HEPEJIIK

Jonmarok 3

n0 Hakazy MIHICTEpPCTBA OXOPOHH 37I0POB’S
VYkpainu «IIpo JiepKaBHY peectpariiro,
MEpepeECTpaIito  JKApCBKUX  3aco0iB  Ta
BHECEHHS 3MIH JI0 pEeCcTpallifHuX MaTepianiB
JmiKapchKUX ~ 3aco0iB,  SAKi  3apeecTpoBaHi
KoMmIleTeHTHUMHU opraHamu Cronyuyenux LlTtartis
Awmepuxku, lBeiinapcekoi Kondenepanii, SmnoHnii,
Ascrpauii, Kananu, €sponeiicekoro Coro3y»

Bix 26 Gepesnst 2024 poky Ne 517

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

CO103Yy

substance. Minor change to the restricted

Ne Hasea @Popma eunycky (nikapcbka 3asisHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/ JliKapcbK020 ¢opma, ynakoeka) sidnycky |peecmpayiliHo2
n 3acoby 0 noceid4yeHHs1
1. | ABIPATEPOH TabneTku, BKpUTI NNiBKOBOO ToBapuct | Ykpaina [03BiN Ha BUMYCK Cepiii: CnoseHis/ B.Il.d.2 a - IB - Change in test procedure for 3a UA/19750/01/02
CAHOO3® o6onoHkoto, no 250 mr, no 10 BO 3 Jlek ®apmaLeBTMYHA KOMNaHist Kinp the finished product. Minor change to an peuenmom
Tabnetok y 6nictepi, no 12 obmexeHo 4.4a., CnoseHist approved test procedure
BricTepiB y KApTOHHIN KOPOOLi 10 BUPOBHMLUTBO in bulk, nepBrHHE
Bignosiga Ta BTOPMHHE NaKyBaHHS,
NBHICTIO TecTyBaHHS, [403BiN Ha BUNYyCK
"CaHpo3 cepin:
YkpaiHa" Pewmegaika Jlt4., Kinp
2. | ABIPATEPOH TabneTku, BKpUTI NNiBKOBOO ToBapuct | Ykpaina [03BiN Ha BUMYCK Cepiii: CnoseHis/ B.Il.d.2 a - IB - Change in test procedure for 3a UA/19750/01/01
CAHOO3® obornoHkoto, no 500 wmr, no 14 BO 3 Jlek ®apmaueBTMYHa KOMNaHIs Kinp the finished product. Minor change to an peuenmom
Tabnetok y 6nictepi, no 4 obmexeHo 4.4a., CnoseHist approved test procedure
Brictepn y kapTOHHIN kopoOLi 10 BUPOOHMLUTBO in bulk, nepBrHHE
Bianoeiga Ta BTOPUHHE NaKyBaHHS,
NBHICTIO TeCcTyBaHHS, 403BiN Ha BUNYyCK
"CaHpo3 cepin:
YkpaiHa" Pewmegika Jitg., Kinp
3. ABIPATEPOH TabneTku, BKpUTI NNiBKOBOO Tosapuct | YkpaiHa [003Bin Ha BUNYCK Cepint: CnoBeHis/ Type IB - B.1.z: Other quality change to 3a UA/19750/01/02
CAHOO3® obornoHkoto, no 250 wmr, no 10 BO 3 Jlek ®apmaneBTUYHa KOMNaHIs Kinp active ingredient peuenmom
Tabnetok y 6nictepi, no 12 obmexeHo A.4a., CnoseHis Type IB - B.l.a.2.e: Changes in the
GnicTepiB y KapTOHHI KopobLi; 10 BUpOGHMUTBO in bulk, nepsuHHe manufacturing process of the active
no 500 mr, no 14 TabneTtok y Bignosiaa Ta BTOPVHHE NMaKyBaHHS, substance. Minor change to the restricted
Gnictepi, no 4 6nictepn y TNBHICTIO TECTYBaHHs1, JO3BiN Ha BUMYCK part of the DMF
KapTOHHiI kopobui "CaHpo3 cepint: Type IB - B.l.a.2.e: Changes in the
Ykpaina" Pewmegika IlTa., Kinp manufacturing process of the active
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part of the DMF
Type IB - B.l.a.2.e: Changes in the
manufacturing process of the active
substance Minor change to the restricted
part of the DMF

ABIPATEPOH TabneTku, BKPUTI NNIBKOBOO Toeapuct | Ykpaina [03BiN Ha BUMYCK Cepiii: CnoseHis/ Type IB - B.l.z: Other quality change to 3a UA/19750/01/01
CAHOO3® o6onoHkoto, no 500 mr, no 14 BO 3 Jlek PapmaveBTMYHA KOMMaHisA Kinp active ingredient peuenmom
TabneTok y 6nictepi, no 4 obmexeHo A.a., Cnosenis Type IB - B.l.a.2.e: Changes in the
6nictepu y KapTOHHI KOpooLi 10 BMpobHMUTBO in bulk, neperHHe manufacturing process of the active

Bignoeiga Ta BTOPWHHE NaKyBaHHS, substance. Minor change to the restricted
NbHICTIO TeCTyBaHHS, [03BIN Ha BUNYCK part of the DMF
"CaHpo3 cepin: Type IB - B.l.a.2.e: Changes in the
YkpaiHa" Pewmegika Jitg., Kinp manufacturing process of the active
substance. Minor change to the restricted
part of the DMF
Type IB - B.l.a.2.e: Changes in the
manufacturing process of the active
substance Minor change to the restricted
part of the DMF
BECIMOH3A NOPOLLIOK NiodinisoBaHnn Ans Mdpansep CLUA BMPOGHMLTBO, TECTYBaHHS Mpu CLWA BHECEHHS 3MiH [0 peecTpauifiHnX 3a UA/19782/01/01
po34mnHy Ans iHdysin, 0,9 mr; no Eny.Ci.Ni. BWNYCKY Cepii, TECTYBaHHA Npu matepianis: 3miHa agpecu 3asBHUKa peuernmom
0,9 Mr y conakoHi; no 1 dpnakoHy Kopnopen pocnigkeHHi ctabinbHocCTi, Eny.Ci.Mi. KopnopewiwH., CLUA y 38’s3Kky i3
Y KapTOHHI kopobui LUH 36epiraHHs: 3MiHOI afpecu LieHTpanbHoro odicy.
Baet ®apmacestoTtikan [iBixH od [Hitoua pepakuis: 235 Ict 42-ra C1piT, Hbto
Baet XongiHrc NNC, CLWA; Mopk, HA 10017-5755, CLLIA/235 East 42-nd
TEeCTYBaHHSA Ha UiniCHICTb Street, New York, NY 10017-5755, USA
YMaKoBKM (Npu AOCHIOXKEHHI MponoHoBaHa pepakuis: 66 N'yasoH bynesap
cTabinbHoCTi): lcT, Hito-Mopk, H 10001-2192, CLLA/66
Bect ®apmachktoTikan Cepsicec, Hudson Boulevard East, New York, NY
IHk., CLLUA; 10001-2192, USA
nakyBaHHsI, MapKyBaHHs,
36epiraHHs, BUNYyCK cepin:
dapmauis i AngxoH KomnaHi
JIC, CLWA
BAPIATE®® kancynu m ki no 100 mr; no 10 BepiHrep Himeuun BMPOGHWK, LLIO BiANOBIAae 3a HimeyumHa B.l.a.l.z, type IB - Change in the 3a UA/16651/01/01
Kancyn M'akux B antoMiHieBOMYy IHrenbxan Ha BUWMYCK cepil: manufacturer of AS or of a starting peuenmom
6nicTepi, no 6 abo 12 Gnictepis M BepiHrep IHrenbxanm ®apma material/reagent/ intermediate for AS - Other
Y KapTOHHIl kopobui IHTepHeLw Mm6X i Ko. KI', HimewunHa variation — Addition of alternate
HN TMBX BMPOBHMLTBO, yNakoBKa Ta manufacturer KOEI Chemical Company

KOHTPOSb SIKOCTi Kancyn in bulk
(Hepo3dacoBaHoi npoaykuii
nikapcbkoro 3acoby):
KataneHTt HimeuunHa EGepbax
'm6X, Himeuunna
nepBuHHe (6nictepwn) Ta
BTOPWHHE NaKkyBaHHs1 (KOPOOKuK),
MapKyBaHHs! (MEPBUHHOIO Ta
BTOPWHHOIO NakyBaHHs) Ta
KOHTPOIb SIKOCTi NikapCbKOro
3acoby:

BepiHrep IHrenbxanm ®apma
'm6X i Ko. KIM, Himeyuunna
anbTepHaTnBHa naboparopis

Limited for starting material BIBF 1120
Chlorimid.

B.l.a.l.z, type IB - Change in the
manufacturer of AS or of a starting
material/reagent/ intermediate for AS - Other
variation — Addition of alternate
manufacturer Lianhe Chemical Technology
Co., Limited for starting material BIBF 1120
Chlorimid.

B.l.a.l.z, type IB - Change in the
manufacturer of AS or of a starting
material/reagent/ intermediate for AS - Other
variation — Addition of alternate
manufacturer WeylChem ORGANICA GmbH
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ANsi NPOBEAEHHSI KOHTPOIHO
SIKOCTi (32 BUKITIOYEHHAM
MiKpOBIONOriYHOT YNCTOTK):

A eHp Em WUTABTECT Jlabop
dyp AHaniTUK yHa
CrabinitatcnpydyHr M'M6X,
HimeuyunHa
anbTepHaTUBHI Nabopatopii ans
npoBeAeHHS KOHTPOMIO AKOCTI 3a
NoKasHUKOM MikpobionoriyHa

for starting material BIBF 1120 Chloracetyl.

B.l.a.l.z, type IB - Change in the
manufacturer of AS or of a starting

material/reagent/ intermediate for AS - Other
variation — Addition of alternate

manufacturer Lianhe Chemical Technology

Co., Limited for starting material BIBF 1120

Chloracetyl.

yucToTa:
CI'C IHctutyT ®peseHiyc [M6X,
HimeuyunHa
JTabop JIC CE eng Ko. KT,
HimeyvdmHa
BAPIFATE®® kancynu m'ski no 150 mr; no 10 BepiHrep Himeuun BMPOBHMK, LLO Bignosigae 3a HimeuyunHa B.l.a.l.z, type IB - Change in the 3a UA/16651/01/02
Kancyn M'sakux B antoMiHiEBOMY IHrenbxan Ha BUMNYCK Cepil: manufacturer of AS or of a starting peuenmom
Gnictepi, no 6 6rictepiB y M BepiHrep IHrenbxanm ®apma material/reagent/ intermediate for AS - Other
KapTOHHIl kopobui IHTepHeLwl 'm6X i Ko. KI', HimeuyuunHa variation — Addition of alternate
HN TmBX BMPOBHMLTBO, yNakoBKa Ta manufacturer KOEI Chemical Company
KOHTPOIb SIKOCTi Kancyn in bulk Limited for starting material BIBF 1120
(Hepo3dacoBaHoi npoayKLii Chlorimid.
nikapcbkoro 3acoby): B.l.a.l.z, type IB - Change in the
KataneHTt HimeuunHa E6epbax manufacturer of AS or of a starting
'M6X, HimeyunHa material/reagent/ intermediate for AS - Other
nepeuHHe (bnictepn) Ta variation — Addition of alternate
BTOPWHHE NaKyBaHHS (KOPOOKu), manufacturer Lianhe Chemical Technology
MapKyBaHHs1 (NepBUHHOTO Ta Co., Limited for starting material BIBF 1120
BTOPWHHOIO NaKyBaHHS) Ta Chlorimid.
KOHTPOIb SIKOCTi NiKapCbKOro B.l.a.l.z, type IB - Change in the
3acoby: manufacturer of AS or of a starting
BepiHrep IHrenbxanm ®apma material/reagent/ intermediate for AS - Other
Mm6X i Ko. KI', HimewunHa variation — Addition of alternate
anbTepHaTMBHa nabopaTtopis manufacturer WeylChem ORGANICA GmbH
Ansi NPOBEAEHHSI KOHTPOIHO for starting material BIBF 1120 Chloracetyl.
SIKOCTi (32 BMKITIOYEHHAM B.l.a.l.z, type IB - Change in the
MikpOBionoriyHoi YNCToTH): manufacturer of AS or of a starting
A enp Em LUTABTECT Jlabop material/reagent/ intermediate for AS - Other
dyp AHaniTMK yHa variation — Addition of alternate
CrabinitatcnpydyHr TM6X, manufacturer Lianhe Chemical Technology
HimeuumHa Co., Limited for starting material BIBF 1120
anbTepHaTuBHI Nnaboparopii ans Chloracetyl.
npoBefeHHsI KOHTPOIIO SIKOCTi 3a
noka3HUKOM MikpobionoriyHa
yucToTa:
CI'C IHcTuTyT ®peseHiyc MvbX,
HimeuunHa
Jlabop JIC CE eng Ko. KT,
HimeyunHa
FAPOACUN® 9 | cycneHsia ans iH'ekuin, no 0,5 Mepk Llisenua 06'egHaHHSA rOTOBOro NPOAyKTy CLUA/ 3MiHn | TMny: 3miHKn Wwopao 3a UA/20128/01/01
BAKLIMHA mn (1 gosa); no 0,5 mn cycneHsii Wapn i pis (noBTOpPHE cycrneHayBaHHA Ta HinepnaHan | 6e3neku/edeKTMBHOCTI Ta hapmakoHarnsgy. | peuenmom
NnPOTHU y nonepeaHbLO HaNnoBHEHOMY Ooym 06'eaHaHHSA KiHLEBOro /lpnaHgis/lc BBeneHHs abo 3miHM [0 y3aranbHeHuX
BIPYCY winpuui (ckno) 3 obmexysayemM IOEA cdopmyrnboBaHoro 6arky, naHis OaHux Npo cuctemy dapmakoHarnsgy
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NAMNUIOMU X04y MOPLUHS (CUNiKOHI30BaHWI mbX OTpMMaHoro 3 AinbHuui Bect (BBEAEHHS y3aranbHEHUX AaHWX NPO
NOOUHU 9- B6pombyTrnoBmMit enacTtomep i3 [MOWHT), HaNOBHEHHS LWNpULiB cuctemy capmakoHarnsay, amiHa
BAJIEHTHA nokputtam FluroTec) Ta (nepBMHHE NakyBaHHs), yNoBHOBaXeHoi ocobu, BiAnoBiaanbHoi 3a
(PEKOMBIHAH | koBnaykom (CMHTETM4YHa TECTYBaHHS NPV BUNYCKy ANs 3AiiCHEeHHs hapmakoHarnsay; KOHTakTHoOT
THA, izonpeH-6pomOyTunoBa cymiLl). LUNPULIB, HAMNOBHEHMX Ha ocobu 3 chapmakoHarnsgy 3asiBHUKa Ans
A[COPBOBAH | o 1 nonepeaHb0 HaNnOBHEHOMY AinbHuUi Bakctep (nuwe 3[iNcHeHHs dhapmakoHarnagy B YkpaiHi,
A) wnpuuy 3 2 ronkamu aéo no 10 €HOOTOKCUHM Ta CTEPUIbHICTD): SKLLO BOHA BiAMIHHA Bif yNOBHOBaXeHO|
nonepegHbO HanoBHEHNX Bakctep ®apmacbtoTikan ocobu, BianoBiganbHOI 3a 34iNCHEHHS
Lwnpuuis 3 2 ronkamv ans ContowHc JNC, CLWWA dapmakoHarnsagy (BKNoYaryy KOHTaKTHI
KOXHOTIO LUNpuLUa B KAPTOHHIN TeCTyBaHHSA Npu BUMYCKY ANg naHi) Ta/abo 3MiHW y po3MilLeHHi MacTep-
Kopobui 3 iHCTpyKUieto aAna LUNPULiB, HAMNOBHEHMX Ha darina cuctemu chapmakoHarnsigy) 3asiea
MeOn4HOro 3acTocyBaHHs AinbHUUI Kapnoy, TectyBaHHA Ha 3minm J13 (MIBM) (3rigHo Hakady MOS Bif
npv BBE3€EHHI (4Ns Wwnpuuis, 17.11.2016 Ne 1245)
OTPUMaHuX 3 AinbHuLi Bect 3MiHa KOHTaKTHOI 0cobU 3asiBHUKA,
MowHT Ta AinbHMLi BakcTep)?, BiANoBiAanbHOI 3a hapmakoHarnsag B
MapKyBaHHS Ta BTOPUHHE YkpaiHi. itova pegakuis: Elena Andriutsa.
nakyBaHHs, cepTudikauia Ta MponoHoBaHa pepakuis: Anna Klymenko.
BUMNYCK Cepil: 3MiHa KOHTaKTHMX AaHWNX KOHTaKTHOI 0cobu
2 TecTyBaHHS Npu BBE3EHHI 3asBHMKa, BigNoBiganbLHoi 3a
BKIOYa€e NpoBeAEHHSs BCiX tbapmakoHarnag B YkpaiHi.
TECTIiB Mpy BUMYCKY cepil
KiHLEBOro NpoayKTy
Mepk Wapn i Joym B.B.,
Hinepnanan
Bupo6HMLTBO: hopmynsuis,
HamnoBHEHHSI Ta NEePBUHHE
NnaKyBaHHSI LLNPWLIB, TECTYBaHHS
npu BUNYCKy (KiHLEBOro
ccopmyrnboBaHoro 6anky Ta
LINpULiB, HANOBHEHUX Ha
AainbHULUi BecT MonHT Ta Ha
ainbHULi BakcTep), TecTyBaHHst
crabinbHocCTi:
Mepk Wapn i Qoym NJIC, CLUA
BMPOGHMLTBO: hopMynsiLisi,
HamnoBHEHHS Ta NepPBUHHE
NakyBaHHs! LUNPULIB, TECTYBaHHS
npu BUMYCKY
(kiHUEeBorocpopMynbLOBaHOTO
Ganky Ta WnpuLiB, HAaNOBHEHUX
Ha ginbHuui Kapnoy),
TECTyBaHHsi CTabiNbHOCTI:
MCQ IHTepHewHn TMEX/MC[,
IpnaHgis (Kapnoy), Ipnangis
MapKyBaHHsi Ta BTOPUHHE
nakyBaHHs:
Posi ®apma IHgacTpian
Cepsicec, C.A., IcnaHis
OENCTPIFO TabneTku, BKpUTI NNiBKOBOO Mepk LlBeriua | npomixHui NnpoaykT gopasipuHy, | MopTtyranis/ Type IA, A.4 - Administrative change - 3a UA/19937/01/01
obonoHkoto, no 100 mr/300 Wapni pist BUCYLLEHWI PO3MUIEHHSAM: ITanis/ Change in the name and/or address of a peuenmom
Mr/245 mr, 30 TabneTok, Ooym BUPOGHMLTBO/aHaniTu4He IpnaHgis/ manufacturer or an ASMF holder or supplier
BKPUTMX NIiBKOBOK 0BOMOHKOK IOEA TECTYBaHHS: Benvka of the AS, starting material, reagent or
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y NAAwWwi, 1 Nnsiwka B KAPTOHHIN mbX XogioH ®apmaCeHcisi C.A., BpwuTaHis/ intermediate used in the manufacture of the
KopobLi MopTyranis; CLUA/ AS or manufacturer of a novel excipient -
NPOMiXXHUIA NPOAYKT AopasipuHy, | Higepnanan Administrative change in the address of the
BUCYLLEHWI PO3MUIEHHSIM: ASMF holder and manufacturer of the active
BUPOBHMLTBO/aHaNITUYHE substance from Laurus Labs Limited, Plot
TEeCTyBaHHA: No. 21, Jawaharlal Nehru Pharma
®.1.C. - dabbpika ITanbaHa City,Parawada, Visakhapatnam - 531 021,
CinteTivi C.n.A., ITanis; Andhra Pradesh, India to Laurus Labs
MikpobionoriyHe TecTyBaHHS Limited, Plot No. 21, Jawaharlal Nehru
SIKOCTI: Pharma City, Parawada, Anakapalli - 531
EypodiHc Biodhapma Mpogakt 021, Andhra Pradesh, India.

TecriHr Ipnaxgisa Jita, Ipnangis; Type IB B.l.a.2.e - Changes in the
TeCTyBaHHsi CTabinbHOCTI: manufacturing process of the AS - Minor
OpraHoH ®apma (Benvka change to the restricted part of an ASMF -
Bpuranis) Nimitea, Benuka Minor changes to the restricted and

BpuTtaHis; applicant’s part of the Laurus Labs Limited
Mepk Wapn i Joym JINC, CLUA; ASMF (EMEA/ASMF/01298) for Tenofovir.
BMPOBHMLTBO (ponvkose The changes in the Applicant Part of the
YLWiNbHEHHS, ASMF consist in:
3MilLyBaHHsI/3MaLlyBaHHs - Administrative address change reflected in
rpaHyn gopasipuHy Ta 3.2.8.2.1.
namiByauHy/TeHodoBipy - Editorial change in the impurity limits for
ansonpokcuny dymaparty, residual solvents in 3.2.S.3.2: the limits are
TUCHEHHS, NMOKPUTTS MITiIBKOBOIO corrected to
0BOIOHKOI0), aHaniTU4YHe reflect those in the approved drug substance
TEeCTyBaHHSI NPy BUMYCKY: specification.
MCL IHTepHewHn M'mbX, - Updated batch analysis data 3.2.S.4.4 and
Ipnangis; reference standard CoAs 3.2.S.
nepBUHHE Ta BTOPUHHE - Updated Stability data in 3.2.S.7: as the
nakyBaHHs, BUNYCK cepii: ATEF route is no longer required,
Mepk Wapn i Joym B.B., correspondent data are
Hinepnangu deleted and the provided updated stability
protocol, summary and data are reflecting
more recent
batches.

AOENCTPIrTO TabneTku, BKpUTI NNiBKOBOO Mepk LBenua | npomixkHui NnpoaykT gopasipuHy, | [MopTtyranis/ Type IA B.lll.1.a.2. - Submission of a 3a UA/19937/01/01
o6onoHkoto, no 100 mr/300 LWapn i pis BUCYLLEHWIA PO3MUINEHHAM: ITanis/ new/updated or deletion of Ph. Eur. peuenmom
Mr/245 mr, 30 TabneTok, Hoym BUPOGHMLTBO/aHaniTu4He IpnaHgis/ Certificate of Suitability to the relevant Ph.
BKPUTMX NNIBKOBOKO OBOSOHKO IOEA TECTYBaHHSA: Benvka Eur. Monograph — Updated certificate from
y nnswyi, 1 nnsiwka B KAPTOHHIN m6X, XosioH PapmaCeHcist C.A., Bputanis/C an already approved manufacturer.
KopoobLi LLisenuapi MopTyranis; LUA/Higepna To update the Ph. Eur. certificate of

A NPOMKHUIA NPOAYKT AOPaBIPUHY, HAN suitability for Lamivudine from R1-CEP
BUCYLLEHUIN PO3MUNEHHSAM: 2016-045-Rev 00 to R1-CEP 2016-045-Rev
BUPOGHMLTBO/aHaniTu4He 01.

TECTYBaHHS:
®.1.C. - dabbpika ITanbaHa
CinTeTivi C.n.A., ITanis;
MikpobionoriyHe TecTyBaHHs
SIKOCTI:
EypodiHc Biodapma Mpogakt
TecTiHr IpnaHgia Jitg, Ipnangis;
TeCTyBaHHs cTabinbHOCTI:
OpraHoH Papma (Benuka
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Bputanis) Jliviteq, Benvka
BpuTtaHis;
Mepk Wapn i Joym NJ1C, CLUA,;
BUPOGHMLTBO (ponukose
YLWiNbHEHHS,
3MiLlyBaHHS/3MaLLyBaHHS
rpaHyn gopasipuHy Ta
namiByanHy/TeHodoBipy
An3onpokcuny dymapary,
TUCHEHHS, NMOKPUTTS MITiBKOBOO
0BOIOHKOI0), aHaniTU4YHe
TECTYBaHHS! MPY BUMYCKY:
MCL, IHTepHewwHn M'mbX,
Ipnangis;
nepBUHHE Ta BTOPUHHE
nakyBaHHS, BUMYCK cepil:

Mepk Wapn i Joym B.B.,
Higepnangn
OENCTPIFO TabneTkun, BKpUTI NMiBKOBOKO Mepk LBerina | npomixkHuin NpoaykT aopasipuHy, | MopTyranis/ 3MinHn | Tuny - 3MiHKM Wwopo 3a UA/19937/01/01
o6ornoHkoto, no 100 mr/300 Wapn i pis BVICYLLEHWI PO3MUIIEHHAM: ITanis/ 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. | peyenmom
mr/245 mr, 30 TabneTok, Hoym BMPOBHMLTBO/aHaniTu4He IpnaHais/ BeeneHHs abo 3miHn g0 y3aranbHeHux
BKPUTMX NNIBKOBOIO 0BOSIOHKO I0EA TECTYBaHHSA: Benuka OaHunX Npo cuctemy bapmakoHarnagy
y nnawui, 1 nAswka B KAPTOHHIN mbX, XosioH ®apmaCeHcisa C.A., BpuTtanisa/C (BBEOEHHS y3ararnbHEHWX AaHNX Npo
Kopoo6ui LLisenuapi MopTyranis; LWA/Higepna cvctemy cpbapmakoHarnagy, 3amiHa
a NPOMIDXKHUI NPOAYKT [OPaBIPUHY, HOM YNOBHOBaXeHOi 0cobu, BignosigansHoi 3a
BUCYLLEHUI PO3MUMEHHAM: 30iNCHEHHs hapMakoHarnsaay; KOHTakTHOT
ocobu 3 chapmakoHarnsgy 3asiBHuUKa Ans

BMPOBHMLTBO/aHaniTu4He
TECTyBaHHS:
®.1.C. - dabbpika ITanbaHa

34iicHeHHs dhapmakoHarnagy B YkpaiHi,
AKLWO BOHa BiAMIHHa Bif YNOBHOBaXeHO|
ocobu, BignoBiganbHoI 3a 3AiINCHEHHS

CiHTeTivi C.n.A., ITanis;
MikpobionoriyHe TecTyBaHHs
SAKOCTI:

EypodiHc Biodapma Mpogakt
TecTiHr Ipnangisa Ita, Ipnangis;

bapmakoHarnsay (BKMOYao4M KOHTaKTHI
AaHi) Ta/abo 3MiHM y po3MmilLeHHi MacTep-
darna cuctemun apmakoHarnsgy) (3rigHo
Haka3y MO3 Big 17.11.2016 Ne 1245) 3miHa
KOHTaKTHOI 0cO0M 3asiBHUKa, BianosiaansHoi

TeCcTyBaHHs cTabinbHOCTI:
OpraHoH ®apma (Benuka
Bputanis) Nimitea, Benuka
BpuTaHis;
Mepk Wapn i Joym NJIC, CLUA,;
BUPOGHMLUTBO (pornvkoBe
YLiNbHEHHS,
3MiLllyBaHHSA/3MaLLyBaHHs
rpaHyn gopasipuHy Ta
namiByauHy/TeHodoBipy
Avsonpokcuny dymapary,
TUCHEHHS, MOKPUTTS MNIBKOBOIO
060MoHKO), aHaniTu4He
TECTyBaHHS NpU BUMYCKY:
MCQ IHTepHewHn MM6X,
Ipnangis;
nepBYHHE Ta BTOPUHHE
nakyBaHHs1, BUMYCK cepii:

Mepk Wapn i Joym B.B.,

3a papmakoHarnsg B Ykpaini. [itoua

pepakuis: Elena Andriutsa. NponoHosaHa

pepakuis: Anna Klymenko.

3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT ocobu

3asBHMKa, BiANoOBiAanbLHoOI 3a
bapmakoHarnsg B YKpaiHi.
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Hinepnanam

12.

€NNOKC

Kpanni o4Hi, po34yuH, 0,9 mr/mn
no 5 mny nnsawuyi 3
KpanenbHuueto, no 1 nnswui 3
KpanenbHULIEH Y KAapPTOHHIN
KopoOLi

TOB
«BAYL
XENC»

YkpaiHa

BMPOGHMLTBO MikapCbKoro
3acoby, NepBMHHE Ta BTOPUHHE
nakyBaHHs, KOHTPOIb cepii,
BUMYCK Cepii:

HOp. Mepxapa MaHH XeMm.-cbapm.
dabpuk MM6X, HimeuunHa;
OiNbHUUA, Ha SKi NPOBOANTLCA
cTepwunisauis:

BB® CrepunisenwHcepsic
'M6X, HimeuuunHa;
ineHTudikauis HaTpito cynbdity
Ta KinbKicHe BU3HAYEHHS:
'BA dapma N'mbX, HimeyunHa

Himeyumna

B.ll.d.2.a type IA - Change in test procedure
for the finished product - Minor changes to
an approved test procedure.

Minor changes to the test procedure for the
finished product EDTA assay by HPLC to:
- include editorial changes according to SOP
such as the addition of further details such
as reagents, calculation formulas, system
suitability tests;

- increase the HPLC gradient run time from
10 to 50 min;

- change concentrations of prepared
solutions.

B.ll.d.2.a type IA - Change in test procedure
for the finished product - Minor changes to
an approved test procedure.

Minor changes to the test procedure for the
finished product Identification and Assay of
Brmfenac and Impurities by HPLC to:

- include editorial changes according to SOP
such as the addition of further details such
as reagents, calculation formulas, system
suitability tests;

- increase the HPLC gradient run time from
10 to 50 min;

- change the amount of sample solution;

- add an optional placebo solution;

- include the currently separate description
of UV identification in the method
description.

3a
peuenmom

UA/18429/01/01

13.

3IPABEB

KOHLIEHTPAT Ans po3yvHy Ans
iHdpysin, 25 mr/mn; no 100 mr/4
MA 'y donakoHi; no 1 pnakoHy y
KapTOHHIN kopobu,i 3
MapKyBaHHSAM YKPaiHCbKOIO
MoBoto; o 400 mr/16 mn'y
cdnakoHi; no 1 donakoHy y
KapTOHHIN kopobui 3
MapKyBaHHSM YKPaiHCbKOO
moBoto; no 100 mr/4 mny
drakoHi; No 1 donakoHy y
KapTOHHIN kopobui 3
MapKyBaHHSIM iHO3EMHO
MOBOIO 3 HAHECEHHSIM CTUKepY
yKpaiHCbkolo MOBOIO; o 400
Mr/16 Mn y donakoHi; no 1
naKkoHy y KapTOHHI kopobui 3
MapKyBaHHSIM iHO3eMHOL0
MOBOI 3 HAHECEHHSAM CTVKEpPY

Mdparnzep

Env.Ci.Mi.

Kopnopen
LUH

CLA

36epiraHHsa AP, BUpOGHMLTBO,
nepBUHHE MaKyBaHHS,
TeCTyBaHHS Npu BUMYCKy,
BUWMYCK Cepii, BTOPUHHE
nakyBaHHs!, MapKyBaHHS:
®apmauis i AngxoH KomnaHi
JINC, CLWA;
TecTyBaHHS Npu BUMYCKY cepii,
TEeCTyBaHHs Npu AOCAIAKEHHI
cTabinbHocCTi:

Baet bio®apma [isixxH o BaeT
dapmaceytukanc J1J1C, CLUA;
TecTyBaHHSA Npu BUMYCKy cepii,
TEeCTyBaHHs Npu AOCHIAKEHHI
cTabinbHocTi:
Mdpansep lpnaHgis
dapmacbioTikans, lpnaHais;
Bunyck cepii:
Mdpansep Cepsic KomnaHi BB,

CLWA/
IpnaHgis/
Benbrisa

BHECEHHS 3MiH 0 peecTpauiiHnX
matepianis: A.7 type |IA — Administrative
change - Deletion of manufacturing sites.
To delete Pfizer Ireland Pharmaceuticals,
Grange Castle Business Park, Clondalkin,
Dublin 22, Ireland,
as a site responsible for importation and
batch release of the finished product.

3a
peuerimom

UA/18148/01/01
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YKPaiHCbKOK MOBOIO

Beneris

14. | MAUNOTAPI NOPOLLIOK AN KOHUEeHTpaTy Aansi Mdparizep CWA BTOPUHHE MaKyBaHHS, CLWA 3amiHa BMXigHOro matepiany xonecrepona 3a UA/18298/01/01
pO34mnHy Ans iHdysin, 4,5 Mr, no Eny.Ci.Mi. MapKyBaHHs1, 36epiraHHsi, BUNycK TBaPVHHOIO MOXOMXEHHS, Lo peuenmom
4.5 mry conakoHi, no 1 donakoHy Kopnopen cepii: BUKOPUCTOBYETLCS NPU BUPOOHULITBI
Y KapTOHHiIl kopobui LWH dapmauis i AngxoH KomnaHi aKTUBHOI cybcTaHLii remTy3ymaby, Ha

JINC, CWA; XOIOCTEepPOs CUHTETUYHOIO NOXOAKEHHS. B
BMPOGHMLUTBO, NePBUHHE 3aTBepOKeHoMy npoueci BUpobHMLTBa
nakyBaHHsi, TECTYBaHHS Npu reMTy3ymaby BUKOPUCTOBYETbCH
BUMYCKY Ccepii, TECTyBaHHS Npu XonecTepon TBAapUHHOIO NMOXOAXEHHS Y
pocnigpkeHHi ctabinbHoCTI, noegHaHHi 3 abcontGHNM CnMpPTOM Ta
36epiraHHs: XXMPHUMU KUcnoTamu ((niHonesa kucToTa Ta
Baet ®apmacktoTikan JiBikH od oneiHoBa kucnota) ans 3abesneyeHHst
BaeTt Xongainrc NNJIC, CLUA,; PO34YMHHOCTI Ta AOCTaBKWM A0 KNiTWH. Lli
TECTyBaHHA Ha LiNiCHICTb BUXIOHI MaTepianu BxoasTb 4o cknagy Lipid
YMaKoBKM (Npw AOCHIOXKEHHI Supplement 1 (LS1), ska gogaeTbcs 4o
cTabinbHocTi): cepeaoBULLLa B TOUL BUKOPUCTAHHS nig Yac
Bect ®apmacktoTikan Cepgicec, eTanis KynbTMBYBaHHA KNiTUH npouecy
IHk., CLLUA remty3ymaby. 3amiHa gobasku LS1 gBoma
okpemumu: 1) nobaBka CUHTETUYHOTO
xonectepony (NF) Ta abcontoTHoro cnupTy
(USP); i 2) nobaska xwupHoi kucnotu (Fatty
Acid Supplement) (BHyTpiLLHS
cneumdgikauis).

15. | HIMEHPUKC® MOPOLLIOK Ta PO3YUHHWK ANS MOANIEP CLUA hOopMyBaHHSI, HAMOBHEHHS, Benbrisa/ B.l.a.1.e, Type Il Change in the 3a UA/16901/01/01
pO34mHy Ang iH'ekuin, 1 gosay ENY.cL.nI niodhinizauis, KOHTPOMb SKOCTI, manufacturer of AS or of a starting peuenmom
dnakoHi; no 1 dnakoHy 3 . nakyBaHHsi/MapKyBaHHS, BUMYCK material/reagent/intermediate for AS — The
nopotukom (1 go3a) B KOMNEKTi KOPIIOP cepii roTOBOro NpoaykTy; change relates to a biological AS or a
3 po3unHHuKkom (0,5 mn) y EVLLIH OpMyBaHHS Ta HaroOBHEHHS, starting material [-] used in the manufacture

rnonepeaHL0 HanoBHEHOMY
LNpuLi Ta 4BOMA ronkamu
3anakoBytoTb y GnicTep Ta
BKMNajatloTb Yy KApTOHHY KOPOOKy;
no 1 dnakoHy 3 nopotukom (1
[03a) B KOMMMEKTi 3
po34nHHukoMm (0,5 mn) y
nonepeaHbLO HanoBHEHOMY
Lwnpwui 6e3 ronku 3anakoBytoTb
y bnictep; 10 6nicTepis
BKINaJaloTb Yy KapTOHHY KOpPOOKy

nakyBaHHsi/MapKyBaHHS1,
KOHTPOrb SKOCTi, BUMYCK cepii
PO34YMHHUKA:
Mdpanizep MeHodekvypuHr
Benbris HB, benbris
(hOopMyBaHHSI Ta HaNOBHEHHS
PO34YMHHMKA, MapKyBaHHS,
KOHTPOIb SIKOCTi PO34YMHHMKA:
KataneHT Benbgxiym CA,
Benbria
(bOpMyBaHHS BaKLMHMW,
HaMoBHEHHS (PNaKoHIB,
niodinisauis, KOHTPOSb SKOCTI:
"nakcoCmiTKnanH bionoaxikanc
CA, Benbria
KOHTPOMb SIKOCTi PO34MHHUKA 3a
nokasHukom "CTepunbHICTb":
CI'C a6 CimoH CA, Benbris

of a biological/immunological product: to
introduce Pfizer Inc., 875 Chesterfield
Parkway West, Chesterfield, MO 63017-
0774, USA, as a site responsible for
manufacturing of C. tetani cell banks. The
same site is also currently authorized for cell
bank storage and it is proposed to update
the name from Pfizer St. Louis to Pfizer Inc.

A.7, Type IA Administrative change -
Deletion of manufacturing sites: to delete the
following sites:

- GlaxoSmithKline Biologicals Kft., Homoki
Nagy Istvan utca 1, 2100 Godollo, Hungary
(GSK Godollo, Hungary) for tetanus toxoid
manufacturing and testing,

- GlaxoSmithKline Biologicals SA, Rue de
I'Institut 89, 1330 Rixensart, Belgium (GSK
Rixensart, Belgium) for tetanus toxoid
testing,

- GlaxoSmithKline Biologicals SA, Parc de la
Noire Epine, Rue Fleming 20, 1300 Wavre,
Belgium (GSK Wavre, Belgium) for tetanus
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toxoid testing.

B.1l.b.3.c, Type Il - Change in the
manufacturing process of the finished or
intermediate product - The product is a

biological/immunological medicinal product
and the change requires an assessment of
comparability: to qualify additional Automatic
Loading and Unloading System (ALUS)
lyophilizers 17 and 18 (coupled to the WSL-
10 filling line) at Pfizer Puurs, Belgium, used
in the manufacturing process of MenACWY -
TT finished product.

B.ll.e.7.a, Type IA - Change in supplier of
packaging components or devices (when
mentioned in the dossier) - Deletion of a
supplier: to change the legal entity name of
Schott Schweiz AG to Schott Pharma
Schweiz AG (St. Josefen Strasse 20, St.
Gallen, 9000, Switzerland) as manufacturer
of syringe packaging component for 0.9%
NaCl diluent manufactured at Pfizer Puurs,
Belgium.

16. | OHKACNAP® NOPOLLIOK AN PO3YMHY Ansi Jle dpaHuis BUNpobyBaHHsA cTabinbHOCTI CLIA/ Type IA, A.7 - Administrative change — 3a UA/18776/01/01
iH'ekuin/indyain, 750 MO/mn; no Jlabopaty (BMNpPOOYBaHHSI HA NPOHUKHEHHST | HimeydnHa/ Deletion of manufacturing sites — To peuenmom
3750 MO y dpnakori; no 1 ap Ceps'e 6apBHuKa): ®paHuis delete Fisher BioServices, 14665 Rothgeb
dnakoHy B kopobLi 3 kKapToHy 3 Asicta ®apma ContoLHc, IHkK., Drive, 20850 Rockville, Maryland (MD) USA
MapKyBaHHSIM YKPaiHCbKO CLUA; as a site responsible for secondary storage

MoBoto; Mo 3750 MO y dpnakoHi
3 MapKyBaHHSIM iHO3EMHOI0
MOBOI0; Mo 1 donakoHy B
CTaHOapTHO-EKCMOPTHIN
yNakoBLji 3 MapKyBaHHAM
iHO3eMHOI MOBOIO, SIKa
MIiCTUTBCSA B KOpPOOLLi 3 KAapTOHY 3
MapKyBaHHSAM YKPaiHCbKOIO
MoBoto; no 3750 MO y dnakoHi
3 MapKyBaHHSIM iHO3€MHO
MOBOIO; Mo 1 cprnakoHy B kopobui
3 KapTOHY 3 MapKyBaHHAM
iHO3eMHOI0 MOBOIO 3i CTikEpOM
YKpailHCbKO0 MOBOIO

KoHTponb sikocTi nig yac
BUMNYCKY NPOAYKTY 3a
NOKa3HUKOM Yac BiAHOBIEHHS,
NpPO30piCTb, 30BHILUHI BAMMSAA,
pH, AOMiLLKK, BU3HAYEHHS
TNBS, koHLUeHTpauis Ginka,
cuna fji/akTuBHICTb,
cneuudivyHa(nuToma)
aKTUBHICTb, OAHOPIAHICTb
[0030BaHUX OOMHULb, BMICT
BOJIOMN, YNCTOTA, iIAEHTUYHICTb:
Eny[abn’toBai ®apma
Cepsgice3 'M6X, HimeuuunHa;
BUNpobyBaHHs cTabinbHOCTI,
KOHTPOrb SIKOCTI Nig Yac BUMYCKy
NpoayKTy, MapKyBaHHS Ta
BTOPWHHE NaKyBaHHS:
Ekcenin, IHk., CLUA;
KOHTPOIb AKOCTI N Yac BUMYyCKy
NPOAYKTY 3a NOKa3HUKOM
CTEPUIbHICTb, MEXaHIiYHI
BKITIOYEHHS (HEBUAMMI YaCTKu),
GakTepianbHi eHOOTOKCUHM:
Jla6op JIC CE & Ko. KT,

site of the master cell bank.

Type IB, B.l.a.1.k - Change in the
manufacturer of AS or of a starting
material/reagent/ intermediate for AS —
New storage site of MCB and/or WCB —
To add Charles River Laboratories, 334
South Street, 01545 Shrewsbury,
Massachusetts (MA) USA as an alternative
site responsible for storage of the master cell
bank.

Type IB, B.l.a.1.k - Change in the
manufacturer of AS or of a starting
material/reagent/ intermediate for AS —
New storage site of MCB and/or WCB - To
add Charles River Laboratories, 334 South
Street, 01545 Shrewsbury, Massachusetts
(MA) USA as an alternative site responsible
for storage of the master cell bank. The MAH
took opportunity to introduce changes in
section 3.2.5.2.5.
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Hime4yumHa;
MapkyBaHHS, BTOPUHHE
nakyBaHHsi, BUNYyCK cepii

roTOBOrO fikapCcbKoro 3acoby:
JlabopaTopii Ceps'e IHgacTpi,
DdpaHLis;
BMPOGHMLTBO, KOHTPOIb AKOCTI
nig Yac BMMNycKy NpPoayKTy 3a
NMoKa3HUKOM BMICT BOAM:
TiodpinizenwH Cepeices o H'to
IHrneHa, IHk., CLUA;
MapkyBaHHs, BTOPUHHE
nakyBaHHs:
Hepe JoxicTik, PpaHuis

17. | NMIKPEX TabneTkn, BKpUTI NNiBKOBOO Hosaprtic Lsenua nepBUHHE Ta BTOPUHHE CnoseHis/ Type IA, A.4 - Administrative change - 3a UA/18778/01/01
o6onoHkoto, no 150 mr; 56 dapma Al pist nakyBaHHSI: Himeuuunna/ Change in the name and/or address of a peuenmom
Tabnetok; no 14 Tabnetok y Ilek ®apmacbioTukanc a.4a., LLisenuapis manufacturer or an ASMF holder or supplier

6nictep-kapTi, no 4 6nictep-
KapTun y kopobui

BMPOGHUWYa ainbHuus JleHgasa,
CnoseHis

NnepBUHHE Ta BTOPUHHE
nakyBaHHS, BUMYCK cepil:
HoeapTic ®apmacbloTukan
ManydaktypiHr JIJIC, CnoeHis

BUMYCK cepii:
HosapTic ®apma 'mbX,
Himeyunna

BUPOBHMLUTBO, KOHTPOSb SIKOCTI:
Hosaprtic ®apma LWTenH Al,
LLisenuapis

YaCTKOBUI KOHTPOMb SIKOCTI:
dapmananituka CA, Lsenuapis

BUNYCK cepii:
Ilex ®apmacbioTukanc 4.4.,
CrnioBeHis

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
the manufacturing and quality control testing
of the active substance alpelisib and the
intermediates from Lek Pharmaceuticals
d.d., Kolodvorska cesta 27, 1234 Menges,
Slovenia to Novartis Pharmaceutical
Manufacturing LLC. The address remains
unchanged.
3miHa Ha3BuM BUpobHuKka ADI,
BiZNoBigansHoOro 3a BMpobHMUTBO Ta
KOHTPOIIO SIKOCTi Ait04O0i pe4oBUHM
anneniciby Ta NpoMiXHWUX NpoaykTiB 3 Lek
Pharmaceuticals d.d., Cnosenis Ha Novartis
Pharmaceutical Manufacturing LLC.,
CnoseHisi. Agpeca 3anuiaeTtbcs 6e3 3MiH.
BBeneHHs 3miH npoTarom 6 micauiB nicns
3aTBEPOKEHHS.

Type IA, A.4 - 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 address of the site
responsible for the quality control testing of
the active substance alpelisib (X-ray
diffraction) from Lek Pharmaceuticals d.d.,
Verovskova ulica 57, 1526 Ljubljana,
Slovenia to Novartis Pharmaceutical
Manufacturing LLC, Verovskova ulica 57,
1000 Ljubljana, Slovenia. The location
remains unchanged. Additionally, Lek
Pharmaceuticals d.d., Verovskova ulica 57,
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1526 Ljubljana, Slovenia remains as a site
responsible for quality control testing of the
active substance alpelisib (Microbial
enumeration tests).
3miHa Ha3Bu Ta agpecu BUpobHuKka AdI,
BigNoBiganbHOro 3a KOHTPOIO SKOCTI Aito4oi
peyoBuMHM annenicidy 3 Lek Pharmaceuticals
d.d., Verovskova ulica 57, 1526 Ljubljana,
Slovenia Ha Novartis Pharmaceutical
Manufacturing LLC, Verovskova ulica 57,
1000 Ljubljana, CrnoBeHis.
Micue3HaxomMKEeHHS 3anuLLIaETbCs
He3MiHHUM. Kpim Toro, Lek Pharmaceuticals
d.d., Verovskova ulica 57, 1526 Ljubljana,
CroBeHisi, 3anuLIaeTbcs Micuem,
BiAnoBiganbHMM 3a KOHTPOSO SKOCTi
aKTMBHOI pe4oBMHK annenianby (TecT Ha
BusHaveHHs yncna Mikpooprasiamis).
BBegeHHst 3mMiH npoTsirom 6 micauis nicns
3aTBEPOKEHHS.

Type IA, A.5.b - 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 address of the site
responsible for the primary packaging and
secondary packaging of finished product
from Lek Pharmaceuticals d.d., Verovskova
ulica 57, 1526
Ljubljana, Slovenia. The location remains
unchanged.
3MiHa Ha3BM Ta OHOBIIEHHA agpecu
BMpo6GHuKa 13 Jlek ®apmacbloTukanc a.4.,
BeposukoBa 57, 1526 obnsiHa, CnoseHis/
Lek Pharmaceuticals d.d., Verovskova 57,
1526 Ljubljana, Slovenia Ha HoBapTic
dPapmacbktotukan Manydakrtypir J1J1C, Byn.
BeposLukoBa 57, NiobnsiHa, 1000, CnoseHis/
Novartis Pharmaceutical Manufacturing LLC,
Verovskova Ulica 57, Ljubljana, 1000,
Slovenia. Micue3HaxomKeHHs OiNsHKN He
3MiHIOETBCS.

BBegeHHs 3miH npoTarom 6 micsuis nicns
3aTBEPKEHHS.

Type IAin, 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 control/testing - To add
Novartis Pharmaceutical Manufacturing LLC,
Verovskova ulica 57, 1000 Ljubljana,
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Slovenia as an alternative site responsible
for batch release of the finished product.
HNopaHHs HosapTic ®apmacbkioTukan
Manydaktypinr JIJ1C, Byn. BeposLkosa 57,
JlrobnsaHa, 1000, CrnoseHis/ Novartis
Pharmaceutical Manufacturing LLC,
Verovskova Ulica 57, Ljubljana, 1000,
Slovenia, sik anbTepHaTMBHE MicLe,
BignoBiganbHe 3a BUMYCK Cepili rOTOBOroO
nikapcbkoro 3acofy.

BBeneHHs 3miH npoTtsarom 6 micsuiB nicns
3aTBEPOKEHHS.

18. | NIKPEN TabneTkun, BKpUTI NMiBKOBOIO Hoeapric LLsenua NepBUHHE Ta BTOPUHHE CnoseHisi/ Type IA, A.4 - Administrative change - 3a UA/18778/01/02
obonoHkoto, no 200 mr; 28 dapma Al pis nakyBaHHs: Himeuumna/ Change in the name and/or address of a peuernmom
Tabnetok; no 14 tabnetok y Ilek ®apmacbioTukanc a.4a., LLisenuapis manufacturer or an ASMF holder or supplier

Gnictep-kapTi; no 2 Gnictep-
KapTn y kopobui

BUpobHMYa ginbHuus NleHgaea,
CnoBeHisi

nepBUHHE Ta BTOPUHHE
nakyBaHHsI, BUNYyCK cepii:
HoeapTic ®apmacbloTukan
MaHydakTypiHr JII1C, CnoseHis

BUMNYCK Cepil:
HoeapTic ®apma 'mbX,
HimeuunHa

BUPOOHWLITBO, KOHTPOSb AKOCTI:
Hosaprtic ®apma LWTenH AT,
LLiBeviLapis

YaCTKOBUI KOHTPOMb SIKOCTI:
dapmananituka CA, Leenuapis

BUNYCK cepii:
Jlex ®apmackioTvkanc 4.4.,
CnoBeHis

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
the manufacturing and quality control testing
of the active substance alpelisib and the
intermediates from Lek Pharmaceuticals
d.d., Kolodvorska cesta 27, 1234 Menges,
Slovenia to Novartis Pharmaceutical
Manufacturing LLC. The address remains
unchanged.
3miHa Ha3Bu BUpobHuka AdI,
BiAMNOBiganbLHOro 3a BUpoOHULTBO Ta
KOHTPOIIO SIKOCTi Ail04O0i pe4OBUHM
anneniciby Ta NPOMiXHWUX NpoaykTiB 3 Lek
Pharmaceuticals d.d., Cnosenis Ha Novartis
Pharmaceutical Manufacturing LLC.,
CnoBeHis. Agpeca 3anviiaetbcs 6e3 3MiH.
BBegeHHs 3MiH npoTarom 6 micsuis nicns
3aTBEPOKEHHS.

Type IA, A.4 - 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 address of the site
responsible for the quality control testing of
the active substance alpelisib (X-ray
diffraction) from Lek Pharmaceuticals d.d.,
Verovskova ulica 57, 1526 Ljubljana,
Slovenia to Novartis Pharmaceutical
Manufacturing LLC, Verovskova ulica 57,
1000 Ljubljana, Slovenia. The location
remains unchanged. Additionally, Lek
Pharmaceuticals d.d., Verovskova ulica 57,
1526 Ljubljana, Slovenia remains as a site
responsible for quality control testing of the
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active substance alpelisib (Microbial
enumeration tests).
3MiHa Ha3BK Ta agpecy BUpobHuka AdI,
BignoBigansHOro 3a KOHTPOSO SAKOCTI Aito4oi
peyoBuMHM annenicidy 3 Lek Pharmaceuticals
d.d., Verovskova ulica 57, 1526 Ljubljana,
Slovenia Ha Novartis Pharmaceutical
Manufacturing LLC, Verovskova ulica 57,
1000 Ljubljana, CnoBeHis.
MicuesHaxogKeHHs 3anuuaeTbCs
He3miHHuM. Kpim Toro, Lek Pharmaceuticals
d.d., Verovskova ulica 57, 1526 Ljubljana,
CroBeHisi, 3anuLIaeTbCcs MicLeMm,
BiAnNoBiganbHMM 3a KOHTPOSO SKOCTI
aKTUBHOI pe4voBMHN annenianby (Tect Ha
BusHauyeHHs yncna MikpoopraHiamis).
BBegeHHst 3aMiH npoTsirom 6 micauis nicns
3aTBEPOKEHHS.

Type IA, A.5.b - 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 address of the site
responsible for the primary packaging and
secondary packaging of finished product
from Lek Pharmaceuticals d.d., Verovskova
ulica 57, 1526
Ljubljana, Slovenia. The location remains
unchanged.
3MmiHa Ha3BM Ta OHOBMNEHHS agpecu
BMpo6HuKa 13 Jlek ®apmacbloTukanc a.4.,
BeposLukoBa 57, 1526 JliobnsHa, CnoseHis/
Lek Pharmaceuticals d.d., Verovskova 57,
1526 Ljubljana, Slovenia Ha HoBapTic
dapmacbiotukan Manydakrypinr J1J1C, Byn.
BeposuukoBa 57, INio6nsHa, 1000, CnoeeHis/
Novartis Pharmaceutical Manufacturing LLC,
Verovskova Ulica 57, Ljubljana, 1000,
Slovenia. MicLue3HaxomKeHHs OiNsgHKN He
3MiHIOETBCS.

BBeneHHs 3miH npoTsarom 6 micsAuiB nicns
3aTBEPOKEHHS.

Type IAin, 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 control/testing - To add
Novartis Pharmaceutical Manufacturing LLC,
Verovskova ulica 57, 1000 Ljubljana,
Slovenia as an alternative site responsible
for batch release of the finished product.
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[onaHHs HoBapTic ®apmMacbioTukan
Manydaktypinr JIJ1C, Byn. BeposLkosa 57,
JlrobnsHa, 1000, CnoseHis/ Novartis
Pharmaceutical Manufacturing LLC,
Verovskova Ulica 57, Ljubljana, 1000,
Slovenia, sk anbTepHaTMBHE MicLe,
BignosiganbHe 3a BUNYCK Cepili roTOBOro
nikapcbkoro 3acoby.

BBegeHHs 3miH npoTsarom 6 micsAuis nicns
3aTBEPOKEHHS.

19. | NMIKPEN TabneTku, BKPUTI NNIBKOBOO Hosaprtic Lsenua nepBvHHE Ta BTOPUHHE CnoseHis/ Type IA, A.4 - Administrative change - 3a UA/18778/01/03
obonoHkoto, no 50 mr ta 200 mr; | $apma Al pis nakyBaHHs: Himeyvumna/ Change in the name and/or address of a peuenmom
56 TabneTtok (28 TabneTok no Jlex ®apmackioTrkanc 4.4., LLiseviapis manufacturer or an ASMF holder or supplier

200 mr Ta 28 Tabnetok no 50
Mr); No 7 TabneTok AO3yBaHHAM
200 mr Ta no 7 TabneTok
nosyBaHHsAM 50 mr y 6niictep-
KapTi, No 4 6nicrep-kapTn'y
KopobLUi

BMpPOBHWYa AinbHUUA NeHaaBa,
CnoseHis

nepBUHHE Ta BTOPUHHE
nakyBaHHs, BUNYyCK cepii:
HoeapTic ®apmacbtoTukan
Manydaktypinr JIJIC, CnoeHis

BUMYCK cepii:
HosapTic ®apma 'mbX,
HimeuunHa

BMPOGHMLTBO, KOHTPOIb SKOCTI:
Hosaprtic ®apma LWTenH AT,
LLsenyapis

YaCTKOBUI KOHTPOIb AKOCTI:
dapmananituka CA, Lsenuapis

BUWMYCK cepil:
Ilex ®apmacbkioTukanc 4.4.,
CnoBeHisi

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
the manufacturing and quality control testing
of the active substance alpelisib and the
intermediates from Lek Pharmaceuticals
d.d., Kolodvorska cesta 27, 1234 Menges,
Slovenia to Novartis Pharmaceutical
Manufacturing LLC. The address remains
unchanged.
3MiHa Ha3Bu BUpobHMKa ADI,
BiANOBifanbHOro 3a BUPOGHNLTBO Ta
KOHTPOIIO SIKOCTi Ait040i peYOBUHM
anneniciby Ta NPOMiXXHWX NpoaykTiB 3 Lek
Pharmaceuticals d.d., CnoseHis Ha Novartis
Pharmaceutical Manufacturing LLC.,
CnoseHisi. Agpeca 3anuiaeTtbcs 6e3 3MiH.
BBegeHHs 3MiH npoTarom 6 micsAuis nicns
3aTBEPAKEHHS.

Type IA, A.4 - 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 address of the site
responsible for the quality control testing of
the active substance alpelisib (X-ray
diffraction) from Lek Pharmaceuticals d.d.,
Verovskova ulica 57, 1526 Ljubljana,
Slovenia to Novartis Pharmaceutical
Manufacturing LLC, Verovskova ulica 57,
1000 Ljubljana, Slovenia. The location
remains unchanged. Additionally, Lek
Pharmaceuticals d.d., Verovskova ulica 57,
1526 Ljubljana, Slovenia remains as a site
responsible for quality control testing of the
active substance alpelisib (Microbial
enumeration tests).
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3miHa Ha3Bu Ta agpecu BUpobHuKka AdI,
BignoBigansHOro 3a KOHTPOSO SAKOCTI Aito4oi
pevoBuHM anneniciby 3 Lek Pharmaceuticals
d.d., Verovskova ulica 57, 1526 Ljubljana,
Slovenia Ha Novartis Pharmaceutical
Manufacturing LLC, Verovskova ulica 57,
1000 Ljubljana, CrnoBeHis.
MicuesHaxogKeHHs 3anuuaeTbCs
He3amiHHUM. Kpim Toro, Lek Pharmaceuticals
d.d., Verovskova ulica 57, 1526 Ljubljana,
CroBeHisi, 3anuLIaeTbcs MicLeMm,
BignoBiganbHNM 3a KOHTPOMIO SKOCTI
aKTMBHOI pe4yoBMHU anneniandy (TecT Ha
BusHauyeHHs uncna MikpoopraHiamis).
BBeneHHs 3miH npoTsarom 6 micauis nicns
3aTBEPOKEHHS.

Type IA, A.5.b - 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 address of the site
responsible for the primary packaging and
secondary packaging of finished product
from Lek Pharmaceuticals d.d., Verovskova
ulica 57, 1526
Ljubljana, Slovenia. The location remains
unchanged.
3MiHa Ha3BM Ta OHOBMEHHS agpecu
Bupo6Huka 13 Jlek PapmacbioTukanc g.4.,
BeposukoBa 57, 1526 obnsiHa, CnoseHis/
Lek Pharmaceuticals d.d., Verovskova 57,
1526 Ljubljana, Slovenia Ha HoBapTic
dPapmacbtotukan Manydakrtypinr J1J1C, Byn.
BeposuukoBa 57, INio6nsHa, 1000, CnoseHis/
Novartis Pharmaceutical Manufacturing LLC,
Verovskova Ulica 57, Ljubljana, 1000,
Slovenia. MicLue3HaxomKeHHs OiNsgHKN He
3MiHIOETBLCS.

BBegeHHs 3MiH npoTarom 6 micsuis nicns
3aTBEPOKEHHS.

Type IAin, B.ll.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 control/testing - To add
Novartis Pharmaceutical Manufacturing LLC,
Verovskova ulica 57, 1000 Ljubljana,
Slovenia as an alternative site responsible
for batch release of the finished product.
[opnaHHst HoBapTic ®apMacbioTukan
MaHnydakrypinr JIJ1C, Byn. Beposiukosa 57,
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TlrobnsaHa, 1000, CrnoseHis/ Novartis
Pharmaceutical Manufacturing LLC,
Verovskova Ulica 57, Ljubljana, 1000,
Slovenia, sik anbTepHaTMBHE MicLe,
BignosiganbHe 3a BUNYCK Cepini roTOBOroO
nikapcbkoro 3acoby.
BBeneHHs 3miH npoTsarom 6 micsuiB nicns
3aTBEPAKEHHS.

20. | NIP®ENTPO TabneTku, BKPUTI NNIBKOBOO Mepk Lsenua | npomixkHui NpoaykT gopasipuHy, | [MopTtyranis/ 3Mminu | TUnY - 3miHK Wwopo 3a UA/19910/01/01
ob6onoHkoto, no 100 mr, 30 Wapni i BUCYLLEHWI PO3MUIEHHSIM: ITanis/ 6e3nekn/ecbekTUBHOCTI Ta hbapmakoHarnsgy. | peuenmom
TabneTok, BKPUTMX NNIBKOBOO Hoym BMPOBOHMLTBO/aHaniTuyHe IpnaHais/ BBeneHHs abo 3miHM 40 y3aranbHeHWX
060M0HKO Yy NNsLL; no 1 IOEA TEeCTyBaHHA: Benuka AaHnX nNpo cuctemy hapmakoHarnsgy
NNSAWLUi B KAPTOHHIN kopobui meX XogioH ®apmaCeHcisi C.A., BpwuTaHis/ (BBEAEHHS y3aranbHEHUX gaHMX Npo

MopTtyranis CLIA/ cuctemy cphapmakoHarnagy, amiHa
Hinepnanam yrnoBHOBaXxeHoi ocobu, BignosigansHoi 3a
NPOMIDXXHUI NPOAYKT OOPaBiIPUHY, 30iNCHEHHs1 (hapMakoHarnsaay; KOHTakTHOT
BVICYLLEHWI PO3MUIIEHHAM: ocobu 3 dhapmakoHarnagy 3asiBHUKa ANs
BMPOBHMLTBO/aHaniTu4He 3[iNCcHeHHs dhapmakoHarnagy B YkpaiHi,
TECTYBaHHSA: SIKLLIO BOHA BiAAMiHHA Bif YNOBHOBaXEHOI
®.1.C. - Pabbpika ITanbsaHa ocobw, BianoBiganbHOI 3a 34iNCHEHHS
Cintetivi C.n.A,, ITania dapmakoHarnsaay (BKNoYaryy KOHTaKTHi
naHi) Ta/abo 3MiHW y po3MilLileHHi MacTep-
MikpobionoriyHe TeCTyBaHHs hanna cuctemn chapmakoHarnsgy) (3rigHo
SAKOCTi: Hakady MOS3 Big 17.11.2016 Ne 1245) 3miHa
EypodiHc Biodapma MNpogakT KOHTaKTHOI 0cO0M 3asiBHUKA, BignoBiganbHoi
TecTiHr lpnangia Nimitea, 3a (papmakoHarnag B YkpaiHi. [itoya
Ipnangis pepakuis: Elena Andriutsa. MNponoHoBaHa
pepakuis: Anna Klymenko. 3miHa
TeCTyBaHHs cTabinbHOCTI: KOHTaKTHUX OaHUX KOHTaKTHOI ocobu
OpraHoH ®apma (Benvka 3asiBHMKA, BignoBiganbHoi 3a
Bputanis) Nimiten, Benuka bapmakoHarnsg B YKpaiHi.
BpuTaHis
Mepk Wapn i Qoym NJIC, CLUA
BMPOBHMLTBO (ponvkose
YLWinbHEHHS,
3MiLLyBaHHS/3MalLlyBaHHS
rpaHyn, TUCHEHHS, MOKPUTTH
nniBkoBo 060MOHKOM),
aHaniTMyHe TeCTyBaHHS Npu
BUWMYCKY:
MCQ IHTepHewHn MM6X,
Ipnangis
nepBYHHE Ta BTOPUHHE
nakyBaHHs1, BUMYCK cepii:
Mepk Wapn i Joym B.B.,
Higepnangm
21. | NI®ENTPO TabneTku, BKpUTI NNiBKOBOO Mepk NpoMiXXHUIA NpoAyKT AopasipuHy, | Moptyranis/ | B.ll.f.l.e type IB — Stability of FP - Change to 3a UA/19910/01/01
obornoHkoto, no 100 mr, 30 Wapn i BVICYLLIEHWI PO3MUIIEHHAM: ITanis/ an approved stability protocol - Changes to | peuenmom
TabneTok, BKPUTMX MIiBKOBOO Ooym BUPOGHMLTBO/aHaniTu4He IpnaHgis/ the approved stability protocol of the finished
060noHKoW y nasiLwLi; no 1 IOEA TECTYBaHHS: Benvka product to change the long-term stability
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NNAWLUi B KAPTOHHIN kopobui

rmeX

XogioH ®apmaCeHcisi C.A.,
MNopTyrania

NPOMDDKHUI NPOAYKT JOPaBipUHY,
BVCYLLEHWI PO3MUIIEHHAM:
BMPOBOHMLTBO/aHaniTuyHe

TeCTyBaHHs:
®.1.C. - dabbpika ITanbsaHa
CinteTivi C.n.A., ITania

MikpobionoriyHe TecTyBaHHs
SIKOCTI:
EypodiHc Biodapma MNpogakt
TecTiHr lpnangia Nimitea,
Ipnangis

TeCcTyBaHHsi CTabinbHOCTI:

OpraHoH ®apma (Benuka

Bputanis) Jliviten, Benvka
BpuTtaHia

Mepk LWapn i Joym JINC, CLLUA

BMPOBHMLTBO (ponvkose
YLWiNbHEHHSA,
3MiLLyBaHHS/3MaLLyBaHHS
rpaHyn, TUCHEHHS, NOKPUTTS
nniBkoBo 060OHKO),
aHaniTMyHe TeCTyBaHHS Npu
BUWMYCKY:

MCQ IHTepHewHn MM6X,
Ipnangis

nepBYHHE Ta BTOPUHHE

nakyBaHHs1, BUMYCK cepii:

Mepk Wapn i Joym B.B.,
Higepnangm

BpwuTaHis/
CLA/
Higepnangn

storage condition from the currently

registered condition of 30°C/75%RH to the
stability storage condition of 25°C/60%RH,

which the Applicant believes better
represents the expected product

performance within the EU (Climatic Zone II)

over the registered shelf-life.

22.

PUKCATOH

KOHLEHTPaT ANs pO34uHy Ans
iHdysin, 10 mr/mn; no 10 mn
(100 wmr), abo no 50 mn (500 mr)
y dnakoHi; no 2 abo 3 dnakoHm
no 10 Mn B KAPTOHHI KOpobLyi;
no 10 mn (100 mr), a6o no 50 mn
(500 wmr) y donakoHi; no 1 abo 2
dnakoHu no 50 Mn B KAPTOHHIN
KopoOGLi

CaHpos
mbX

ABCTpis

BMPOGHMUK, LLO BigNoBigae 3a
Bunyck cepii: CaHpo3 MmbX -
BisHec nigpo3ain TexHonorivyHa
po3pobka Ta BUPOGHULTBO
BionoriyHnx nikapcbkmx 3acobis
LWadpTeHay (6TOM OMNC),
ABCTpisi; BAPOGHMLTBO
Hepo3dacoBaHoi NPOAYKLii,
nepBUHHE Ta BTOPUHHE
nakyBaHHsi, TECTYBaHHS1, [03BinN
Ha BUNyck cepin: ek
dapmaveBTUYHa KOMMaHisa a.4.,
CnoBeHisi; TecTyBaHHs: Jlek
dapmaveBTUYHaA KOMMAHIA A4.4.,
CnoseHisi; €BpociHc PACT
"v6X, HimevunHa; Hoeaprtic

ABcTpis/
CnoeHis/
Himeuuunna/
LLisenuapis

3minm | Ta Il Tuny:
3miHa YnoBHoBaxeHoi ocobn (YO) 3
chapmakoHarnsgy

3a
peuenmom

UA/17421/01/01
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dapma Al, Lsenuapis

23. | CIBPABA PO34MH Ans iH'ekuin, 284 mr/1,5 Hoeapric LLsenua BUPOBHMLUTBO, NEPBUHHE ABcTpisi/ 3minn | Ta Il Tuny B.I1.b.3.a, Type IA - 3a UA/19037/01/01
M1T; o 1,5 M po3ymnHy y Osepcis pis nakyBaHHsi, BTOPUHHE Himeuuumna/ Change in the manufacturing process of the | peuenmom
nonepegHb0 HanoBHEHOMY IHBECTMEH nakyBaHHS, KOHTPOIb SIKOCTi ITanis/ finished or intermediate product - Minor
wnpwui; no 1 nonepegHsLo TC Al (4acTkoBMIN), BUMYCK Cepil: Icnanis/ change in the manufacturing process. Minor
HarMoBHEHOMY LLNPULYY B CaHpo3 'M6X, ABcTpisi; CnoseHis/ changes in the manufacturing process of the
KapTOHHiIl kopobui BUNYCK Cepint: PdpaHuis/ finished product to extend the maximum
HoeapTic ®apma 'mbX, LLiseviapis filling holding time (from the start filtration till

HimeuumnHa;
BMPOGHMLTBO CTEPUIBHOMO
nikapcbkoro 3acoby - acenTnyHa
nigrotoBka Ctepunisauisi -
binbTpavis, KOHTPONb AKOCTI
(dbisnko-ximiyHU, GionoriyHuiA,
MiKpOBionorivyHWM -
CTEpUIbHICTb), NEPBUHHE
nakyBaHHs):

KopaeHn ®apma C.n.A, Migpo3gain
UP3, Itanis;
BTOPWHHE NakyBaHHs: KopaeH
®apma C.n.A., ITanis;
BTOPWHHE NaKyBaHHS:
dapmnor ®apma JlomxucTik
'm6X, HimeuunHa;
BTOPWHHE NaKyBaHHS:
Oendapm XtoHiHr CAC,
®PpaHLUis; BTOPUHHE NaKyBaHHS:
MikiHr ®apma C.A., IcnaHis;
BTOPWHHE NaKyBaHHS:
KOMC Xenckep Itanisa C.P.J1.,
ITanis;

KOHTpOMb sIKOCTi (¢pi3nKo-
XiMiYHWR):

Yenab C.p.n., ITanis;
KOHTPOMb SIKOCTi (4aCTKOBUNA):
Jlex ®apmackioTvkanc 4.4.,
BMPOGHMYa AinbHuUst MeHreLw,
CnoBeHisi;

KOHTPOMb SKOCTi (4aCTKOBUWA):
Jlek ®apmacbioTukanc 4a.4.,
CrnoBeHis;

KOHTPOMb SKOCTi (4aCTKOBUWA):
Hosaprtic ®apma LtenH Al
TekHikan OnepenwH3 Lseiiy,
LtenH Ctepanns, LBenuapis;
KOHTPOMb SIKOCTi (4aCTKOBUIA):
CaHpo3s 'M6X - BetpibwreTtTe /
MaHydekuepiHr Cant AcenTikc
Opar MpopakT WadTteHay /
Kynanb (Acentike OiMiEc
KyHanb), ABcTpisi

the end of filling) from 8 to 11 hours within
the qualified media fill time of 14 hours
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24.

CIBPABA

pPO34nH Ans iH'ekuin, 284 mr/1,5
MI; 1o 1,5 M po3ymnHy y
nonepeaHbL0 HanoBHEHOMY
Wwnpwui; no 1 nonepegHLo
HarnoBHeHOMY LUMpULY B
KapTOHHiI kopobui

HoBapric
OBepcis
IHBECTMEH
TC Al

LLsenua
pis

BMPOGHMLTBO, NepBUHHE
nakyBaHHsi, BTOPUHHE
nakyBaHHs1, KOHTPOIb SKOCTI
(4acTkoBMI1), BUMYCK Cepiit:
HosapTic ®apmacbtoTukan
MaHydakTypiHr F'M6X, ABCTpis;
BUMYCK Cepint:

CaHnpos 'mM6X, ABCTpis;
BWMYCK Cepilt:
HoeapTic ®apma 'm6X,
Himeuumnna;
BMPOBOHMLTBO CTEPUNBHOTO
nikapcbkoro 3acoby - acenTnyHa
nigrotoska Ctepunisauis -
inbTpauisi, KOHTPOMNb SKOCTI
(dbisnko-ximiyHM, GionoriyHuiA,
MikpoGionoriyHui -
CTEpUIbHICTb), NEPBUHHE
nakyBaHHs:

KopaeHn ®apma C.n.A, Migpo3ain
UP3, Itanis;
BTOPWHHE NaKyBaHHS:
KopaeH ®apma C.n.A., Itanis;
BTOPWHHE NaKyBaHHS:
dapmnor ®apma JlogxucTik
MmM6X, HimeuuunHa;
BTOPWHHE NaKyBaHHS:
Hendapm XioHiHr CAC,
PpaHuis;

BTOPWHHE MaKyBaHHS:
MikiHr ®apma C.A., IcnaHis;
BTOPWHHE NaKyBaHHS:
KOMC Xenckep Itanisa C.P.J1.,
ITanis;

KOHTpOMb sIKOCTi (pi3nKo-
XiMiYHWR):

Yenab C.p.n., ITanis;
KOHTPOIb SIKOCTi (4aCTKOBUI):
HoBapTic ®apmacbktotukan
MaHydakTypiHr JIJIC, CnoBeHisi;
KOHTPOIb SIKOCTi (4aCTKOBUIA):
Jlex ®apmackioTvkanc 4.4.,
CrnoBeHis;

KOHTPOIb SIKOCTi (4aCTKOBUIA):
HosapTic ®apmMacbtoTvkan
MaHydakTtypiHr JIJIC, CnoBeHisi;
KOHTPOIb SIKOCTi (4aCTKOBUIA):
Hosaptic ®apma LtenH Al
TekHikan OnepenwH3 LLseiiy,
LTtenH Crepaiins, LLsenuapis;
KOHTPOIb SKOCTi (4aCTKOBUW):
HosapTic ®apmacbtoTukan
MaHydaktypiHr F'm6X, ABCTpisi

ABcTpisi/
Himeuuunna/
DdpaHuis/
Icnanis/
ITanis/
CnoseHis/
LLiBenuapia

A.5.b, type 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 of the name of the site
responsible for quality control testing of the
finished product from Sandoz GmbH
(Biochemiestrasse 10, Kundl 6250, Austria)
to Novartis Pharmaceuticals Manufacturing
GmbH. The address remains unchanged.
BBegeHHs 3miH npoTtsarom 6 micsAuis nicns
3aTBEPAKEHHS.

A.5.b, type 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 of the name of the site
responsible for manufacturing, quality control
testing, primary and secondary packaging of
the finished product from Sandoz GmbH
(Biochemiestrasse 10, Langkampfen 6336,
Austria) to Novartis Pharmaceuticals
Manufacturing GmbH. The address remains
unchanged. BBegeHHsi 3mMiH npoTarom 6
MicsILiB Micnsi 3aTBEPOXKEHHS.

A.5.b, type 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 of the name and update the
address of the site responsible for quality
control testing of the finished product from
Lek Pharmaceuticals d.d. (Verovskova ulica
57, 1526 Ljubljana, Slovenia) to Novartis
Pharmaceuticals Manufacturing LLC
(Verovskova ulica 57, 1000 Ljubljana,
Slovenia). The location remains unchanged.
Additionally, the address of the Lek
Pharmaceuticals d.d. (Verovskova Ulica 57,
1526 Ljubljana, Slovenia) site remains as a
site responsible for quality control testing
(Bacterial endotoxins, Sterility and Sub
visible particulate matter only) of the finished
product. BBegeHHs 3MiH NpoTArom 6 Micsiuis
nicnsa 3aTBepaXeHHS.

A.5.b, type 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) -

3a
peuyerimom

UA/19037/01/01
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To change of the name and update the
address of the site responsible for quality
control testing of the finished product from
Lek Pharmaceuticals d.d. (Poslovna enota

Proizvodnja Menges, Kolodvorska cesta 27
1234 Menges, Slovenia) to Novartis
Pharmaceuticals Manufacturing LLC.,
(Kolodvorska cesta 27, 1234 Menges,
Slovenia). The location remains unchanged.
BBegeHHs 3miH npoTsarom 6 micsuiB nicns
3aTBEPOKEHHS.

B.Il.b.2.c.l, type IAin - 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 Novartis
Pharmaceutical Manufacturing GmbH
located in Langkampfen, Austria as an
alternative site responsible for batch release
of the finished product.
3MiHV BHECEHO B iHCTPYKLUIilO A11s1 MEAUYHOro
3aCTOCyBaHHsI Nikapcbkoro 3acoby Ao
po3sginis «BupobHuk» Ta
«MicuesHaxomkeHHs1 BUpoOHWKa Ta agpeca
MicLS NpOBaAXXEHHS MOro AiAnbHOCTI» 3
BiAMOBIAHVMU 3MIHAMU Y TEKCTi MapKyBaHHS
ynakoBoK. BBefieHHs1 3MiH npoTarom 6
MicsiLiB micnsi 3aTBEpPOXKEHHS.

25.

CUMBACTATH

TabneTkun, BKpUTI MIiBKOBOKO TOB YkpaiHa BUPOBHMUTBO Hepo3dacoBaHol Typeuumnna/ 3MinHn | Tuny - 3MiHM Wwopo 3a UA/16951/01/01
H CAHOO3® o6onoHkoto, no 20 mr, no 10 "CaHpo3 npoaykuii, nepBuHHe Ta HimeuunHa/ | 6e3nekv/edekTMBHOCTI Ta hapmakoHarnsgy. | peyenmom

Tabnetok y 6nictepi, no 3 abo Ykpaina", BTOPUHHE MaKyBaHHS, PymyHis/ BBeneHHs abo 3miHM J0 y3aranbHeHux

10 6riicTepiB B KAPTOHHIN YkpaiHa TECTYBaHHs, [O3BIN Ha BANYCK Monbwa/ AaHuX Npo cuctemy hapMakoHarnsgy

KopoobLi cepin: CnoBeHis (BBEOEHHS y3ararnbHEeHWX AaHNX Npo

Canpos N'pyn Carnuk YpyHnepi
Inaknapi CaH. Be Tik. A.C.,
TypeudnHa
nepBYHHE Ta BTOPUHHE
nakyBaHHsl, TECTYBaHHsI, [O3BIN
Ha BUMYCK cepiit:
Cantotac ®apma 'm6X,
HimeyumHa
TeCTyBaHHS, [403BiN Ha BUNYyCK
cepint:

C.K. CaHpos C.P.J1., PymyHis
nepBYHHE Ta BTOPUHHE
nakyBaHHsl, TECTYBaHHSI, [O3BIN
Ha BUMYCK Cepili:

INek C.A., MonbLa
nepBYHHE Ta BTOPUHHE
nakyBaHHs:

Jlex dapmaueBTUYHa KOMNaHis
n0.4., Cnoseris

cuctemy papmakoHarnsgy, 3amiHa
yrnoBHOBaxeHoi ocobu, BignosigansHoi 3a
3AiNCHeHHs bapmakoHarnsay; KOHTakTHOT
ocobu 3 hapmakoHarnsgy 3asBHUKa Ans
3[iNcHeHHs dhapmakoHarnagy B YkpaiHi,
AKLWO BOHa BiAMIHHA Bif YNOBHOBaXEHO|
ocobu, BianoBiganbHOI 3a 3AiNCHEeHHS
dapmakoHarnsay (BKNMoYaryy KOHTaKTHi
AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
aina cuctemu papmakoHarnsgy) 3assa
Ha 3minu J13 (MIBM) (3rigHo Haka3dy MO3 Big
17.11.2016 Ne 1245).
3miHa ynoBHOBaxeHOi 0cobu 3asiBHUKa,
BignoBiganbHoi 3a hapmakoHarnag. itova
pepakuis: Juergen Maares / FOpreH Maapec.
MponoHoBaHa pepakuis: TaHacoBa 3opsiHa
MwukonaiBHa. 3MiHa KOHTaAKTHUX OAaHUX
yNOBHOBaXeHOI 0cobY 3asiBHMKA,
BignoBigansHoi 3a dpapMakoHarnag.
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26. | CAMBACTATWU | TabneTku, BKPUTI NNiBKOBOIO TOB YkpaiHa BUPOBHMUTBO Hepo3dacoBaHol Typeuumnna/ 3MiHn | TMny - 3MiHK Wwopo 3a UA/16951/01/02

H CAHOO3® o6onoHkoto, no 40 mr, no 10 "CaHngos npoaykLii, nepBuHHe Ta HimeuwunHa/ | 6e3neku/edekTUBHOCTI Ta hapMakoHarnagy. | peuenmom
TabneTok y 6nictepi, no 3 abo Ykpaina", BTOPVHHE NaKyBaHHS, PymyHis/ BBeneHHs abo 3miHM 40 y3aranbHeHWX
10 GnicTepiB B KAPTOHHIMN YkpaiHa TeCTyBaHH4, A03BiN Ha BUNYCK Monbwa OaHuX Npo cuctemMy bapmakoHarnagy
KopobLi cepin: (BBEAEHHS y3aranbHEHUX gaHuX Npo

Canpos N'pyn Carnuk YpyHnepi cuctemy cphapmakoHarnagy, amiHa
Inaknapi CaH. Be Tik. A.C., YNOBHOBaXeHOI 0cobMu, BignosigansHoi 3a
TypeyumHa 3AiiCHEeHHs hapmakoHarnsay; KOHTakTHoOT
nepBUHHE Ta BTOPUHHE ocobu 3 chapmakoHarnaay 3asiBHUKa ans
nakyBaHHS, TECTYBaHHS, 4O3BIN 3piicHeHHs hapmakoHarnagy B YkpaiHi,
Ha BUMYCK cepin: SKLLO BOHA BiAMIHHA Bif yNOBHOBaXeHO|
Cantotac ®apma 'M6X, ocobu, BignoBiganbHoi 3a 34iNCHEHHS
Himeyumna dapmakoHarnagy (BKMo4arym KOHTaKTHi
TeCTyBaHH4, A403BiN Ha BUNYCK naHi) Ta/abo 3MiHWM y po3MilLeHHi MacTep-
cepin: danna cuctemn papmakoHarnagy) 3asisa
C.K. CaHgos C.P.J1., PymyHis Ha 3miHm J13 (MIBM) (3rigHo Haka3y MO3 Big
nepByHHE Ta BTOPUHHE 17.11.2016 Ne 1245).
nakyBaHHS, TECTYBaHHS, 4O3BIN 3MmiHa ynoBHOBakeHOi 0cobu 3asiBHUKA,
Ha BUMYCK cepin: BignoBiganbHOI 3a hapmakoHarnag. fitova
Jlex C.A., Monbwa pepnakuisi: Juergen Maares / KOpreH Maapec.
[MponoHoBaHa pepakuisi: TaHacoBa 3opsiHa
MwukonaiBHa. 3MiHa KOHTaAKTHUX JaHUX
YNOBHOBa)eHOI 0Co6U 3asiBHYMKA,
BiNOBIganbHoiI 3a dpapmakoHarnag.

27. | CTPENCIIC® nbogsHWKM no 8,75 mr, no 8 PekkiTT Benwka PekkiTT BeHkizep Xenckep Benuka BHECEHHS 3MiH [0 peecTpauiiHnx 6e3 UA/18831/01/01
IHTEHCUB nNboasHUKIB y GnicTepi, no 2 abo BeHkizep BpuTtaHi IHTepHewHn JlimiTeq BpuTtaHia marepianis: BUNpPaBNEHHSA TEXHIYHOI peuenma
BE3 LUYKPY 3l 3 BriicTepu y KapTOHHIN kopobyj; Xenckep A NMOMMUIIKM LLIOAO Ha3BM NikapCbKoro 3acoby,

CMAKOM no 12 nboasiHuKiB y GnicTtepi, no IHTepHeLw LLIO BKa3aHa y TeKCTi MapKyBaHHS A4S

ANENbCUHA 2 6nictepu y kKapTOHHIl kopoobui HN JlimiTen BTOPWHHOI YNaKoBKW Y NyHKTi 16, sika

HaHocuTbCA WpnudTom bpanns, a came:
BUAANeHHs1 CUMBOIY 3axMCTy TOProBoil
Ha3Bu ®.
28. | XAUPIMO3 40 pO34mnH Ans iH'ekuin, 40 mr/0,8 CaHpos ABcTpis KOHTPOMb (XiMiYHWI/Di3NYHWIA): LLisenuapis/ Type IA B.ll.e.7.a - Change in supplier of 3a UA/17973/01/01
mn; no 0,8 mn y nonepeaHbo MM6X HoBaptic ®apma LTanH AT, CnoBeHisi/ packaging components or devices (when peuenmom
HanoBHeHOMy Lunpwuui; no 1 abo LLisenuapis ABcTpis mentioned in the dossier) - Deletion of a

2 nonepenHbO HanoOBHEHNX
wnpuuiB y bnictepax y
KapTOHHIl kopoOLi

KOHTpOrb cepii (BionoriyHni):
HoBapTic ®apma Arl, LUBenuapis
KOHTpOrb cepii (BionoriyHni):
Jlex a.a., NME BupobHnuTBO
Menrew, CrioBeHis
NMOBHWIA LUMKIT BUPOOHULITBA:
CaHnpos 'M6X - BupobHuua
AinbHnusa AcenTtudHi Jlikapcbki
3acobu WadTeHay (AcenTuyHi
J13LW), ABcTpis
KOHTpOnb cepii
(XiMIYHWUIA/DI3NYHWIA):
€BpodiHc PACT 'mbX,
HimeuunHa
KOHTpOrb cepii
(mikpobionoriyHuiM -cTepunbHi
NOKa3HUKKN, MikpOBIONorivyHWM -
HeCTepUIIbHI MOKa3HUKN):

supplier - To change the name of the
sterilization site used by BD Medical -
Pharmaceutical Systems (BD) for primary
packaging from Steris AST to Synergy
Health Marseille — SAS, Site de Marseille.
Type IB B.ll.b.1.z — Replacement or addition
of a manufacturing site for the FP - Other
variation - To add a sterilisation site Synergy
Health Marseille — SAS, Site de Marcoule,
Lieu dit Combe Bertrand RD 138, 30200
Chusclan, France for primary packaging
materials and to harmonise the gamma
radiation dose range from 12 — 25 kGy to 9 —
25 kGy for sterilization of the stoppers. In
addition, the Applicant has taken the
opportunity to implement editorial changes.
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CaHnpos 'mM6X - BupobHuua
ainbHUUSA BioTexHonoriyHi
Nikapcbki CybeTanuii KyHans
(BT JICK), ABcTpisi
KOHTpOrb cepii (GionoriyHni):

CI'C Ananitukc Wsenuapis AT,

LLisenuapis

HavyajabHHK
dapManeBTHYHOIO YIIPABJIiHHA

Tapac JIICKOBChKHI




