YKPAITHA
UKRAINE

CEPTH®IKAT BIAMMOBIIHOCTI YMOB BUPOBHHUIITBA JIKAPCBKHX 3ACOBIB
BUMOI'AM HAJIE)KHOI BUPOBHHUYOI TPAKTUKH

CERTIFICATE OF GMP COMPLIANCE

CemeImcaT Ne: // /rtlf’ icate N

N

Crpok zii go: // Valid till:
31.05.2025

Yacruna 1

Part 1

Hep:kaBHa cay:xba Ykpainu 3 JlikapcbKHX
3aco0iB Ta KOHTPOJK 332 HAPKOTHKAMH
(Mepaaireaynxba) 3acBiguye:

HalimeHyBaHHA BUPOOHHMKA, MiCLIE3HAXOKEHHS:
bajpna ®apmaceiortikanc Jita.

147, Maarasapam Pen Xine Poya, Ipentiion,
Binumx Bapakapai Uennai Tamin Hany IN
600052, Inxia

HalimenyBaHHs BUpOOHUUOT(MX) AinbHULI(LB):
badna ®apmacelorikasnc Jita.

Miclie npoBaKeHHs Ais/IbHOCTI:

147, Maarapapam Pen Xisic Poya, I'penTiion,
Bimak Bagakapai Yennai Tamin Hany IN
600052, Inais

Jlinensisa Ha BHPOOHHMUTBO JIIKAPCHKMX 3ac06i8 y
Ingii  Ne TN00002269  (Dopma 25) Ta

crpokom aii no 07.12.2026.

3a pesyabTaTamMM AMCTAHLIHHOT OLIHKH LLOro
BMpOOHHKaA, fiKa Oyna nposeaeHa
25.04.2023 - 31.05.2023,

BCTAHOBJIEHO, LLIO BiH BiANOBIa€ BUMOram
HaJIeXKHOT BUPOOHHYOT MPAKTHKH, 3a3HAYEHUM
B

Hacrtanogi CT-H MO3YVY 42-4.0:2020

~Jlikapebki 3acobu. HanexxHa BUpobHuya
OpakTuka”,
(HopmamueHuil axm)

Ne TN00002270 (Popma 28) eix 08.12.2006

State Service of Ukraine on Medicines and
Drugs Control (SMDC) confirms the
following:

Manufacturer’s name, registered place of business:
Bafna Pharmaceuticals Ltd.

147, Madhavaram Red Hills Road Grantlyon
Village Vadakarai Chennai Tamil Nadu IN
600052, India

Name(s) of manufacturing site(s):

Bafna Pharmaceuticals Ltd.

Manufacturing site address:

147, Madhavaram Red Hills Road Grantlyon
Village Vadakarai Chennai Tamil Nadu IN
600052, India

Manufacturing  authorization  for
products in India from 08.12.2006
No TN00002269 (Form 25) and No TN00002270
(Form 28) valid until 07.12.2026.

medicinal

From the knowledge of remote assessment

25.04.2023 - 31.05.2023,
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)

3acrynuuk I'otoBu Jlep:xaBHOT cy:x6n
Ykpainn 3 aikapchKHX 3ac00iB Ta
KOHTPOJIIO 32 HAPKOTHKAMH
Boaonuvup KOPOJIEHKO

KQ LENKO

NANAC BiANOBiAAILHOT 0c0GH, neuarka

M.IT.

/J ﬂf ?%ﬁama/Dme

JepmaBHa caysda YKpainu 3 Jikapebkux 3acobis Ta
KOHTPOJI0 38 HAPKOTHKAMH

Anpeca: npocnexr Bepecreiicokuii, 120-A, m. Kuig, Ykpaina,
03115

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

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

mailto: dls@adls.gov.ua

Qe I:\v._aglj e officer (see lefl)

State Service oi'T:*Rif:mrenﬁ Medicines and Drugs Control

Address: 120-A. Beresteiska avenue, Kyiv 03115, Ukraine

Phone: +38(044) 422-55-77
Fax: +38(044) 422-55-77
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Lleii ceprudikar Briouae yactunau 1, 2 Ta
JOJATOK.

YuHHicTe uboro ceprudikara Mmoxe OyTu
MiTBEPAKEHA OPraHoOM, 110 HOro BMaaB

This certificate includes the Parts 1. 2 and
Annex.

The authenticity of this certificate may be
verified with the issuing authority

YactHua 2

Part 2

Jlikapebki 3aco0u AJ1st JIIOAHHH

Human Medicinal Products

1. BAPOBHHYI ONEPAIIII - IIKAPCBHKI
3ACOBHU

1. MANUFACTURING OPERATIONS -
MEDICINAL PRODUCTS

1.2. HecrepnabHi fikapebki 3acobu

1.2. Non-sterile medicinal products

1.2.1. Hecmepuneni NiKapcoKi 3qcodu
(6upobHuUUl onepayii O1a HACMYRHUX IIKAPCHKUX

popm)

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

1.2.1.1. Kancynwu, TBepai

1.2.1.1. Capsules, hard

1.2.1.13. Tabnerxu (BKIO4AI04H BUPOOHULITBO
FOPMOHAJILHUX JliIKapchbKHX 3aC06iB)

1.2.1.13. Tablets (including production of
hormonal products)

1.6. Ilposenennss BHNpoGyBaHL B pamkax
KOHTPOJII0 SIKOCTI

1.6. Quality control testing

1.6.2. Mikpobionoriuni:
4UCTOTA

MikpoGionoriuna

1.6.2. Microbiological: non-sterility

1.6.3. @izuyHi/ximiuHi

1.6.3. Chemical/Physical

R A = —

3acrynuuk I'osoBu [Jep:xaBuoi ciryxou
Ykpainu 3 JikapebKux 3acobiB Ta
KOHTDOJIIO 32 HAPKOTHKAMH
Boaogamup KOPOJEHKO

NiANKC BiANOBIAaNBHOT OCOBH, NMeyaTka

ﬁpfw t—lama/Date

Nep#xashna cayxba Ykpainu 3 nikapebkux 3aco6is ta
KOHTPOJIIO0 32 HAPKOTHKAMH

. o i % 120- o -
géuf lesc 48 BpICHEELRERcCRe HoRkHz, 20 ARk, Y kpatin, Address: 120-A, Beresteiska avenue, Kyiv 03115, Ukraine
Ten.: +38(044) 422-55-77 Phone: +38(044) 422-55-77
Daxc: +38(044) 422-55-77 Fax: +38(044) 422-55-77
This English translation is for reference only and is not part of the
official certificate
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