YKPATHA
UKRAINE

CEPTHO®IKAT BIIITIOBITHOCTI YMOB BHPOBHHUIITBA JIIKAPCBKHX
3ACOBIB BUMOT'AM HAJIEXKHOI BUPOFHIUYOI IIPAKTHKA

CERTIFICATE OF GMP COMPLIANCE

Ceptudixar Ne: // Certificate No:
033/ 2043/ GIP

Crpox naif go: // Valid till:
17.02.2025

Yactuua 1

Part 1

JepxaBHa ciyx6a Ykpaluu 3 gikapcbkHx 3acobiB
Ta KOHTPOJIIO 3a HapikoTHkaMH (Hepautikcayx6a)
3acBiguye:

HailiMeHyBaHHA BHPOGHMKE, MiCLE3HAXOKEHHSA:
TosapucTBO 3 o06MexeHol BianoBizaxbHicTIO
«®@apManeBTHYHA KoMNaHia «310poB’sa»

61013, Xapkicbka 061, Micto XapkiB, BYJIHUA
1lleByeHnxka, 6yaMHOK 22

HaiiMeHyBauHsa BUPOOHMTOI(MX) ALIBHULI(LE):
ToBapucTtBo 3 o6MexkeHOIO BianoBiZaJdbHiCTIO
«®apmaueBTHYHA KOMNAaHiA «310poB’a»

JinbHuus 3 BHPoGHUUTBA iH’eKLilHUX JliKAPCHKUX
3aco6iB B amnysaax (amMnyabHui uex);

JinbHuUSA 3 BApOGHHUTBE iH’eKuiliHHX JikapcbKHX
dopm (uex roroBux JikapcbkHX Gopm)

Micue npoBaXeHHs MisTbHOCTI:

61013, Xapkiscbka o061., Micto XapkiB, BynHuA
LleByenka, OyauHok 22;

61004, XapkiBceka 06n., M. . Xapkis, By
Karepununchka, 6yn. 46.

JliueH3is Ha BUPOOHUUTBO JiKapChKiX 3ac00iB B
Vkpaini Big 17.10.2013 cepist AB Ne 598066.

Micue BHpOOHMITBa CHCTEMAaTHIHO HPOXOIHMTDH
iHCneKTyBaHHA 31 BCTAHOBJIEHOK TNEPIONUYHICTIO Ha
BiznoBinHicTs BMoraM GMP 3rifHo 3i BCTAHOBIEHUM
TIOPALKOM.
3a pe3ynbTaTaMU iHCIIEKTYBaHHA LIbOr0 BUPOOHHKa,
OCTaHHE 3 AKUX OyJ0 NpoBeneHe

10.02.2023, 13.02.2023 — 17.02.2023,

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

Manufacturer’s name, registered place of business:
Limited Liability Company ''Pharmaceutical
company "Zdorovye"

22 Shevchenka street, Kharkiv city, Kharkiv region,
61013

Name(s) of manufacturing site(s):
Limited Liability Company
company "Zdorovye"

Division of production of injectable medicinal
products in ampoules (ampoule workshop);
Division of production of injectable medicinal forms
(workshop of finished medicines forms)
Manufacturing site address:

22 Shevchenka street, Kharkiv city, Kharkiv region,
61013;

46 Cateryninska street, Kharkiv city, Kharkiv region,
61004.

Manufacturing authorization for medicinal products in
Ukraine from 17.10.2013 AB Ne 598066.

"Pharmaceutical

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
10.02.2023, 13.02.2023 — 17.02.2023,

3acrynuux I'onoBu JepxaBHOT ciryx6u
Ykpainu 3 nikapchKHX 3aco6iB Ta
KOHTPOJIIO0 32 HAPKOTHKAMH
Bosnoaumup KOPOJIEHKO
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BCTAHOBJICHO, IO BiH BiANOBIAA€E BUMOraM HaJexHOT
BHPOOHHYOT NPAKTHUKH, 3a3HAYEHMM B
Hacranosi CT-H MO3V 42-4.0:2020

“Jlixapcpki 3acobu. Hanejxwna BHpo6Huua MpaKTHKa”,

(nopmamusnuii axm)

MO BiINOBiNAIOTE BUMOraM HANEXHO! MPAKTHKH MPH
BHPOOHHMUTBI i  KOHTponi  skocti  Cucremm
CriBpoGiTHHIITBA PapMaLEBTHIHUX iHCTIEKLiN (PIC/S),
aupektuBaM €C Ta pexoMeHmauisM BcecBiTHBOT
opraHisauii 0XOpOHH 370pOB's BITHOCHO NPOYKLIT, o
TNpH3HaYeHa WIs TopriBii Ta mUCTpUOYuUii B KpaiHi
NOXOMKEHHS abo 1A eKCIopTy.

Leii ceptudixar BimoGpaxae cran BHpOGHHUOT
NUTBHUL Ha MOMEHT IHCNEKTYBaHHS, 3a3HA4YEHOTo
BUIE, | HE MOXKE BHUKODHCTOBYBATHCH A
NiATBEPIKEHHA BIiAMOBiNHOCTI, fAKWO 3 MOMEHTY
MPOBENEHHSI LbOTO iHCHEKTYBaHHA MPOHILIO GiNbuie
HiX 2 POKH.

Hett cepTudikar Bxmoyae qacTHHY 1, 2 Ta OHATOK.
UnnHiCTE  wWeOro  ceprHdikata  MOXe  GYTH
TiATBEPKEHA OPraHoM, MO HOro BHAAB.

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)

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.

YacTuna 2

Part 2

Jlikapebki 3aco6m aas JognHK

Human Medicinal Products

1. BUPOBHHMYI ONEPALII - IIKAPCBLKI
3ACOBH

1. MANUFACTURING OPERATIONS -
MEDICINAL PRODUCTS

1.1, CrepuasHi Jikapcenki 3acobu

1.1, Sterile products

1.1.1. Acenmuyno euzomoeneni (supobruyi onepayii
ONSL HACMYNHUX NiKAPCLKUX POPM)

| Jor the following dosage forms)

1.1.1. Aseptically prepared (processing operations_

1.1.1.4. Pinunu B ynakoBKax Majioro o6'emy (y Tomy
YHCH JIikapchki 3aco6H, 10 MiCTATE TOPMOHH)

1.1.1.4. Small volume liquids (including medicines
containing hormones)

1.1.2. llo  niddalomecs  kinyesiii cmepunizayii
(6upobruyi onepayii Ona Hacmynnux JiKapCyKux
opm)

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

1.1.2.3. PinxHu B ynakoBKax Masioro 06’emy

1.1.2.3. Small volume liquids

1.1.3. Cepmughixayis cepiii

1.1.3. Batch certification

1.4. Inmi nikapebki 3aco6u a6o BHpoGHMua
MiSJIbHICTD

1.4. Other products or processing activity

1.4.1. Bupobruymeo:

1.4.1. Manufacture of:

1.4.1.1. Jlikapcbki 3aco6H 3 pocHHHOI CHPOBHHM

1.4.1.1. Herbal products

1.6. IIposenennss  BunpoGyBanr B pamMKax
KOHTPOJII0 SIKOCT]

1.6. Quality control testing

1.6.1. Mikpo6iosioriui: crepunbHicTs

1.6.1. Microbiological: sterility

1.6.2. Mikpo6iosoriuni: Mikpo6ionoriyna yucToTa

1.6.2. Microbiological: non-sterility

1.6.3. ®isuyni/ximiuni

1.6.3. Chemical/Physical

1.6.4. Biosioriusi

1.6.4. Biological

3actynunx Conosu JepxaBHoi cyx6u
Yxpaiau 3 xikapcbkux 3aco6is Ta
KOHTPOJIO 38 HAPKOTHKAMH
Bosonumup KOPOJIEHKO
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NiAnMc BiANoBigansHoi oco6u, neuarka

Hepxasna ciyx6a Ykpaluu 3 aikapcsknx 3aco6is Ta
KOHTPOII0 38 HAPKOTHKAMH

Auxpeca: npocnexr [Tepemoru,120-A, M. Kuis, Vxpaina, 03115
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es and Drugs Control
nue, Kyiv, Ukraine, 03115

aire on
b kT « WY

Cropinka/CropiHok/2/2
Page/Pages

ead of the State Service of



