YKPATHA
UKRAINE : :

CEPTHU®IKAT BIAMTOBIAHOCTI YMOB BUPOGHUITBA JIKAPCbKHX
3ACOBIB BUMOI'AM HAJIE)KHOI BAPOBHUYOI TIPAKTUKH

CERTIFICATE OF GMP COMPLIANCE

Ceprudikar Ne: // Certificate No: Crpoxk aii no: // Valid till:
T /A F) EAT S 24.08.2025
YactuHa 1 Part 1

JlepxaBHa cixyx6a Yipainu 3 jikapcehKux 3acobis

. State Service of Ukraine on Medicines and Drugs
Ta KOHTPOJIO 32 HapkoTukamu (Hdepautikcayxta)

Control (SMDC) confirms the following:

3acBiguye:

HajimeHyBaHHs BUPOOGHHKA, MiCLIE3HAXOMMKEHHS: Manufacturer’s name, registered place of business:
ToBapucTBo 3 06MexKEHOI0 BiANOBiAANbLHICTIO dipma Firm "Novofarm-Biosyntez'" Limited Liability
"Hosodapm-BiocuHTes" Company

Yxpaiua, 11700, )Kuromupebka 06.., 3sarenchruii 38, Zhytomyrska str., Zviahel city, Zviahel district,
p-H, MicTo 3Bsiresib, ByJ1. JKnToMupchpKa, 6yaunox 38 Zhytomyr region, 11700, Ukraine

HaiiMenyBanHs BUPOGHHIOI(MX) JAiNbHALI(LB): Name(s) of manufacturing site(s):

TopapueTBO 3 06MexkeHOI BianosiaanbHicTI0 dipma Firm 'Novofarm-Biosyntez" Limited Liability
"HoBogapm-Biocunres" Company

Ilex Ne 3 Workshop No. 3

Micue npoBakeHHs RisILHOCTI: Manufacturing site address:

Ykpaina, 11700, ZKuromupchka 06/1., 3BArejbChKHii 38, Zhytomyrska str., Zviahel city, Zviahel district,
p-H, MicTo 3Bsreiib, ByJ1. JKNTOMHpPCBKA, GyTHHOK 38; Zhytomyr region, 11700, Ukraine;

VYkpaiua, 11700, XKnromupebka 064., 3ssirebcbKuii 55, Voli str., Zviahel city, Zviahel district, Zhytomyr
p-H, MicTo 3earens, Bya. Boui, Gyannok 55 region, 11700, Ukraine

Jlinensis Ha BUpoGHHITBO JikapchKHX 3aco0iB B Manufacturing authorization for medicinal products
Vkpaini Bix 22.11.2011 cepis AB Ne 578998 in Ukraine from 22.11.2011 AB Ne 578998

Micue BHpOOHMLITBA CHCTEMATHYHO NPOXONUTH
iHCTeKTyBaHHs 31 BCTAHOBJIEHOIO NEPIOMMUYHICTIO Ha
BiznoBiaHicTs BuMoram GMP 3riziHO 3i BCTaHOBJIEHUM
MOPSAKOM.

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

21.08.2023 — 24.08.2023, 21.08.2023 — 24.08.2023,

it is considered that it complies with the Good
Manufacturing Practice requirements referred to in

3a pesysbTaramMu iHCIIEKTYBaHHS LIbOTO BUPOGHHUKA,
OCTaHHE 3 AKUX OyJI0 MpoBeENicHe

BCTAHOBJIEHO, IO BiH BiAMOBifa€ BAMOraM HaleXHOI
BUPOOHUYOT MPAKTHKH, 3a3HAYEHHM B

the
Hacrasoei CT-H MO3YV 42-4.0:2020 Guide 42-4.0:2020
“Jlikapcbki 3aco6u. Hanexna BupobHH4a npakTuka”, “Medicinal products. Good manufacturing practice”
(nopmamueruit akm) (name of regulation document)

Tonosa MepaaBHol cayxbu Yipaluu 3
aikapenKUx 3aco6iB TA KOHTPOJIIO 32
HAPKOTHKAMH

Poman ICA€EHKO /

7
nianue sianosinansHol ocobu, nevarka

Head of the State Service of Ukraine on

HepxaBHa cayxba Yipalu
KOHTPOJIIO 32 HAPKOTHKAMH

Axpeca: npocnext Bepecteticekuit,120-A, M. Kuis, Yxpaina,
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
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II{0 BIAMOBIZAIOTH BUMOTAM HAJIEXKHOI MPAKTUKH TPU

pupoOuuuTBi i KoHTpomi  skocri  CHcTemH
cniBpoGiTHULITBA dapMaleBTHIHHX incnexuift
(PIC/S), mmpextuBaM €C Ta peKkoMeHIalism

BceecBiTHROI Opramisailii 0OXopoHH 3XOpOB'A BiHOCHO
NpOAyKLii, II0 MpuU3HAYeHa JUIA TOPriBdi Ta
auctpulyuii B kpaiHi noxomxeHHs abo A eKCIopTy.
Llett ceprudikar BinoGpaxae cTaH BHPOOHHYOT
JUNeHMII Ha MOMEHT iHCMEKTYBaHHS, 3a3HaYEeHOro
BHLIE, | He MOXe€ BHKOPHCTOBYBATHCA  JUlsl
NiATBEPOKEHHS BiANOBIAHOCTi, AKMIO 3 MOMEHTY
MPOBEJEHHA LHOrO iHCMEKTYBaHHS MpoHuIo Ginblie

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.

HiX 2 pOKH.
Lleit ceprudikar BKIIOYa€E YacCTHHH 1, 2 Ta JOAATOK. This certificate includes the Parts 1, 2 and Annex.
Yunnicte 1mporo  ceptudikata Moxe  OyTH The authenticity of this certificate may be verified
i ITBEPIKEHA OPraHoM, IO HOro BU/aB. with the issuing authority.

YacTuHa 2 Part 2

Jlikapcbki 3aco0m 1S JTIOAUHN

Human Medicinal Products

1. BAPOFHHYI ONEPAIIII - JIIKAPCBHKI
3ACOBH

1. MANUFACTURING OPERATIONS -
MEDICINAL PRODUCTS

1.1. CtepuibHi JikapcebKi 3aco6u

1.1. Sterile products

1.1.1. Acenmuuno sucomoeneni (8upobruyi onepayii
OISl HACMYNHUX EKAPCLKUX hopm)

1.1.1. Aseptically prepared (processing operations
for the following dosage forms)

1.1.1.4. Piguun B ynakoBkax Majgoro o6’emy

1.1.1.4. Small volume liquids

1.1.2. o nidoaiomeca kinyesiti cmepunizayii
(6upobHuui  onepayii OAA  HACMYNHUX JIKAPCOKUX

popm)

1.1.2. Terminally sterilised (processing operations
Jor the following dosage forms)

1.1.2.3. Pigunu B ynakoBKax Majioro o6’ emy

1.1.2.3. Small volume liquids

1.6. IlpoBeaennss  BunpobyBann B
KOHTPOJIIO SIKOCTi

paMKax

1.6. Quality control testing

1.6.1. MikpoGionoriyHi: cTepuIbHICTh

1.6.1 Microbiological: sterility

1.6.3. @izuyni/ximiuHi

1.6.3. Chemical/Physical

1.6.4. Bionoriusi

1.6.4. Biological

Tonosa JepxaBHol ciyx6u Ykpainu 3
JIIKapCHKUX 3ac00iB Ta KOHTPOJIIO 33
HAPKOTHKAMH

Poman ICACHKO
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HepxaBHa ciiyxGa YikpaiHu 3 Jikagcbkux 3aco0is Ta
KOHTPOJIO 32 HADKOTHKAMM
Axpeca: npocnekt Bepecrelicbkuit, 120-A, M. Kuis, Ykpaina,
03115

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

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

mailto: dls@dls.gov.ua

raine on Medicines and Drugs Control

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

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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