YKPATHA
UKRAINE

CEPTU®IKAT BIAIOBIAHOCTI YMOB BUPOBHUIITBA JIKAPCHKUX
3ACOBIB BUMOI'AM HAJIEXKHOI BUPOBHUYOT IPAKTUKHU

CERTIFICATE OF GMP COMPLIANCE

Ceprudirar Ne: // Certificate No:
OLE[AO13) &1/

Crpox gii po: // Valid till:
23.08.2024

Yacruna 1

Part1

MepxaBua ciayx6a Ykpaium 3 Jgikapchbkux
3ac00iB  Ta KOHTPOMIO 32 HAPKOTHKAMH
(Hepxaikciayxba) 3acBinuye:

HaliMmeRyBaHHS BUPOGHHKA, MICLIE3HAXODKEHHS
XEMO®APM» AT

bearpagceknii masix 6/n, 26300, m. Bpwian,
Pecnybaika Cep6is

HaiimeHyBanHs BUpOGHHYOT(MX) AiMbHULLI(LIB):
XEMODPAPM» AT

(BupoGauya AiILHHOS TBepauX JiKapchbKHX
¢opm Ta nakysanns, J[o3Bix Ha BEOYycK cepiii)
Micue npoBamkeHHs QisnbHOCTI:

Bearpagcoxknii musix 6/H, 26300, m. Bpman,
Pecny6aika Cep0is

Jliuensias Ha BHPOGHMLTBO JiKApCHKHX 3acOGiB B
Pecry6aini CepGii Bin 16.12.2020 poky Ne515-04-
08334/2020-11.
3a pesyabTaTaMH INUCTAaHUIMHOT OLIHKH LBOro
BUPOOHHKa, fika GyJia MpoBeaeHa

02.08.2022 - 23.08.2022,

BCTaHOBJIEHO, 10O BiH BiANOBigac BUMOraM
HAJIEXKHOT BUPOOHHYOT MPAKTHKH, 3a3HAYESHHM B

Hacranosi CT-H MO3Y 42-4.0:2020
“Jlikapchki 3aco6u, HastexHa BUpo6HUYa

NpaKTUKa”,
(nopmamusnuti axm)

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

Manufacturer’s name, registered place of business:
«HEMOFARM» AD

Beogradski put bb, 26300, Vrsac, Republic of
Serbia

Name(s) of manufacturing site(s):
«HEMOFARM» AD

(Solid dosage forms plant and packaging center,
Batch release)

Manufacturing site address:

Beogradski put bb, 26300, Vrsac, Republic of
Serbia

Manufacturing  authorization for medicinal
products in Republic of Serbia from 16.12.2020
Ne 515-04-08334/2020-11.

From the knowledge of remote assessment

02.08.2022 - 23.08.2022,
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)
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Antikes Co.
3actynnuk I'onoBy ,I[ep‘dcannor ~;¢ymﬁn
Ykpainn 3 mlcapcmmx 33co0iB Ta\% 250
KOHTPOJTIO 32 HAPKOTHKAMH

Bosiloaamup KO]’OJIEHKO [ )2 (5

' /aputy of the Head of the State Service of
' Ukraine on Medicines and Drugs Control

Volodymyr KOROLENKO

THAIHC BiAnoBinanbHON S‘COGH He‘iﬂTKﬂ

signature of the Executive officer (see left)

c».’.i’./.:‘./’.’../..«alée@zama/oaz .

HeprxaBHa ciryx6a YKpa'l‘Hn 3 AiKAPCHKHX 32c06iB Ta
KOHTPOJI0 32 HAPKOTHKAMH

Anpeca: npocniekt [Tepemorn,120-A, M. Kuis, Vpaina, 03115
Ten.: 38(044) 422-55-77

Gaxc: 38(044) 422-55-77

mailto: dls@dls.gov.ua

State Service of Ukraine on Medicines and Drugs Control

Address: 120-A, Peremohy avenue, Kyiv, Ukraine, 03115

Phone: +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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Lleii cepTudikar BUIFOYa€ YacTHHU 1, 2 Ta JoOaTOK. This certificate includes the Parts 1, 2 and Annex.
Yunnicte 1mporo ceprudikata Moxe OyTH The authenticity of this certificate may be verified
HiATBepIkeHa OpraHOM, LIO HOro BUAaB with the issuing authority

YacTtnHa 2 Part 2
Jlikapcbki 3aco6u a,1s JTIOIHHH Human Medicinal Products
1. BAPOBHMYI OITEPAI]I - JIKAPCBHKI 1. MANUFACTURING OPERATIONS -
3ACOBHA MEDICINAL PRODUCTS
1.1. CrepuasbHi Jikapcbki 3aco0n 1.1, Sterile products
1.1.3. Cepmugbixayin cepiii 1.1.3. Batch certification
1.2. Hecrepuibhi JikapcehKi 3acobn 1.2. Non-sterile medicinal products
1.2.1. Hecmepunoni nixapcoki 3acobu (supooHuyi 1.2.1. Non-sterile products (processing operations
onepayii Oa HACMYRHUX JIKAPCLKUX (opm) for the following dosage forms)
1.2.1.13. Tabnetku 1.2.1.13. Tablets
1.6. IlpoBesenHss BunpoOyBanb B PpaMKax 1.6. Quality control testing
KOHTPOJII0 AKOCTi
1.6.2. MikpoGiosioriuni: Mikpo6iosoriuia YHcToTa 1.6.2. Microbiological: non-sterility
1.6.3. @iznyHi/XimMiuHi 1.6.3. Chemical/Physical
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1 Deputy of the Head of the State Service of
/ "/Ukraine on Medicines and Drugs Control

o /
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LA et Volodymyr KOROLENKO
M.IL signature of the Executive officer (see left)

Hep:kaBua caymx6a chpallm 3 JIIKapCbKHX 3ac06iB Ta
KOHTPOJIIO 32 HADKOTUKAMH

Anpeca: npocriext [Tepemorn, 120-A, m. Kuis, Ykpaina, 03115  Address: 120-A, Peremohy avenue, Kyiv, Ukraine, 03115

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

State Service of Ukraine on Medicines and Drugs Control
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