VKPATHA
UKRAINE
CEPTU®IKAT BLIMOBIIHOCTI YMOB BUPOBHUIITBA JIKAPCLKUX 3ACOBIB
BHMOTI'AM HAJIEXKHOI BUPOBHHYOI IPAKTHKH
CERTIFICATE OF GMP COMPLIANCE

Ceprudikar Ne: // Certificate No:
050/2019/GMP

Crpok il go: // Valid till: 27.06.2022

YacruHa 1

Part1

HepaxapHa ciay:k0a YKpaiHH 3 JiKapchbKHX
3ac00iB Ta KOHTPOIIO 32 HAPKOTHKAMH
(Jepxaikceay:xbda) 3acBiguye:

HaiiMenysaHHus BUpOOHHKA, MiCLIe3HAXOLKEHHS!
TOB "BIOPAPMA ILITA3MA"

Vkpaina, 09100, Kuiecbka 061., M. bina Llepkea,
By1. Kuiecbka, 37

HalimenyBants BUpoOHHUOT(MX) AIMbHULI(1b):
TOB "BIO®APMA IIJIASMA" (nex
npenaparis Kposi)

Micrie nmpoBaKeHHs AisAbHOCTI:

03680, m. Kuis, By1. M. AMocoBa, 9;

09100, KuiBebpka 06J1., M. Bina lepksa, By.IL.
KuiBenka, 37

JlineHsis Ha BUPOOHUIITBO JTiKapChKMX 3ac00IB B
Vpaini Big 18.12.2015

Micue BHpoGHULTBA CHCTEMATHYHO MTPOXOAHTD
{HCIICKTYBAHHA 31 BCTAHOBIEHOIO TIePIOJANYHICTIO
Ha BignmoriaHicTs BUMoramM GMP 3rigno 3i
BCTAHOBIIEHHUM MOPSAKOM.

3a pesynbTaTaMu IHCMIeKTYBaHHs LILOTO
BHUPOOHMKA, OCTAHHE 3 IKUX OyJI0 MpoBe/ieHe

20.06.2019 - 27.06.2019,

BCTAHOBJEHO, WI0 BIH BIAMNOBIZAC BUMOTaM
HastexKHOT BUPOOHUYOT MPAKTHKH, 3a3HAYEHUM B

Hacranosi CT-H MO3V 42-4.0:2016 “Jlikapcbki
3acobu. HanesHa sHpoOHUYA NpakTHKA ™,

(Hopnamusnuil akm)

State Service of Ukraine on Medicines and
Drugs Control 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 (blood products site)

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 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

20.06.2019 - 27.06.2019,

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)

TosoBa [dep:xaBHOT ci1yx0u YKpainm 3
JIKAPCLKAX 32C00IB TAa KOHTPOJIIO 347
.’/

HAPKOTHKAMH
Poman ICACHKO W

Head of the State Service of Ukraine on
.=\ Medicines and Drugs Control
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JlepakaBua cay:x6a YKpaiud 3 NikapcbKHX 3ac00iB Ta
KOHTPOJIIO 32 HAPKOTHKAMII

Micnesnaxopxerns: npocrext [epemorn, 120-A, v, Kuis-115,
Ykpaina. 03115

Ten.: +38(044) 422-55-77
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L0 BiAMOBIJatOTH BHUMOraM HAaNIeIKHOI TPaKTHKH
npu BUPOOHHUTBI i KoHTponi skocti CHcTeMH

criBpoOiTHHITBA  (GapMaLleBTHYHUX  IHCIIEKLii
(PIC/S), mupexktuBam €C Ta pexoMeHAALisIM
BeecBiTHROT — opranizauii  0XOpoHHM — 3740POB’s

BiIHOCHO TMPOAYKIIIT, 110 NpH3HAYEHA I TOPTiBIi
Ta AUCTpuOYLil B KpaiHI MOXOMKeHHA abo s
EKCIOPTY.

Lle#t ceprudikaT BimoOpaxae cTaH BHpPOOHHUOT
IOITBHMIN HA MOMEHT IHCIEKTYBaHHS, 3a3HAYEHOTO

BUIIlE, 1 HE MOXKE BHKOPHCTOBYBATHCS JUId
THATBEPKEHHS BiAMOBIHOCTI, SKIIO 3 MOMEHTY
MPOBEACHHST  I[LOTO  IHCTIEKTYBAHHS  MPOHILIO
Oinblue HDK 3 POKH.

Lleit ceprtudixkaT BKJIFOUAE dYacTHHU |, 2 Ta
JOJATOK.

YunhicTs uboro ceprudikata Moxke OyTH

MIATBEp/AKEHA OpTaHOM, 110 HOro BHIAR.

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 veritied
with the issuing authority.

Yacruna 2

Part 2

Jlikapcenki 32c00H 10181 T0OANHH

Human Medicinal Products

1. BAPOBHHYI OITEPAIIII - TIKAPCBHKI
3ACOBH

1. MANUFACTURING OPERATIONS -
MEDICINAL PRODUCTS

1.1. CTepn/ibHi NpOAYKTH

1.1. Sterile products

[.1.1. Acenmuuno guzomosneni (upoonuyi
onepayii 0N HacMynHUX JIKAPCLKUX hopm)

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

1.1.1.2. Jliodimizatu

1.1.1.2. Lyophilisates

1.1.1.4. PiguHu B ynakoBKax Masioro o0’emy

1.1.1.4. Small volume liquids

1.3. Biosqoriuni Jikapebki 3acobu

1.3. Biological medicinal products

1.3.1. Bionoziuni aixapcexi 3acou

1.3.1. Biological medicinal products

1.3.1.1. Ilpenaparu KpoBi

1.3.1.1. Blood products

1.6. IlpoBegenns BHNIPoOyBaHL B paMKAX
KOHTPOJII0 AKOCTI

1.6. Quality control testing

1.6.3. ®iznu”i/xiMiuni

1.6.3. Chemical/Physical

1.6.4. Biomoriuui

1.6.3. Biologocal

lNonosa Jep:xaBHol cay:k0n YKpainan 3 /.
JIKApPChKUX 3ac00IB Ta KOHTPOJIH 34
HAPKOTHKAMM

Poman ICAEHKO

§ / Head of the State Service of Ukraine on
/ | Medicines and Drugs Control

" Roman ISAIENKO

/?' CK /:)VY/J(Q%(Jﬁ?a/Dme

ITITHC BUINOBIATEHOT 0co0U

Jepmagna ciny:x6a Ykpainu 3 dikapebKux 3aco6iB Ta
KOHTPOJII0 32 HAPKOTHKAMN

Miciesnaxomxenns: npociiekt [lepemoru, 120-A, m. Kuis-1135,
Ykpaina, 03115

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

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

mailto: dls@dls.gov.ua

signature of the Executive officer (see left)
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