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LERPTHBTICAT BIJ];HOBI,I[HOC YMOB BUPOBHUIITBA JIIKAPCHKIX 3ACOBIB BUMOT'AM
HAJIEJKHOI BUPOBHIYOI IIPAKTAKH
CERTIFICATE OF GMP COMPLIANCE

CepTtudikar
Certificate 079/2019/GMP

Ctpok aii go:
Valid till: 08.02.2022

Yacruna 1

Part 1

JepxkaBHa ciiyx06a YkpaiHu 3 JikapcbKHX 3ac00iB Ta

HatiMeHyBaHHS BUPOOHNKa, MiCLIE3HAXOMKEHHA:
AKIIIOHEPHE TOBAPUCTBO "Jly6nudgapm"

HaitMeHyBaHHS BUPOOHUUOI(MX) AiTbHULI(LIB):
AKIIIOHEPHE TOBAPUCTBO '"Jly6Hudapm

Micue npoBaLKeHHs QisIbHOCTI:

37500, ITontaBebka 00.1., M. JIy6Hu, By.1. BapBinkosa,
Oya.16

JliueH3is Ha BUpOOHHLTBO JlikapchkUX 3aco0iB B YKpaiHi Biz
21.01.2014 AB Ne 598075

3a pe3ynbTaTaMy iHCTIEKTYBaHHSA LIbOr0 BUPOOHUKA, OCTAHHE
skux 6yn0 npoBeneHe
04.02.2019 - 08.02.2019,
BCTAHOBJICHO, IO BiH BiNOBiZae
BUPOOGHUYOT MPAKTUKH, 3a3HAUECHUM B
Hactanosi CT-H MO3Y 42-4.0:2016

“Jlixapcbki 3aco0u. HanekHa BUpoOHHUYA NpAKTUKE ™,
(ropmamusnui akm)

KOHTPOJII0 32 HapkoTUKaMu (Hepxiikcayx0a) sacBiquye:

37500, [TonTaBcbka 061., M. JlyGHM, By. bapBiHkoBa, Oyn. 16

BUMOraM HaNEeXKHOT

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

Manufacturer’s name, registered place of business:
JOINT STOCK COMPANY "Lubnypharm"

16, Barvinkova str., Lubny, Poltava region, Ukraine, 37500
Name(s) of manufacturing site(s):

JOINT STOCK COMPANY "Lubnypharm"
Manufacturing site address:

16, Barvinkova str., Lubny, Poltava region, Ukraine,
37500

Manufacturing authorization for medicinal products in
Ukraine from 21.01.2014 AB Ne 598075

Micue BUPOOHUUTBA CHUCTEMATHYHO MpOXOaUTb Facilities of above mentioned manufacturer are subject to
iHCTIeKTYBaHHsl 31  BCTAHOBJIEHOK  MEPIOAMUHICTIO  Ha GMP inspections at suitable intervals in accordance with the
pignosigHicte Bumoram GMP  3rigHo 3i BCTaHOBNEHHWM National certification procedure.

NOPSAKOM.

3 From the knowledge gained during inspection of this
manufacturer, the latest of which was conducted on
04.02.2019 - 08.02.2019,
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)

IO BiANOBiZAIOTb BHUMOTaM HaJEXHOI
BUpOOHHUTBI i KOHTpoNi skocTi CucTeMU CHiBpoGITHULTBA
¢apmaueBTnuHux iHcnekuiKi (PIC/S), mupexruBam €C Ta
pekoMeHzauiaM BcecBiTHROT opraHizauii OXOpOHH 340pOB’s
BIIHOCHO mMpoAyKuii, IO NpH3HAyeHa mIi TOPriBjai Ta
IUCTpUOYLIT B KpaiHi HOXOIKEeHHs ab0 Ans eKCropTy.

Lleit cepTudikar BinoOpaxae cTaH BUPOOHHYOT RiNbHULI Ha
MOMEHT IHCMEKTYBaHHs, 3a3Ha4€HOTO BHILE, |

3 MOMEHTY IPOBEAEHHA LLOrO
GinbLie Hix 3 poxH.
Lleii ceprudyikar BKIIIOYA€E 4aCTUHU 1, 2 Ta JOOATOK.

OpraHoM, IO MOro BHA2B.

MpaKTHKK  TIpH

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

HE MOXe
BHKOPHUCTOBYBATHCS IS [MiATBEPHKEHHs BIAMOBIAHOCTI, SKILO
iHCMEKTyBaHHS MPOMILIIO

YuHHiICTE 1BOTO cepTUdikaTa Moke OyTH MiATBEpIKEHA

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 authentl/lty of this certificate may be verified with the
'issuing auority.

TonoBa JlepxkaBHoi ci1yx6u Ykpainu 3
JiKkapebKUX 3ac06iB Ta KOHTPOJTIO 32
HapKOTHKaMU

Poman ICAEHKO

ead of the State Service of Ukraine on Medicines
and Drugs Control

Roman ISAIENKO

MiIMKC BiANoBizansHoT 0cobu, nevuarka

JepxaBHa cayxba YKpaiHu 3 JikapcbKnx 32c00iB Ta KOHTPOIIO
3a HAPKOTHKAMHU

Anpeca: mpocrnekt [Tepemoru,120-A, M. Kuie-115, Ykpaina, 03115
Ten.: 38(044) 422-55-77

®akc: 38(044) 422-55-77

mailto: dls@dls.gov.ua

signature of the Executive officer (sec left)
/ State Service of Ukraine on Medicines and Drugs Control

Address: 120-A, Peremohy avenue, Kyiv-115, Ukraine, 03115

Phone: +38(044) 422-55-77 |

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

This English translation is for reference only and is not part of the official
certificate
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YacTHHa 2

Part 2

JlikapcbKi 3aco6u aJist NOAHHA

Human Medicinal Products

1. BAPOBHUYI OITEPALIII - JIIKAPCBKI 3ACOBH

1. MANUFACTURING OPERATIONS - MEDICINAL
PRODUCTS

1.1. CTepunsbHi npoayxkTu

1.1. Sterile products

1.1.2. Lo nidoaromvcs kinyesii cmepunizayii (6upobHuyi
onepayii Ona HACMYRHUX NIKAPCLKUX hopm)

1.1.2. Terminally sterilised (processing operations for the
following dosage forms)

1.1.2.3. PiguHy B ynakoBKax Majoro o6’emy

1.1.2.3. Small volume liquids

1.2. HecTepu/ibHi npoayKTu

1.2. Non-sterile products

1.2.1. Hecmepunvhi npodykmu (8upobHuui onepayii 0
HACMYnHUX 1iKapCcoKux gopm)

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

1.2.1.5. PiqyHU 11 30BHIITHBOTO 3aCTOCYBAHHA

1.2.1.5. Liquids for external use

1.2.1.6. PinuHu 118 BHYTPILIHBOTO 3aCTOCYBAHHS

1.2.1.6. Liquids for internal use

1.2.1.8. Inmi TBepxi ikapcwki hopMut (MOPOLIKH, 360pH)

1.2.1.8. Other solid dosage forms (powders, herbal mixes)

1.2.1.11. M’aki (y ToMy 4ucai Jikapcbki 3aco6H, siki MiCTATh
cyJbdaHinamian)

1.2.1.11.  Semi-solids (including medicines containing
sulfanilamides)

1.2.1.13. Ta6netky (y TOMy yucai JTikapchbki 3aco0H, ki
MICTATB CyJibhaHiIaminm)

1.2.1.13. Tablets (including medicines containing
sulfanilamides)

1.4. Inwi npoaykTH a6o BUpoGHHYA AisIbHICTD

1.4. Other products or processing activity

1.4.1. Bupobruymso.

1.4.1. Manufacture of:

1.4.1.1. IIpogyKTH 3 POCHHUHHOI CHPOBUHHU

1.4.1.1. Herbal products

1.6. IIpoBeneHHs1 BUNPOGYBaHb B PAMKAX KOHTPOJIIO
AAKOCTI

1.6. Quality control testing

1.6.1. Mikpo6ionorivHi: cTepuibHICTh

1.6.1. Microbiological: sterility

1.6.2. Mikpo6iosioriusi: Mikpo6iosoriuHa YMcTOTa

1.6.2. Microbiological: non-sterility

1.6.3. ®isuuHi/ximiuHi

1.6.3. Chemical/Physical

2. BUPOBHHMYI OMEPAIIIl - AKTUBHI
®APMAIIEBTHUYHI IHI'PEJIEHTH

2. MANUFACTURING OPERATIONS - ACTIVE
SUBSTANCES

2.2. OTpumMaHHsl aKTHBHOr0 apMaleBTHYHOIO
iHrpeaicHTa 3 NPUPOAHMX TKepeJ

2.2. Extraction of Active Substance from Natural
Sources

2.2.1. OTpUMaHHs pe4OBHHU 3 POCIIUH

2.2.1. Extraction of substance from plant source

2.5. CtyneHi 3arajbHoi 06po6xH

2.5. General Finishing Steps

2.5.1 Cryneni @¢izuuHoi 00pobGkH (eKcTparyBaHHS Ta
BHUIIapIOBaHH/)

2.5.1. Physical processing steps (extraction and evaporation)

2.5.2. TlepBuHHe naKyBaHHS (33aKyMOPIOBAaHHA / repMeTH3aLlis
AKTUBHOTO ()apMalleBTUYHOrO IHIpeNi€HTa IMaKyBalbHHUM
MaTepiajioM, fAKWH 3HaXOAWUTBCA B MPAMOMY KOHTAakTi 3
PEYOBHHOIO)

2.5.2. Primary Packaging (enclosing / sealing the active
substance within a packaging material which is in direct
contact with the substance)

2.5.3. BropurHe mnakyBaHHS (pO3MILICHHA TEePMETHYHOL
IEPBUHHOI YMAKOBKH BCEPEAHHI 30BHIIHBOTO NAKYBaNbHOTO
marepiany abo koHreliHepa. Lle Takox BKmoyae B cebe Oyab-

2.5.3. Secondary Packaging (placing the sealed primary
package within an outer packaging material or container. This
also includes any labelling of the material which could be

AK€ MapKyBaHHAs MaTepiasly 14 igeHTHdikauii  abo used for identification or traceability (lot numbering) of the
IPOCTEXYBaHOCTI (Hymepallis cepit) AKTUBHOTO active substance)
(hapMalleBTHYHOTO iHIpeieHTa)
2.6. ITpoBeaeHHs1 BUNPOGYBAHL B PAMKAX KOHTPOJIIO 2.6. Quality Control Testing
SIKOCTI
2.6.1. ®i3uuHI/XiMiYHI BUTPOOYBaHHS 2.6.1. Physical / Chemical testing
2.6.2. Mikpobionoriuni  BUmpoOyBaHHA  (BHUKJIIOYAKOUH 2.6.2. Microbiological testing (excluding sterility testing)
BUNpPOOYBaHHS CTEPUIIBHOCTI)
/

d’)’(/ Vi /.6.‘(] Q/ﬁfama/Dare

[FosoBa [lepaaBHoi eayx6n Ykpainn 3 nikap
3aco0iB Ta KOHTPOJ/IIO 32 HAPKOTHKAMH
Poman ICA€EHKO

Head of the State Service of Ukraine on
Medicines and Drugs Control
Roman ISAIENKO

MIANKC BiAIOBIAANEHOT 0CO6H, Nneuartka
Jepxapua cayxda Yipaiuu 3 Jikapebkux 3ge
HAPKOTHKAMM
Anpeca: npocnext [Tepemoru, 120-A, m. Kuis-145, Yipaiua, 03115
Ten.: 38(044) 422-55-77
Paxc: 38(044) 422-55-77

iB TA KOHTPOJIO 32

mailto: dls@dls.gov.ua

M.IT signature ol the Executive officer (sce lefl)

State Service of Ukraine on Medicines and Drugs Control

Address: 120-A, Peremohy avenue, Kyiv-115, Ukraine, 03115
Phone: +38(044) 422-55-77

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

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