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3aco0iB Ta  KOHTpPOJIO 32
(Jdepxaikeay:xba) 3acBiguye:

HAPKOTHKAMH

HaitMeHyBaHHs BUpOOHMKa, MiCLIE3HaXOMKEHHA:
AJIKIO ®PAPMACBIOTIKAJI3 JTA.

T-81, 82, M.I.ZI.K., Bxocapi, ITyna — 411026, mutat
Maxapawrpa, Inais

HaiiMeHyBaHHS BUPOOHUUOT(MX) ALNBHULI(Lb):
AJIKIO ®APMACBIOTIKAJI3 JITA.

Micle npoBaKeHHs MisNbHOCTI:

T-81, 82, M.LI1.K., Bxocapi, [Tyna — 411026, mutat
MaxapamTpa, Innis

JliueHsii Ha BApOOGHULUTBO JlikapcbkuX 3aco0iB B IHAIT
Ne PD/100 (@opma 28) Ta Ne PD/163 (Dopma 25) Bia
27.01.2006, nonoexeHi g0 26.01.2026 (Popma 26)
Bin 27.01.2021.

Micue BUPOOHMUTBA CHCTEMATHUYHO MPOXOANTH
iHCreKTYBaHHS 31 BCTAHOBJIEHOIO MepiOAUYHICTIO Ha
BignosigHicte  Bumoram  GMP  3rigHo  3i
BCTAHOBJIEHUM MOPSKOM.

3a pe3ysibTaTamMy iHCIEeKTyBaHHs LIbOro BUPOOHMUKA,
OCTaHHE 3 SIKUX OyJo MpoBeJeHe

05.05.2023, 08.05.2023 - 10.05.2023,

BCTAHOBJIEHO, 1110 BiH BiJIlIOBia€ BUMOTaM
Hajle)KHOT BUpOOHUYOT MPaKkTUKU, 3a3Ha4€HUM B

Hacrtanosi CT-H MO3YVY 42-4.0:2020
“Jlikapcbki 3acobu. HasexHa BUpoOHHUYa

IpaKkTuKa”
(HopmamusHul akm)

Control (SMDC) confirms the following:

Manufacturer’s name, registered place of business:
AGIO PHARMACEUTICALS LTD.

T-81, 82, M.LD.C., Bhosari, Pune — 411026,
Maharashtra State, India

Name(s) of manufacturing site(s):

AGIO PHARMACEUTICALS LTD.
Manufacturing site address:

T-81, 82, M.L.D.C., Bhosari, Pune — 411026,
Maharashtra State, India

Manufacturing authorization for medicinal products
in India Noe PD/100 (Form 28) and Ne PD/163 (Form
25) from 27.01.2006 valid until 26.01.2026 (Form
26) from 27.01.2021.

Facilities of above mentioned manufacturer are
subject to GMP inspections at suitable intervals in
accordance with the National certification procedure.

From the knowledge gained during inspection of
this manufacturer, the latest of which was conducted
on
05.05.2023, 08.05.2023 — 10.05.2023,
it is considered that it complies with the Good
Manufacturing Practice requirements referrec to in
the
Guide 42-4.0:2020
“Medicinal products. Good manufacturing practice”

(name of regulation document)

T'osioBa [dep:xkaBHol cayx0u Y kpainu 3
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JepxaBHa cayxba YKpaiuu 3 ﬁiKapcbxnx 3acobiB Ta
KOHTPOJTIO 32 HAPKOTHKAMHU

Anpeca: npocnekt bepecreiicbkuit, 120-A, M. KuiB, Ykpaina,
03115

Ten.: +38(044) 422-55-77

Qakc: +38(044) 422-55-77
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110 BiZNOBiAAIOTH BUMOraM HaJIeXHOT IIPaKTUKH TIpH

BUpoOHMUTBI 1  kOoHTponi  skocti  Cucremu
cniBpobiTHUUTBA  (hapMaLEBTUYHMX  iHCMEKLIiH
(PIC/S), nwupektnBam €C Ta pekoMeHAaaLliim
BeecBiTHbOI  opradizalii  0XOpoHH  310pOB'A

BiZIHOCHO MPOJIYKLT, L10 NpU3HA4YeHa Vs TOpriBJli Ta
auctpuOyuii B KpaiHi moxomxeHHs abo A
eKCIopTY.

Lleit ceprudikar BimoOpaxkae craH BHPOOHMYOT
JiNbHULI HAa MOMEHT iHCMEeKTYBaHHs, 3a3Hau€HOro
BULIE, | HE MOXe BUKOPUCTOBYBAaTUCA A
MifATBEpAXKEHHsS. BiAMOBIZAHOCTI, fAKILO 3 MOMEHTY
POBEJIEHHSI L{bOT0O iHCIEKTYBaHHs NPONLLIO Oinbiue

HiX 2 poKH.
Lleit cepTudikat BKIOYAE YaCTHHU 1, 2 Ta JOAATOK.
Yuuhicte Uboro  ceptudikara Moxe OyTH

MiZTBEpXKEHA OpraHoM, 110 Horo BU/aB.

which is harmonized with the requirements of Good
practices in the manufacture and quality control of
the Pharmaceutical Inspection Convention/Co-
operation Scheme (PIC/S), EU Directives, and World
Health Organization recommendations in respect of
products to be sold or distributed within the county
of origin or to be exported.

This certificate reflects the status of the
manufacturing site at the time of the inspection noted
above and should not be relied upon to reflect the
compliance status if more than 2 year have elapsed
since the date of that inspection.

This certificate includes the Parts 1, 2 and Annex.
The authenticity of this certificate may be verified
with the issuing authority.

YacTuHa 2

Part 2

JlikapcebKi 3aco0M 1Jis1 JIIOAMHH

Human Medicinal Products

1. BHPOBHHYI OITEPAIIII - JIIKAPCBKI
3ACOBH

1. MANUFACTURING OPERATIONS -
MEDICINAL PRODUCTS

1.2. HecTepuJjbHi Jikapcbki 3acobu

1.2. Non-sterile products

1.2.1. Hecmepuneni aikapcoki 3acobu  (8upobHuyi
onepayii 015, HACMYNHUX J1IKApPCLKUX hopm)

1.2.1. Non-sterile products (processing operations
for the following dosage forms)

1.2.1.1. Kancynu, TBepAi

1.2.1.1. Capsules, hard shell

1.2.1.6. PigyHu Ui BHYTPIlUIHBOIO 3aCTOCYBAHHS

1.2.1.6 Liquids for internal use

KOHTPOJII0 SIKOCTi

1.2.1.8. Immi TtBepmi Jikapcbki Qopmu 1.2.1.8. Other solid dosage forms (powder fo:
(nopowiox 015 OpanbLHO20 PO3HUHY) oral solution)

1.2.1.11. M’siki 1.2.1.11. Semi-solids

1.2.1.13. Tabaetkn 1.2.1.13. Tablets

1.6. IlpoBegennsi BumpoOyBaHL B  paMKax 1.6. Quality control testing

1.6.2. Mikpo6iosioriuHi: MikpoGioyioriua yucTora

1.6.2. Microbiological: non-sterility

1.6.3. ®i3znyHi/xiMiuHi

1.6.3. Chemical/Physical

Tonosa Jlep:kaBHoi cory:0u YKpainu 3
JikapcbKHX 32c00iB Ta KOHTPOJIIO 3%
//
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JepskaBHa cayx6a YKpaiuu 3 ninélpcmcux 3aco0iB Ta
KOHTPOJII0 33 HAPKOTHKAMHU

Anpeca: npocriekT Bepecreitcbkuit, 120-A, m. Kuis, Ykpaitia,
03115

Ten.: +38(044) 422-55-77

Daxc: +38(044) 422-55-77
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