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Ceprudikar
Certificate 023/2016/SAUMP/GMP

Crpox il xo:
Valid till: 12,03.2019

Wacrana 1

Part 1

Hepaxasna ciryxba Ykpainu 3 mikapebrux 3acolin
(Hepanikenyxba Yrpalun) sacsinaye:
Ha¥imenysauss BUpOGHHKA, MICLE3HAKO PKCHHS!
Iy6aiune aknionepre Topapuerso "Tamaudapv"
79024, JIbsipcbka 061., micto JIBBiB, Onpuiukischka,
Oyaunox 6/8
Hattmenysanns BupoGHuuoT(ix) ainbHuLi(1s):
My6aivyne axoionepue TosBapucTeo ''Tamnadapm",
ARHUISL NPHFOTYBAHHA Ta YHAKOBKM  piuxux
Jikapepkux 3acobiB Ximiunoro uexy
MICLIe IPOBAKEHHS NISTBHOCTI:
79024, m. JIbBiB, sy, Onpuiukisebra, GyanHok 6/8;
79024, m. JIpsis, By Ilpomucinosa, 6yaunox 50/52;
79024, m. JInBiB, syq. 3akauncbrux, Syunok 5;
08130, Kuisenka 004., Kueo-Ceatomnuchrui
paiton, ¢. Yalikn, Byn. Asgronosa, 8-A
Jlinensis na BUpoOHHLITBO JIIKAPCHKHX 3ac0BiB B
Ykpaini gin 24.04.2015 AE Ne 637435
Micue BUPOGHMUTEA CHCTEMATHUYHO NIPOXOANTE
THCHEKTYBAHHS 31 BCTAHOBIECHO TIEPIOJMUHICTIO Ha
BIANOBIAHICTL BUMOraM GMP 3riiHo 31 BCTaAHOBIIEHNM
NIOPSAKOM.
3a pesysbTaraMK [HCTIEKTYBAHHS LLOTO BHUPOOHHKA,
OCTaHNE 3 SKHX ByNOo 1poBeacHe

09.03.2016 - 12.03.2010,
BCTAUOBJIEHO, MO BiH BIAMOBiNAE BUMOraM HanekHol
BUPOOHUUOT NPAKTHKH, 383HAUCHNM B

State Administration of Ukraine on Medicinal
Products (SAUMP) confirms the following:
Manufacturer’s name, registered place of business:
JOINT STOCK COMPANY “HALYCHPHARM”
6/8 Opryshkivska Str., Lviv city, Lviv region, 79024

Name(s) of manufacturing site(s):

JOINT STOCK COMPANY “HALYCHPHARM?”,

Area of preparation and packaging of liquid

medications, Chemical workshop

Manufacturing site address:

6/8 Opryshkivska Str., Lviv city, 79024;

50/52 Promyslova Str., Lviv city, 79024;

5 Zaklynskyh Str., Lviv city, 79024;

8-A Antonova Str., Chayky village, Kiev

Svyatoshinsky district; Kiev region, 08130

Manufacturing authorization for medicinal products in
Ukraine from 24.04.2015 AE Ne 637435

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

manulacturer, the latest of which was conducted on
09.03.2016 - 12.03.2016,

it is considered that it complies with the Good

Manufacturing Practice requirements] referred to in the

3acrynunxk Ionosu komicil 3 peoprawizanii
Hepmasuol ciiy:0H YKpalHH 3 NiKAPCHKHX
zacobiB

J.B. CTopomemco

Deputy Head of Commission on
reorganijzation of the State Administration
of Ukraine on Medicinal Products

L. Storozhenko

UANKUC BIANORIAANBIOT 0CO6N
Hepuasna cayxba Yrpainin 3 nikapeniux sacobin

Mictesnaxomaerns: npocnext Hepesoru, 120, a1 Knis-115, Yipaiia,

03115

Ten.: +38(044) 450-12-66

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

Eaewrponna aapeca: diklzeudiklz.pov.na
www. diklz.gov.ua

signature of the Exceutive officer (see left)
State Administration of Ukraine on Medicinal Products
Address: 120, Peremogy avenue, Kyiv-113, Ukraine, 03113
Phone: +38(044) 430-12-66
Fax: +38(044) 450-12-66
e-mail: diklz@diklz gov.ua
wavw, diklz.gov.ua
This English translation is for reference only and is not part of the
official certificate
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Hacranosi CT-H MO3V 42-4.0:2015 “Jlixapcexi

sacobn, Haneoxna supoduuua mpaxtuka’,
(Hopmamuaudi axm)

IO BIANOBIAAKOTH BAMOTaM HAJEXKHOT [TPAKTHKM TIPH
BUPOOHMITBI i KOHTPONI SKOCTI Cucremu
criigpobituuurea GapmanesTauHnx increxniit (PIC/S),
nupexruaM  €C  Tta  pexoMespmauiaM  BcecBiTHROL
opraHizaiii OXOpOHY 30OPOB’S BIAHOCHO NPOAYKIL,
{0 Npu3HavyeHa MJis TOprisii ta AMcTpubyLil B kpaidi
noxokeHs abo aas excliopty.

Ie#t  cepmndikar Bigobparkae cran  BupoBuudol
JUILHUMLL  HA MOMEHT IHCIEeKTYBAHHS, 3A3HAHEHOI'0
BMLE, 1 He MOXE  BUKOPUCTOBYBATHCS I
FIATBEPIOKEHHT  BIIUTOBIAHOCTI, AKLIO 3  MOMEHTY
MPOBCACHHS 1HOrO IHCMEKTYBAHHs npolluio Oinslue
Hi 3 pokd,

Le# ceprudikar Brnodae wacTuui 1, 2 Ta 00AATOK.
Hunnicts  uporo  ceprudixkara  Mome  OytH
IH/ITBEPIVKEHA OPraHOM, 10 HOro BUaas.

Guide 42-4.0:2015 “Medicinal products.

Good manufacturing practice”
(name of regulation document)

which is harmouized 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.

HYacruna 2

Part 2

Jlikapcebki 3a¢00u A1 JUOABHH

Human Medicinal Products

1. BUPOBHNYI OIEP AL - JUKAPCBHKI
3ACOBM

1. MANUFACTURING OPERATIONS -
MEDICINAL PRODUCTS

1.2. Hecrepuipli NPOIYKTH

1.2. Non-sterile products

1.2.1. Hecmepuioii npodykmu (gupobnuui onepayif
QNS HUCHTYNHUX AUKAPCOLRUX hopm)

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

1.2.1.5. Pinvuy 4518 30BHILIHBOTO 32CTOCYBAHHS

1.2.1.5. Liquids for external use

}.2.1.6. Pinvuy aas BYYTPILUHBOIO 3aCTOCYBAHHS

1.2.1.6. Liquids for internal use

1.4, Ty ripoaysTa a6o BupoGuuYa AisabHICTD

1.4, Other products or processing activity

L4 1. Bupobmunmen,

1.4.1. Manufacture of:

1.4.1.1, [IpoAYKTH 3 POCSIMHHOI CHPOBHHM

1.4.1.1. Herbal products

1.6. Hposesennst BHapodYBAHL B PAMKAX KOHTPOJIIO
HIOCTI

1.6. Quality control testing

1.6.2. Mixpo6iosioriqni: Mikpobionoriuta auctoTa

1.6.2. Microbiological: non-sterility

1.6.3. Oiguvui/xiMiuul

1.6.3, Chemical/Physical

3acrynnuw [onosu komicit 3 peoprauizaniy
Hepsxasnol cayxln Yrpalau 3 Jikapebrux
3acobin i
JL.B. Cropoxenxo '

7 Deputy Head of Commission on

 of Ukraine on Medicinal Products
L. Storozhenko

/:;’ /.« reorganization of the State Administration

7 Sse S
“/’)d’ /éﬁé' /;df// é,[[mnn/Dale

nianue sixnopizansuol ocobu

Mepanna caynba Yrpainu 3 sikapesrix 3acobin
Mictiesnaxomprenns: npocnekt 1Tepesory, 120, M. Kuis-113, Ypaina,
03113

Ten.: +38(044) 450-12-66

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

Faercrpounna aapeca: diklz@idiklz. gov.un

ww, diklz.gov.ua

signature of the Uxecutive officer (see left)
State Administration of Ukraine on Medicinal Products
Address: 120, Peremogy avenue, Kylv-115. Ukraineg, 03113
Phone: +38(044) 450-12-66
Fax: +38(044) 450-12-66
e-mall: diklz@ndiklz gov.ua
www, diklz.gov.ua
This Linglish transtation is {or reference only and is not part of the
official certificate
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