YKPATHA
UKRAINE

CEPTU®IKAT BIANOBIAHOCTI YMOB BUPOBHHUIITBA JIIKAPCBKHUX 3ACOLIB
BHMOI'AM HAJIEXKHOT BUPOBHUYOI IIPAKTUKH

CERTIFICATE OF GMP COMPLIANCE

Ceprudikar Ne: // Certificate No Crtpok aii po:
oYY /2021 [ GMHP Valid till: __ 10.09.2023
Yactnua 1 Part 1

HepxaBHa cayxba Ykpainu 3 JikapcnKknx 3acoGis
Ta KOHTPOJIIO 3a HapkoTHKamHu (Jepxikcenyxba)
3acBiauye:

HaitmeHyBaHHS BUPOOHHKA, MiCLIE3HAXOKECHHSA:
ToBapucTBO 3 06MEkKEHO BiANMOBIAAIBHICTIO
¢ipma "Hosopapm-biocnnTes"

Vkpaina, 11700, XKuromupceska 0611., micto Hosorpan-
BosmHcbkui, Bynuus XKuromupeska, OyauHok 38
HaiiMenyBanHsa BUpOGHUYOI(MX) LiTbHULI(LB):
ToBapucTBO 3 00MeXKeHOI0 BiANOBiga bHicTIO dipma
"Hoeodapm-BiocunTes"

Anpeca MicIi MPOBAIKEHHA HisNIbHOCTI:

Ykpaina, 11700, ZKnromupcenka 06.1., MicTo
Hosorpan-BonnHebxuil, Byaunsa JKnromupenka,
Oyaunok 38;

Yxpaina, 11700, ’Kuromupcebxa 0641., micTo
Hosorpaa-BoauHcebkuii, Byaunst Boai, 6yaunok 55

Jliuensis Ha BUPOGHULTBO JTi kapCLKHX 3ac06iB B
Vxpaiui Big 22.11.2011 AB Ne 578998
Micue BUpOOHULTBA  CHUCTEMATHYHO  HPOXOAHTH
iHCEeKTyBaHHA 3i BCTAHOBIEHOIO TNEPIOAMUHICTIO Ha
BianoBigHicTh BuMoram GMP 3rizHo 3i BcTaHOBNEHUM
NIOPSAKOM.
3a pe3yabTataMy iHCTIGKTYBaHHS 11500 BUPOOHHKa,
OCTaHHE 3 sIKUX OyJIo NpoBelIeHe

06.09.2021 - 10.09.2021,

BUPOOHHYOT NPAKTUKY, 32a3HAUEHUM B

BCTaHOBJIEHO, IO BiH BiAMOBiZac BAMOTaM HAEXHOT

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

Manufacturer’s name, registered place of business:
Firm "Novofarm-Biosyntez" LLC

Ukraine, 11700, Zhytomyr region, town Novograd-
Volynskyi, Zhytomyrska street, building 38

Name(s) of manufacturing site(s):

Firm '""Novofarm-Biosyntez" LLC

Manufacturing site address:
Ukraine, 11700, Zhytomyr region, town Novograd-
Volynskyi, Zhytomyrska street, building 38;

Ukraine, 11700, Zhytomyr region, town Novograd-
Volynskyi, Voli street, building 55

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
06.09.2021 - 10.09.2021,

it is considered that it complies with the Good

Manufacturing Practice requirements referred to in the

Hacranosi CT-H MO3V 42-4.0:2020 ﬁbx Guide 42-4.0:2020
“Jlikapcbki 3aco6u. Hanexha BlpoOHnYa npakt ?\tauw ddidigal products. Good manufacturing practice”
(nopmamuenuii akm) [/& A % N\ (name of regulation document)
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Ta KOHTPOJIIO 32 HApKOTHKaW1
Baangncnas HUIMHA

niznvc BiaAnoBixaneHoi ocobu, neudTka
1#////402 { Hama/Date

JepxaBHa cayx6a YKpainu 3 Jikapeekux 3aco6is ja
KOHTPOJIIO 32 HAPKOTHKAMI

Auxpeca: npocrekt [lepemoru,120-A, m. Kuis-115, Ykpaiua,
03115

Ten.: 38(044) 450-12-66

dakc: 38(044) 450-12-66

mailto: dis@dls.gov.ua
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Vladyslav TSILYNA

signature of the Executive officer (see left)

State Service of Ukraine on Medicines and Drugs Control
Address: 120-A, Peremohy avenue, Kyiv-115, Ukraine, 03115

Phone: +38(044) 450-12-66

Fax: +38(044) 450-12-66

This English translation is for reference only and is not part of
the official certificate
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IO BiNOBiAIOTE BUMOTAM HANEKHO! NMPAKTHKH npu
BUPOOHMUTBI i  KOHTponi  sxocti  Cucremn
cniBpoGiTHNUTEA hapmaueBTHUHKX iHcTekmik (PIC/S),
ampextuBaM €C Ta pekoMenjauisM BcecBiTHBOT
OpraHizauii 0OXoOpOHH 310POB’s BiTHOCHO HpOAYKLil, 10
MPU3HAYCHa IA TOPrieni Ta AMCTPHOYWii B KpaiHi
NOXO/KeHHA abo I eKCIopTYy.,

Leit ceprudixar sinoGpaxae cTaH BHpoGHHUOT
AUMBHALI HA MOMEHT iHCTIEKTYBAHHS, 3a3HRYEHOTO
BUIIE, | HE MOXE BHKODPHCTOBYBATHCS  Uid
MIATBEP/UKEHHs BiANOBIAHOCTI, sKWO 3 MOMEHTY
NPOBEACHHS ULOrO iHCIEKTYBAaHHA MPOMILIO Gimbmie
HiX 2 poKH. :

Leii ceprudikar Biimovae yacTunm 1, 2 Ta 10AaTOK.
HuHHiCTe  1mBOrOo  ceprudikaTa  MOXe 6yTtu
MiATBEPKEHA OPraHOM, 110 HOro BHAB.

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 country 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 two 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.

Yacruna 2

Part 2

Jlikapebki 3aco6n ans J0IHHI

Human Medicinal Products

LBAPOBHUYI ONEPAIIII — TIKAPCBKI
3ACObBHA

1. MANUFACTURING OPERATIONS —
MEDICAL PRODUCTS

1.1. CrepnabHi npoaykTu

1.1. Sterile Products

1.1.1. Acenmuuno euzomoeneni (6upobnuyi
onepayii Ons HacmynHux Mikapcokux Gopm)

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

1.1.1.4. Pinuuu B ynakoBkax Majioro 06’emy

1.1.1.4. Small volume liquids

1.1.2. Il{o niooaiomucs kinyeeisi cmepunizayii
(6upobnuui onepayii Ons HacmynHux NiKAPCHKUX

popm)

1.1.2. Terminally sterilized (processing
operations for the following dosageforms)

1.1.2.1. Pisnu B yrmakoBKax BEMKOTo 06’emy

1.1.2.1. Large volume liquids

1.1.2.3. Pigunu B ynakoBkax Maioro 06’emy

1.1.2.3. Small volume liquids

1.3. BioJioriuni Jikapenki 3aco6n

1.3. Biological medicinal products

1.3.1. Bionoziuni nixapcwki 3acobu

1.3.1. Biological medicinal products

1.3.1.8. Inwi Giomoriuni nikapceki 3acobm
(ylikapeeki  3aco6M, BUroToBNeHi i3 cyGcraHuii
0i0NIOr{UHOro MOXOMKEHHST)

1.3.1.8. Other biological medicinal products
(medicines with substance of biological origin)

1.6. Ilposenenns BunpoOyBaHL B paMKax
KOHTPOJIIO IKOCTI

1.6. Quality control testing

1.6.1. MikpoGionoriusi: crepunbhicTs

1.6.1. Microbiological: sterility

1.6.2. MikpoGionoriuni: mikpoGionoriuna
YHCTOTA

1.6.2. Microbiological: non-sterility

1.6.3. Dizuyni/xiMiuHi

1.6.4. Bionoriuui

- 3. Chemical/Physical
645 Bjological
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NAMHC BiANOBIAaNEHOT 0co6H,
Hama/Date

Aepasua caymGa Ykpainu 3 aikapebiux 3acobis ta
KOHTPOJII0 32 HAPKOTUKAMM
Anpeca: npocnekt Nepemoru,120-A, M. Kuis-1135, VYpaina,
03115

Ten.: 38(044) 450-12-66

Dakc: 38(044) 450-12-66

mailto: dis@dls.gov.ua
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State Service of Ukraine on Medicines and Drugs Control
Address: 120-A, Peremohy avenue, Kyiv-1135, Ukraine, 03115

Phone: +38(044) 450-12-66

Fax: +38(044) 450-12-66 x

This English translation is for reference only and is not part of
the official certificate
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