NMEPENIK

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

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

KOMOETEHTHUMW OPTAHAMW CMONMYYEHUX LUTATIB AMEPUKW, LUBENLAPCbHKOI KOH®EAEPALLIT, ANOHII, ABCTPAII,

KAHAAW, NIKAPCbKUX 3ACOBIB, LLO 3A LEHTPA/TIISOBAHOIO NMPOLUEAYPOKO SAPEECTPOBAHI KOMMNETEHTHAM OPIrAHOM

EBPOMNENCBLKOIrO COK3Y

Ne Hassa Popma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bgionycky | peecmpayiliHo2o
3acoby YnakoBsKa) nocsi0O4YeHHs
1. ASALNTNONH NOpPOLLOK ANA CaHpos CnoseHis BUMYCK cepii: Jlek PapmaLeBTuyHa CnoseHia/ Ingis/ | 3minm | Ta Il Tny,C.1.2.a) IAin 3a UA/19561/01/01
CAHAO3® cycnersii gns iH'ekujiin, dapmacboTikan KomnaHis Ag.4., CNoBeHist; BUMycK ManbTa ApanTauis iHdopmadii npo peyenmom
100 wmr; no 1 dpnakoHy 34.0. cepii: Cantotac ®apma MvbX, NPOAYKT 3rigHO 3 AOChE Ha
3 MOPOLLKOM Y HimeuunHa; BUpOBGHNLTBO opuriHanbHWiA Nnpenapat
KapTOHHI Kopo6Lyi Hepo3chacoBaHOro NPoAyKTY, Bigasa (Vidaza) ctaHoM Ha
nepBuHHE Ta BTOPUHHE NaKyBaHHA, ciyeHb 2024 r. BBeeHHS 3MiH
TecTyBaHHA: MCH Jlabopatopic NPOTArom 6-Tu MicALiB nicns
MpaiiBart fNimiteq, IHAis; 3aTBEPKEHHS.
TeCTyBaHHS:
dapmagokc Xenckep Jitg, Mansta
2. NAHCYP®® 15 | Tabnetku, BKpUTI Ie Nabopatyap PpaHuin BiANOBIAa/IbHUIA 32 BUPOOHULITBO, AnoHis/ B.ll.e.1.a.1 IA — Change in 3a UA/16712/01/02
Mri6,14 M nNiBKOBOO CepB'e KOHTPO/1b AKOCTi Ta BUMYCK cepil ®paHuia/ immediate packaging of the peuenmom
060n0Hkot0, Mo 15 npoaykuii in bulk: Talixo Ipnangis finished product - Qualitative
Mmr/6,14 wr, no 10 ®apmacbtoTikan Ko., ITg., AnoHis; and guantitative composition -
TabneTok y 6nictepi; BiANOBIAa/IbHUIA 32 KOHTPOb SKOCTI, Solid pharmaceutical forms
no 2 a6o 6 6nictepis y nepBMHHE Ta BTOPWHHE NakyBaHHS i Changes in the qualitative and
KOpOO6Li 3 KapTOHY BUMYCK Cepil roTOBOro NikapcbKoro guantitative composition of the
3acoby: Jlabopatopii Ceps'e immediate packaging of the
IHOacTpi, ®paHuis; BIiANOBIAA/TbHWIA finished product to replace the
3a KOHTPOJ/Ib AIKOCTI, MepBUNHHE Ta solvent-based PU layer with a
BTOPUHHE NakyBaHHS i BUNycK cepii modified ethylene Copolymer,
rOTOBOrO /iKaPCbKOro 3acoby: to increase the tie layer
Ceps'e (IpnaHgis) IHgacTpic /114, coating weight by 2 gsm and
Ipnangis to increase the total thickness
from 115 pm to 117 pm.
3. NAHCYP®® 20 | TabneTku, BKpUTI e NNabopaTtyap dpaHuis BigNoBiAa/IbHMI 32 BUPOBHULITBO, AnoHis/ B.ll.e.1.a.1 IA — Change in 3a UA/16712/01/01
Mri/8,19 Mr nAiBKOBOO Ceps'e KOHTPO/Ib AKOCTi Ta BUMYCK cepil ®paHuia/ immediate packaging of the peyenmom
06010HKot0, no 20 npoaykuii in bulk: Talixo Ipnangis finished product - Qualitative

mr/8,19 wr, no 10
TabneTok y 6nictepi;
no 2 a6o 6 6nictepis y
KOpOo6Li 3 KAPTOHY

dapmacsioTikan Ko., /1t4., AnoHis;
BiANOBIAa/IbHUIA 3@ KOHTPO/b SKOCTI,
nepBUHHE Ta BTOPWHHE NakyBaHHSA i
BMNYCK Cepii rOTOBOTO JliKapCbKOro
3acoby: Jlabopatopii Ceps'e
IHaacTpi, PpaHuis; BiaNOBIfaNbHMIA
38 KOHTPO/Ib SKOCTi, MEPBUHHE Ta

and quantitative composition -
Solid pharmaceutical forms
Changes in the qualitative and
quantitative composition of the
immediate packaging of the
finished product to replace the
solvent-based PU layer with a




Mr: No 7 TabneTok,
BKPUTUX M/1IBKOBOIO
060/10HKOID, Y
6nictepi, No 4 abo no
13 6nicTepiB y
KapTOHHI kopobui 3
MapKyBaHHAM
YKPaiHCbKOK Ta
aHrNifncbKo MoBaMu

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

S.A.S.. The address remains

unchanged.

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

PF-01323624 from the
company's corporate name
and address to that of
manufacturing site.
PharmaBlock Sciences
(Nanijing), Inc., 10 Xuefu
Road, Jiangbei New Area,
Nanjing, Jiangsu 210032
China to PharmaBlock
Pharmaceuticals (Zhejiang)
Co., Ltd., 11 Weiqi Road,
Hangzhou Bay, Shangyu

Economic and Technological,
Development Area, Shaoxing

Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky | peecmpayitiHo2o
3acoby yrnakoBkKa) nocsi04YeHHs1
BTOPUHHE NaKyBaHHS i BUNyCK cepii modified ethylene Copolymer,
rOTOBOrO /liKapCbKOro 3acoby: to increase the tie layer
Ceps'e (IpnaHgin) IHgacTpic Nita, coating weight by 2 gsm and
Ipnangis to increase the total thickness
from 115 pym to 117 pm.
4, CIBIHKBO TabneTku, BKpUTI Mdpaiizep CLWA Mdpaiizep MeHoeK ypyHT HimeuunHa Type 1A, A.4 Administrative 3a UA/19698/01/03
NNiBKOBOIO Eny.Ci.Mi. [oiiuneng MrueXx change - Change in the name | peyernmom
060s10HKOI0, No 200 KopnopeiiLwH and/or address of a




Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky | peecmpayitiHo2o
3acoby yrnakoBkKa) nocsi04YeHHs1

City, Zhejiang Province,
312369, China. The MAH also
took opportunity to introduce
editorial changes in section
3.2.5.23and 3.2.5.2.6.
3MiHa Ha3BM BUPOOHNMKa,
BiANOBIAa/IbHOrO 3a
BMPOOHWLTBO Ta KOHTPO/Tb
AKOCTi NPOMDKHOI Ajto4oi
peyoBuHn PF-07094402 (eTan
A) Ta BuXigHoOro matepiany
PF-07097547-24 3 Euticals
SAS (Zone Industrielle de
Laville, 47240 Bon-Encontre,
France) Ha Curia France SAS.
YKogHux 3MiH y micui
BMPOBOHULTBA Ta BUPOBHUUNX
onepadlisix He Bif6ynoCh.
OHOBIEHHS y po3ginax
3.2.8.2.1i3.2.8.2.3.
PepakujiiiHe OHOBNEHHA Ha3BK
Ta agpecu PharmaBlock
nocTavasibHVKa BUXigHOT
peyosunHu PF-01323624 3
KopnopartuBHOT Ha3BW Ta
ajpecu KoMnaHii Ha Ha3By Ta
agpecy BUPOOHNYOT AiNbHWLY,
a came 3 PharmaBlock
Sciences (Nanjing), Inc., 10
Xuefu Road, Jiangbei New
Area, Nanjing, Jiangsu 210032
China na PharmaBlock
Pharmaceuticals (Zhejiang)
Co., Ltd., 11 Weiqi Road,
Hangzhou Bay, Shangyu
Economic and Technological,
Development Area, Shaoxing
City, Zhejiang Province,
312369, China. finbHuus
Nanjing, 3a3HauyeHa y po3gini
3.2.8.23321,¢
KOpNopaTuBHOI Ha3BO
KoMnaHii i agpecoto
PharmaBlock i He € micuem




Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky | peecmpayitiHo2o
3acoby yrnakoBkKa) nocsi04YeHHs1

BMPOGHMUTBA. [inbHNUS
Zhejiang € thakTU4HUM Micuem
BMPOGHMLITBA NOCTaYa/IbHMKa
PF-01323624. >)KogHWX 3MiH y

MicLi BUPOGHMLTBA Ta
BMPOBHMUYMX OnepaLisix He
Bi6ynocb. OHOBNEHHS B
po3gini 3.2.S.2.3. PegakuiiiHi
OHOBJ/IEHHS B po3ginax
3.25.2331271a2325S.26
PucyHok 3.2.S.2.6-30.
[lopasaHHs iHdhopmaLii npo
nocTavyasnbHvKa peareHTy,
AKNIA BUKOPUCTOBYETHLCS B
cTagji eTepudikaLii B cxemi
CUHTE3Y perynsaTtopHoi
BUXIAHOT pe4yoBuHU PF-
07097547-24 ons YACTOTW. M-
TonyosncynboHoBa kucnoTa
(p-Toluenesulfonic acid) €
peareHToMm, Lo
BUKOPVCTOBYETLCA
nocravanbHukamv RSM Ha
eTani etepudikauii, 3a
BUHATKOM Curia France SAS,
AKUIA BUKOPUCTOBYE CipyaHy
KucnoTy. IHdopmauis npo
noctavyasibHuKa Takox A0AaHo
[l0 eTany yTBOPEHHS COfli Ha
MaUsTtoHKy 3.2.S.2.6-30, wob
y3roamTu MOro 3 po3Ainom
3.2.5.2.3.3.1.2. OHOB/IEHHS B
posginax 3.2.5.2.33.2.S.2.6.
Type IA, A.4 Administrative
change - Change in the name
and/or address of a
manufacturer or an ASMF
holder; or a supplier of the AS,
starting material, reagent or
intermediate used in the
manufacture of the AS or
manufacturer of a novel
excipient - To change the
name of the site responsible




Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky | peecmpayitiHo2o
3acoby yrnakoBkKa) nocsi04YeHHs1

for supplying the starting
material Propane-1-Sulfonyl
Chloride from Euticals GmbH,
Industriepark Hochst D569,
65926 Frankfurt am Main,
Deutschland to Curia
Germany GmbH. The address
remains unchanged.
3MiHa Ha3BW BUPOBHMKA,
BigNoBiAa/IbHOMO 3a
nocTayaHHs BUXigHOT
peyoBuHM nponax-1-
cynboHinxnopug (Propane-
1-Sulfonyl Chloride) 3 Euticals
GmbH (Industriepark Hochst
D569, 65926 Frankfurt am
Main, Deutschland) Ha Curia
Germany GmbH. XXogHwux
3MiH Y MicLli BUPOGHULTBA Ta
BMPOBHUYMX onepavisx He
Bifj0yn10Cb. OHOBMEHHSA Y
po3gini 3.2.S.2.3.

Type 1A, A.4 Administrative
change - Change in the name
and/or address of a
manufacturer or an ASMF
holder; or a supplier of the AS,
starting material, reagent or
intermediate used in the
manufacture of the AS or
manufacturer of a novel
excipient - To change the
name and upate the address
of site responsible for
supplying the starting material
PF-01323624 from Aragen
Life Sciences Private Limited,
Manufacturing Unit-1l, Plot No:
94, Sez, Ramky, Pharma City
(India) LTD, JNPC, Lemarthi
Village, Parawada Mandal,
Visakhapatnam- 531019 India
to Aragen Life Sciences
Limited, Unit-1l, Plot No. 94,




Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
yrnakoBkKa)

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

SEZ, Jawaharlal Nehru
Pharma City Lemarthi (V),
Parawada (M), Anakapalli

District-531019 Andhra
Pradesh, India. There is no

change in the location of the
site.
3MiHa Ha3BW Ta OHOB/IEHHSA
afpecu AinbHWLj, Wwo
BignoBigae 3a nocravyaHHs

BUXiAHOT pevoBuHN PF-

01323624 3 Aragen Life

Sciences Private Limited
(Manufacturing Unit-11, Plot

No: 94, Sez, Ramky, Pharma

City (India) LTD, JNPC,
Lemarthi Village, Parawada

Mandal, Visakhapatnam-

531019 India) Ha Aragen Life
Sciences Limited (Unit-II, Plot
No. 94, SEZ, Jawaharlal
Nehru Pharma City Lemarthi
(V), Parawada (M), Anakapalli

District-531019 Andhra
Pradesh, India). Pasom 3si

3MiHOI Ha3BW KOMMaHiT
BiAGyBaETHCA 3MiHA HA3BU

okpyry 3 okpyr Visakhapatnam
Ha okpyr Anakapalli
BiAMNOBIAHO A0 PO3ABOEHHS
OKpYTy ypsifom wraTty AHaxpa-
Mpagew (Andhra Pradesh).
YKogHux 3MiH y micui
BMPOGHULTBA Ta BUPOBHNUNX
onepadisix He BiA6ynoCh.
OHOB/EHHSA Y po3aini
3.2.8.2.3.

CIBIHKBO

TabneTkn, BKPUTI
NNiBKOBOIO

060/10HKOH0, NMo 50 Mmr:

no 7 tabneTox,
BKPUTUX M/1IBKOBOIO
060/10HKOI0, Y
6nicTepi, no 4

Mdpaiizep
Eiiu.Ci.Mi.
KopnopeiiwH

CLA

Mdpaiizep MeHtoekuypuHr
[Loiiunens M6X

HimeuunHa

Type IA, A.4 Administrative
change - Change in the name
and/or address of a
manufacturer or an ASMF
holder; or a supplier of the AS,
starting material, reagent or
intermediate used in the

3a
peuyenmom

UA/19698/01/01




Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky | peecmpayitiHo2o
3acoby yrnakoBkKa) nocsi04YeHHs1
6nicTepy y KapTOHHIl

Kopoo6ui 3
MapKyBaHHAM
YKpaiHCbKOlo Ta
aHrNifncbLKo MoBaMu

312369, China. The MAH also

peyosuHn PF-07094402 (eTan

manufacture of the AS or
manufacturer of a novel
excipient - To change the
name of the site responsible
for manufacturing and quality
control testing of the active
substance intermediate PF-
07094402 (step A) and the
starting material PF-
07097547-24 from Euticals
SAS, Zone Industrielle de
Laville, 47240 Bon-Encontre,
France, to Curia France

S.A.S.. The address remains

unchanged.

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

PF-01323624 from the
company's corporate name
and address to that of
manufacturing site.
PharmaBlock Sciences
(Nanijing), Inc., 10 Xuefu
Road, Jiangbei New Area,
Nanjing, Jiangsu 210032
China to PharmaBlock
Pharmaceuticals (Zhejiang)
Co., Ltd., 11 Weiqi Road,
Hangzhou Bay, Shangyu
Economic and Technological,
Development Area, Shaoxing
City, Zhejiang Province,

took opportunity to introduce
editorial changes in section
3.2.5.2.3and 3.2.5.2.6.
3MiHa Ha3BW BUPOOHMKA,
Bi4noBiAabHOro 3a
BVMPOGHULTBO Ta KOHTPO/b
SAKOCTi MPOMDKHOT Ajto4ol

A) Ta BUXigHOro matepiany

PF-07097547-24 3 Euticals




Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky | peecmpayitiHo2o
3acoby yrnakoBkKa) nocsi04YeHHs1
SAS (Zone Industrielle de

Laville, 47240 Bon-Encontre,
France) Ha Curia France SAS.
KOOHMX 3MiH y MicLj
BMPOGHULTBA Ta BUPOBHNUNX
onepawisix He BiAGynoCh.
OHOB/IEHHSA Y po3ainax
3.25.21i3.25S.23.
PepakuiiiHe OHOB/IEHHS Ha3BU
Ta agpecu PharmaBlock
nocTavyanbHviKa BUXigHOT
pevosuHn PF-01323624 3
KoprnopaTuBHOI Ha3Bu Ta
afipecy KomnaHii Ha Ha3By Ta
afpecy BUPOGHNYOT AiNbHULY,
a came 3 PharmaBlock
Sciences (Nanjing), Inc., 10
Xuefu Road, Jiangbei New
Area, Nanjing, Jiangsu 210032
China Ha PharmaBlock
Pharmaceuticals (Zhejiang)
Co., Ltd., 11 Weiqi Road,
Hangzhou Bay, Shangyu
Economic and Technological,
Development Area, Shaoxing
City, Zhejiang Province,
312369, China. finbHuus
Nanjing, 3a3HaveHa y po3gini
32823321, ¢
KOpNopaTUBHOI Ha3BOK
KoMnaHii i agpecoro
PharmaBlock i He € micuem
BMPOGHMLTBA. [inbHNUSA
Zhejiang € thakTUyH1M Micuem
BMPOGHMLTBA NOCTa4asibHMKa
PF-01323624. )XogHUX 3MiH Y
MicCLi BUPOGHULITBA Ta
BMPOOHMUNX OnepaLisix He
Biabynocb. OHOB/EHHSA B
po3gini 3.2.S.2.3. PepakuiiiHi
OHOBJIEHHA B po3ginax
3.28.233.1.21a3.2.5.2.6
PucyHok 3.2.S.2.6-30.

[ofasaHHs iHhopmalii npo




Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky | peecmpayitiHo2o
3acoby yrnakoBkKa) nocsi04YeHHs1
noctayasibHuKa peareHTy,

KNI BUKOPUCTOBYETLCS B
cTagii eTepudikavii B cxemi
CUHTE3Y perynsaTtopHoi
BMXIAHOT pe4yoBuHN PF-
07097547-24 onsa 4nMCcToTwW. N-
ToNyoncynboHoBa kncnota
(p-Toluenesulfonic acid) €
peareHToM, Lo
BUKOPVCTOBYETLCA
nocravasibHukamv RSM Ha
eTani eTepudikauii, 3a
BUHATKOM Curia France SAS,
AKUIA BUKOPUCTOBYE CipyaHy
KMcnoTy. IHdhopmaLis npo
nocTtayasibHuKa Takox foAaHo
[l0 eTany yTBOPEHHS COfli Ha
MauTioHKy 3.2.S.2.6-30, wob
y3roAuTy oro 3 po3ainom
3.2.5.2.3.3.1.2. OHOB/EHHA B
po3sginax 3.2.5.2.313.2.S.2.6.
Type 1A, A.4 Administrative
change - Change in the name
and/or address of a
manufacturer or an ASMF
holder; or a supplier of the AS,
starting material, reagent or
intermediate used in the
manufacture of the AS or
manufacturer of a novel
excipient - To change the
name of the site responsible
for supplying the starting
material Propane-1-Sulfonyl
Chloride from Euticals GmbH,
Industriepark Hochst D569,
65926 Frankfurt am Main,
Deutschland to Curia
Germany GmbH. The address
remains unchanged.
3MiHa Ha3BY BUPOGHMKA,
BiAANOBiAa/IbHOrO 3a
nocravyaHHs BUXigHOI

pEeyYOoBMHM NponaH-1-




Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky | peecmpayitiHo2o
3acoby yrnakoBkKa) nocsi04YeHHs1

cynbdoHinxnopug (Propane-
1-Sulfonyl Chloride) 3 Euticals
GmbH (Industriepark Hochst
D569, 65926 Frankfurt am
Main, Deutschland) Ha Curia
Germany GmbH. XXopgHux
3MiH y MiCLji BUPO6HULITBA Ta
BMPOBHMUMX OnepaLisix He
Bif6ynocb. OHOBMEHHSA Y
po3gini 3.2.S5.2.3.

Type IA, A.4 Administrative
change - Change in the name
and/or address of a
manufacturer or an ASMF
holder; or a supplier of the AS,
starting material, reagent or
intermediate used in the
manufacture of the AS or
manufacturer of a novel
excipient - To change the
name and upate the address
of site responsible for
supplying the starting material
PF-01323624 from Aragen
Life Sciences Private Limited,
Manufacturing Unit-Il, Plot No:
94, Sez, Ramky, Pharma City
(India) LTD, JNPC, Lemarthi
Village, Parawada Mandal,
Visakhapatnam- 531019 India
to Aragen Life Sciences
Limited, Unit-Il, Plot No. 94,
SEZ, Jawaharlal Nehru
Pharma City Lemarthi (V),
Parawada (M), Anakapalli
District-531019 Andhra
Pradesh, India. There is no
change in the location of the
site.
3MiHa Ha3BW Ta OHOB/IEHHSA
agpecu AinbHUL, Wo
BiANoBigae 3a nocrayaHHA
BUXiAHOT pe4yoBuHN PF-
01323624 3 Aragen Life




Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
yrnakoBkKa)

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

Sciences Private Limited
(Manufacturing Unit-1l, Plot
No: 94, Sez, Ramky, Pharma
City (India) LTD, JNPC,
Lemarthi Village, Parawada
Mandal, Visakhapatnam-
531019 India) Ha Aragen Life
Sciences Limited (Unit-11, Plot
No. 94, SEZ, Jawaharlal
Nehru Pharma City Lemarthi
(V), Parawada (M), Anakapalli
District-531019 Andhra
Pradesh, India). Pa3zom 3i
3MIHOI Ha3BM KOMNAHil
BiAOyBa€eTbLCA 3MiHa Ha3BU
okpyry 3 okpyr Visakhapatnam
Ha okpyr Anakapalli
BiAANOBIAHO A0 PO3ABOEHHSA
OKpYry YpsiAioM wraTty AHaxpa-
Mpagew (Andhra Pradesh).
YKOOHWX 3MiH y MicLj
BMPOBOHULTBA Ta BUPOBHUUNX
onepawisix He BiAGynoch.
OHOBNEHHSA Y po3aini
3.25.23.

CIBIHKBO

TabneTku, BKPUTI
NniBKOBOO
060/10HKO0, No 100
Mr: no 7 TabneTok,
BKPUTUX M/1IBKOBOIO
060/10HKOID, Y
6nicTepi, no 4 abo no
13 6nicTepiB y
KapTOHHI kopobui 3
MapKyBaHHAM
YKpaiHCbKOK Ta
aHrNifncbKko MoBaMu

Mdpaiizep
Eiy.Ci.Mi.
Kopnope#iLuH

CWA

Mdpaiizep MeHhEKUYPUHT
[oiiuneng MrmeX

HimeyunHa

Type 1A, A.4 Administrative
change - Change in the name
and/or address of a
manufacturer or an ASMF
holder; or a supplier of the AS,
starting material, reagent or
intermediate used in the
manufacture of the AS or
manufacturer of a novel
excipient - To change the
name of the site responsible
for manufacturing and quality
control testing of the active
substance intermediate PF-
07094402 (step A) and the
starting material PF-
07097547-24 from Euticals
SAS, Zone Industrielle de
Laville, 47240 Bon-Encontre,

3a
peyerimom

UA/19698/01/02




Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky | peecmpayitiHo2o
3acoby yrnakoBkKa) nocsi04YeHHs1

France, to Curia France
S.A.S.. The address remains
unchanged.

The MAH took opportunity to
change the site responsible for
supplying the starting material
PF-01323624 from the
company's corporate name
and address to that of
manufacturing site.
PharmaBlock Sciences
(Nanjing), Inc., 10 Xuefu
Road, Jiangbei New Area,
Nanjing, Jiangsu 210032
China to PharmaBlock
Pharmaceuticals (Zhejiang)
Co., Ltd., 11 Weiqi Road,
Hangzhou Bay, Shangyu
Economic and Technological,
Development Area, Shaoxing
City, Zhejiang Province,
312369, China. The MAH also
took opportunity to introduce
editorial changes in section
3.2.S5.2.3and 3.2.S.2.6.
3MiHa Ha3BU BUPOOHYKa,
BignoBiAabHOroO 3a
BMPOOHMLTBO Ta KOHTPO b
AKOCTi NPOMIXKHOI Aitoyoi
peuyoBuHn PF-07094402 (eTan
A) Ta BuxigHoro matepiany
PF-07097547-24 3 Euticals
SAS (Zone Industrielle de
Laville, 47240 Bon-Encontre,
France) Ha Curia France SAS.
YKogHux 3MiH y micui
BMPOGHULITBA Ta BUPOOHNUMX
onepawisix He BifA6ynoCh.
OHOB/EHHS y po3ginax
3.2.5.21i3.2.8.2.3.
PepakujiiiHe OHOBNEHHA Ha3BK
Ta agpecu PharmaBlock
noctavyasibHUKa BUXigHOT
peyvosunH PF-01323624 3
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KopnopartuBHOT Ha3BW Ta

agpecu KoMnaHii Ha Ha3By Ta
agpecy BUPOOHNYOT AiNbHULY,
a came 3 PharmaBlock
Sciences (Nanjing), Inc., 10
Xuefu Road, Jiangbei New
Area, Nanjing, Jiangsu 210032
China Ha PharmaBlock
Pharmaceuticals (Zhejiang)
Co., Ltd., 11 Weiqi Road,
Hangzhou Bay, Shangyu
Economic and Technological,
Development Area, Shaoxing
City, Zhejiang Province,
312369, China. finbHuus
Nanjing, 3a3HauyeHa y po3gini
3.2.8.23321,¢
KOpNopaTuBHOI Ha3BO
KoMnaHii i agpecoto
PharmaBlock i He € micuem
BUPOGHMLTBA. JinbHULA
Zhejiang € thakTU4HUM Micuem
BMPOGHMLITBA NOCTavasIbHMKa
PF-01323624. >)KogHuWX 3MiH y
MicLji BUpO6HULITBA Ta
BUPOGHMUMX onepauiax He
Bi6ynocb. OHOBNIEHHS B
po3gini 3.2.S.2.3. PepakuiiiHi
OHOBJIEHHA B po3fdinax
3.25.23312T1a2325S.2.6
PucyHok 3.2.S.2.6-30.
[opasaHHs iHdopmaLii npo
nocTavyanbHviKa peareHTy,
AKUA BUKOPUCTOBYETLCS B
cTagii eTepudikauii B cxemi
CUHTE3Y perynsaTopHoi
BUXiAHOT pevoBuHN PF-
07097547-24 gns YACTOTW. M-
ToNyosncynbHoHoBa kucnoTa
(p-Toluenesulfonic acid) €
peareHTom, Lo
BMKOPUCTOBYETbLCSA
nocrtavanbHukamm RSM Ha

eTani etepudikadii, 3a
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BMHATKOM Curia France SAS,
AKUIA BUKOPUCTOBYE CipyaHy
KucnoTy. IHdopmauis npo
noctavyasibHuKa Takox A0AaHo
[l0 eTany yTBOPEHHS COfli Ha
MaUsTtoHKy 3.2.S.2.6-30, wob
y3roamTu MOro 3 po3Aisnom
3.2.5.2.3.3.1.2. OHOB/IEHHS B
posginax 3.2.5.2.33.2.S.2.6.
Type IA, A.4 Administrative
change - Change in the name
and/or address of a
manufacturer or an ASMF
holder; or a supplier of the AS,
starting material, reagent or
intermediate used in the
manufacture of the AS or
manufacturer of a novel
excipient - To change the
name of the site responsible
for supplying the starting
material Propane-1-Sulfonyl
Chloride from Euticals GmbH,
Industriepark Hochst D569,
65926 Frankfurt am Main,
Deutschland to Curia
Germany GmbH. The address
remains unchanged.
3MiHa Ha3BW BUPOOHMKA,
BignoBiAabHOrO 3a
nocTayaHHs BUXigHOI
peyoBMHM nponax-1-
cynboHinxnopug (Propane-
1-Sulfonyl Chloride) 3 Euticals
GmbH (Industriepark Hochst
D569, 65926 Frankfurt am
Main, Deutschland) Ha Curia
Germany GmbH. XXogHux
3MiH Y MicLli BUPOGHMLTBA Ta
BMPOOHMUNX OnepaLisix He
Bia6ynocb. OHOB/IEHHA Y
po3aini 3.2.S.2.3.

Type 1A, A.4 Administrative
change - Change in the name
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and/or address of a
manufacturer or an ASMF
holder; or a supplier of the AS,
starting material, reagent or
intermediate used in the
manufacture of the AS or
manufacturer of a novel
excipient - To change the
name and upate the address
of site responsible for
supplying the starting material
PF-01323624 from Aragen
Life Sciences Private Limited,
Manufacturing Unit-11, Plot No:
94, Sez, Ramky, Pharma City
(India) LTD, JNPC, Lemarthi
Village, Parawada Mandal,
Visakhapatnam- 531019 India
to Aragen Life Sciences
Limited, Unit-1l, Plot No. 94,
SEZ, Jawaharlal Nehru
Pharma City Lemarthi (V),
Parawada (M), Anakapalli
District-531019 Andhra
Pradesh, India. There is no
change in the location of the
site.
3MiHa Ha3BW Ta OHOBJ/IEHHSA
agpecu AinbHUL, Wo
BignoBigae 3a noctayaHHs
BUXiAHOT pevoBuHN PF-
01323624 3 Aragen Life
Sciences Private Limited
(Manufacturing Unit-1l, Plot
No: 94, Sez, Ramky, Pharma
City (India) LTD, JNPC,
Lemarthi Village, Parawada
Mandal, Visakhapatnam-
531019 India) Ha Aragen Life
Sciences Limited (Unit-11, Plot
No. 94, SEZ, Jawaharlal
Nehru Pharma City Lemarthi
(V), Parawada (M), Anakapalli
District-531019 Andhra
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Pradesh, India). Pasom 3si
3MiHOI Ha3BW KOMMaHiT
BiA6GYyBaETHCA 3MiHA HA3BU
okpyry 3 okpyr Visakhapatnam
Ha okpyr Anakapalli
BiAMNOBIAHO A0 PO3ABOEHHS
OKpYTy ypsifiom wraTty AHaxpa-
Mpagew (Andhra Pradesh).
YKogHux 3MiH y micui
BMPOGHULTBA Ta BUPOBHNUNX
onepadisix He BiA6ynoCh.
OHOB/EHHSA Y po3gaini
3.2.5.2.3.




