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CERTIFICATE OF GMP COMPLIANCE
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YacTrna 1 Part 1

JdepxaBHa cayxba VYkpaiHm 3 JTiKapcbKHX

3 State Service of Ukraine on Medicines and Drugs
3aco0iB  Ta KOHTPOJI0O 32 HAPKOTHKaMH

Control (SMDC) confirms the following:

(Mepaenikeayxba) sacBinaye:

HalimeHyBaHHA BUPOOHHKA, MiCLIE3HAXOKEHHS: Manufacturer’s name, registered place of business:
BECT-KOACT ®APMACBIOTIKAJ BOPKC WEST-COAST PHARMACEUTICAL WORKS
JTA, LTD.

112-120, 2snd Floor, Grace Business Park, Above 112-120, 2snd Floor, Grace Business Park, Above
Reliance Smart Bazar, Sagar Sangeet Cross Road, Reliance Smart Bazar, Sagar Sangeet Cross Road,
Sola, Ahmedabad, Gujarat, India-380060 Sola, Ahmedabad, Gujarat, India-380060
HailiMmeHyBaHHA BUpOOHUYOT(MX) TiNBHULI(1b): Name(s) of manufacturing site(s):

BECT-KOACT ®APMACBIOTIKAJI BOPKC WEST-COAST PHARMACEUTICAL WORKS
JTA. LTD.

Micue npoBaKeHHA TisANbHOCTI: Manufacturing site address:

Heio coopeeit Ne 181, 182, 183, 205, 206 oan
chopBeii Ne 129, 144, 145, 146, up. 6xareaTi riace
t¢akTopi, uxarpan-BagacBami poya, BiLIemK:
BaJacBaMi, TaJ. - KaJ0J, JicT. - raHginarap - 382
740, Ingin

JliueHzin Ha BMPOOHMUTBO Jikapcbkux 3acobiB y

G Manufacturing authorization for medicinal products
[unii Big 28.12.2022 Ne G/25/2608 (Popma 25) Ta Z ;
NeG/28/1894 (Dopma 28), TepmiHom mif 1o in India from 28.12.2022 Ne G/25/2608 (Form 25)

27.12.2027. and Ne G/28/1894 (Form 28), valid till 27.12.2027.

Micue BHpOOHMLITBA CHCTEMaTHMYHO TPOXOAUTH
IHCl'[eKTyBaHHH 3i BCTAHOB/IEHOIO neplonuqmcno Ha
BigmoBigHicte  BuMoram GMP  3rigmo  3i
BCTAHOBJIEHUM IOPSAIKOM.

New survey Ne 181, 182, 183, 205, 206 Old Survey
Ne 129, 144, 145, 146, Nr Bhagvati Glass factory,
Chhatral - Vadaswami Road, Village: Vadaswami,
Tal. - Kalol, Dist. - Gandhinagar - 382 740, India

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

3a pe3ynbTaTaMH IHCTIEKTYBaHHA LbOTO BHPOOHMKA, From the knowledge gained during inspection of this
OCTaHHE 3 AKX OyNo npoBeneHe manufacturer, the latest of which was conducted on
24.02.2025 - 27.02.2025 24.02.2025 - 27.02.2025
l“.o G ,I[epmasm?'i RITROM Y REAIN 3 g he State Service of Ukraine
JiKapcbKHX 32c00iB Ta KOHTPOJIIO 3a
HAPKOTHKAMH /
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T

MiAMKC BiANOBIAANTEHOT 0CO0H, MeyaTka

AE. /0512045 Tama/Date

JepxaBHa cayxba Ykpaiuu 3 Jikapcbkux 3acobiB Ta

KOHTPOJIIO 38 HAPKOTHKAMH \fmfi
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BCTAHOBJEHO, L0 BiH BiANOBia€ BUMOram HANSKHOT
BHUPOOHHYOT MPAKTHKH, 3a3Ha4eHiM B

Hacranosi CT-H MO3Y 42-4.0:2020
“Jlikapcbki 3aco6u. HanexHa BUpoGHHUA npakTHKa”,
(Hopmamusnuii akm)

1O BiZNOBIIA0TL BHMOTaM HANEXHOT MPaKTHKH NPH
BUPOOHHUTBI 1  KoHTponi  skocti  CHcTeMu
cmiBpoOiTHHLUTBA  (apMaLEBTUYHMX  IHCTIEKIIiH
(PIC/S), nupektuBam €C Ta pekoMeHAALUiAM
BeecBiTHROI  opraHizalii  OXOpoHH  3/10pOB's
BiZIHOCHO MPOJYKLii, O NMPH3HAYeHA A/NA TOPriBi
Ta AMCTPHOYLii B Kpaidi noxomxenHs abo A

€KCIopTy.

Lleii ceptudikar BinoOpaxkae cTaH BHPOOHHYOT
JiIbHULI Ha MOMEHT iHCNEKTYBaHHA, 3a3Ha4eHOro
BHLIE, i HE MOXe BHKODUCTOBYBATHCA JUIA
MiATBEP/KEHHS BiANOBIAHOCTI, AKILIO 3 MOMEHTY
NpOBeIEHHA OO iHCNEKTYBAHHS NPOALLLIO Ginblle
HiX 2 POKH.

Lle# ceprudikar Bknroyae 4acTuHu 1, 2 ta J0AaTOK.
UuHHicTh uboro ceprtudikata Moxke OyTH
MiATBEpAXKEeHa OPraHoM, 10 HOro BHAB.

it is considered that it complies with the Good
Manufacturing Practice requirements referred to in
the
Guide 42-4.0:2020
“Medicinal products. Good manufacturing practice”,
(name of regulation document)

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 years 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.

Yacruna 2

Part 2

Jlikapcbki 3aco0M VIS NIOAMHH

Human Medicinal Products

1. BAPOBHUYI OMNEPALII -
3ACOBH

JIIKAPCBKI

1. MANUFACTURING
MEDICINAL PRODUCTS

OPERATIONS -

1.2. HecTepuibHi Jlikapenki 3acobn

1.2. Non-sterile products

1.2.1. Hecmepunbni nixapceki 3acobu (6upobruyi
onepayir Ons HACMYRHUX Jikapcoekux ghopm)

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

1.2.1.1. Kancyau, Teepai

1.2.1.1. Capsules, hard shell

1.2.1.6. PigiHu Ans BHYTPILIHbOIO 3aCTOCYBAHHS

1.2.1.6. Liquids for internal use

1.2.1.8. Inwi Teepai nikapeeki GopMu (MopoLuok)

1.2.1.8. Other solid dosage forms (powder)

1.2.1.11. M'siki, y T.4. TOpPMOHH

1.2.1.11. Semi-solids, including hormones

1.2.1.13. TabneTku, y T.4. TOPMOHH

1.2.1.13. Tablets, including hormones

1.6. lpoBeaens  BunpobyBawn B
KOHTPOJIIO SIKOCTI

paMKax

1.6. Quality control testing

1.6.2. Mikpo®Gionori4Hi: Mikpobionoriuta YHcToTa

1.6.2. Microbiological: non-sterility

1.6.3. @izuuni/XiMiuHi

1.6.3. Chemical/Physical

byoe-axi obmedcenns abo NOACHEHHA, WO MAIOMb
GiOHOW eHHA 00 Yboeo cepmugpixama: cgpepa Oii
cepmughixama nowupiocmeca, y momy wuchi Ha
8upobHuUYymMeo aikapcekux 3acobis, wo micmame
copmonu: 1.2.1.11: M'axi (MHH: 17-8 Estradiol) ma
1.2.1.13: Tabanemxu (MHH: Norethisterone.

Any restrictions or clarifying remarks related to the
scope of this certificate: the scope of this certificate
applies also to the manufacturing of medicine
containing hormones: 1.2.1.11: Semi-solids (INN: 17-
B Estradiol) and 1.2.1.13: Tablets (INN:
Norethisterone).

I'onosa [lepxkaBnoi cory:k0un ¥Yxkpainu 3
JiKapcbKHX 3ac00iB Ta KoquomVla

HAPKOTHKAMH s
Poman ICAEHKO i

-~ /

Head of the State Service of Ukraine
icines and Drugs Control

NiJINKC BLAMOBIAaIbHOT 0c0o0H, ne

6. /65 /4025 Tlama/Date

JepxapHa cayxba Yxpainu 3 nikapcekux 3acobis Ta
KOHTPOJIIO 32 HAPKOTHKAMM

Anpeca: npocnekt bepecrelicbkuid, 120-A, M. Kunis, Ykpaina.
03115

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

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

mailto: dls@dls.gov.ua

T ""'lska avenue, Kyiv 03115, Ukraine

Phone: +38(044) 422-55-77
Fax: +38(044) 422-55-77
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