VKPAIHA
UKRAINE

CEPTH®IKAT BIAIMTOBITHOCTI YMOB BUPOBHHUITBA JIIKAPCbKHUX 3ACOBIB
BHUMOI'AM HAJIE’KHOI BUPOBHHUYOI ITPAKTUKH
CERTIFICATE OF GMP COMPLIANCE

Ceprudikar
Certificate 041/2018/GMP

Crtpok jii xo:
Valid till: 01.06.2021

Yacruna 1

Part 1

Hepxasna cayxba Ykpaiuu 3 JikapcebKux 3aco6is
Ta KOHTPOJII0 32 HAapKoTHKaMH ([epxaikcayxoa)
3acBiuye:
HaiimenyBsanns BUpoOHHKa, MiCLIE3HAXO/KEHHS:
ToBapucTBO 3 00MeEKREHOI0 BIINOBIAAIBHICTIO
"BAJIAPTIH ®APMA"
08135, Kuirchbka 06:1., KueBo-CBATOIIMHCEKHI palioH,
cesno Yatiku, Bynuus I'pyuiescskoro, 6yauHok 60
HaiimenyBaHHs BUpOOHHUOT(MX) HinbHULI(LB):
TosapueTBo 3 oOMexeHOW  BIANOBIAAIBHICTIO
"BAJIAPTIH ®APMA"
Lex Bupodimiursa TBepanx Jikapehbkux Gopm Ha ocHOBI
BYILIJISI aKTHBOBAHOI 0]
Llex BHpOOHHUTBA TBEPAHX JIKAPCHKHX Gopm;
AinbHnus acyBaHHs Ta NAKyBaHHSA NPOAYKUIl i3 Gopmu
in bulk
MicLie npoBamKeHHs AisIbHOCTI:
08135, Kuiscska 00u1., Knepo-CBTomuHCbLKHii
paiion, ces10 Yaiikn, Byanus I'pymescbkoro,
oy anuok 60
JlineHnsis Ha BUPOOHULTBO J1iIKAapCHKHUX 3aC06iIB B
Vkpaini Bix 29.04.2015 AE Ne 637438
Micue BUpOOHHLTBA CHCTEMATHYHO TPOXOHTH
IHCIEKTYBaHHA 31 BCTAHOBJICHOIO NEPIOAHYHICTIO Ha
BianosiaHicTs BUMoraM GMP 3rigHo 31 BCTaHOBIGHUM
NOPSAKOM.
3a pesynbTatamu iHCHEKTYBAHHS LbOTO BUPOOHMKA,
OCTaHHE 3 AKHX OYyJ10 MpoBecHe

29.05.2018 - 01.06.2018,

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

Manufacturer’s name, registered place of business:
Limited Liability Company "VALARTIN
PHARMA"

60, Grushevskogo Str., Chayky Village, Kyevo-
Sviatoshynsky District, Kyiv Region, 08135, Ukraine
Name(s) of manufacturing site(s):

Limited Liability Company "VALARTIN
PHARMA"

Activated carbon based solid dosage forms production
site;

Solid dosage forms production site;

In bulk filling and packaging production site

Manufacturing site address:
60, Grushevskogo Str., Chayky Village, Kyevo-
SviatoshynskKy District, Kyiv Region, 08135, Ukraine

Manufacturing authorization for medicinal products in
Ukraine from 29.04.2015 AE Ne 637438
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
29.05.2018 - 01.06.2018,

TosioBa Jepxasuoi cayxon Yipainu s
JIRAPCHKHX 32c00iB Ta KOHTPO.TIO 32
HAPKOTHKAMH :
H.SL Ty,

Head of the State Service of Ukraine

N.Y. Gudz

Mianue Bianosizansiol ocobn

Hepxasua caymxba Ykpainn 3 gikapeskux 3aco6iB T4 KOHTPOAH0
32 HAPKOTHKAMM

Micuesuaxomkenns: npocnekt Mepemorn, 120-A, m. Kuis-115,
Ykpaina, 03115

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

Gake: +38(044) 422-55-77

mailto: dls@dls.gov.ua
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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) 422-55-77

Fax: +38(044) 422-55-77

This English translation is for reference only and is not part of the
official certificate
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BCTAHOBJIEHO, IO BiH BIAMOBiZa€ BUMOTraM Hale€kKHOI
BUPOOHHYOT NPAKTHKH, 3a3HAYEHHM B

Hacrtanosi CT-H MO3YV 42-4.0:2016

“Jlikapchbki 3acobu. HanesxHa BUpoGHHYa npakTHKa”,
(Hopmamuenuit akm)

IO BIiAMOBINAOTP BHMOTAM HANEXKHOI MPAKTHKA MpH
BUPOOHHULTBI i kKoHTponi skocti CHcTeMH cniBpoGiTHHITBA
(apmauesTHunnx iHcnekuin (PIC/S), mupektusam €C Ta
pekoMeHnalliaM BcecBiTHLOT opraHizanii 0XopoHH 370p0oB’s
BIIHOCHO MNpOAYKIIii, MO mnpu3HaueHa ais TOpriBai Ta
nucTpuOyLT B kpaiHi moxomkeHHs abo /Uls eKCropTy.
Leit ceprudikar BinoGpaxkae cran BUpoOHWYOT AiNbHULI Ha
MOMEHT [HCTMEKTYBAHHS, 3a3HAYEHOr0 BHINE, 1| HE MOKe
BUKOPHCTOBYBATHCS JUISA  TATBEPJKEHHS  BiAMNOBIAHOCTI,
AKINO 3 MOMEHTY MpPOBEASeHHA LLOro iHC[‘leKT)’BaHHH
npoinuIo Ginblue Hik 3 poku.
Lleit ceprudikar Briroyae yactunu 1, 2 Ta 0aTOK,
YuHHiCTb wboro ceprudikara Moxke OyTH miATBEpIKEHA
OpraHoM, 1o #oro BUAAB.

it is considered that it complies with the Good
Manufacturing Practice requirements referred to in the
Guide 42-4.0:2016
“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.

Yacrua 2

Part 2

Jlikapewki 3acobn aas aoauHu

Human Medicinal Products

1. BAPOBHUYI ONEPAILIII - IIKAPCBKI 3ACOBH

1. MANUFACTURING OPERATIONS -
MEDICINAL PRODUCTS

1.1. CTepnabHi NpoaAYKTH

1.1. Sterile products

1.1.3. Cepmugbixayin cepiii

1.1.3. Batch certification

1.2. HectepuabHi npoaykru

1.2. Non-sterile products

1.2.1. Hecmepunvni npooykmu (6upotruyi onepayii ons
HACMYRHUX JTKAPCLKUX hopm)

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

1.2.1.1. Kancyan, TBepai

1.2.1.1. Capsules, hard shell

1.2.1.13. Tabnerkn

1.2.1.13. Tablets

1.3. Biosoriuni gikapeski 3acotu

1.3. Biological medicinal products

1.3.2. Cepmudpixayin cepiil (nepenix)

1.3.2. Batch certification (list of product types)

1.3.2.5. BioTexHosoriuHi likapesKi 3acobu

1.3.2.5. Biotechnology products

1.4, Inmi npoaykTi a60 BHpOOHHYA AiSUILHICTH

1.4. Other products or processing activity

1.4.1. Bupobnuymso:

1.4.1. Manufacture of:

1.4.1.1. I[TpoaykTH 3 pOCIHHHOT CHPOBUHH

1.4.1.1. Herbal products

1.5. IlakyBauns

1.5 .Packaging

1.3.2. Bmopunue naxysanns

1.5.2. Secondary packing

1.6. ITpoBeaennsi BHNpoGyBaHL B paMKax KOHTPOJII0
SAKO0CTI

1.6. Quality control testing

1.6.3. Dizyuni/xiMiuHi

1.6.3. Chemical/Physical

I'onoBa /lepxaBuoi coryx0n Yxpaium 3
JiKapChRUX 3ac00iB Ta KOHTPOJIIO 32

Head of the State Service of Ukraine
on Medicines and Drugs Control

HAPKOTHKAMH %’/
H.SL I'ymse Z 1 N.Y. Gudz
M.IT.

MiANMe BiANOBi1AALIOT 0co6H

Hepskasua cayxda YKpainu 3 1ikapesKux 3aco6iB T2 KOHTPOI10
33 HAPKOTHKAMH

Micuesnaxomkenns: npocnekt [Tepemors, 120-A, M. Kuip-115,
Ykpaiua, 03115

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

Daxkc: +38(044) 422-55-77

mailto: dls@dls.gov.ua

'signature of the Executive officer (see lefl)

State Service of Ukraine on Medicines and Drugs Control
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