VKPAIHA
UKRAINE

CEPTU®IKAT BIAMMOBIAHOCTI YMOB BUPOBHHUIITBA JIIKAPCBbKHX 3ACObBIB
BUMOI'AM HAJIEXKHOI BUPOBHUYOI ITIPAKTUKH

CERTIFICATE OF GMP COMPLIANCE

Ceptudikar N:
Certificate No: cc'f/,&’ii/@/fp

CTtpoxk aii xo:

Valid till: 05.11.2024

YactuHa 1

Part 1

JepxaBHa cayx0a YKpaiHu 3 JTikapchKHX 32c00iB
Ta KOHTPOJIIO 32 HapKoTUKamMu (Jepatikeiryxoa)
3acBiguye:

HaitMenyBaHHs BUPOOHMKA, MiCLIE3HAXODKEHHS:
IPUBATHE AKINIOHEPHE TOBAPUCTBO
"KHiBCHKHA BITAMIHHUN 3ABO/"

04073, M. Kuis, Bys1. Konunisebka, OyauHok 38

HaiiMeHyBaHHs BUPOOHUHOT(MX) ALTBHULI(Lb):
IIPUBATHE AKIIIOHEPHE TOBAPUCTBO
"KUiIBCHKHU BITAMIHHUN 3ABOJ"
AJipeca Miclis MPpoOBamXeHHS LisILHOCTI:

04073, M. Kui, By KonuniBebka, 6yanHok 38,
08320, Kuicbka 0641., bopucninbchkui p-u, c.
Benuxa Onekcanapiska, ByJ. bopucninbeeka, 7
(cexuis 4, 13);

07301, KuiBcbka 00:1., BULIrOpOACHKUM P-H, M.
Bumropon, Bys1. Hosornpomuciona, OyauHok 26

JlineHsis Ha BAPOGHUITBO JTIKAPChKUX 3ac00iB B
VxpaiHi Bix 04.07.2014 AB NeS98093

Micle BHPOOHHITBA CHUCTEMATUYHO [POXOJHTH
iHCMEKTYBaHHs 31 BCTAHOBJICHOIO TEPiOAMYHICTIO Ha
BignoBigHicTh BUMoram GMP 3rigHo 3i BCTAaHOBJIEHUM
TIOPSI/IKOM.

3a pesyJibTaTaMy iHCIIEKTyBaHHs LIbOr0 BUPOOHHKa,
OCTaHHE 3 IKUX OyN0 [IpOBEJEHE

01.11.2021 - 05.11.2021,
BCTAHOBJIEHO, LI[0 Bifl BiAMOBIJae BUMOraM HaJleXXHOT
BHPOOHUUOT MTPAKTUKH, 3a3HAUEHNM B

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

Manufacturer’s name, registered place of business:
PRIVATE JOINT STOCK COMPANY "KYIV
VITAMIN PLANT"

04073, Kyiv, street Kopylivska, 38

Name(s) of manufacturing site(s):

PRIVATE JOINT STOCK COMPANY "KYIV
VITAMIN PLANT"

Manufacturing site address:

04073, Kyiv, street Kopylivska, 38;

08320, Kyiv region, Boryspil district, village
Velyka Oleksandrivka, street Boryspilska, 7
(section 4, 13);

07301, Kyiv region, Vyshhorod district; Vyshhorod,
street Novopromyslova, 2b

Manufacturing authorization for medicinal products
in Ukraine from 04.07.2014 AB Ne598993

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
01.11.2021 - 05.11.2021,
it is considered that it complies with the Good
Manufacturing Practice requirements referred to in
the

Tosiosa Jlep:kaBHOT caay:k6u Y KpaiHu 3
JiikapcbKkHX 3ac00iB Ta KOHTPOJIIO 32 {/
HAPKOTHKAMH ; “
Poman ICAEHKO

i Head of the State Service of Ukraine on
® ='| Medicines and Drugs Control

/- Roman ISAIENKO
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HactanoBi CT-H MO3VY 42-4.0:2020

“Jlikapcbki 3acobu.HanexxHa BUpoOHMYA IPAKTUKA”,
(Hopmamueruti akm)

[0 BiAMOBifaIOTH BUMOraM HajeKHOI MPaKTUKW MNpH
BUpOOHMLUTBI i  KkoHTposi  sikocTi  Cucremu
CTiBpOOITHULITBA (hapmaleBTHUHUX iHCneKwilt
(PIC/S), nmupektuBam €C Ta pekoMmeHJaLisM
BcecBiTHBOT OpraHizalii 0XOpoHU 310pOB’sl BIAHOCHO
NpoMyKLUil, WO MNpu3HadeHa Ads TOpriBai  Ta
nucTpubyuii B kpaiHi TOXOKEeHHs abo Al EKCIOPTY.
Lle#i ceprtucikat BinoOpaxkae cTaH BHUPOOHUUOT
OUTbHULI Ha MOMEHT IHCHEKTYBaHHS, 3a3Ha4eHOro
BULIE, | HE MOXE BHKOPUCTOBYyBaTHCA AJs
MiITBEp/KEHHs. BIANOBITHOCTI, SKIIO 3 MOMEHTY
MPOBE/IEHHS [Or0 iHCMEKTYBaHHS MPOWULLIO Oinblie
HiX 3 poKH.
Lleit ceprudikar Britoyae yacTuiu 1, 2 Ta 101aTOK.
YuuHicTs  UbOro  cepTudikaTa  Moxke  OyTH
MiATBEPPKEHA OPTaHOM, 1110 HOro BUAB.

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
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 three 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.

Yactuua 2

Part 2

Jlikapebki 3aco6H AJ1s1 TOIHHH

Human Medicinal Products

1. BAPOBHUYI ONEPAIIII - JIIKAPCHKI
3ACOBH

1. MANUFACTURING OPERATIONS -
MEDICINAL PRODUCTS

1.1 CTepuJibHi JiKapcbhKi 3ac00H

1.1 Sterile Products

1.1.3 Cepmugpixayis cepiti

1.1.3. Batch certification

1.2. HecTepuiibHi gikapebki 3acodu

1.2. Non-sterile products

1.2.1. HecmepunwHi nikapcoki 3acodu (8upobHuyi
onepayii 018 HACMYNHUX JIKapCbKux hopm)

1.2.1. Non-sterile products (processing operations
for the following dosage forms)

1.2.1.1. Karncynu, TBepai

1.2.1.1. Capsules, hard shell

1.2.1.2. Kancynu, M'ski

1.2.1.2. Capsules, soft shell

1.2.1.8. IHwi TBepai nikapcbki popmu (apase)

1.2.1.8. Other solid dosage forms (dragee)

1.2.1.13. TabneTku

1.2.1.13. Tablets

1.2.2. Cepmuirxayis cepit

1.2.2 Batch certification

1.4, Inuwi Jikapebki 3aco0u a00 BUpoOHUYA
AiSJIBHICTh

1.4. Other products or processing activity

1.4.1. Bupobrnuymeo:

1.4.1. Manufacture of:

1.4.1.1. Jlikapchbki 3aco6U 3 pocIMHHOI CUPOBUHH

1.4.1.1. Herbal products

1.5. IlakyBaHHs

1.5. Packaging

1.5.2. BmopuHHe naxysamHs.

1.5.2. Secondary packing

1.6. IIposenennsi BUNpoOyBaHb B paMKax
KOHTPOJII0 KOCTi

1.6. Quality control testing

1.6.2. Mikpob6iosioriyHi: Mikpo6ioJyioriyna yucToTa

1.6.2. Microbiological: non-sterility

1.6.3. ®i3u4HI/XiMIUH]

1.6.3. Chemical/Physical

T'onoBa [lep:kaBHOT city:6u Y kpaiHu 3
JIiKapCcbKHUX 3ac00iB Ta KOHTPOJIIO 32 W/
HAPKOTHKAMH 113§/
Poman ICAEHKO ‘

VA - “Head of the State Service of Ukraine on

* ; — Medicines and Drugs Control

/| % Roman ISAIENKO

MiANKC BIANOBIJAIBHOI 0c00OH, nevyaTka

JepxaBHa cayx6a YKpaiHu 3 TikapebKuX 3ac06iB Ta |/
KOHTPOJII0 32 HAPKOTHKAMH J
Anpeca: mpocnekt [lepemorn,120-A. m. Kuis-1135. Vkpaina,
03115

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

Dakc: 38(044) 422-55-77
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