VKPATHA
UKRAINE

CEPTH®IKAT BIANIOBIAHOCTI YMOB BUPOBHUITBA JIIKAPCbKHUX
3ACOBIB BUMOI'AM HAJIEXKHOI BUPOGHUYOI ITPAKTUKA

CERTIFICATE OF GMP COMPLIANCE

Ceprudirar Ne: // Certificate No:
054/ A0A L[ (P

Crpox aii go: // Valid till:
10.04.2024

Yactuna 1

Part 1

Hep:xxkaBHa cay:xk0a VYKpaiHH 3 JIIKapCBKHX
3ac00iB  Ta  KOHTPOJIK 332  HApPKOTHKaAMH
(Hep:xaikcay:xkba) 3acBiguye:

HaiimeHyBaHHs BUpOOHHKA, MiCLIE3HAXOMXKEHHS:
«XEMO®APM» AJl

Bearpapcekuit wisix 6/H, 26300, m. Bpmaun,
Pecny0Jika Cep0ist

HaiimeHnyBaHHs BUPOOHUUOT(MX) AINbHULI(LB):
"XEMO®APM" AJl, Bpuau, Biaais BupodbHu4a
AiabHuus Mladan

Micue npoBakeHHs AisJIbHOCTI:

ByJ. Xaiinyk BeabkoBa 006, 15000, m. IIlaGan,
PecmyGJtika Cep0is

JliueHsis Ha BMPOOHMUTBO JliKapchbKuX 3acobiB B
Cep6ii Bin 11.02.2019 Ne515-04-00479/2019-11

Micue BHpOOHHLTBA CHCTEMATHUHO TPOXOAHTD
lHCﬂeKTyBaHHﬂ 31 BCTAHOBJIEHOIO neploammcﬂo Ha
BirnosinHicte  Bumoram ~ GMP  srigHo  3i
BCTAHOBJICHUM MOPSIIKOM.
3a pe3ynbTaTaMy iHCIIEKTYBaHHsI LIbOr0 BUPOOHHUKA,
OCTaHHE 3 AKUX OyJIo MpoBeneHe

07.10.2019 - 10.10.2019,

BCTAHOBJIEHO, L0 BiH BiJMOBia€ BUMOraMm
HaJIeXXHOT BUPOOHUYOT MPAKTHK, 3a3HAYEHUM B

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 Vrsac, Branch Plant Sabac

Micle npoBaaKeHHs AisIbHOCTI;
Hajduk Veljkova bb, 15000, Sabac, Republic of
Serbia

Manufacturing authorization for medicinal products
in Serbia from 11.02.2019 Ne515-04-00479/2019-11

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 iiis
manufacturer, the latest of which was conducted on

07.10.2019 - 10.10.2019,
it is considered that it complies with the Good
Manufacturing Practice requirements] referred to in
the

TI'onosa lepakaBHoT cary:k0n YKpainu 3
JiKapcbKHX 3ac00iB Ta KOHTPOJIIO 32
HAPKOTHKAMH
POMaH ICA€HKO
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Hep:xkaBHa cay:k0a YKpaiHH 3 JiKapcbKHX 3ac00iB
Ta KOHTPOJIIO 32 HAPKOTUKAMU

Anpeca: npocnekt [Tepemoru,120-A, M. Knis-115,
Ykpaina, 03115

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

@akc: 38(044) 422-55-77

Control

Address: 120-A, Peremohy avenue, Kyiv-115,
Ukraine, 03115

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

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

This English translation is for reference only and is

ilto: dis@dls.gov.uz ] - e
mailio: BiNgdis.gov.0a not part of the official certificate
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Hactanosi CT-H MO3V 42-4.0:2020
“Jlikapceki 3acobu. HanesxkHa BupoGuuya
npaxkTuka’,

(HopmamugHui axkm)

1[0 BIAMORBINAIOTE BUMOraM HaeKHOT MPAKTUKK NPy
BUpOOHULTBI 1  koHTponi  sikocti  Cucremu
crniBpobiTHULTBA  (papMaUEeBTHHHUX  iHCHeKUil
(PIC/S), nupextuBam €C Ta peKOMeHAaLisM
BcecBiTHbO!  opradizauii  OXOpOHW  310pOB'S
BIIHOCHO MPOAYKLIT, 1110 TpU3HaYeHa Asls Toprisii Ta
AMCcTpuOyUii B kpalHi MNOXO/pKeHHs abo  Juisl

eKCIIOpTY.

Lleit ceprudikar Bino6paxkae craH BHPOOHUYOT
JIJILHULI Ha MOMEHT IHCMEKTYBaHHS, 3a3HAYEHOrO
BULIE, | HE MOXE BHUKOPHUCTOBYBATHCS  JUIst
MIATBEPAXKEHHSA BIAMOBIAHOCTI, SKIO 3 MOMEHTY

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 three years have

NPOBEJEHHS LbOTO IHCMEKTYBaHHs Mpoiiuio Ginblie
HIXK 3 pOKH.

elapsed since the date of that inspection.

Lle#t cepTudikar BrIrO4ae yacTUHMU 1, 2 Ta J0AATOK. This certificate includes the Parts 1, 2 and Annex.

YunHicTe  mporo  ceprudpikara  moxke  OyTH
MiZATBEpIPKEHA OPraHoM, L0 HOro BHAAB.

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

Yacruna 2 Part 2

Jlikapcbki 3aco00m aJist JIIOAMHA Human Medicinal Products

1 BAPOBHUYI OTIEPAIIII - JIIKAPChKI
3JACOBH

1 MANUFACTURING OPERATIONS -
MEDICINAL PRODUCTS

1.2. HecTepunabHi Jikapebki 3aco6u 1.2. Non-sterile products

1.2.1. HectepunbHi Jiikapebki 3acobu (BUpoOHUY]
onepauii Juls HACTYMHHUX JiKapcbkux Ghopm)

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

1.2.1.6. PiguHu a71st BHYTPIiLIHBOTO 3aCTOCYBAHHS
(cHporiK)

1.2.1.6. Liquids for internal use (syrups)

1.2.1.11. M’ ski 1.2.1.11. Semi-solids

1.2.1.12. CynosuTopii 1.2.1.12. Suppositories

1.6, IIpoBeaeHHsI
KOHTPOJIIO SIKOCTI

BUNIPOOYBAHL B  paMKax 1.6. Quality control testing

1.6.2. Mikpo6iosioriuni: Mikpo6ioJoriuHa 4YucToTa 1.6.2. Microbiological: non-sterility

1.6.3. QiszuyHi/XimMiuHi 1.6.3. Chemical/Physical

Byov-axi oOmediceHHs abo NOSCHEHHS, WO Maome
BIOHOWLEHHSA DO YbO2O cepmuirama.

1. Jlanut cepmuchivam sudano na ocrosi npoyedypu
OYIHKU PUSUKIG.

2. [en cepmuchixam Oiticnuii 0o 10.04.2024.

Any restrictions or clarifying remarks related to the
scope of this certificate:

1. This certificate is issued on the basis of a risk
assessment procedure..

2. This certificate is valid until 10.04.2024.

T'onoBa Jep:xaBHoi ciy:k0u YkpaiHu 3

b . State Service of Ukraine on
JiKapcbKHX 3ac00iB Ta KOHTPOJIIO 3a

ind Drugs Control
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HepxasHa ciayx6a Ykpainu 3 Jikapcskux 3acobis  State Service of Ukraine on Medicines and Drugs
Ta KOHTPOJIIO 32 HAPKOTUKAMH Control
Appeca: npocnekt [Tepemoru,120-A, m. Kuig-115, Address: 120-A, Peremohy avenue, Kyiv-115,
Ykpaina, 03115 Ukraine, 03115

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

Phone: +38(044) 422-55-77
Fax: +38(044) 422-55-77
This English translation is for reference only and is
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