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CEPTH®IKAT BLAMMOBIIHOCTI BUMOI'AM HAJIEZKHOI BHPOBHHYOT [TPAKTHKH
CERTIFICATE OF GMP COMPLIANCE

Ceprudirar
Certificate  044/2015/SAUMP/GMP

Crpok ail ao:
Valid till: 11.06.2018

Hacrunua 1

Part 1

Hepwanna cayvwia ¥Yrpaiin 3 nikapeniuy sacobin
(Mepwniveay#ta ¥Yepaiun) 3acsiguye nacrynue:
Hafimenysanna spo0HIES, MICIEIHAXOIKEHHA,
Tosapucroo 3 oiMemkeno BiaNoBlIAIBHICTO
"BAJIAPTIH DAPMAY
By Cpywescnrorn, Gya. 60, ¢. Haiiwn, Kneso-
Cestrowmuesknii p-i, Knisesra ofioa, 08130, ¥kpaina
Haivenysanis BUpo0HI U LinsHHLE
Tosaprersa 3 odyvesenon gianosizaasricTo
"BAJAPTIH (bAPMA"
Llex pipobunursa reepans aikapensnx Gops va ocnosi
BYTI/IA ARTHBOBANOTO;
Liex pnpobunursa Tepanx dikapeninx gopm;
Minsnuus gacyeanna Ta nakysanna npeayrail i gopym
in bulk
Agpeca MICIA NpoBaLxeia TIANBHOCTI:
v, Kpywesenkoro, Gy, 60, ¢, Haiikn, Kneso-
CraTowmmeskuil p-o, Knfecswa ofa., 08130, ¥Ykpaina
Jlingwsis va BUPOGHHUTEO NiKapcbREX 3aco0iB B Yrpalwi nin
20004.2015 NeAEAITHIR
H :"n.-'ijllll,l..‘ LI-I!|‘.IUEII!HII.T!!H CHCTEMATHHHO ﬂpDHDﬂ]lTh
iHL'iI'..‘HJ'} BaHNA '1i BCTH MO BITE O ﬂl;"p'il.'}:l_lj'-ll_[jCTIO Ha
BIANOBLLCTE BHvoraym GMP ariano 11 BecTaHoBNEHHM
III..I[.'I.‘I.'J!\LU'.I.
Ja pesvisTaTamMu IHCIIEKTYBAHHA ULOr0 BHPOOHHES, OCTAHHE
1 HEIX l.i}'.'ti! H[!ll.'rill.'.’.",'LdIIE
09.06.2015-11.06.2015,
BOTAHORIMCHD, 410  cHeTeMa  zaleaneweHHs  AKOCTI,
NpHMileHHs T8 O0naoHAaHAR 3 BHPOSHNOTBA NiKAPCEKHX
wacolin, nepeiik AKHX HAREIEHO ¥ HacTHHI 2 Ukoro
cepTinpikaia 1a DO4ATRY 10 HbO1 0, BIOTIORITAKTE BHMOIAM
HAJIEWRHOT BHPOBHUYMOT IPAKTHKH,
NPUAHATHM & VRpaiii;
Hacranosa CT-H MO3Y 42-4.0:2014 “Jlikapcrki zacodu.

Hanewna supobHE+a npakriga”,
{LepwanHIil KepiBHHI LOKYMCHT)

State Administration of Ukraine on Medicinal Products
(SAUMP) confirms the following:
Manufacturer's name, registered place of business;

Limited Liability Company "VALARTIN PHAPMA"
6, Grushevskogo Str., Chayky Village, Kyevo-
Sviatoshynsky District, Kyiv Region, 08130, Ukraine

MNames of manufacturing sites:
Limited Liability Company "VALARTIN PHAPMA"

Activated carbon based solid dosage forms production
site ;

Solid dosage forms production site;

In bulk filling and packaging production site

Manutacturing site address;

ol Grushevskogo Str., Chayky Village, Kyvevo-
Svintoshynsky District, Kyiv Region, 08130, Ukraine
Manufacturing authorization for medicinal products in
Ukraine from 29.04.2015 N:eAEG3T4358

Facilities of above mentioned manuficiurer are subject o
GMP inspections al 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
09.06.2015 - 11.06.2015,

it is considered that quality assurance svstem, premises and
equipment for medicinal products, listed in part 2 of this
certificate and addition to it, complies with the requirements
of

GOOD MANUFACTURING PRACTICE
laid down in Ukrainian Guideline;

Guide 42-4.0;2014 “Medicinal products. Good

manufacturing practice”
(name of regulation document)

Hepwmii saervonnk UVonosn Tepmapaol
CaAyROn YKpainn 3 JikapebRux 3acodip
Q. AL Adlerecesa

Aepwannn cay#ia Yepalnn i alkapessny sicobio
MiANHG BLINOBIIEILHOT 0CobH, NewmrRa

Anpeca: npocnet [Tepemorit, 20, s Kaiin-115, Yipaiae. 03115
Cen: 38{044) 430-12-06

Wk ARG 450-]1 2-00

mailie: dikle@dikle pov.ua

Ad

* State
= Signatlire of the Executive officer (see left)

1 First Deputy Head of State Administration
! of Ukraine on Medicinal Products

iﬁlﬁ?llistrﬂtiﬂn of Ukraine on Medicinal Products

dress: 120, Peremogy avenue, Kyiv-115, Ukraine, 03115

Phane: +38(044) 430-12-66
Fasx: =38(044) 450-12-66
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U0 BLAMIOBIAAIOTE  BUMOrEM  HATEKHOT NPakTHEM npn
EHPOOHIUTBI | KoHTpoai axocti Cucremit cniepobiTHnuTsa
thapsauesTiaex  icnekuid (PIC/S), aumpextusam €C T1a
pesomeraauay BeecpiTHeol opradizauil oxoponi 3nopos’s
¥ BiZHOWEHHD NpoavKWil, 10 NPHIHAYEHA 404 Toprisni 1
anetpubyuil B xpaini noxofxenns, abo ona excmopty. Lleit
cepribikar Bizodpamae craTyc BHpOOHHUTER Ha MOMEHT
NPOBEACHOID  [HCHEKTYBAHHA, 3a3HAYeHOr0 Bawe, | ¢
HHHHHM 40 BKa3aHol Buule gatd.  YuHHICTE OwOTO
cepTdikata Moke GyTH minTeepxeHa opradoM, o ioro
BHAAR,

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 arigin or to be exported. This certificate reflects
the status of the manufacturing site at the time of the
inspection noted above and valid till the date referred above.
The authenticity of this certificale may be verified with the
issuing authority,

Yacruua 2

Part 2

Jlikapenki sacoln aaa o

Human Medicinal Products

| BHPOBHHYI ONEPALLT

I MANUFACTURING OPERATIONS

1.2 Hectepuisii npoayeri

1.2 Non-sterile products

F20 Hecmepunni npodvicm

120 Non-sterile products

1.2.1.1 Kancynu, TRepai :kenaTHHOBI

1.2.1.1 Capsules, hard shell

1.2.1.13 Tabnetkn

1.2.1.13 Tablets

1.4 Tni npoayrry 8o Bupodnnya 1iAnsHICTE

1.4 Other produets or manufacturing activity

I 4.1 Bupatnuyman,

1.4 Manufaciwre of!

|.4.1.4 TTpoaykTu 3 pocaIHHHOT CHPOBHEN

1.4.1.1 Herbal products

1.6 Bunpolveanns KouTpo o aKocTi

1.6 Quality control testing

1.6.3 @3l XIMIMHI

|.6.3 Chemical/Physical

'f)” .ﬁ.ﬂ?'ﬁfaﬁ:.nm Date

Hepmuii sactynunk Donoen Jepaxasnol
CaAyKOH ¥ Kpaiun 3 JikapesKix 3acodis
0. A. Aickecesa N

|/ = First Deputy Head of State Administration

@.—ka = Jof Ukraine on Medicinal Products
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Aepapua envaba ¥wpainn 3 sikapesinx sacobin "= State Administration of Ukraine on Medicinal Produets

TLANHE BLANORLIAILHOT 0eo0H, neaTka

Anpecy: npociert Tlepesorn, 120, M. Kuir-115, Yepaina, 03115
Ten: 38(044) 450-12-66

Dake: 280441 430-1 256

mailto: diklzfrdiklzgov.ua

signaturc of the Executive officer (see left)

Address: 120, Peremogy avenue, Kyiv-113, Ukraine, 03115
Fhone: +38(044) 450-12-66

Fax: +38(044) 450-12-66

This English translation is for reference only and is nos part of the
afficial certificate
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