YKPATHA
UKRAINE

CEPTHU®IKAT BIAINOBIITHOCTI YMOB BUPOBHHUIITBA JHIKAPCBKHUX
3ACOBIB BUMOI'AM HAJIE)KHOI BUPOBHUYOI IPAKTUKH

CERTIFICATE OF GMP COMPLIANCE

CeanqmcaT Ne; // Certifjcate No:
102023 Lt P

Ctpok aii xo: // Valid till:
17.03.2025

YactuHa 1

Part 1

Jlep:kaBHa ciiyx6a YKpaiHu 3 JlikapcbKuX 3ac006iB
Ta KOHTPOJII0 32 HapKoTHKaMH (Jep:ikciyx6a)
3acBiquye:

HaliMeHyBaHHs BUpOOHHKA, MiCLIE3HAXOHKEHHS:
ToBapucTBO 3 06MeXeHOW BiANOBiZAJBHICTIO
«XapkiBcbke  (apManeBTHYHE  MiANPUEMCTBO
«310pOB’st HApOdY»

61013, Xapxieceka 061, MicTo Xapkis, ByJauuA
IlleB4eHka, OynuHOK 22

HaliMeHyBaHHA BHpOOHUIOI(MX) AUTbHALI(Lb):
ToBapucTBO 3 06MeXeHOW BiANOBiAaJBLHICTIO
«XapkiBcbke  ¢apMaueBTHYHE  MiANPHEMCTBO
«310pOB’st HApoaY»

Ilex cTepHILHUX JiKapcbKUX 3ac06iB Ne 1

Micue npoBaIKeHHA AisIbHOCTI:

61013, Xapxkiscbka 061, Micro Xapkis, Bynuus
IlleByenka, OynuHOk 22;

61002, Xapkisceka 061, MicTo Xapkis, ByaMIA
KynukiBcbka, OynuHok 41;

61004, Xapkisceka 001, MicTo Xapkis, BynHuA

KarepuHuHCBKa, OyIUHOK 46.

JlineHsis Ha BHPOOHHMUITBO JIiKapChKUX 3ac00iB B
Vkpaidi Bix 21.12.2012 cepisa AB Ne 598050.

Micue BHpOOHHLTBA CHCTEMAaTHYHO IPOXOIHUTH
iHCMIEKTYBaHHS 3i BCTaHOBJIEHOIO IEPIONUYHICTIO Ha
BilNOBinHicTh BUMOraM GMP 3rigHO 3i BCTAHOBICHUM
HOPAIKOM.
3a pe3ynbTaTaMH iHCIIEKTyBaHHS LIbOTO BUPOOHHUKA,
OCTaHHE 3 sKHX 0yJIo MpoBeeHe

13.03.2023 — 17.03.2023,

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 Ne 1

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
13.03.2023 — 17.03.2023,
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BCTAHOBJIEHO, 1110 BiH BiAIOBiIa€ BUMOTaM HaJEXKHOI
BHPOOHHYOT MPAaKTUKH, 3a3HAYEHUM B
Hacranosi CT-H MO3YV 42-4.0:2020
“Jlikapchki 3acobu. HanexHa BUpOOHWYA MPaKTHUKa”,
(Hopmamusenuii akm)

IO BiONOBiZaOTH BUMOraM HaJIe)KHOI NPAaKTHKH MPH
BUpOOHMUTBI i  KoHTponmi  sikocTi — CucTeMH
cniBpo6iTHHITBA (papMaueBTUYHMX iHcniekuil (PIC/S),
mupektuBaM €C Ta pekoMeHnauisM BcecBiTHboi
opraHizauii 0XOpOHH 30pOB'A BiIHOCHO NMPOIYKLii, IO
mpu3HaueHa mis TopriBai Ta AucTpuOymii B KpaiHi
MOXOMKEHHs abo IS EKCIIOPTY.

Ilei ceprudikar BimoOpakae cTaH BHUPOOHHYOL
IIJBHHMII HAa MOMEHT iHCIEKTYBaHHs, 3a3HAYEHOrO
BUINIE, i HE MOXe BHUKODUCTOBYBATHCA Ui
MiATBEPIKEHHS BiNMOBiMHOCTI, SAKIIO 3 MOMEHTY
NPOBEJEHHs LBOrO iHCMEKTYBAHHA MNPOMIIIO Oiblie
HiX 3 poKH.

Lle#t cepTudikaT BKIIOYAE YaCTHHH 1, 2 Ta JOXATOK.
UupHHicTE  mpOro  ceprudikata  Moxe  OyTH
i ATBEPIKEHA OPTAHOM, IO OTr0 BU/aB.

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 3 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.

YacTuHa 2

Part 2

Jlikapcbki 3aco0u 1151 JIIOAUHH

Human Medicinal Products

1. BAPOBHHYI ONEPAIIII - TIKAPCBHKI
3ACOBHA

1. MANUFACTURING OPERATIONS -
MEDICINAL PRODUCTS

1.1. CrepuJibHi JikapcbKi 3aco0u

1.1. Sterile products

1.1.1. Acenmuuno eucomoeneni (6upobruui onepayii
0Nl HACMYRHUX JIKapcbKux hopm)

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

1.1.1.4. PinyHu B ymakoBKax Majioro o6'emy

1.1.1.4. Small volume liquids

1.1.2. llo nidoaromscs  kinyesiti  cmepunizayii
(8upobHuni onepayii OAf HACMYNHUX JNIKAPCOKUX

Gopm)

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

1.1.2.3. PinuHu B ymakoBKax Majuoro o6’ emy

1.1.2.3. Small volume liquids

1.6. IIpoBenenns BUNPOOYBaHb B  paMKax
KOHTPOJIIO SIKOCTI

1.6. Quality control testing

1.6.3. ®izuuHi/XiMiYHI

1.6.3. Chemical/Physical

1.6.4. Bionoriuni

1.6.4. Biological
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