll.b.5.c - Change to in-
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Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n NiKapcbKo20 | (nikapcbka ghopma, Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1

nikapcbKoro 3acoby:
KiNlbKiCHE BU3HAYEHHS,
iAeHTUiKaLis, LOMILLKK,
i3NKO-XIMIYHI
MOKa3HWKW; 38 KOHTPOJIb
AKOCTi FOTOBOrO
nikapcbKoro 3acoby:
€©HA0TOKCUH,
CTepU/bHICTb, TBEPAi
4acTkW; 3a MapKyBaHHS
Ta BTOPVHHE NakKyBaHHS;
BMMNYCK Cepii roTOBOro
nikapcbKoro 3acoby:
Incen ®apma bioTek,
PpaHuin

BignoBigasbHWi 3a
KOHTPO/Ib BUXigHMX
marepianis Ta
Hepo3acoBaHoro
NpPoAYKTY:
KBoniti Kemikan
Na6opaTtopis, CLUA

BiNOBigabHWIA 3a
MapKyBaHHs1, BTOPUHHE
nakyBaHHS Ta BUMYCK
cepii roToBoro
nikapcbKoro 3acoby:
Na6opaTopii CepB'e
IHpacTpi, PpaHuis

BiANoOBigaIbHUI 3a
MapKyBaHHs Ta
BTOPVHHE MaKyBaHHS:
[Jepe NoxicTik, PpaHuis

BignoBigasbHMi 3a
KOHTPO/Ib BUXigHMX
mMaTepianis:
MPOKCI Na6bopatopi3
BB CiHeHcic Nlaiic
CaliHcic BB,
Hignepnangu

BiNOBigabHWIA 3a
KOHTPO/Ib BUXiAHUX

process tests or limits applied
during the manufacture of the
finished product - Deletion of a
non-significant in-process test -
Removal of Cholesterol identity
testing as an in-process control at
Step 3
Type IB, B.Il.b.5.c - Change to in-
process tests or limits applied
during the manufacture of the
finished product - Deletion of a
non-significant in-process test -
Removal of DSPC identity testing
as an in-process control at Step 3
Type 1B, B.ll.b.5.c - Change to in-
process tests or limits applied
during the manufacture of the
finished product - Deletion of a
non-significant in-process test -
Removal of Irinotecan impurities
testing as an in-process control at
Step 3
Type IB, B.Il.b.5.c - Change to in-
process tests or limits applied
during the manufacture of the
finished product - Deletion of a
non-significant in-process test -
Removal of particle size testing as
an in-process control at Step 3
Type 1B, B.ll.b.5.c - Change to in-
process tests or limits applied
during the manufacture of the
finished product - Deletion of a
non-significant in-process test -
Removal of particle size
distribution testing as an in-
process control at Step 3
Type IB, B.Il.b.5.c - Change to in-
process tests or limits applied
during the manufacture of the
finished product - Deletion of a
non-significant in-process test -
Removal of Irinotecan
concentration testing as an in-
process control at Step 3
Type 1B, B.ll.b.5.c - Change to in-
process tests or limits applied




3asaBHUK

KpaiHa
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Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Bionycky

Homep
peecmpayjiliHo2o
nocsio4yeHHs

Ymosu

Ne
n/n

Ha3ssa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

during the manufacture of the

mMaTepianis:

finished product - Deletion of a

LLiBeiiuapi

KA KOHTPO/b,

®paHuin

NPOMiXKHUIA NPOAYKT

Moptyranis/
ITanis/

non-significant in-process test -
Removal of drug to phospholipid
ratio testing as an in-process
control at Step 3
Type IB, B.ll.b.5.c - Change to in-
process tests or limits applied
during the manufacture of the
finished product - Deletion of a
non-significant in-process test -
Removal of DSPC to Cholesterol
ratio testing as an in-process
control at Step 3
Type 1B, B.ll.b.5.c - Change to in-
process tests or limits applied
during the manufacture of the
finished product - Deletion of a
non-significant in-process test -
Removal of percent encapsulated
drug testing as an in-process
control at Step 3
Type IB, B.ll.b.5.c - Change to in-
process tests or limits applied
during the manufacture of the
finished product - Deletion of a
non-significant in-process test -
Removal of pH testing as an in-
process control at Step 3
Type 1B, B.ll.b.5.c - Change to in-
process tests or limits applied
during the manufacture of the
finished product - Deletion of a
non-significant in-process test -
Removal of visual appearance
testing as an in-process control at
Step 3
Type IB, B.ll.b.5.c - Change to in-
process tests or limits applied
during the manufacture of the
finished product - Deletion of a
non-significant in-process test -
Removal of osmolality testing as
an in-process control at Step 3
Type IA, B.lll.2.a.2. - Change of
specification(s) of a former non

3a peyenmom UA/19910/01/01

17.

TabneTku, BKpUTI

MIPENTPO
NNiBKOBOO

Mepk Wapn i
[Joym IOEA
v6X

A

060/10HKOH0, Mo 100

[0paBipuHy, BUCYLLEHN

EU Pharmacopoeial substance

PO3NUNEHHAM:

Ipnangis/
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Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n NiKapcbKo20 | (nikapcbka ghopma, Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
mr, 30 TabNeToK, BMPOGHMLTBO/aHaniTMuH | Benuka bpuTanis/ | to fully comply with the Ph. Eur.
BKPUTUX M/1IBKOBOIO € TeCTyBaHHs: CLiA/ or with a national
060/I0HKOK Y XogioH ®apmaCeHcis HigepnaHaun pharmacopoeia of a Member
naawui, 1 naswka B C.A., MNMoptyranis; State - Excipient/AS starting
KapTOHHI kopo6Li NPOMDKHUIA NPOAYKT material - To change the
[0paBipuHy, BUCYLLEHU specifications for the
PO3NUAEHHAM: Hypromellose acetate succinate
BVMPOGHMLTBO/aHANITUYH Pifeltro (doravirine) to fully comply
€ TeCTyBaHHS: with the Ph. Eur. Edition 11.4
®.1.C. - dabbpika national pharmacopoeia of the
ITanbsiHa CiHTeTiui Member State. BBegeHHS 3MiH
C.n.A., ITanis; npoTAarom 6 Micsuis nicns
Mikpo6ionoriyHe 3aTBepaXeHHs. This outcome
TeCTYBaHHS AKOCTI: does not require any amendment
EypodpiHc Bioghapma to the Annexes to the EU
MpogakT TecTiHr marketing authorisation(s).
Ipnangisa Nimites,
IpnaHgisa; TecTyBaHHA
CTabi/IbHOCTI:
OpraHoH ®apma
(Benuka BputaHis)
NimiTen, Benuka
BpuTaHis;
Mepk Wapn i oym JI/1C,
CLUA;
BMPOGHMLITBO (PO/IMKOBE
YLWiNbHEHHS,
3MiLLyBaHHs/3mMalLlyBaHH
A rpaHy”, TUCHEHHS,
NOKPUTTS MNIBKOBOIO
060/10HKOI0),
aHaniTU4He TecTyBaHHSA
npu sunycky: MCJ,
IHTepHewHn M'v6X,
IpnaHgis;
nepBMHHE Ta BTOPUHHE
nakyBaHHS1, BUMyCK
cepii:
Mepk Wapn i oym B.B.,
HigepnaHngm
18. NPUBIAXEH PO34uH ANs iHdysil LIC/1 Bepinr Al LLiBefiuapi BMPOGHMLTBO LLiBeiiuapis B.l.e.5. c), IB, Submission of the 3a peyenmom UA/18357/01/01
100 mr/mn (10 %), a Hepo3dacoBaHoi Privigen data fulfilling the Post-

no 25 mn, 50 mn,
100 mn, 200 mn, abo
400 mn y dhnakoHax,
no 1 conakoHy B
KapPTOHHI KOpo6U;i

npoAyKLUii, NnepBrHHe
nakyBaHHs (acentuyHe
HanoBHEHHS), KOHTPO/b
AKOCTI, BUMYCK Cepii:
LIC/1 BepiHr AT,

Approval Change Management
Protocol (PACMP), for the
licensing of the IgLab Module V,
affecting drug substance.
B.ll.g.5. c), IB, Submission of the
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Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n NiKapcbKo20 | (nikapcbka ghopma, Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1

LliBeliuapis; BTOPUHHE
nakyBaHHS:
LIC/ bepiHr AT,
LBeliuapis

Privigen data fulfilling the Post-
Approval Change Management
Protocol (PACMP), for the
licensing of the IgLab Module V,
affecting drug product.
B.l.a.3.e), IB,

Change in batch size, 10% Bulk
Size Increase for the manufacture
of IgPro10 in the IgLAB Module V.

B.ll.b.3 a) IB, Implementation of

Bulkpooling IgPro10 from IgLAB

Module V in mobile tanks for

aseptic filling on Filling Line II.

B.l.e.5 c) IB, Submission of the

Privigen data fulfilling the Post-

Approval Change Management

Protocol (PACMP), for the

licensing of the IgLab Module VI,

affecting drug substance.

B.ll.g.5 c) IB, Submission of the

Privigen data fulfilling the Post-

Approval Change Management

Protocol (PACMP), for the
licensing of the IgLab Module VI,
affecting drug product.
B.L.a.4 b) IA,
Update Nitrogen (Protein)

Determination by Dumas Method
to New Calibration Curve: Change
to in-process tests or limits applied

during the manufacture of the

active substance - Addition of a

new in-process test and limits.
B.l.a.3 €) IB,

Change in batch size, 10% Bulk
Size Increase for the manufacture
of IgPro10 in the IgLAB Module VI.

B.ll.b.3 a) IB,

Optional Pooling of Two IgPro10
Final Bulk Lots Manufactured in
IgLAB Module VI or One Lot
Manufactured in IgLAB Module V
and One Lot Manufactured in
Module VI into Mobile Bulk Tanks
prior to Sterile Filtration/Aseptic
Filling on Filling Line IlI. Additional

pooling option for the Privigen final
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Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n NiKapcbKo20 | (nikapcbka ghopma, Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
bulks manufactured in M99 into
mobile bulk tanks prior to sterile
filtration / aseptic filling.
19. PIKCYBIC MOPOLLIOK Ta Bakcanta AscTpis MapKyBaHHS, BTOPUHHE Benebris/ B.l.a.2.a, IB - Minor change inthe | 3a peyenmom UA/16879/01/01
PO3YUHHVKK ANS IHHOBEMLWH3 nakyBaHHs Ta BUMyCK CLUA/ manufacturing process of the
pPO34nHY ANs m6X cepii MN3 Ta ABcTpisi/ active substance nonacog gamma
iH eKuiiA, mo 250 MO, po3umnHHuKa: Bakcanta HimeuunHa to change Bioreactor Cell
1 donakoH 3 Benpxiym Propagation (FMC) final target
NOPOLLKOM Y MaHydekTypiHr CA, working volume (L) operating
KomnnekTi 3 1 Benebris; range at Singapore manufacturing
dh1akoHoM 3 BVMPOGHMLTBO, KOHTPO/b site from 2500 (2450 — 2520) L to
PO34MHHKKOM (BOAa SAKOCTi Ta NepBUHHE 2500 (2450 — 2550) L.
ANns iH'ekuiii) no 5 nakysaHHs M13: B.l.a.2.a, IB - Minor change in the
mMnTano 1 BakcanTta FOC IHk., manufacturing process of the
NPUCTOCYBaHHIO AN CLUA; active substance nonacog gamma
po3BefeHHs YacTKOBWIN KOHTPO/Ib to change Harvest and Filtration /
BAKCO)KEKT Il'y akocTi MN3: Continuous Harvest (FLT) filter
KopoobLi Takefa MaHydekuypiHr configuration at Singapore
AscTpisa Al', ABCTpisi; manufacturing site from 5.4 m? (3
YacTKOBWIN KOHTPO/b filters of 1.8 m? each) to 7.2 m? (4
akocTi [N3: filters of 1.8 m? each).
Takega MaHydekuypiHr
ABcTpis Al', ABCTpisi;
KOHTpONb AKoCTi 13
("MexaHiyHi
BK/IHOUYEHHA"):
Odpi TexHONoMKN eHf,
IHHOBeWiOH MM6X,
ABCTpIS;
BUPOBHNLTBO, KOHTPO/Tb
AKOCTi Ta NEPBUHHE
nakyBaHHS PO3YMHHYKA:
3irchpig XamesnbH M6X,
HimeuyuunHa;
cTepunisauist Npo6oK i
MiLLKIB ANs
nepeHeceHHs:
BecT ®apmacbioTikas
Cepsices, IHk., CLLUA
20. PIKCYBIC MOPOLLIOK Ta Bakcanta AscTpis MapKyBaHHS, BTOPUHHE Benebrisi/ B.l.a.2.a, IB - Minor change inthe | 3a peyenmom UA/16879/01/02
PO3YMHHWK AN IHHOBEMLWH3 nakyBaHHs Ta BUNYCK CcuwA/ manufacturing process of the
pO34nHYy AN m6X cepii M3 1a ABcTpisi/ active substance nonacog gamma
iH ekuiiA, mo 500 MO, po3umnHHuKa: bakcanta HimeuunHa to change Bioreactor Cell
1 cpnakoH 3 Benpxiym Propagation (FMC) final target
NOPOLLIKOM Y MaHydekTypiHr CA, working volume (L) operating
KomnekTi 3 1 Benebris; range at Singapore manufacturing

h1aKoHOM 3

BMPOGHULITBO, KOHTPO/b

site from 2500 (2450 — 2520) L to
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Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n NiKapcbKo20 | (nikapcbka ghopma, Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
PO34YMHHKKOM (BOAA AKOCTI Ta NepBUHHE 2500 (2450 — 2550) L.
Ans iH'ekuiid) no 5 nakyBaHHs 13: B.l.a.2.a, IB - Minor change in the
MmaTanol Bakcanta tOC IHk., manufacturing process of the
NPUCTOCYBaHHIO AN CLUA; active substance nonacog gamma
po3BeeHHs 4acTKOBWIN KOHTPOSIb to change Harvest and Filtration /
BAKCIDKEKT Il'y AaKkocTi [N3: Continuous Harvest (FLT) filter
KopoobLi Takena MaHydekuypiHr configuration at Singapore
ABcTpis Al', ABCTpisi; manufacturing site from 5.4 m? (3
YacTKOBWIA KOHTPOSb filters of 1.8 m? each) to 7.2 m? (4
akocTi MN3: filters of 1.8 m? each).
Takega MaHydekuypiHr
ABcTpisa Al', ABCTpig;
KOHTpOb skocTi N3
("MexaHi4Hi
BK/IIOYEHHSA"):
Odpi TEXHONOKN eHf,
IHHOBEMLWIOH TM6X,
ABCTpIg;
BVMPOGHNLTBO, KOHTPOb
AKOCTi Ta NepBUHHE
nakyBaHHS PO3YMHHYKA:
3irdpig, XamensH Mv6X,
HimevunHa;
cTepunisauisi Npo6oK i
MiLLKIB AN
NepeHeceHHs:
BecT dapmachbioTikan
Cepsices, IHk., CLLUA
21. PIKCYBIC MOPOLLIOK Ta Bakcanta ABcTpis MapKyBaHHs1, BTOPUHHE Benebrisi/ B.l.a.2.a, IB - Minor change inthe | 3a peyenmom UA/16879/01/03
PO3UYMHHWK ANs IHHOBEMLWH3 nakyBaHHs Ta BUNYyCcK cuwA/ manufacturing process of the
pPO34nHy ANns m6X cepii MN3 1a ABcTpisi/ active substance nonacog gamma
iH ekuiiA, mo 1000 po3umnHHuKa: bakcanta HimeuunHa to change Bioreactor Cell
MO, 1 chnakoH 3 Benpxiym Propagation (FMC) final target
NOPOLLKOM Y MaHydhekTypiHr CA, working volume (L) operating
KomnekTi 3 1 Benebris; range at Singapore manufacturing
NakoHOM 3 BUPOBHMLTBO, KOHTPOJ/Ib site from 2500 (2450 — 2520) L to

PO34MHHKKOM (BOAA
Ans iH'ekuiid) no 5
mMnTanol
NPUCTOCYBaHHIO AN
po3BeAeHHs
BAKCI)KEKT Il'y
Kopoo6Li

AKOCTi Ta NEPBUHHE
nakysaHHs MN3:
BakcanTta HOC IHK.,
CLUA;
YacTKOBWIN KOHTPO/b
aKkocTi [N3:
Takega MaHydekuypiHr
ABcTpis Al', ABCTpisi;
YacTKOBWIA KOHTPOSIb
saKkocTi MN3:
Takega MaHydek4ypiHr

2500 (2450 — 2550) L.
B.l.a.2.a, IB - Minor change in the
manufacturing process of the
active substance nonacog gamma
to change Harvest and Filtration /
Continuous Harvest (FLT) filter
configuration at Singapore
manufacturing site from 5.4 m? (3
filters of 1.8 m? each) to 7.2 m? (4
filters of 1.8 m? each).
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Ne
n/n

Ha3ssa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsio4yeHHs

ABCTpist Al', ABCTpis;
KOHTpOsb AkocTi N3
("MexaHiyHi
BK/IIOYEHHSA"):

Odpi TexHONOMKMN eHf
IHHOBeLWioH TM6X,
ABCTpIS;
BVMPOGHMLTBO, KOHTPOJ1b
SIKOCTi Ta NEPBUHHE
nakyBaHHS PO3YMHHUKA:
3irdhpig, XamensH Mv6X,
HimeuuunHa;
cTepwnisauis npobok i
MiLLKiB AN1si
nepeHeceHHs:
BecT dapmachbioTikan
Cepsices, IHk., CLLUA

22.

PIKCYBIC

MOPOLLOK Ta
PO3UMHHIKK A5
PO34nHY An1A

iH ekuild, no 2000
MO, 1 chnakoH 3
MOPOLLKOM Y
KOMNNekTi 3 1
hnakoHoM 3
PO34MHHKKOM (BOAA
Ans iH'ekuiid) no 5
maTanol
NPUCTOCYBaHHIO AN
po3BefeHHs
BAKCIDKEKT Il'y
Kopoo6Li

Bakcanta
IHHOBEWLLH3
m6X

ABCTpis

MapKyBaHHs1, BTOPUHHE
nakyBaHHs Ta BUMyCK
cepii FN3 1a
po3ynHHKKa: BakcanTta
Benpxiym
MaHydhekTypiHr CA,
Benebris;
BVMPOGHMLTBO, KOHTPO/b
AKOCTi Ta NepBUHHE
nakyBaHHs 13:
BakcanTta HOC [Hk.,
CLUA;
4aCTKOBWI1 KOHTPO/Ib
akocTi M3:
Takega MaHydekuypiHr
ABcTpist Al', ABCTpig;
4acTKOBWIN KOHTPOSIb
akocTi MN3:
Takefa MaHydekuypiHr
ABcTpist Al', ABCTpis;
KOHTpOsb AkocTi N3
("MexaHiuHi
BK/IIOYEHHS"):

Odpi TexHONOmKUN eHf
IHHOBEMLWIOH TM6X,
ABCTpIS;
BUPOBHNLTBO, KOHTPO/Tb
AKOCTi Ta NepBUHHE
nakyBaHHS PO3UYMHHYKA:
3irchpig XamesnbH MM6X,

Benbrisi/
CuwA/
AscTpisi/
Himeyunna

B.l.a.2.a, IB - Minor change in the
manufacturing process of the
active substance nonacog gamma
to change Bioreactor Cell
Propagation (FMC) final target
working volume (L) operating
range at Singapore manufacturing
site from 2500 (2450 — 2520) L to
2500 (2450 — 2550) L.
B.l.a.2.a, IB - Minor change in the
manufacturing process of the
active substance nonacog gamma
to change Harvest and Filtration /
Continuous Harvest (FLT) filter
configuration at Singapore
manufacturing site from 5.4 m? (3
filters of 1.8 m? each) to 7.2 m? (4
filters of 1.8 m? each).

3a peyenmom

UA/16879/01/04




30

Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n NiKapcbKo20 | (nikapcbka ghopma, Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
HimeuuunHa;
cTepunisauisi Npo6oK i
MiLLKiB ANs
nepeHeceHHs:
Bect ®apmacbioTikan
Cepsices, IHk., CLUA
23. PIKCYBIC NOPOLLIOK Ta Bakcanta AscTpis MapKyBaHHs1, BTOPUHHE Benebrisi/ B.l.a.2.a, IB - Minor change inthe | 3a peyenmom UA/16879/01/05
PO3YUHHVKIK ANS IHHOBEMLWH3 nakyBaHHs Ta BUMyCK CLUA/ manufacturing process of the
pPO34nHYy ANs m6X cepii M3 Ta ABcTpisi/ active substance nonacog gamma
iH ekuiii, no 3000 po3umnHHuKa: Bakcanta HimeuunHa to change Bioreactor Cell
MO, 1 chnakoH 3 Benpxiym Propagation (FMC) final target
NOPOLLKOM Y MaHydekTypiHr CA, working volume (L) operating
KomnnekTi 3 1 Benebris; range at Singapore manufacturing
dhnakoHoM 3 BVMPOGHMLTBO, KOHTPO/b site from 2500 (2450 — 2520) L to
PO34MHHKKOM (BOAa SAKOCTi Ta NepBUHHE 2500 (2450 — 2550) L.
ANns iH'ekuiii) no 5 nakysaHHs MN13: B.l.a.2.a, IB - Minor change in the
mMnTano 1l BakcanTta FOC IHk., manufacturing process of the
NPUCTOCYBaHHIO AN CLUA; active substance nonacog gamma
po3BefeHHs 4acTKOBWIN KOHTPOSIb to change Harvest and Filtration /
BAKCO)KEKT Il'y akocTi MN3: Continuous Harvest (FLT) filter
KopoobLi Takefa MaHydekuypiHr configuration at Singapore
AscTpisa Al', ABCTpisi; manufacturing site from 5.4 m? (3
YacTKOBWIN KOHTPO/b filters of 1.8 m? each) to 7.2 m? (4
akocTi [N3: filters of 1.8 m? each).
Takega MaHydekuypiHr
ABcTpis Al', ABCTpisi;
KOHTpONb AKoCTi [N13
("MexaHiyHi
BK/IHOUYEHHA"):
Odpi TexHONoMKN eHf,
IHHOBeLWiOH MM6X,
ABCTpIS;
BUPOBHWLTBO, KOHTPO/Tb
AKOCTi Ta NEPBUHHE
nakyBaHHS PO3YMHHYKA:
3irchpig XamesnbH M6X,
HimeuyuunHa;
cTepunisauist Npo6oK i
MiLLKIB A5
nepeHeceHHs:
BecT ®apmacbioTikas
Cepsices, IHk., CLLUA
24, PUKCATOH KOHUeHTpaT ans CaHpo3s 'mbX AscTpis BMPOGHMK, LLLO AscTpisi/ A.4, |A- Administrative change - 3a UA/17421/01/01
pPO34nHYy AN Bignosigae 3a BMMYyCK CnoseHis/ Change in the name and/or peyenmom
iHcpy3ii, 10 mr/m; cepii: HimeuunHa address of a manufacturer or an
no 10 mn (100 mr) CaHpo3 'm6X - bisHec /WBeiiyapin ASMF holder or supplier of the AS,

abo no 50 mn (500

nigpo3ain TexHonorivHa

starting material, reagent or
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Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n NiKapcbKo20 | (nikapcbka ghopma, Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1

Mr) y chnakoHi; no 2
ab6o 3 dpnakoHu no
10 M B KAPTOHHIl
Kopo6ui; no 10 mn
(100 mr) a6o no 50
mn (500 mr) y
dnakoHi; no 1 abo 2
dhnakoHu no 50 mn B
KapTOHHI KOpooLi

po3pobka Ta
BMPOGHMLTBO
6i0N0riYHMX NiKAPCbKUX
3aco6iB LadteHay
(6TAM ANC), Asctpis

BMPOGHMLITBO
Hepo3dacoBaHoi
NpoAyKLUii, NepBnHHe Ta
BTOPUHHE NakyBaHHS,
TecTyBaHHS, A03BiN Ha
BUWMYCK Cepiii:
ek ®apmaveBTuyHa
KoMnaHis 4.4., CnoBeHis

BMPOGHMLITBO
Hepo3dacoBaHoi
npoayKuii:
HosaprTic
dapmacbloTikan
MaHydakTypuHr JI/1C,
CnoseHis

TeCTyBaHHS:
HosaprTic
dapmacbloTikan
MaHydakTypuHr JI/1C,
CnoseHis

€BpodpiHc PACT 'mbX,
HimeuunHa

HosapTic ®apma Ar,
LBeliuapis

intermediate used in the
manufacture of the AS or
manufacturer of a novel excipient:
To change the name of the site
responsible for manufacturing,
quality control testing and storage
of MCB and WCB of the active
substance from Sandoz GmbH —
Business Unit Biologics Technical
Development and Manufacturing
Drug Product Schaftenau (BTDM
DPS), Austria (Biochemiestrasse
10, 6336 Langkampfen, Austria) to
Novartis Pharmaceutical
Manufacturing GmbH. The
address remains unchanged.
A.4, |IA- Administrative change -
Change in the name and/or
address of a manufacturer or an
ASMF holder or 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 quality control
testing and storage of MCB and
WCB of the active substance from
Sandoz GmbH — Business Unit BP
Kundl, Austria (Biochemiestrasse
10, 6250 Kundl, Austria) to
Novartis Pharmaceutical
Manufacturing GmbH. The
address remains unchanged.
A.4, |IA- Administrative change -
Change in the name and/or
address of a manufacturer or an
ASMF holder or 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 update
the address of the site responsible
for quality control testing and
storage of MCB and WCB of the
active substance from Lek
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Pharmaceuticals d.d. (Kolodvorska
27, 1234 Menges, Slovenia) to
Novartis Pharmaceutical
Manufacturing LLC (Kolodvorska
Cesta 27, 1234 Menges,
Slovenia).

A.5.b, IA - Administrative change -
Change in the name and/or
address of a
manufacturer/importer of the
finished product, including quality
control sites (excluding
manufacturer for batch release):
To change the name and update
the address of the site responsible
for quality control testing of the
finished product from Lek
Pharmaceuticals d.d. (Kolodvorska
27, 1234 Menges, Slovenia) to
Novartis Pharmaceutical
Manufacturing LLC (Kolodvorska
Cesta 27, 1234 Menges,
Slovenia).
3arBepaKeHHo:
TECTYBaHHS:

Nek chapmareBTMYHA KOMNaAHIA
A.A.

Konogsopcka 27, 1234 MeHreLy,
CnoBeHis
Lek Pharmaceuticals d.d.
Kolodvorska 27, 1234 Menges,
Slovenia
3anponoHoBaHo:
TECTyBaHHS:

HoBapTic ®apmacbioTikan
MaHydaktypunr J1/1C
Konopsopcka Cecta 27, MeHrewy,
1234, CnoBeHist
Novartis Pharmaceutical
Manufacturing LLC
Kolodvorska Cesta 27, Menges,
1234, Slovenia
A.5.b, IA - Administrative change -
Change in the name and/or
address of a
manufacturer/importer of the
finished product, including quality
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control sites (excluding
manufacturer for batch release):
To change the name and update
the address of the site responsible
for manufacturing and storage
and/ or distribution of the finished
product from Lek Pharmaceuticals
d.d. (Verovskova 57, 1526
Ljubljana, Slovenia) to Novartis
Pharmaceutical Manufacturing
LLC (Verovskova Ulica 57, 1000,
Ljubljana, Slovenia). There is no
change in the location of the site.
Additionally, Lek Pharmaceuticals
d.d. (Verovskova 57, 1526
Ljubljana, Slovenia) remains as a
site responsible for batch release,
manufacturing, quality control
testing, primary and secondary
packaging of the finished product.
3arBepaKeHHO:
BMPOGHULITBO Hepo3hacoBaHo!
NPOAYKLii, NepBUHHE Ta BTOPUHHE
nakyBaHHs, TECTyBaHHS, [03BiN Ha
BUMYCK Cepili:
Nek chapmareBTMYHA KOMNaAHIA
A-A.
BeposLukoBa 57, /lio6nsHa 1526,
CnoseHis
Lek Pharmaceuticals d.d.
Verovskova 57, Ljubljana 1526,
Slovenia
3anponoHoBaHo:
BMPOGHULITBO Hepo3hacoBaHo!
NPOAYKLii, NepBUHHE Ta BTOPUHHE
nakyBaHHs, TECTYBaHHS, [03BiN Ha
BUMYCK Cepili:
Nek chapmaveBTMYHA KOMNAHIA

4.8.
BeposLukoBa 57, /llo6nsHa 1526,
CnoBeHis
Lek Pharmaceuticals d.d.
Verovskova 57, Ljubljana 1526,
Slovenia
BUPOBHMLTBO Hepo3gacoBaHoi
NPOAYKLT:
HoBapTic ®apmackoTikan
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MaHydaktypuHr 1/1C
BeposwkoBa 57, /llo6nsHa, 1000,
CnoseHis
Novartis Pharmaceutical
Manufacturing LLC
Verovskova Ulica 57, Ljubljana
1000, Slovenia
25. PIKCYBIC MOPOLLIOK Ta Bakcanta ABcTpis MapKyBaHHs1, BTOPUHHE Benebrisi/ B.1.11.(z), IB 3a peyenmom UA/16879/01/02
PO3UYMHHWK ANs IHHOBEMLWH3 nakyBaHHs Ta BUNYCcK cuwA/ To provide an updated RMP
po34nHYy AN 6X cepii FN3 T1a AscTpisi/ version to:
iH ekuiiA, mo 500 MO, po3umnHHuKa: Bakcanta HimeuunHa - Update RIXUBIS India post-
1 cpnakoH 3 Benpxiym marketing study 251602 status
MOPOLLKOM Y MaHydhekTypiHr CA, from "ongoing" to "completed".
KomnekTi 3 1 Benebris; - Remove the missing information
hnakoHoOM 3 BUPOGHMLTBO, KOHTPOJ/Ib “No clinical data on the use of
PO34MHHKKOM (BOAA AKOCTi Ta NepPBUHHE RIXUBIS in previously untreated
Ans iH'ekuiid) no 5 nakyBaHHs 13: patients (PUPs)” and “No clinical
mnTano 1l Bakcanta FOC IHK., data on the use of RIXUBIS in
NPUCTOCYBaHHIO AN CLUA; patients with severe chronic
po3BeeHHs YacTKOBWIN KOHTPO/b hepatic disease”, following
BAKCIDKEKT Il'y akocTi [N3: approval of procedure
Kopobui Takega MaHydhekuypiHr EMEA/H/C/PSUSA/00010320/202
ABcTpis Al', ABCTpisi; 306.
YacTKOBWIA KOHTPOSIb - Update the information for
saKkocTi N3: PedNet and EUHASS registries to
Takega MaHydekuypiHr reflect the current approved
ABcTpist Al', ABCTpig; RIXUBIS safety concerns.
KOHTpOb fkocTi N3 - Align the RMP with latest
("MexaHi4Hi summary of product
BK/IHOYEHHSA"): characteristics (SmPC) available.
Odpi TEXHOMOOKN eHf, - Update Modules SI, SllI, and SV
IHHOBeWioH MM6X, of the RMP as per DLP 30 March
ABCTpIS; 2023.
BVMPOGHMLTBO, KOHTPO/b
AKOCTi Ta NepBUHHE
nakyBaHHS PO3UMHHYKA:
3irdpig, XamensH Mv6X,
HimeuunHa;
cTepwisauis npobok i
MiLLKIB ANA
nepeHeceHHs:
BecT dapmacbioTikan
Cepsices, IHk., CLUA
26. PIKCYBIC MOPOLLIOK Ta Bakcanta ABCTpiIs MapKyBaHHS, BTOPUHHE Benbris/ B.1.11.(z), IB 3a peyenmom UA/16879/01/03
PO3UYMHHKK NS IHHOBEMLWH3 nakyBaHHs Ta BUNYCK cuwaA/ To provide an updated RMP
po3unHy AN 6X cepii FN3 T1a AscTpisi/ version to:
iH ekuili, no 1000 pPO34MHHMKA: Bakcanta HimeyunHa - Update RIXUBIS India post-
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MO, 1 chnakoH 3 Benpxiym marketing study 251602 status
MOPOLLKOM Y MaHydhekTypiHr CA, from "ongoing" to "completed".
KOMNNekTi 3 1 Benbris; - Remove the missing information
nakoHoOM 3 BUPOBHMLTBO, KOHTPO/b “No clinical data on the use of
PO34YMHHKKOM (BOAA SIKOCTi Ta NepPBUHHE RIXUBIS in previously untreated
Ans iH'ekuiid) no 5 nakysaHHs MN3: patients (PUPs)” and “No clinical
mnTanol Bakcanta tOC IHK., data on the use of RIXUBIS in
NPUCTOCYBaHHIO AN CLUA; patients with severe chronic
po3BefeHHs YacTKOBWIA KOHTPOSb hepatic disease”, following
BAKCIDKEKT Il'y akocTi [N3: approval of procedure
Kopoo6Li Takega MaHydekuypiHr EMEA/H/C/PSUSA/00010320/202
ABcTpisa Al', ABCTpig; 306.
4aCTKOBWiA KOHTPO/Ib - Update the information for
akocTi MN3: PedNet and EUHASS registries to
Takefa MaHydekuypiHr reflect the current approved
ABcTpisa Al', ABCTpist; RIXUBIS safety concerns.
KOHTpOsb AkocTi N3 - Align the RMP with latest
("MexaHiuHi summary of product
BK/IIOYEHHSA"): characteristics (SmPC) available.
Odpi TexHONOMKUN eHf - Update Modules SI, SllI, and SV
IHHOBeLWioH MTM6X, of the RMP as per DLP 30 March
ABCTpIS; 2023.
BUPOBHWLITBO, KOHTPO/Tb
AKOCTi Ta NepBUHHE
nakyBaHHS PO3UYMHHYKA:
3irdhpig, XamensH Mv6X,
HimeuuunHa,;
cTepwnisauis npobok i
MiLLKiB AN1si
nepeHeceHHs:
BecT dapmachbioTikan
Cepsices, IHk., CLLUA
27. PIKCYBIC NOPOLLIOK Ta Bakcanta ABCTpis MapKyBaHHs1, BTOPUHHE Benbrisi/ B.1.11.(z), IB 3a peyenmom UA/16879/01/04
PO3YUNHHKK Ans IHHOBEMLWH3 nakyBaHHs Ta BUNyCK CLUA/ To provide an updated RMP
PO34unHy Ans 6X cepii FN3 T1a AscTpisi/ version to:
iH ekuiid, no 2000 po3uMHHKKa: BakcanTta HimeuunHa - Update RIXUBIS India post-
MO, 1 chnakoH 3 Bengxiym marketing study 251602 status
MOPOLLKOM Y MaHydhekTypiHr CA, from "ongoing" to "completed".
KOMNNekTi 3 1 Benbris; - Remove the missing information
hnakoHoM 3 BUPOBHMLTBO, KOHTPO/Tb “No clinical data on the use of

PO34YMHHKKOM (BOAA
Ons iH'ekuiid) no 5
maTanol
NPUCTOCYBaHHIO ANs
po3BefeHHs
BAKCIXKEKT Il'y
Kopo6Ui

AKOCTi Ta NepBUHHE
nakyBaHHs 13:
BakcanTta HOC IHK.,
CLA;
YacTKOBWIA KOHTPOSIb
saKkocTi MN3:
Takega MaHydek4ypiHr

RIXUBIS in previously untreated
patients (PUPs)” and “No clinical
data on the use of RIXUBIS in
patients with severe chronic
hepatic disease”, following
approval of procedure
EMEA/H/C/PSUSA/00010320/202
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ABcTpisa Al', ABCTpist; 306.
4acTKOBWIN KOHTPOSIb - Update the information for
AaKkocTi [N3: PedNet and EUHASS registries to
Takena MaHydekuypiHr reflect the current approved
ABcTpis Al', ABCTpisi; RIXUBIS safety concerns.
KOHTpONb AKocTi [N13 - Align the RMP with latest
("MexaHiuHi summary of product
BK/IIOYEHHS"): characteristics (SmPC) available.
Odhi TexHoNomKM eHp, - Update Modules S, SllI, and SV
IHHOBELWiOH TM6X, of the RMP as per DLP 30 March
ABCTpIS; 2023.
BUPOBHWLTBO, KOHTPO/Tb
AKOCTi Ta NEPBUHHE
nakyBaHHS PO3UYMHHYKA:
3irdopig XamensH Mv6X,
HimeuuunHa;
cTepunisauist Npo6oK i
MiLLKIB ANs
nepeHeceHHs:
Bect ®apmacbioTikan
Cepsices, IHk., CLUA
28. PIKCYBIC NOPOLLIOK Ta Bakcanta AscTpis MapKyBaHHs1, BTOPUHHE Benebrisi/ B.1.11.(z), IB 3a peyenmom UA/16879/01/05
PO3YUHHVKK ANS IHHOBEMLWH3 nakyBaHHs Ta BUMyCK CLUA/ To provide an updated RMP
pPO34nHY ANs m6X cepii MN3 Ta ABcTpisi/ version to:
iH ekuiii, no 3000 po3umnHHuKa: Bakcanta HimeuunHa - Update RIXUBIS India post-
MO, 1 chnakoH 3 Benpxiym marketing study 251602 status
NOPOLLKOM Y MaHydekTypiHr CA, from "ongoing" to "completed"”.
KomnnekTi 3 1 Benebris; - Remove the missing information
donakoHoM 3 BVMPOGHMLTBO, KOHTPO/b “No clinical data on the use of

PO34MHHKKOM (BOAA
ANns iH'ekuiii) no 5
MmaTanol
NpUCTOCYBaHHIO AN
po3BefeHHs
BAKCIDKEKT Il'y
KopoobLi

SAKOCTi Ta NepBUHHE
nakysaHHs M13:
BakcanTta FOC IHK.,
CLUA;
4acTKOBWIN KOHTPOSIb
akocTi MN3:
Takefa MaHydekuypiHr
ABcTpist Al', ABCTpis;
4aCcTKOBWI KOHTPO/Ib
akocTi M3:
Takega MaHydekuypiHr
ABcTpis Al', ABCTpisi;
KOHTpONb AKocCTi 13
("MexaHiyHi
BK/IHOUYEHHA"):

Odpi TexHONomKN eHf,
IHHOBeWiOH MM6X,
ABCTpIS;

RIXUBIS in previously untreated
patients (PUPs)” and “No clinical
data on the use of RIXUBIS in
patients with severe chronic
hepatic disease”, following
approval of procedure
EMEA/H/C/PSUSA/00010320/202
306.

- Update the information for
PedNet and EUHASS registries to
reflect the current approved
RIXUBIS safety concerns.

- Align the RMP with latest
summary of product
characteristics (SmPC) available.
- Update Modules S, SllI, and SV
of the RMP as per DLP 30 March
2023.
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BVMPOGHNLTBO, KOHTPOb
AKOCTi Ta NepBUHHE
nakyBaHHS PO3YMHHYKA:
3irdpig, XamensH Mv6X,
HimevunHa;
cTepunisauisi Npo6oK i
MiLLKIB AN
NepeHeceHHs:
BecT dapmachbioTikan
Cepsices, IHk., CLLUA
29. PIKCYBIC NMOPOLLIOK Ta Bakcanta ABcTpis MapKyBaHHsl, BTOPUHHE Benebrisi/ B.1.11.(z), IB 3a peyenmom UA/16879/01/01
PO3UYMHHWK ANs IHHOBEMLWH3 nakyBaHHs Ta BUNYyCcK cuwA/ To provide an updated RMP
po34nHYy AN 6X cepii FN3 T1a AscTpisi/ version to:
iH eKuiiA, mo 250 MO, po3umnHHuKa: Bakcanta HimeuunHa - Update RIXUBIS India post-
1 cpnakoH 3 Benpxiym marketing study 251602 status
MOPOLLKOM Y MaHydhekTypiHr CA, from "ongoing" to "completed".
KomnekTi 3 1 Benbris; - Remove the missing information
NakoHOM 3 BUPOBHMLTBO, KOHTPOJ/Ib “No clinical data on the use of
PO34MHHKKOM (BOAA AKOCTi Ta NepPBUHHE RIXUBIS in previously untreated
Ans iH'ekuiid) no 5 nakyBaHHs 13: patients (PUPs)” and “No clinical
mnTano 1l Bakcanta FOC IHK., data on the use of RIXUBIS in
NPUCTOCYBaHHIO AN CLUA; patients with severe chronic
po3BeAeHHs YacTKOBWIN KOHTPO/b hepatic disease”, following
BAKCIDKEKT Il'y akocTi [N3: approval of procedure
Kopoobui Takega MaHydhekuypiHr EMEA/H/C/PSUSA/00010320/202
ABcTpis Al', ABCTpisi; 306.
YacTKOBWIA KOHTPOSIb - Update the information for
saKkocTi MN3: PedNet and EUHASS registries to
Takega MaHydekuypiHr reflect the current approved
ABcTpist Al', ABCTpig; RIXUBIS safety concerns.
KOHTpOb fkocTi N3 - Align the RMP with latest
("MexaHi4Hi summary of product
BK/IHOYEHHSA"): characteristics (SmPC) available.
Odpi TEXHOMOOXKN eH, - Update Modules SlI, SllI, and SV
IHHOBeWioH MM6X, of the RMP as per DLP 30 March
ABCTpIg; 2023.
BVMPOGHMLTBO, KOHTPO/b
AKOCTi Ta NepBUHHE
nakyBaHHS PO3YMHHYKA:
3irdpig, XamensH Mv6X,
HimeuunHa;
cTepwisauis npobok i
MiLLKIB ANA
nepeHeceHHs:
BecT dapmacbioTikan
Cepsices, IHk., CLLUA
30. CIBIHKBO TabneTku, BKpUTI Mdpaiizep CLWA Mdpaiizep HimeuunHa A. ADMINISTRATIVE CHANGES - 3a UA/19698/01/01
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Ne
n/n

Ha3ssa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsio4yeHHs

nAiBKOBOO
060/10HKO0, 10 50
MF; Mo 7 TabneTok,
BKPUTUX M/1IBKOBOIO
060/10HKOM, Y
6nictepi, no 4
6nictepu y
KapTOHHI KOpooLi

Eiiy.Ci.Mi.
KopnopeiLH

MeHtohekuypuHr
[Loliuneng M6 X

A.4 Change in the name and/or
address of: a manufacturer
(including where relevant quality
control testing sites); or an ASMF
holder; or a supplier of the active
substance, starting material,
reagent or intermediate used in
the manufacture of the active
substance (where specified in the
technical dossier) where no Ph.
Eur. Certificate of Suitability is part
of the approved dossier; or a
manufacturer of a novel excipient
(where specified in the technical
dossier) - Variation type IA.

To change the name and update
the address of the site responsible
for manufacturing and quality
control testing of the active
substance (Cibinqo and Vfend)
and manufacturing of the active
substance intermediate (Cibingqo
only) from Pfizer Ireland
Pharmaceuticals (Ringaskiddy API
Plant, Ringaskiddy, County Cork,
Ireland) to Pfizer Ireland
Pharmaceuticals Unlimited
Company (Ringaskiddy API Plant,
Ringaskiddy, Co. Cork, P43 X336,
Ireland). There is no change in the
location of the site.

peyenmom

31

CIBIHKBO

TabneTku, BKpUTI
nNiBKOBOKO
o60noHkKoto, no 100
Mr; No 7 TabneTok,
BKPUTUX N/1iIBKOBOO
060/10HKOI0, Y
6nicTepi, no 4 abo
no 13 6nictepis y
KapTOHHI KOpoo6Li

Mdpaiizep
Eiiu.Ci.Mi.
Kopnope/iLH

CLWA

Mdpaiizep
MeHo ek ypuHr
[Jonuneng rmeX

HimeuunHa

A. ADMINISTRATIVE CHANGES -
A.4 Change in the name and/or
address of: a manufacturer
(including where relevant quality
control testing sites); or an ASMF
holder; or a supplier of the active
substance, starting material,
reagent or intermediate used in
the manufacture of the active
substance (where specified in the
technical dossier) where no Ph.
Eur. Certificate of Suitability is part
of the approved dossier; or a
manufacturer of a novel excipient
(where specified in the technical
dossier) - Variation type IA.

3a
peyenmom

UA/19698/01/02
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Ne
n/n

Ha3ssa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsio4yeHHs

To change the name and update
the address of the site responsible
for manufacturing and quality
control testing of the active
substance (Cibinqo and Vfend)
and manufacturing of the active
substance intermediate (Cibinqo
only) from Pfizer Ireland
Pharmaceuticals (Ringaskiddy API
Plant, Ringaskiddy, County Cork,
Ireland) to Pfizer Ireland
Pharmaceuticals Unlimited
Company (Ringaskiddy API Plant,
Ringaskiddy, Co. Cork, P43 X336,
Ireland). There is no change in the
location of the site.

32,

CIBIHKBO

TabneTku, BKpUTI
nNiBKOBOKO
o60510HKot0, Nno 200
Mr; No 7 TabneTok,
BKPUTUX N/1iIBKOBOO
060/10HKOI0, Y
6nicTepi, no 4 abo
no 13 6nictepis y
KapTOHHI KOpoo6Li

Mdpaiizep
Eiiu.Ci.Mi.
Kopnope/iLuH

CLWA

Mdpaiizep
MeHo ek ypuHr
[onuneng rmeX

HimeuunHa

A. ADMINISTRATIVE CHANGES -
A.4 Change in the name and/or
address of: a manufacturer
(including where relevant quality
control testing sites); or an ASMF
holder; or a supplier of the active
substance, starting material,
reagent or intermediate used in
the manufacture of the active
substance (where specified in the
technical dossier) where no Ph.
Eur. Certificate of Suitability is part
of the approved dossier; or a
manufacturer of a novel excipient
(where specified in the technical
dossier) - Variation type IA.

To change the name and update
the address of the site responsible
for manufacturing and quality
control testing of the active
substance (Cibinqo and Vfend)
and manufacturing of the active
substance intermediate (Cibinqo
only) from Pfizer Ireland
Pharmaceuticals (Ringaskiddy API
Plant, Ringaskiddy, County Cork,
Ireland) to Pfizer Ireland
Pharmaceuticals Unlimited
Company (Ringaskiddy API Plant,
Ringaskiddy, Co. Cork, P43 X336,
Ireland). There is no change in the

3a
peyenmom

UA/19698/01/03
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location of the site.
33. CIBPABA PO34UH ANS iH'EKLN, HoBaprTic LLiBefiuapi | BMPOGHWULTBO, NEPBUHHE AscTpisi/ B.l.a.l.z, IB - Change in the 3a UA/19037/01/01
284 mr/1,5 mn; no OBepci3 A nakyBaHHs1, BTOPUHHE HimeuuuHa/ Itania/ | manufacturer of AS or of a starting | peuernmom

1,5 M1 PO3UUNHY Y
nonepeaHLo
HanoBHEHOMY
wnpuui; no 1
nonepegHL0
HanoBHEHOMY
LUNPULLY B KAPTOHHIN
Kopoo6ui

IHBECTMEHTC Al

nakyBaHHS, KOHTPO/1b
AKOCTI (4acTKOBWNA),
BMNYCK Cepi:
HoBaprTic
PapmacboTuKan
MaHydhakTypiHr M'M6X,
AscTpis
BMNYCK Cepi:
CaHpo3 M'M6X, AscTpis
BWMYCK Cepiii:
Hosaptic ®apma N'm6X,
HimeuunHa
BMPOBHULTBO
CTEpPUILHOrO
nikapcbKoro 3acoby -
acenTuyHa niAroToBKa
Crepunisauis -
inbTpavLis, KOHTPOb
AKOCTi (4acTKOBWNA),
nepBUHHE NaKyBaHHSA):
KopaeH ®apma C.n.A,
Migposgin UP3, Itanis
BTOPVHHE MaKyBaHHS:
KopgeH ®apma C.n.A.,
ITanisa
BTOPVHHE MaKyBaHHS:
®apmnior Papma
JlopKucTik FTM6X,
HimeuunHa
BTOPVHHE MaKyBaHHS:
Hendcapm XtoHiHr CAC,
dpaHuis
BTOPUHHE NaKyBaHHSA:
MikiHr ®apma C.A.,
Icnanis
BTOPUHHE NaKyBaHHS:
KOIMC Xenckep ITanis
C.P.N., Itanis

IcnaHisi/ CnoseHis/
LLiBeiiuapis

material/reagent/intermediate for

AS - Other variation:

To add Novartis Pharma
Schweizerhalle AG,
Rothausstrasse, Pratteln, Bl, 4133,
Switzerland, as an alternative site
responsible for the manufacturing
of the active substance inclisiran
sodium used in the manufacturing
process of the active substance
inclisiran sodium.

B.l.a.l.z, IB - Change in the
manufacturer of AS or of a starting
material/reagent/intermediate for
AS - Other variation:

To add Primopus AG,
Rothausstrasse 61, 4132 Muttenz,
Switzerland, as an alternative site
responsible for the manufacturing
of the starting material
phosphoramidites used in the
manufacturing process of the
active substance inclisiran sodium.

B.l.a.l.z, IB - Change in the
manufacturer of AS or of a starting
material/reagent/intermediate for
AS - Other variation:

To add Shanghai Desano
Chemical Pharmaceutical Co.,
Ltd., No. 417 Binhai Road,
Laogang Town, Pudong New
Area, Shanghai, 201302, China as
an alternative site responsible for
the manufacturing of the starting
material phosphoramidites used in
the manufacturing process of the
active substance inclisiran sodium.
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Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n NiKapcbKo20 | (nikapcbka ghopma, Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1

KOHTPO/1b AKOCTI
(hizmKO-XiMiuHWIA):
Yenab C.p.n., Itanisa
KOHTPO/Ib SKOCTI
(4acTkoBUiA):
HosaprTic
dapmacboTuKan
MaHyhakTypiHr JINC,
CnoseHis
KOHTPO/b SKOCTI
(4acTkoBUiA):
Jlek ®dapmacbroTukasnc
0.40., CnoBeHis
KOHTPO/b SKOCTI
(vacTkoBUiA):
Hosapric
PapmacboTuKas
MaHydaxtypiHr JINC,
CnoseHis
KOHTPO/b SKOCTI
(vacTkoBUiA):
HoBaprTic ®apma LUTeiH
Al TekHikan
OnepeiiwH3s LUBei,
LTeliH Ctepaiins,
LLiBefuapis
KOHTPO/b AKOCTI
(vacTkoBUiA):
Hosapric
dPapmacboTukan
MaHydakTypiHr M'M6X,
AscTpis

B.l.a.Lf, IA - Change in the
manufacturer of AS or of a starting
material/reagent/intermediate for
AS - Changes to quality control
testing arrangements for the AS -
replacement or addition of a site
where batch control/testing takes
place:

To add Lek Pharmaceuticals d.d.,
Verovskova Ulica 57, Ljubljana,
1526, Slovenia as an alternative
site responsible for quality control
of the active substance inclisiran
sodium.

B.l.a.Lf, IA - Change in the
manufacturer of AS or of a starting
material/reagent/intermediate for
AS - Changes to quality control
testing arrangements for the AS -
replacement or addition of a site
where batch control/testing takes
place:

To add Novartis Pharmaceutical
Manufacturing LLC, Verovskova
Ulica 57, Ljubljana, 1000, Slovenia
as an alternative site responsible
for quality control of the active
substance inclisiran sodium.
B.l.a.Lf, IA - Change in the
manufacturer of AS or of a starting
material/reagent/intermediate for
AS - Changes to quality control
testing arrangements for the AS -
replacement or addition of a site
where batch control/testing takes
place:

To add Novartis Pharmaceutical
Manufacturing LLC, Kolodvorska
Cesta 27, Menges, 1234,
Slovenia, as an alternative site
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Ne
n/n

Ha3ssa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsio4yeHHs

responsible for quality control of
the active substance inclisiran
sodium.

B.Il.b,4.a, IB - Change in the batch
size (including batch size ranges)

of the finished product - Up to 10-

fold compared to the originally
approved batch size:

To increase the batch size of the
finished product for Inclisiran 284

mg/1.5 mL Solution for injection in
pre-filled syringe manufactured at

Novartis Pharmaceutical
Manufacturing GmbH from 18 - 60
Lto18-90 L.

B.ll.b.3,a, IA - Change in the
manufacturing process of the
finished or intermediate product -
Minor change in the manufacturing
process:

Minor change in the manufacturing
process of the finished product at
the microbial filtration stage with
the aim to optimize the production
process for 90 L batch size.

34.

TIBCOBO

TabneTku, BKpUTI
NnNiBKOBOKO
060710HKO, 250 Mr;
no 60 TabneTok y
nnsawui, no 1
nnswui B kopobu,i 3
KapTOoHY

ne
NNTABOPATYAP
CEPBE€

dpaHuis

BignosigansHuii 3a
nepBMHHE Ta BTOPUHHE
nakyBaHHS:
Anmak ®apma Cepsici3
Nimiten,

Benuka bputaHis;
BignosigansHuii 3a
BMMNYCK Cepii roTOBOro
nikapcbKoro 3acoby:
NabopaTtopii Ceps'e
IHaacTpi, ®paHuis;
BignosiganbHuii 3a
BMPOGHMLITBO rOTOBOrO
nikapcbKoro 3acoby in
bulk. BignosigansHuii 3a
BUMNPOOYBaHHA B pamkax
KOHTPO/O AKOCTI
rOTOBOrO J1iKapCbKOro

Benvka bputaHisi/
PpaHuis/
Cnonyuyei Wtatn
Amepukn (CLUA)/
Kanapa/
HimeuuunHa/
MopTyranis

Type Il, C.I1.11. b - Introduction
of, or change(s) to, the
obligations and conditions of a
marketing authorisation,
including the risk management
plan. Implementation of
change(s) which require to be
further substantiated by new
additional data to be submitted
by the MAH where significant
assessment by the competent
authority is required -
Submission of an updated RMP
version 3.0 for TIBSOVO and a
replacement study protocol for
study S095031-218. This is a
phase 1, multicenter, open-label,
safety and pharmacokinetic study

3a peyenmom

UA/20476/01/01
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Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n NiKapcbKo20 | (nikapcbka ghopma, Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1

3acoby: MarTeoH IHk.,
KaHaga;
BignoBiganbHuii 3a
BMNPOGYBaHHA B paMKax
KOHTPO/IO AKOCTI 3a
NOKa3HUKOM
[OCNigpKEeHHA
CTabiNbHOCTI
TBEpPAOANCNEepCHOro
NPOMIXXHOrO MPOAYKTY
iBOCMAEHIby Ta roToBOro
nikapcbKkoro 3acoby:
M LesenonveHT,
N.MN., CnonyueHi Wratn
Amepuku (CLLA);
BignosiganbHwuii 3a
BMPOGHMLITBO rOTOBOrO
nikapcbKoro 3acoby in
bulk. BignosigansHuii 3a
BUMNPOOYBaHHA B pamkax
KOHTPO/O AKOCTI
roTOBOrO JliKapCbKOro
3acoby:
PotteHgopd ®apma
M6X, HimeuunHa;
BignosigansHuii 3a
BMPOOHULTBO
NPOMIXXHOrO MPOAYKTY
nikapcbKoro 3acoby
(TBEPAOAMCNEPCHWIA
NPOMIXXHUIA NPOAYKT
iBOCMAEHIDY).
BignoBiganbHuii 3a
BMNPOGYBaHHA B paMKax
KOHTPO/IO AKOCTI
MPOMIKHOIO NPOAYKTY
nikapcbKoro 3acoby
(TBEpAOANCNEPCHWI
NPOMDKHUIA NPOAYKT
iBOCUAEHIOY): XOBiOH
NNC, CnonyueHi WraTn
Amepuku (CLLA);
BignosiganbHwuii 3a
BMPOGHMLTBO
MPOMIKHOIO NPOAYKTY
nikapcbKoro 3acoby
(TBEPAOANCTEPCHUI

of orally administered ivosidenib in
participants with IDHI-mutated
malignancies and hepatic or renal
impairment. Study milestones in
RMP were updated accordingly.
3MiHU BHECEHO [10 HACTYMHUX
yactuH MYP: Yactuna ll:
Cneuudikauis 3 6e3nekn: Mogynb
SVII. |geHTudikoBaHi Ta
NOTEHLiViHI pu3nkK, a came
nigpo3gimm SVII.1.2. Puswnku, wo
BBaXalTbCS BaX/IMBUMU 4151
BK/THOYEHHS A0 nepeniky npo6aem
6e3nekmn B MNYP Ta SVII.3.2.
MpencTaBneHHs BiACYTHLOI
iHcpopmauii. Takox oHoBMnacs
Tabn. 2: YactuHa 11.1: Kntoyosi
pe3synbTaTy 6e3nekn, OTpUMaHi B
pe3ynbTaTi fOKIHIYHNX
OOCNigKeHb, Ta iXHS aKTya/lbHICTb
0151 3aCTOCYBaHHS JIHOAMHO0.
YactuHa lll: Mnax 3
dapmakoHarnagy (BKi4aoum
NOCTMapKeTUHIOBI AOCNIMKEHHS 3
6e3neku): OHOBNEHHA MigPO34iny
I1l.2 NogaTkoBi 3axoam 3
thapmakoHarnagy ta tabn. 26:
MoTouHi Ta 3annaHoBaHi
[0[aTKoBi 3axoan 3
hapmakoHarnsagy B nigposgini 1.3
3BefeHa Tabnmus AoAaTKOBUX
3axopgis 3 hapmakoHarnsgy.
YacTtuHa V: 3axoau 3 MiHiMizaulii
pU3KKIB (BKIHOYAKOUMN OLLIHKY
eheKTMBHOCTI 3axo/iB 3
MiHiMi3aLii pU3unKiB): OHOBIEHHS
nigpo3giny V.3 Pestome 3axopgis 3
MiHimi3aLjii pu3ukiB, a came B
Tabn. 28: 3seseHa Tabnmus
3axofis 3 hapmakoHarnsgy Ta
3axofiB 3 MiHiMi3aLii pusukis i3
3aHENOKOEHb 3 6e3nekn. YacTnHa
VI: Pesiome nnaHy ynpasiHHs
pU3MKaMW: OHOBJ/IEHHS MigpO34inis
11.B Pe3tomMe BaXXMBUX PU3NKIB Ta
I1.C.2 IHWi gocnigkeHHsa B nnaxi
nicnsipeecTpawiiHoro po3BuTKY.
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Ne

Hassa dopma sunycky 3assHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n NiKapcbKo20 | (nikapcbka ghopma, Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
NPOMIXXHUIA NPOAYKT [opatok 2 - 3sefeHa Tabnuus
iBOCMAEHIDY). 3annaHoBaHuX, NOTOYHKX Ta
BignoBiganbHuii 3a 3aBepLUeHnX nporpam AoCNiKeHb
BMNPOGYBaHHA B paMKax 3 thapmakoHarnsagy. fogatok 3 -
KOHTPO/IO AKOCTI MpoTokonun gns 3anponoHOBaHWX,
NMPOMIKHOIO NPOAYKTY NOTOYHWX Ta 3aBEePLUEHUX
nikapcbKoro 3acoby [ocnimpKeHb y nnaxi
(TBEpAOANCNEPCHWI thapmakoHarnsgy. BHacnigok
NPOMKHUIA NPOAYKT BiAMNOBIAHVX OHOB/MEHb, 3MIHUNCA
iBOCUAEHIOY): XOBiOH sepcis MYP, aaTta nignucaHHs,
®apmacieHcis C.A., 06rpyHTyBaHHS 4151 NOAAHHS
MopTtyranis oHoBseHoro MyP.
35. XAUPIMO3 PO34nH ANS iH'EKLi, CaHgos 'meX AscTpis KOHTPO/b Lsenuapis/ Type IB, B.ll.e.3.z - Change in 3a UA/17973/01/01
40 40 mr/0,8 mn; mo 0,8 (XiMiYHWA/i3NYHNIA): CnoBeHis/ test procedure for the peyenmoom
M1y nonepegHsL0 HoBaprTic ®apma LUTaitH ABcTpisi/ immediate packaging of the
HanoBHeHOMY Ar, Lseiuapis; HimeuunHa finished product - Other
wnpuui; no 1 a6o 2 KoHTponb cepii variation - Optimization of the
nonepegHL0 (6ionoriyHuiA): ethylene oxide sterilization cycle at
HanoBHEHMWX HosapTic ®apma Ar, supplier BD site Pont-De- Claix to
LwnpuuiB y LBeiiyapis; remove the details of validated
6nictepax y KoHTponb cepil exposure time. The Annexes to

KapTOHHI KOpoo6Li

(6ionoriynHnii):
HoBaprTic
PapmacbloTikau
ManydaxTypuHr JI/1C,
CnoseHis;
BMNYCK cepil:
CaHpo3 I'm6X —
Brpo6Huya ainbHuus
AcenTuyHi Jlikapcbki
3aco6u LWadTeHay
(AcenTtuyni N3LL),
ABCTpIS;
KOHTpPOb cepii
(XiMiYHWA/i3NYHMIA):
€spocpiHc PACT 'mM6X,
HimeuyuunHa;
KOHTpO/b cepii
(mikpobionoriyHuii -
CTepPW/IbHI MOKAa3HMWKMN,
MiKpO6iOOriYHWiA -
HeCTepW/IbHI
nokasHukn): Hoeapric
dapmacbloTikan
MaHydakTypiHr M'M6X,
ABCTpIS;
KOHTPO/b cepil

the marketing authorisation remain
unchanged.
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Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n NiKapcbKo20 | (nikapcbka ghopma, Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
(6ionoriunnin):
CI'C AHanituke
LBeiiyapis AT,
Lseliuapis;
MOBHWIA LKA
BMPOGHMLTBA:
HosaprTic
dapmacbloTikan
MaHydakTypiHr T'M6X,
ABCTpis
B.o. HayanbHUKa
dapMaueBTUYHOIo ynpaBaiHHA OnekcaHpap NPILLEHKO




PEECTPY JIIKAPCbKUX 3ACOBIB

TIEPEJIIK
JIIKAPCbKUX 3ACOBIB (MEOUYHUX IMYHOBIOJIOTIYHUX NMPENAPATIB), AKI 3APEECTPOBAHI KOMMNETEHTHUMMU
OPIrAHAMM CMNOJTYYEHUX LUTATIB AMEPUKU, LLUBEMLLAPCbKOIT KOH®ELEPALLIT, ANOHIT, ABCTPANIT, KAHALAWN, NIKAPCbKUX
3ACOGIB, LLIO 3A LIEHTPAJTI30BAHOIO MPOLEQYPOKO 3APEECTPOBAHI KOMIMETEHTHUM OPFTAHOM EBPOMENCLKOIO
COIO3Y, AKUM BIAMOBJIEHO Y 3ATBEPAXEHHI 3MIH A0 PEECTPAL|IMHUX MATEPIANIB TA BHECEHHI 4O AEPXXABHOIO

Jopatok 4

[0 Haka3sy MiHictepcTBa OXOpPOHM 3[0pPOB’S
YKpaiHu «Mpo LEPXXaBHY peecTpau,ito,
nepepeecTpaujio  Jlikapcbkux  3acobiB  Ta
BHECEHHS 3MiH [0 peeCTpauiHUX MaTtepianis
NiKapCcbKUX 3acobis, aKi 3apeecTpoBaHi
KOMMEeTEHTHUMK opraHaMmn CnosyveHux LUTaTiB
Amepukn, Lseiuapcbkoi KoHdeaepauii, AnoHii,
ABcTpanii, KaHagu, Eeponelicbkoro Cotosy»

Bia 18 cepnHa 2025 poky N2 1305

Ne Hassa ®dopma sunycky (nikapcbka 3asaBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina | Ymosu sionycky Howmep
n/n JliKapcbKo20 ¢ghopma, ynakoska) npoyeodypa peecmpayiliHo2o
3aco6y nocsioYyeHHs
1. ABIPATEPOH | TabneTku, BKpUTI NiBKOBOO ToBapucTBO 3 Ykpaina [103BiN Ha BUNYCK Cepiii: CnoseHis/ IHWi, IB 3a peyenmom UA/19750/01/01
CAHAO3® o060noHkoto, no 500 mr, no 14 06MexeHoto Nek dapmaueBTMUHA Kinp
TabneTtok y 6nictepi, no 4 BiANoBiAA/IbHICTIO KoMnaHis g.4.,
6nicTepy y KapTOHHIlA KOpPOOGL "CaHp03 YkpaiHa" CnoseHis;
BMPO6HMLTBO in bulk,
NepBUHHE Ta BTOPVHHE
nakyBaHHs, TeCTyBaHHS,
[l03BiN Ha BUNYCK Cepiii:
Pemegika fita., Kinp
2. ABIPATEPOH | TabneTku, BKpUTI NAiBKOBOO ToBapucTBo 3 YkpaiHa [103BiN Ha BUNYCK Cepiii: CnoseHis/ IHWi, IB 3a peyenmom UA/19750/01/02
CAHAO3® 060n0Hkot0, No 250 mr, no 10 0bMexeHot Nek dapmaneBTUUHA Kinp
TabneTtok y 6nictepi, no 12 Bi4nNoBIAaNbHICTIO KomnaHis a.4.,
6nicTepiB y KAPTOHHIlA KOPOOL "CaHpo3 YkpaiHa" CnoseHis;
BMPO6HULTBO in bulk,
nepBUHHE Ta BTOPVHHE
nakyBaHHs, TeCTyBaHHS,
[03BiN Ha BUNYCK Cepiii:
Pewmegika /114., Kinp
3. NO3APTAH TabneTku, BKpUTI NAIBKOBOO CaHpo3 CnoseHis BVPOGHULTBO TypeuunHa/ 3Mminn | Ta ll 3a UA/18672/01/01
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Ne
n/n

Ha3ssa
NliKapcbKo20
3acoby

®dopma sunycky (nikapcbka
¢hopma, ynakoska)

3asasHuUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina
npoyeoypa

YmosBu gidnycky

Homep

peecmpayjiliHo2o

nocsioYyeHHs

CAHA03®
LOSARTAN
SANDOZ®

060/10HKO10, No 50 wmr, no 14
Tabs1eTOK, BKPUTMX M/IBKOBOHD
060/10HKOI0 Y 6icTepi, No 2
abo 7 6nicTepiB y KApTOHHIl
Kopobui

dapmacbloTikan3
a.a.

Hepo3hacoBaHOro
NPOAYKTY:
CaHpos 'pyn Carnuk
YpyHnepi lnaknapi CaH.
Be Tik. A.C., TypeuunHa
BVMPOGHMLTBO
Hepo3chacoBaHOro
NPOAYKTY, NEPBUHHE Ta
BTOPWHHE NakKyBaHHS,
TECTYyBaHHS:
Cantotac ®apma 'mbX,
HimeuunHa
nepBUHHE Ta BTOPUHHE
nakyBaHHS, TECTYBaHHS,
[,03BiN Ha BUNYCK cepii:
ek ®apmaveBTuyHa
KoMnaHisi 4.4., CnoBeHis

NepBUHHE Ta BTOPUHHE
nakyBaHHS, A03BiN Ha
BMNYCK cepil:
ek ®apmaveBTuyHa
KoMnaHisi 4.4., CnoBeHis
BVMPOGHMLTBO
Hepo3chacoBaHOro
NPOAYKTY, NEPBUHHE Ta
BTOPWHHE NakKyBaHHS,
TECTYyBaHHS:
leHBeoH lnak CaHail Be
Tikapet A.C.,
TypeyunHa
TeCTyBaHHS:

C.K. CaHpo3 C.P./1.,
PymyHis
MikpobiosoriyHe
TeCcTyBaHHS:
Hosaprtic Carnuk, Figa
Be Tapim YpyHnepi
CaHaii Be Tikapet A.C.,
TypeyunHa

HimeuunHa/ CnoseHis/
PymyHis

Tmny
Besneka, Ib
BBeneHHs 3MiH
NPOTAroMm 6-Tn
MicsLiB micns
3aTBEPKEHHS.

peyenmom

NO3APTAH
CAHAO3®
LOSARTAN
SANDOZ®

TabneTkv, BKpUTI NNiBKOBOO
06010HKOt0, No 100 mr, no 14
Tab/1eToOK, BKPUTMX MNIBKOBOIO
o060noHkoto y 6icTepi, no 2
ab0o 7 6nicTepiB y KApPTOHHiIl
Kopobu,i

CaHpo3
dapmacbloTikan3

a.a.

CnoBeHis

BVPOGHMLTBO
Hepo3dhacoBaHoro
NPOAYKTY:
CaHnpo3s 'pyn Carnuk
YpyHnepi lnaknapi CaH.
Be Tik. A.C., TypeyunHa
BUPOGHMUTBO

TypeuunHa/
HimevunHa/ CnoseHisi/
PymyHis

3minm | Ta ll
Tmny
Besneka, 1b
BBeneHHs 3MiH
NpOTArom 6-Tn
MicsauiB micns
3aTBEPIKEHHS.

3a
peyenmom

UA/18672/01/02
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Ne
n/n

Ha3ssa
NiKkapcbKo20
3acoby

®dopma sunycky (nikapcbka
¢hopma, ynakoska)

3asasHuUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina
npoyeoypa

YmosBu gidnycky

Homep

peecmpayjiliHo2o

nocsioYyeHHs

Hepo3hacoBaHOro
NPOAYKTY, NEPBUHHE Ta
BTOPWHHE NakKyBaHHS,
TECTYyBaHHS:
Cantotac ®apma 'mbX,
HimeuunHa
nepBUHHE Ta BTOPUHHE
nakyBaHHS, TECTYBaHHS,
[,03BiN Ha BUMNYCK cepii:
ek ®apmaveBTuyHa
KoMnaHisi 4.4., CnoBeHis

nepBUHHE Ta BTOPUHHE
nakyBaHHs, A03BiN Ha
BMNYCK cepil:
ek ®apmaveBTuyHa
KoMnaHisi 4.4., CnoBeHis
BMPOGHMLTBO
Hepo3hacoBaHOro
NPOAYKTY, NEPBUHHE Ta
BTOPWHHE NakKyBaHHS,
TECTYyBaHHS:
leHBeoH lnak CaHail Be
Tikapet A.C.,
TypeyuuHa
TeCTyBaHHS:

C.K. CaHpo3 C.P./1.,,
PymyHis
MikpobiosoriyHe
TeCTyBaHHS:
Hosaprtic Carnuk, Figa
Be Tapim YpyHnepi
CaHaii Be Tikapet A.C.,
TypeyunHa

CONIKBA

po34nH ANA iH ekyiin, 100
Op./mn+33 Mkr/mn; Ne3 abo
Ne5: no 3 mn 'y KapTpuaxi,
BMOHTOBAHOMY B OfJHOPa30BYy
LINpu1L-pyydky; no 3 abo no 5
LUNPUL-PYYOK B KAPTOHHIi
Kopo6ui. [0nKM B ynakoBKy He
BK/IHOYEHi

TOB "CaHodi-
ABeHTIC YKpaiHa"

YkpaiHa

CaHodpi-ABeHTiC
Hoiunang MrmeX

HimeuunHa

3miHa
MicLie3Haxomxe
HHSA MacTep-
thaiina cnuctemm
hapmakoHarns
Ay, 3mMiHa micus
34iiCHEeHHs
OCHOBHOI
AiSNbHOCTI 3
hapmakoHarns
ay, a came:
BHeceHHs 3MiH

oo

3a
peyenmom

UA/16775/01/01




49

Ne
n/n

Ha3ssa
NiKkapcbKo20
3acoby

®dopma sunycky (nikapcbka
¢hopma, ynakoska)

3asasHuUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina
npoyeoypa

YmosBu gidnycky

Homep
peecmpayjiliHo2o
nocsioYeHHs1

y3arasibHeHUx
AaHux npo
cuctemy
hapmakoHarns
Ay Ta agpecwm,
ae
30jiCHI0ETLCA
OCHOBHa
LiSANbHICTb 3
hapmakoHarns
o Ay
MicLie3Haxomxe
HHS1 MacTep-
thaiina cuctemm
thapmakoHarns
ay (e
36epiraeTbes
MacTep-aiin
cuctemu
hapmakoHarns
oY) y 3BA3KY i3
3MiHOIO
MicLepo3TallyB
aHHA
rnob6asibHoro
ocpicy
JenapTameHTy
Patient Safety &
Pharmacovigila
nce (PSPV)
KOMnaHil
CaHodpi.
BignosigHo
OHOBJIHOETbLCSA
iHchopmavis y
peecTpauinHux
mMartepianax
om0
3[iACHEHHS
AiSNbHOCTI 3
thapmakoHarns
oy B YKpaiHi, a
came
rapaHTiliHuit
nmer Ta
KOpOTKMiA onuc
cuctemu
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Ne Hassa ®dopma sunycky (nikapcbka 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina | Ymosu sionycky Howmep
n/n NiKkapcbKo20 ¢hopma, ynakoska) npoyeoypa peecmpayjiliHo2o
3acoby nocsioYyeHHs
hapmakoHarns

[y 3asBHVKa.
Homep macTtep-
dhaiina cuctemu
thapmakoHarns
ay
3a/IMWaeTbea
6e3 3MiH.
LOitova
pefakuis:
Appeca, ge
3[jACHI0ETbCS
OCHOBHa
LiSANbHICTb 3
thapmakoHarns
ay:
1, AeHto M'ep
Bpocconet
91380 Ywni-
MaszapiH,
PpaHuis
1, Avenue
Pierre
Brossolette
91380 Chilly-
Mazarin, France
Appeca
MicLe3Haxomxe
HHSA MacTep-
thaiina cucrtemm
hapmakoHarns
ay:
1, AeHio M'ep
Bpocconet
91380 Ywni-
MasapiH,
PpaHLin
1, Avenue
Pierre
Brossolette
91380 Chilly-
Mazarin, France
Homep mactep-
thaiina cuctemm
thapmakoHarns
ay: MFL 2360
[ponoHoBaHa
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Ne
n/n

Ha3ssa
NiKkapcbKo20
3acoby

®dopma sunycky (nikapcbka
¢hopma, ynakoska)

3asasHuUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina
npoyeoypa

YmosBu gidnycky

Homep
peecmpayjiliHo2o
nocsioYeHHs1

peakuist:
Appeca, ge
3[iACHI0ETbCS
OCHOBHa
LiSANbHICTb 3
thapmakoHarns
ay:

82, ABeHio,
Panceiin 94250
[xeHTini,
PpaHLis
82, Avenue
Rapsail 94250
Gentilly, France
Appeca
MicLe3Haxomxe
HHS MacTep-
thaiina cuctemm
hapmakoHarns
ay:

82, ABeHlo,
Panceiin 94250
LbxeHTini,
PpaHuis
82, Avenue
Rapsail 94250
Gentilly, France
Homep mactep-
thaiina cuctemm
thapmakoHarns
ay: MFL 2360

CONIKBA

PO34mMH ANs iH exuiid, 100
Op./mn+50 Mkr/mn; Ne3 abo
Ne5: no 3 mn 'y KapTpuaxi,
BMOHTOBAHOMY B OfJHOPa30BYy
LINpu1L-pyydky; no 3 aéo no 5
LUNPUL-PYYOK B KAPTOHHIi
Kopo6ui. [0nKM B ynakoBKy He
BK/IHOYEHi

TOB "CaHodi-
ABeHTIC YKpaiHa",
YkpaiHa

YkpaiHa

CaHodpi-ABeHTiC
[oiunang MméX,
HimeuunHa

3miHa
MicLle3Haxomxe
HHSA MacTep-
thaiina cuctemm
hapmakoHarns
Ay, 3miHa micus
34iiCHEeHHs
OCHOBHOI
AiSNbHOCTI 3
hapmakoHarns
ay, a came:
BHeceHHs 3MiH
no
y3arasibHeHux
[aHux npo
cuctemy

3a
peyenmom

UA/16774/01/01
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Ne
n/n

Ha3ssa
NiKkapcbKo20
3acoby

®dopma sunycky (nikapcbka
¢hopma, ynakoska)

3asasHuUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina
npoyeoypa

YmosBu gidnycky

Homep
peecmpayjiliHo2o
nocsioYeHHs1

hapmakoHarns
Ay Ta agpecwm,
ae
34jiCHI0ETLCA
OCHOBHa
LiSANbHICTb 3
hapmakoHarns
o Ay
MicLie3Haxomxe
HHS1 MacTep-
thaiina cnuctemm
thapmakoHarns
ay (e
36epiraeTbes
MacTep-aiin
cuctemu
hapmakoHarns
noy) y 3BA3KY i3
3MiHOIO
MicLepo3TallyB
aHHA
rnob6asibHoro
ocpicy
JenapTaMeHTy
Patient Safety &
Pharmacovigila
nce (PSPV)
KOMnaHil
CaHodpi.
BignosigHo
OHOBJIHOETbLCSA
iHchopmavis y
peecTpauinHux
mMartepianax
om0
3[iACHEHHS
AiSNbHOCTI 3
hapmakoHarns
oy B YKpaiHi, a
cave
rapaHTiliHuit
nmer Ta
KOpPOTKMiA onuc
cuctemu
thapmakoHarns
[y 3asBHYKa.
Homep mactep-
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Ne Hassa ®dopma sunycky (nikapcbka 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina | Ymosu sionycky Howmep
n/n NiKkapcbKo20 ¢hopma, ynakoska) npoyeoypa peecmpayjiliHo2o
3acoby nocsioYyeHHs

dhaiina cuctemu
hapmakoHarns
ay
3a/IMWaeTbea
6e3 3MiH.
LOitova
pefakuis:
Appeca, ge
34iACHI0ETbCS
OCHOBHa
LiSANbHICTb 3
thapmakoHarns
ay:
1, AeHto M'ep
Bpocconet
91380 Ywni-
MaszapiH,
PpaHuis
1, Avenue
Pierre
Brossolette
91380 Chilly-
Mazarin, France
Appeca
MicLe3Haxomxe
HHS MacTep-
thaiina cuctemm
hapmakoHarns
ay:
1, AseHio IM'ep
Bpocconet
91380 Ywni-
MasapiH,
PpaHLin
1, Avenue
Pierre
Brossolette
91380 Chilly-
Mazarin, France
Homep mactep-
thaiina cuctemm
thapmakoHarns
ay: MFL 2360
[MponoHoBaHa
peakuis:
Appeca, ne
3[iiCHIOETbCS




54

Ne Hassa ®dopma sunycky (nikapcbka 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina | Ymosu sionycky Howmep
n/n NliKapcbKo20 ¢hopma, ynakoska) npoyeoypa peecmpayjiliHo2o
3acoby nocsioYyeHHs

OCHOBHa
LiSANbHICTb 3
thapmakoHarns
ay:

82, ABeHio,
Panceiin 94250
[xeHTini,
PpaHLis
82, Avenue
Rapsail 94250
Gentilly, France
Appeca
MicLe3Haxomke
HHS MacTep-
thaiina cuctemm
hapmakoHarns
ay:

82, ABeHI0,
Panceiin 94250
LbxeHTini,
PpaHuis
82, Avenue
Rapsail 94250
Gentilly, France
Homep mactep-
thaiina cuctemm
thapmakoHarns
ay: MFL 2360

B.o. HayanbHUKa
dapmalieBTUYHOr0 yIpaB/IiHHSA Ounexkcanpap I'PILIEHKO
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