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CEPTU®IKAT BIAIIOBITHOCTI YMOB BUPOBHHUIITBA JIKAPCHKHUX
3ACOBIB BUMOI'AM HAJIEXKHOI BAPOBHUYO] IIPAKTUKHA

CERTIFICATE OF GMP COMPLIANCE

Ceprudikar Ne: // Certificate No:
CLTHTot 5/ oM P

Crpox aii po: // Valid till:

24.08.2025
YacruHa 1 Part 1
o TR G A0 AT AU e ?acoﬁm b State Service of Ukraine on Medicines and Drugs
KOHTpOJIIO 3a HapkoTukamu  (Jepiiikcaysxoa)

3acBiguye:

HaliMeHyBaHHS BHpOOHHKA, MiCIle3HAXOPKEHHS
TosapucrBo 3 o6MexkeHOI0 BianosiaanbHicTio pipma
"Hosodapm-BiocuHTes"

Ykpaina, 11700, ZKutomupenka 06:1., 3BAreabcpKHii
p-H, micTo 3BsArens, By1. XKuromupebka, Gyannox 38

HalimenyBaHHs BUpoGHUUOT(MX) AiNBHULI(LB):
ToBapucTBo 3 06mMexeHoI0 BianoBigaabHicTIO dipma
"HoBodapm-biocnHTe3"

Iex Ne 1

Micue npoBaKeHHs AisTBHOCTI;

Ykpaina, 11700, JKuromupcbka 06i1., 3Bsrenbcbkmii
p-H, MicTo 3Bsrenn, ByJ. ZKHTOMApChKa, Gyannok 38;
Yxpatua, 11700, ’Kntomupebka 06i1., 3ssrebebkuii
p-H, micTo 3Bsiresn, ByJI. Boai, 6ynuHok 55

JlineH3ig Ha BUPOGHULTBO JIIKAPCHKHUX 3aC00iB B
Vkpaini Bix 22.11.2011 cepin AB Ne 578998

Micue  BHpOGHHUTBA  CHCTEMATHYHO  TPOXOIUTH
iHCIIEKTYBAaHHA 3i BCTAHOBJICHOK IEPIONWUHICTIO Ha
BinnoBinHicTs BUMoramM GMP 3rigHo 3i BCTaHOBIEHMM
HOPSAKOM.

3a pe3ynpTaTaMu iHCIIEKTYBaHHS [IOrO BUPOOHUKA,
OCTaHHe 3 AKuX OyJi0 NpoBeneHe

21.08.2023 - 24.08.2023,
BCTAHOBJICHO, L0 BiH BiANOBigd€ BUMOraM HAIEKHOT
BUPOGHHYOT MPAKTHUKH, 3a3HAUECHNM B
Hacranosi CT-H MO3V 42-4.0:2020
*Jlikapceki 3aco06u. Hane)xna supo6uuya npakTuxa’
(Hopmamuenuil axm)

[

Control (SMDC) confirms the following:

Manufacturer’s name, registered place of business:
Firm "Novofarm-Biosyntez'" Limited Liability
Company

38, Zhytomyrska str., Zviahel city, Zviahel district,
Zhytomyr region, 11700, Ukraine

Name(s) of manufacturing site(s):

Firm "Novofarm-Biosyntez" Limited Liability
Company

Workshop No. 1

Manufacturing site address:

38, Zhytomyrska str., Zviahel city, Zviahel district,
Zhytomyr region, 11700, Ukraine;

S5, Voli str., Zviahel city, Zviahel district, Zhytomyr
region, 11700, Ukraine

Manufacturing authorization for medicinal products in
Ukraine from 22.11.2011 AB Ne 578998

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,
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)

TosioBa JlepikaBHoY ciryxk0H YKpainu 3
JiikapchKUX 32c06iB Ta KOHTPOJIIO 32
HAPKOTHKAMH 7
Poman ICAEHKO

nianue BiznosizansHoi ocobu, nevarka

ﬂ///{? ......... ama/Date

Hep:kaBHa cayxba Ykpaiuu 3 i
KOHTPOJII0 32 HAPKOTHKAMH
Axnpeca: npocnekt bepecreiicekuii, 120-A, M. Knis, Ykpaiua,
03115

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

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

mailto: dis@dls.gov.ua

peLKHX 3aco0iB Ta

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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IO BIiANOBINAOTE BMMOraM HanexHoi MIPaKTUKH TIpH
BAPOOHUUTBI i KOHTpOJIi AKOCTI Cucremu
CIiBPOGITHALITBA (apMaleBTHIHMX iHCHEKIil (PIC/S),
AmpektHBaM €C  Ta  pekoMeHzauisM  BcecBiTHpo[
opraHizauil 0XOpoHH 310pOB's BiZHOCHO NPOAYKIiT, wo
Npu3HaueHa 1A TopriBai Ta muctpuGyuii B Kpaini
IOXO/KEHHS a60 JUIS eKCIIopTYy.

Lleit ceprudixar BinoGpaxae cran Bupo6HIOT MiNBHAL
Ha MOMEHT iHCTIEKTYBaHHS, 3a3HaY€HOTO BHILE, i HE MOXe
BUKOPHCTOBYBAaTHCS WUIA MATBEPMIKEHHs BiANOBiIHOCTI,
AKIIO 3 MOMEHTY IpPOBENEHHA LBOrO {HCIEKTYBAHHS
NpoiLLTo Giblie HIX 2 POKH.

Lle#l cepTudikar Briouae yacTunu 1, 2 Ta HomaToK.
UnnnicTs uboro cepridikara Moxe GyTu HiATBEpKeHa
OpraHoM, IIo #oro BHIAB.

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.

Yacruua 2

Part 2

Jlikapebki 3aco6u ans mogunn

Human Medicinal Products

1. BUPOBHHMYI OITEPAIIII - JIIKAPCBHKI
3ACOBHN

1. MANUFACTURING OPERATIONS -
MEDICINAL PRODUCTS

1.1. CrepunbHi Jikapebki 3aco6u

1.1. Sterile products

1.1.2. llo  nidoaomves  kinyesiii cmepunizayii
(6upobHuyi onepayii Ons vacmynHux AiKapcoKux Gopm)

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

1.1.2.1. PinuHu B yNakoBKax BETUKOro 00’emy

1.1.2.1. Large volume liquids

1.1.2.3. PinMHu B ynakoBKax Manoro 06’emy

1.1.2.3. Small volume liquids

1.6. IIpoBeaenus BunpoGysaHe B pPaMKax KOHTPOJII0
sKocTi

1.6. Quality control testing

1.6.1. MikpoGiosiorigni: crepuibHiCTb

1.6.1. Microbiological: sterility

1.6.3. QispvHi/xiMiuni

1.6.3. Chemical/Physical

1.6.4. BionoriuHi

1.6.4. Bio]ggical

Tonosa JepxkaBHoi cyx6u Yicpainu 3
JiKAPCHKHUX 32C06iB Ta KOHTPOJIIO 32
HAPKOTHKAMH

Poman ICA€CHKO

~-Hedd-of the State Service of Ukraine on
" "Medicifes'and Drugs Control
%
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I ENKO

iAnKMc BiANOBinansHoi oco6u, nevarka

ama/Date

HMepxasna caysba Yicpainu 3 gikapebkux 3aco6is Ta
KOHTPOJIIO 32 HAPKOTHKAMMU

Auxpeca: npocnext Bepectetichkuit, 120-A, M. KuiB, Ykpaina,
03115

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

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

mailto: dis@dls.gov.ua

State Se 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
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