YKPAIHA
UKRAINE

CEPTH®IKAT BIAIIOBIAHOCTI YMOB BUPOGHHUILITBA JIKAPCHKHUX 3ACOFBIB
BUMOT'AM HAJIEXKHOI BUPOBHUYOI ITIPAKTHKH
CERTIFICATE OF GMP COMPLIANCE

Ceprudikar
Certificate 009/2016/SAUMP/GMP

Crpok aii go:
Valid till: 11.06.2018

Yacruna 1

Part 1

HepxaBHna ciy:x6a Ykpainu 3 JikapcbKHX 3aco6is
(Jepanikcayxba Y kpaiuu) 3acBiguye:
HaiiMeHyBaHHs BUPOOHHKA, MICLIE3HAXOKEHHA:
ToBapucTBO 3 06MeKeHOI0 BiINOBIIAAbLHICTIO
"BAJIAPTIH PAPMA"
ByJ1. ['pyweBcekoro, Oya. 60, c. Yaiiku, Kueso-
CearownHebkui p-H, Kuiscbka 061., 08130, Ykpaina
HaliMeHyBaHHA BUPOOHUYMX AiIbHULIb:
Ilex BHpOOHHUTBA TBEPAHX JiKapcbKHX GopM Ha
OCHOBI BYI'iJlI AKTHBOBAHOI0}
Ilex BupoOnuuTBA TBEPAHX JiKAPCHKHX GopM;
Hineunns GpacyBaHns Ta NaKyBaHHs NPOAYKIIT i3
¢opmu in bulk
Miclle NMPOBaKEHHS AISNIbHOCTI:
ByJ. I'pymescobkoro, 0ya. 60, c. Yaiikun, Kneso-
CesiTomuucbkuii p-u, Kuiseska 06.41., 08130,
Ykpaina
Jlinensis Ha BUPOOHHMUTBO JiKApChKUX 3ac00iB B
Ykpaiui Bin 29.04.2015 AE637438
Micue BUpoOHHLTBA CHCTEMATHYHO NPOXOAHTh
IHCTIEKTYBaHHS 3i BCTAHOBJIEHOIO NEPIOIHYHICTIO Ha
BianosiaHicTe BUMoram GMP 3rifHo 3i BCTaHOBJIEHHM
MOPSAAKOM.
3a pesynbTaTaMM IHCMEKTYRAHHSI 1(OTO BUPOOHMKA,
OCTaHHE 3 axkux Oy/10 nposeaene
19.02.2016 - 22.02.2016,

WO  BiH  BIJMOBIa€  BHMOram

BHUPOBHUYOI [TPAKTHUKH,

BCTAaHOBJEIIO,
HAJIEXKHOIT
3a3HAUEHHUM B

State Administration of Ukraine on Medicinal
Products (SAUMP) confirms the following:
Manufacturer’s name, registered place of business:
Limited Liability Company "VALARTIN -
PHAPMA"

60, Grushevskogo Str., Chayky Village, Kyevo-
Sviatoshynsky District, Kyiv Region, 08130, Ukraine
Names of manufacturing sites:

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-
Sviatoshynsky District, Kyiv Region, 08130, Ukraine

Manufacturing authorization for medicinal products in
Ukraine from 29.04.2015 AE637438

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
19.02.2016 - 22.02.2016,

it is considered that it complies with the Good
Manufacturing Practice requirements] referred to in the
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Hacranosi CT-H MO3Y 42-4.0:2015 “Jlikapcbki
3aco0H.

HanexHa BupoOHuua rpakTuka”,
(neprkaBHUI KEpiBHUI JOKYMEHT)

IO BiAMOBIJAIOTh BHMOTaM HAJIEKHOT MPAKTHKH [PH
BUPOOHHLUTBI 1  KoHTtponi  sikocti  Cucremu
cniBpoOiTHHLTBA (apMaleBTHYHHUX iHcrekuii (PIC/S),
nvpektueam €C  Ta pekomeHaauism BcecBiTHbOI
opraHizallii OXOpPOHH 340pOB’S BiJHOCHO TNPOAYKLIl,
L0 MpH3HA4YeHa A/ TOPrieii Ta AMCTpUOYUIT B KpaiHi
MOXOKeHHA abo U1 eKCropTy.

Lleii ceprudikar BinoOpaxae cTaH BHPOOHUYOI
NUIBHULI Ha MOMEHT [HCMEKTYBaHHs, 3a3Ha4eHoro
BHUIE, | He MOXe BHKOPHCTOBYBATHCA I
MIATBEP/YKEHHS  BIANOBIAHOCTI, SAKWO 3 MOMEHTY
[POBEEHHA LUbOrO IHCMEKTYBaHHA Tpoino Ginbuie
HK 3 poKH.

Lle#i ceprudikaT BKIIOYa€e yacTUHH 1, 2 Ta 10aaTOK.
Yunnuicte  uboro  ceprudikata  moxke — OyTH
MiJTBEP/PKEHA OPraHoM, 1110 HOro BHAAB.

Guide 42-4.0:2015 “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.

Yacruna 2

Part 2

Jlikapcebki 3aco0u AJist JIIOAHHHA

Human Medicinal Products

1. BAPOBHHYI ONEPATIIL

1. MANUFACTURING OPERATIONS

1.1. CTepnabHi NPOAYKTH

1.1. Sterile products

1.1.3. Cepmuchixayin cepiu

1.1.3. Batch certification

1.2. HecrepuibHi NpoayKTH

1.2. Non-sterile products

1.2.1. Hecmepunshi npooykmu (6upobruui onepayii
OISl HACMYNHUX IKAPCOKUX hopm

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

1.2.1.1. Kancynu, tepai

1.2.1.1. Capsules, hard shell

1.2.1.13. Tabnerku

1.2.1.13. Tablets

1.3. Biosoriuuni gikapcebki 3acobu

1.3. Biological medicinal products

1.3.2. Cepmucbixayis cepiii (nepenix)

1.3.2. Batch certification (list of product types)

1.3.2.5. bioTexHoori4Hi JikapchKi 3ac00H

1.3.2.5. Biotechnology products

1.4, Inmwi npoaykTu a6o BHPOGHHYA TisLJILHICTD

1.4. Other products or processing activity

1.4.1. Bupobuuymeo:

1.4.1. Manufacture of:

1.4.1.1. TTpoayKTH 3 pOCIIMHHOT CHPOBHHH

1.4.1.1. Herbal products

1.5. IlakyBanusn

1.5 .Packaging

1.5.2. Bmopunne naxysanns

1.5.2. Secondary packing

1.6. IlpoBenenHst BUNPOGYBalb B PAMKAX KOHTPOJTIO
SKOCTI

1.6. Quality control testing

1.6.3. DiznunHi/XiMIuHI
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