VKPATHA
UKRAINE

CEPTH®IKAT BIANIOBIIHOCTI YMOB BUPOBHULITBA JIIKAPCbKUX 3ACOBIB
BUMOI'AM HAJIEKHOT BUPOBHUYOI MPAKTUKU

CERTIFICATE OF GMP COMPLIANCE

Ceprudikar Ne: / Certificate No:
CI3/20S) 6 MP

Crpok aii po: // Valid till:
13.12.2026

Yacruna l

Part 1

MepxaBHa cayxba VYkpaiHH 3 JIIKAPCbKHX
3aco00iB  Ta  KOHTPOJAI 33  HApPKOTHKaMH
(Jdepxaikcayxkba) 3acBiguye:

HaiimMeHyBaHHS BHPOOHHUKA, MICLIE3HAXOIKEHHS:
ToBapHucTBO 3 00MexkeHOI0 BilNOBIAAJLHICTIO
«XapkiBcbke GapmalieBTHYHE NiANPHEMCTBO
«310poB’st HApOaY»

61013, XapkiBcbka 00/1., MicTo XapkiB, ByJuUs
[eBuenka, OyanHOK 22

HaiimeHyBaHHs BUPOOHUUOI(MX) ALTBHALI(LLb):
ToBapHCTBO 3 00MEXKEHOI BiNOBI/IAILHICTIO
«XapkiBcbKe (papMaleBTHYHE MiANPHEMCTBO
«310poB’st Hapoay»

Ilex crepuabHIX JikapchkuX 3aco0iB Nel

Micue npoBamkeHHs AisIbHOCTI:

61013, XapkiBebka 00.41., MicTo XapkiB, BYJIULsE
IlleBuenka, 6yIMHOK 22;

61002, XapkiBcbka 0041, micTo XapkiBs, BYJHIsA
KyaukiBceska, 6yaiuHok 41;

61004, XapkiBcbka 00.1., MicTo Xapkis, ByJIuls
KarepuHuHcbka, Oy1HHOK 46

JliueHsiss Ha BHUPOOHUIITBO JIIKApPChbKMX 3aco0iB B
Vkpaini Bin 21.12.2012 cepis AB Ne 598050.

Micue  BMPOOHMIITBA  CHCTEMATHYHO  NPOXOIHTH
IHCNEKTYBAHHS 31 BCTAHOBJIEHOK TEPIOJHYHICTIO Ha
BiANOBIAHICTL BUMOoraM GMP 3rifiHo 31 BCTAHOBJIEHUM
MOPAAKOM.

3a pe3ynbTaTaMM IHCMEKTYBaHHS LbOro BHPOOHHKA,
OCTaHHE 3 AKUX OYNI0 MpoBeneHe

09.12.2024 - 13.12.2024

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

Manufacturer’s name, registered place of business:

Limited Liability Company “Kharkiv
Pharmaceutical Enterprise “Zdorovye narodu”

22 Shevchenka street, Kharkiv city, Kharkiv region.
61013

Name(s) of manufacturing site(s):

Limited Liability Company “Kharkiv
Pharmaceutical Enterprise “Zdorovye narodu”
Workshop sterile products Nel

Manufacturing site address:

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

41 Kulykivska street, Kharkiv city, Kharkiv
region, 61002;

46 Katerynynska street, Kharkiv city, Kharkiv
region, 61004

Manufacturing authorization for medicinal products in
Ukraine from 21.12.2012 AB Ne 598050.

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

00122024 — 13.12.2024

I"oJioBa /lep:xaBHOl c/1yK0H Y KpainH 3
JiKAPCHKHX 3aC00iB Ta KOHTPOJIIO 32
HAPKOTHKAMH

Poman ICAEHKO

State Service of Ukraine
s and Drugs Control

JENKO
I

TIMHC BIZINOBLAAILHOT 0COOH, 11cHarka

Executive officer (see lett)

JepxaBHa ciayxba YKpainu 3 JikapchbKHX 3acobiB Ta
KOHTPOJIIO 332 HAPKOTHKAMH

Anpeca: npocrniekt bepecreichknid, 120-A. m. Kuis. Ykpaina,
03115

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

®dakc: +38(044) 422-55-77
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BCTAQHOBJIEHO, 11O BiH BIJANOBIJAE BUMOraM HajlesKHOT
BUPOOHMYOT NPAKTHKH, 3a3HAYCHUM B

Hacranosi CT-H MO3YV 42-4.0:2020
“Jlikapebki 3aco0u. Hanexua BupoGHUUa npakTHka™
Hacranosi CT-H MO3YV 42-4.0/1:2023 «Jlikapcbki
3ac00H. Hanesna BupoOHnya npaxtuka. Jlonatok | .
BUpOGHULITBO CcTEpHABHUX JliKApChKNX 3aC00iBY,
(Hopmamusnuu axm)

»

10 BIAMNOBIAAKOTE BUMOTAM HAJIEKHOI IPAKTHKU NpH
BUPOOHMLTBI 1 koHTposi  sikocTi  CHcTemu
CMiBPOOITHUUTBA hapMaLIEBTHUHUX i icnekuiii (P1C/S),
avpextuBam  €C  Ta  pekoMmeHzalisM  BceecBiTHbOT
OpraHi3auii 0OXOpOHH 310pOB's BIAHOCHO MPOLYKUT, 1110
IpU3HauYeHa Ais TOPriBai Ta AMCTPUOYLIT B KpaiHi
MOXOKEHHS aD0 1715 €KCTOopTY.

Lleit ceprudikat BinoOpakae cran  BHPOOGHHYOT
MUABHUALL HA MOMEHT IHCNEKTYBAHHSA, 3a3HAYEHOrO
BHIIE, | HE MOKE BHKOPHCTOBYBaTHCH /ISl
MIATBEPIKEHHS  BIANOBIAHOCTI, AKIIO 3 MOMEHTY
MPOBEJIEHHA LbOTO IHCTEKTYBaHHsS MPOHILIO Oifblue
HiXK 2 POKH.

Lleii cepTudikar BkioHae yactuum 1, 2 Ta 104aTOK.
YUuHHicTs  wporo  ceptudikata  mMoke Gyt
NMiATBEPKEHA OPraHoM, L0 HOro BUAB.

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”,
Guide 42-4.0/1:2023
“Medicinal products. Good manufacturing practice.
Annex |. Manufacture of Sterile Medicinal Products™
(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.

YacruHa 2

Part 2

JlikapcbKi 3aco0M A/ JIIOAHHK

Human Medicinal Products

1. BAPOBHUYI ONEPALII -
3ACObBU

JIKAPCbBKI

1. MANUFACTURING
MEDICINAL PRODUCTS

OPERATIONS -

1.1. CrepuibHi aikapebKi 3aco6m

1.1. Sterile products

[0 Acenmuuno sucomosieni (6upobuuui onepayii
OISt HACMYRHUX 1IKAPCOKUX hopm)

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

1.1.1.4. PinuHu B ynakoBKkax Manoro o6'emy

1.1.1.4. Small volume liquids

1.1.2. Lo niodaromecs kinyesii cmepunizayii
(BUPOOHUYT ONEPaYiT 015l HACIYIHUX TIKAPCHKUX
dopm)

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

1.1.2.3. PinMHH B yNnakoBKax Majioro o6'emy

I.1.2.3. Small volume liquids

1:6: ﬂponeaeHHﬂ BHNPOOYBaHbL B
KOHTPOJII0 AIKOCTI

pamkax

1.6. Quallty control testing

1.6.3. @i3uuHI/XiMiuHI

1.6.3. Chemical/Physical

1.6.4. biosioriuni

1.6.4. Biological

["onoBa /lepxaBnoi ciayxou Ykpainu 3
JIKapChKHX 32C00iB TAa KOHTPOJIIO 32
HAPKOTHKAMHM

Poman ICA€EHKO

HITKMC BULITOBLIAILHOT 0COOM, 1evarka
CF 164 1 2Eds. Jlama/Date

JlepkaBna cayxba YKpainu 3 Jikapchbkux 3acobis Ta
KOHTPOJII0 32 HADKOTHKAMH
Aapeca: nipoctiekt bepecreiichkuit, 120-A. M. Knis. Ykpaiua,
(RI 1’5
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(de. +38(044) 422-55-77
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