YKPAIHA
UKRAINE

CEPTH®IKAT BIAMMOBIJAHOCTI YMOB BUPOBHHUITBA JIKAPCbKHX 3ACOBIB
BUMOI'AM HAJIE?KHOI BUPOBHUYOI IIPAKTUKH
CERTIFICATE OF GMP COMPLIANCE

Ceprudikar
Certificate 037/2016/SAUMP/GMP

Ctpok aii 10:
Valid till: 20.04.2019

Yacruna 1

Part 1

Hepaxasna ciy:xéa Yipainn 3 JikapebKux 3acobin
(Hepxaikeny:xda ¥Ykpainu) sacsinuye:
HalfimenysaHHs BUPOOHHKA, MiCLE3HAXOIIKEHHS:
TOB "BIO®APMA IIJIABMA"

Ykpaina, 09100, Kuiscrka o0u., m. Bina Lepksa, ByJ1.
Kuiscbka, 37

HaiivenyBaHHs BUpOGHHYOT(MX) AIALHUILI(LB):

TOB "BIO®DAPMA TTIJTAZMA™"

MicLe MMPOBaKEHHS AiANbHOCTI:

Ykpaina, 03680, m. Kuis, Bya. M. Amocosa, 9;
Yrpaina, 09100, Kniseska 0641, M. Bina Llepksa,
BY.1. Knigerka, 37

Jlinensis Ha BUPOOHUIITBO JIIKAPCHKUX 3ac00iB B
Ykpaini sin 18.12.2015
Micue BHPOSHUUTREA CHCTEMATHUHO MPOXOANTD
IHCNCKTYBAHHA 31 BCTAHOBJCHOIO MEPIOAMYHICTIO HA
sioBIANICTL BUMoraM GMP 3rigHo 3i BcTaHoBIEHHM
MOPSIKON.
3a pesy/bTaTaMK  IHCMEKTYBaHHS ULOrO BMPOOHMKa,
OCTAHHE 3 AKHX OYJ10 NpoBe/ieHe

18.04.2016 - 20.04.2016,
BCTAHOBJICHO, 11O BiH BUINOBIAE BHMOraM HAaNEHKHOT
BHPOOHHUGT IIDAKTHKH, 3a3HAYEHHM B

{Tactanosi CT-H MO3Y 42-4.0:2015 “Jlikapcbki
3aco0u. Hasieskna supoOnunua npaktuka’

{ropyamugini akm)

State Administration of Ukraine on Medicinal
Products (SAUMP) confirms the following:
Manufacturer’s name, registered place of business:
BIOFARMA PLASMA Limited Liability Company
37 Kyivska St., Bila Tserkva, Kyiv region, 09100,
Ukraine

Name(s) of manufacturing site(s):

BIOFARMA PLASMA Limited Liability Company
Manufacturing site address:

9 M. Amosova St., Kyiv, 03680, Ukraine;

37 Kyivska St., Bila Tserkva, Kyiv region, 09100,
Ukraine

Manufacturing authorization for medicinal products in
Ukraine from 18.12.2015

Facilities of above mentioned manufaciurer 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
18.04.2016 - 20.04.2016,

it is considered that it complies with the Good

Manufacturing Practice requirements referred to in the

Guide 42-4.0:2015 “Medicinal products.
Good manufacturing practice”
(name ol regulzation document)
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Hepaapna caywda Yiepainn 3 aikapeskux sacobis
Micuesnaxoiaenus: upocest [lepemorn, 120, m. Kuin-1135, Vypaii,
03115

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

®ake: +38(044) 430-12-66

Encirporna agpeca: diklzaidiklz.gov.ua

www.diklz.gpov.ua
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Fax: +38(044) 450-12-66
e-mail: diklzZidiklz goy.ua
www.diklz.gov.ua
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IO BIAMNOBIAAIOTL BUMOraM HaJle)KHOT MPAKTHKH TpH
BHPOOHHLITRI i KOHTpOJ AKOCTI CucreMu
cniBpodITHUUTRA (hapMalleBTHYHUX iHenekuii (PIC/S),
aupektupam  €C  Ta  pexomeHaauisM  BcecBiTHbOT
opraHizalii OXOPOHH 310POB’s BiAHOCHO MNPOAYKLIT,
L0 NpU3HAYEHA [/ TOPriBii Ta AMCTpUOYUIT B KpaiHi
MoXo/KeHHs abo 1A eKcrnopTy.

Leit ceprudikar sinoOpaxae crtaH  BHPOOHMYOT
AIZIbHUL HA MOMEHT IHCMEKTYBaHHS, 3a3Ha4yeHoro
BHIE, 1 He MOXKe  BHKOPHUCTOBYBAaTHCS  Jisl
MiITBEP/UKEHHS  BIAMOBIHOCTI, fKIIO 3 MOMEHTY
NPOBEAEHHA LbOrO IHCMEKTYBaHHs Mpoiuio OGinablue
Hi?K 3 poKH.

Llefi ceprudrixar Britouae yactuHu 1, 2 Ta 10aTOK.
Uunnicte  nporo  ceprudpikata  mMoe  OyTH
MiATBEP/KEHA OPraHoM, 1O HOro BH/IaB.

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

JlikapebKi 3aco0u 1JIs1 JTIOAHHH

Human Medicinal Products

1. BHPOBHHWUYI OITEPALLIT - JIIKAPCBKI
3ACOBH

1. MANUFACTURING OPERATIONS -
MEDICINAL PRODUCTS

1.1. CrepuibHi NpOAYKTH

1.1. Sterile products

1.1.1. Acenmuuno eucomosieni (6upoonuyi onepayii
OSL HACIYRHUX AKAPCORUX hopat)

1.1.1. Aseptically prepared (processing operations for
the following dosage forms)

1.1.1.1. Piannu B ynakoBkax BEJIMKOro 06’ emy

1.1.1.1. Large volume liquids

1.1.1.2. JlioinizaTu

1.1.1.2. Lyophilisates

1.1.1.4. Pinunu B yriakoBkax mMajioro oo’ emy

1.1.1.4. Small volume liquids

1.3. bioaoriuuni Jikapcebki 3acodu

1.3. Biological medicinal products

1.3.1. bionoziuni aikapcori 3aco6u

1.3.1. Biological medicinal products

[.3.1.1. Ilpenapatu kpoBi

1.3.1.1. Blood products

1.3.1.6. [lpenaparu, ekcTparoBaHi 3 TKAHKH JIFOIMHH
abo TBapHH

1.3.1.6. Human or animal extracted products

Jacrynunk lonosn komicii 3 peopraunizanii
Hepxapuofl cay:x0n Yrpaluu 3 JikapcbKux

/

Jenm
Vit
;_,‘,:o\ 2\ g

2, BDeputy Head of Commission on
5 e_ﬁt"«e\érganization of the State Administration
raine on Medicinal Products

BE)
[Cel-alk
E3 i:)mzhcnko

3acodiB g 5“
JI.B. Croposkenko 25
|
4a
?&/Cﬁ’@(é}?ﬂﬂ]ﬁ/}g(ﬂf ke
>
&

MiJue Bianosizanuioel ocodu

Hepaasna cay:xoa Yepaiun 3 aikapeskix 3acobis
Micuesnaxomenns: upocnerr [epemorn. 120, M. Kuis-1135, Yrpaine
03115

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

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

Enexrponna aapeca: diklz@diklz.gov.ua
www.dikiz.gov.ua

xecutive officer (see left)

*“\;unﬂw:w_ﬁ!h
State-Adniinistration of Ukraine on Medicina! Products

Address: 120. Peremogy avenue, Kyiv-115. Ukraine, 03115

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

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

e-mail: diklz@ddiklz.gov.ua

www.diklz.gov.ua

This English translation is for reference only and is not part of the
official certificate
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