YKPAIHA
UKRAINE

cepTH(dikaT BiimoBigHOCTI yMOB BUPOOHULTBA JiKapchbKHX 3ac00iB BUMOram
HAJIKHOT BUPOOHMYOT NPAKTHKH

CERTIFICATE OF GMP COMPLIANCE

Ceprudikar
Certificate No: 017/2021/GMP

Crpok aii no:

Valid till: 06.04.2022

Yacruna 1

Part 1

HepxkaBua ciayx6a Ykpalum 3 JikapcbKHX
3ac00iB Ta KOHTPOJNIO 33 HAPKOTHKAMM
(Mepacaixcmyxba) 3acBiguyec: ~
HaliMmeHyBaHHS BUPOOHHKA, MiCLI@3HAXODKCHH:
ToBapucTBOo 3 00MEXKEHOI BiINOBiNalbLHICTIO
" TKII "®apmanesrnuna gpadpuxa'

Vkpaina, 10014, >Xwuromupcoka 06n., wmicTo
Kuromup, KoponboBebkuii paiioH,

ByJ1. JlepmonToBebka, OYAHHOK S

HaiimMeHyBaHHs BUpOOHHYOT(MX) AiNBHULI(Ib):
ToBapucTBo 3 00MeEKEHOI0 BiANOBIAILHICTIO
"IKIL "dapmaneBTnuna Gadpuxa"

Micue npoBapKEHHS isUTBHOCTI:

YkpaiHa, 12430, Kurtomupcebka o0,
JXKuromupebkuii paitoy, c. Ctanmniinka,

ByJ1. KoponwoBa, OyauHoxk 4

Jliuensis Ha BUPOOHULITBO JIiKapChKHX 3ac00iB B
Vipaini Bin 03.07.2012 NeAB598036

Micue BHpPOOHUUTBA CHCTEMATHUHO NPOXOAUTH
IHCTIEKTYBaHHS 31 BCTAHOBJICHOIO NMEPIOAKMIICTIO
Ha BignomiaHicth, BuMoramMm GMP 3rigno 3i
BCT@HOBJICHUM MOPSAKOM.

3a  pe3ynbTaTaMu  iHCTIEKTYBAHHS  LBOTO
BUPOOHHKKA, OCTAHHE 3 AKUX OYJIO MPOBeAcHE

03.04.2018- 06.04.2018,

State Service of Ukraine on Medicines and
Drugs Control confirms the following::

Manufacturer’s name, registered place of business:
Limited Liability Company "DKP
"Pharmaceutical Factory"
Ukraine, 10014, Zhytomyr region, Zhytomyr city,
Koroliov Community, Lermontovska Street,
building 5
Name(s) of manufacturing site(s):
Limited Liability Company
"Pharmaceutical Factory"
Manufacturing site address:
Ukraine, 12430, Zhytomyr region, Zhytomyr
district, Stanyshivka village, Koroliova Street,
building 4
Manufacturing  authorization for medicinal
products in Ukraine trom 03.07.2012 NeAB598036
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

03.04.2018- 06.04.2018,

"DKP

eprumii 3acrynnuk LosoBxn

HepskaBHoOl ciryx0n YKpay
JikapcbKuX 3aco0iB Ta
KOHTPO.TI0 32 HAPKOTHI
Baapgncmas IHIJIAHA

First Deputy Head .
of the State Service of Ukraine on Medicines
and Drugs Control .

Vladyslav TSILYNA

i JIHC BiINOBiAanLHOT 0cooH, MLIT.

JepcaBHa cayx6a Yxpainu 3 nikapebKux 3acohis 1a
KOHTPOJIIO 32 HADKOTHKAMUI

Anpeca: npocniekt [Tepemoru, 120, m. Kuis-115, Ykpaiua, 03115

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

mailto: dls@dls.gov.ua

signature of the Executive officer (see left)

State Service of Ukraine on Medicines and Drugs Contro!

Address: 120, Peremogy avenue, Kyiv-115, Ukraine, 03115
Phone: +38(044) 450-12-66

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

This English translation is for reference only and is not part
of the official certificate
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BCTAHOBJIEHO, ILO BiH BiAMOBimae BUMOram
HaJIEHKHOT BUPOOHMYOT PAKTHKH, 3a3HAYEHUM B

Hacranosi CT-H MO3YV 42-4.0:2016
“Jlikapcbki  3acobu.  HanexxHa  BUpoOHHYA

MpakTuKa’”,

(Hopmamugnuii axm)
IO BiAMOBiAAalOTh BUMOTaM HAJIEKHOI MPaKTHKH
np¥ BUPOOHULTBI i KOHTposi skocTi CucTemMu
criBpoOiTHULTBA ~ (papMALIeBTHYHUX  iHCHEKIIH
(PIC/S), nupextuBam €C Ta peKOMEHJALAM
BceecBiTHBOI  OpraHizaiiii OXOpPOHH 3/I0pOB’A
BiZIHOCHO MPOAYKIIii, IO NPU3HAYEHA [T TOPTiBJIi
Ta AMcTpuOyLii B KpaiHi MOXOMKEHHS abo i
eKCTIOPTY.
et ceprudikar BimoOpakae cTaH BHPOOHHYOL
JIIBHULI HA MOMEHT iHCTIeKTYBaHHs, 3a3Ha4Y€HOr0
BHLIE, 1 HE MOXCE BHUKOPHCTOBYBATHCA VI
MiATBEPIPKEHHS BiJIOBIAHOCTI, AKILO 3 MOMEHTY
NPOBE/ICHHST L[OTO {HCTIEKTYBaHHA IPOMIILIO
OipLIe HiXk 3 POKH.
Ileit ceprudikar BIOYaEe YacTUHUM 1, 2 Ta
JOJaTOK.
YuHHICTE [BOTO  cepTUdikaTa MOKE
MiATBEPLKEHa OpraHoM, 110 HOro BU/aB.

%

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)

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

Jlikapcbki 3aco0u JJ1s1 JIIOAUHH

Human Medicinal Products

1. BAPOBHUYI OHEPAHIT - IKAPCBKI
3ACOBH

1. MANUFACTURING OPERATIONS -
MEDICINAL PRODUCTS

1.2. HecrepuiibHi Jikapebki 3aco0u

1.2. Non-sterile products

1.2.1. Hecmepunvni nikapcuoki 3acobu (6upobnuyi
onepayii OJisk HACMYRHUX NIKAPCLKUX opm)

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

1.2.1.5. PigyHu 151 30BHIIIHBOTO 3aCTOCYBaHHS

1.2.1.5. Liquids for external use

1.2.1.6. PiguiHu uis BHYTPIIIHBOIO 3aCTOCYBAHHS

1.2.1.6. Liquids for internal use

1.2.1.11. M’ski

1.2.1.11. Semi-solids

1.2.2. Cepmugpixayia cepiii

1.2.2 Batch certification

1.4. Inmi Jsikapebki 3acobu a6o BHpOOHM4YA
JifabHICTH

1.4. Other products or processing activity

1.4.1. Bupobrnuymso:

1.4.1. Manufacture of:

1.4.1.1. Jlikapceki 3ac064 3 pOCTMHHOT CHPOBHHU

1.4.1.1. Herbal products

1.6. TIpoBeaenHsi BHNPOOYBaHbL B - paMKax

KOHTPOJIIO SIKOCTI

1.6. Quality control testing

IMepmnii 3actynauk I'o
Jep:xaBHol coryx0n Ykpainy 3
JiKkapchKuX 3ac00iB Ta
KOHTPOJIIO 32 HAPDKOTHK
Baagucnas HIVIMHA

First Deputy Head
of the State Service of Ukraine on Medicines
and Drugs Control

Vladyslav TSILYNA

MNiANKC BiANMOBiAansHOT 0cO0H, iex

JlepakaBHa cay6a Ykpainu 3 jJikapchbKuX 3acobiB Taj
KOHTPOJIIO 32 HAPKOTUKAMH

Anpeca: npocrexr [lepemory, 120, M. Kuis-115, Ykpaina, 03115
Ten.: 38(044) 450-12-66

®axkc: 38(044) 450-12-66

mailto: dls@dls.gov.ua

signature of the Executive officer (see left)

State Service of Ukraine on Medicines and Drugs Control

Address: 120, Peremogy avenue, Kyiv-115, Ukraine, 03115
Phone: +38(044) 450-12-66

Fax: +38(044) 450-12-66
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1.6.2. MikpobGionoriyHi: MikpoObiooriuHa
YHCTOTA

1.6.2. Microbiological: non-sterility

1.6.3. ®iznuni/ximMiuHi

1.6.3. Chemical/Physical

byov-sxi obmedicenns abo nosicHeHHs, o Malomo
8IOHOUWIEHHSL 00 Yb020 cepmugbikama.

1. [lanuii  cepmucpixam euoano Ha  OCHOGI
npoyeoypu OYiHKYU pUUKIe.

2. I]eti cepmudhivam Oiiicnuii 0o 06.04.2022.

Any restrictions or clarifying remarks related to
the scope of this certificate:

1. This certificate is issued on the basis of a risk
assessment procedure..

2. This certificate is valid until 06.04.2022.

Ilepumii 3actynuuk Lonosu
JepxaBHol coryx0n YKpain
JiKapebKHX 3ac00iB TA '
KOHTPOJIIO 32 HAPKOTHK
Baagucaas IIIVIKHA

First Deputy Head
of the State Service of Ukraine on Medicines
and Drugs Control

Vladyslav TSILYNA

niAnuc BianoBigaiLHoI ocobu,

arka / M.IL.

JepikaBHa cay:k6a Ykpaiku 3 aikapebkux 3acobis Ta
KOHTPOJIIO 32 HAPKOTHKAMM

Anpeca: npocnext [lepemorn,120, m. Knis-115, Ykpaina, 03115
Ten.: 38(044) 450-12-66

daxc: 38(044) 450-12-66

mailto: dls@dls.gov.ua

signature of the Executive officer (see left)

State Service of Ukraine on Medicines and Drugs Control

Address: 120, Peremogy avenue, Kyiv-115, Ukraine, 03115
Phone: +38(044) 450-12-66

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

This English translation is for reference only and is not part
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