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CERTIFICATE OF GMP COMPLIANCE

CeprnQixar
Certificate 07 9 1201 9/GMP
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forosa [epxa'uHoi cnyx6u YrpaiHn r
rircapcurcHx saco6iB Ta KoHTpoJrrc 3a

HapKOTHr(aMu
PouaH ICA€HKO
niAnuc niAnosiaarusoi oco6n, nerrarKa

.(epxanHa c.nyx6a Vrcpaiuu r ,rimnpcrrcnx taco6in ra
3a HapKoTHKaMH

Arpeca: rpocneKr flepeMorn, 120-4" M. Kr.riB- | 15, yKpairra, 031 l5 Addrcss: 120-A, Poremohy aveoue, Kyiv-l15, Uhaine, 031 15

Crporc aii ao:
Valid till: 08.02.2022

Part I
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 s ite address:

16, Barvinkova str., Lubnyl Poltava region, Ukraine,
37500
Manufacturing authorization for medicinal products in
Ukraine {iom 21.01.2014 AB "Nb 598075
Facilities of above mentioned manufacturer are subject to
GMP inspections at suitable intervals in accordance with the

National certifi cation procedure.

From the knowledge gained during inspection of this
m an u fa c t ure r' th e 

;x':# #r.[xi: ;r"ilu 
c te d c'; n

it is considered that it complies with the Good Manufacturing
Practice rgquirements referred to in the

Guide 42-4.0:2016
"Medicinal products. Good manuf-acturing practice"

nume of regulation document

which is harmonized with the requirements of Good practices
in the manufacture and quality control of the Pharmaceutical
Inspection ConventiorVCo-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

'issuins ffi;.,

signature of the Executive officer (sec left)

e Service of Ukraine on Medicines and Druss Control

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

Fax: +38(044) 422-55-77
This English translation is for ref.erence only and is not part of the otllcial
certificate
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rlacruna I
.(epxanHa c.rryx6a VrcpainH s rircapcsrcux saco6is ra
r(oHTpoJlrc 3a Hapr(orl{KaMn (.(epxrirccnyx6a) saceiA.Iye:
Hafivenyn aHHf, B r,rp 06 Hnxa, rr4 icues FraxoAxeH Ht :

AKIIIOHEPHE TOBAPI4CTBO "JIy6HUQapM "
37500, florrascrra o6r., rtr. JIy6Hn, ByJr. EapniHnoaa, 6ya. l6
H afi v e nyn aHHJr B r.rp o 6 Hr,r.r oI( ux) a in u n r.r ui ( ur) :

AKIIIOHEPHE TOBAPIICTBO "JIy6HUQapM"
Micqe rpoBaAXeHH.r Ai.rrlrsocri:
37500, [orrascurca o6.rr., ru. ./Iy6Hr.r, Byr. EapaiHroaa,
6ya.16
JliueHsis Ha arapo6Hr.rrrrBo rircapcrrcrx raco6is n YxpaiHi ni4
21.0r.2014 AB "l\rb 598075
Micue eupo6Huuraa cucreMarr,tLrHo lrpoxoAl4Tb

iucnexryaaHur si BcraHoBJreHorc nepio.unvnicrro Ha

siAuosiagicrr BI{MofaM GMP gri.qHo gi BcTaHoBJIeHHM

loprAKoM.
3a pesynrraraMr{ iHcuexrynaHHfl uboro nupo6Huxa, ocraHHe 3

rKr4x 6yno [poBeAeHe

04.02.2019 - 08.02.20r 9,
BcraHoBJreHo, rrlo nin si.qnosiAae BrrMoraM nareNuol
nupo6nnvoi npaxrlrKu, 3a3HaqeHr.rM B

HacraHosi CT-H MO3Y 42-4.0:2016
"Jlixapcrrci raco6n. HanexHa supo6HK.Ia npaxrnxa".

QKM

uo niAuosiAarorr B[MoraM uarexHoi rIpaKTI4Kl,r npu
nupo6nnursi i roHrponi sxocri CncreuH cninpo6irHllurBa

Qaprrlaqenrr,HHr4x iHcuexqifi (PIC/S), Ar,rpeKrI4BaM eC ra
peKoMeHAauirrra BcecsirHroi opraHi3aqii oxopoHrl :Aopos'a
siAHocno npoayxuiT, [Io [pI,I3HaqeHa D.nn roprisni ra
tucrpw6yqii n xpaTni noxoANenns a6o Ans eKcnopry.
I-\efi ceprr,r$ixar ni4o6paxae craH nupo6Hr.r.roi airuHnui Ha

MoMeHT iHcnexrynaHlul, 3a3HaqeHofo B14ule, i ue Moxe
B r,rKopr,rcroByBar[cr Arr niArs epAxe H Hr s ianos iaH ocri, r r uro
3 MoMeHTy rrpoBeAeHHrr uboro iHcuexryraHHr npofiurno
6inuue nix 3 poKr{.

I{efi ceprnQirar BKJrroqae qacrr.rHr4 1,2 ta AoAaroK.
tluHnicrr rrboro cepruQixara Moxe 6yrr,r ni,uruepAxeua
opraHoM, ruo ftoro BHAaB.



rlacruHa 2
Jlircapcrrci saco6u AJrr JrrcAnHrr

1. BIIPOEHI{qI OIIEPAUII - JIIKAPCbKI 3ACOEI4

1.1. Crepnrusi rpoAyrcrt{
LL2. Wo niddarcmbcr rciu4eeiil cmepunisa4ii (oupo6uu,ti
onepaui| dnn uqcmynHux n i x apcurcux dopu )
1.I.2.3. Piaranu B yrraKoBKax Mzlrroro o6'euv
1.2. Hecrepu.nrHi rpoAyrcru
L2.I. Hecmepuruui npodyrcmu (eupo6uuvi onepaqii' dnn
HacmynHux nixapcaxux 6opu)
I.2.1.5. Piannu Ans :osHirrrHboro 3acrocyBaHHrr

I .2.1 .6. Pirurnu AJrf, Blryrpiusroro 3acrocyBaHHt
1.2.1.8. IHrui reepai nircapcuxi Soprr,ru (nopourxu, s6opr,r)

I.2.l.ll. M'sri (y rorr,ry.Iucri nixapcuxi 3aco6n, rxi uicrnrr
cylr$aHinarrriau)
1.2.1.13. Ta6nerxa (y roMy qrEcli nixapcrxi 3aco6u, rKi
u icrarr cynrdaninarvr ian)
1.4. IHrri npoAyrcrrr a6o snpo6Hnqa .qis.nuuicrr
L4.1. Bupo6uu4meo:

I .4 . | .l . flpo.ryxrl4 3 pocnt{HHoi c rrpoBr,rHr4

1.6. flponeleHHfl nunpo6yaaHb B paMrcax KoHTpoJtK)
qrocri
1.6.1. Mircpo6 orori.rHi: creprurHicru
1.6.2. Mixpo6 ororiqui: rvrixpo6ionori.rHa qr,rcrora

| .6.3. (Disrrni/xiMi.rHi

2. BI{POEHI{qI OIIEPAIIII - AKTI,IBHI
OAPMAIIEBTLIqHI IHIPENI€HTI,I
2.2, OrpuMa HHq a KTrr B H o r-o Q a p vr a ueBTu q Ho t-o

iHrpelienra 3 flpupo.qHux A)rcepeJl

2.2.1. OrpuuaHru peqoBHHH 3 pocnuH

2.5. CryueHi raraluHoi o6po6ru
2.5.1 CryueHi Qi:rvHoI o6po6xr,r (erccrparyBaHHfl ra
nnnaproraHm)
2.5.2. flepnuuHe naKyBaHHr (saxynoproBaHHr / repnaerusauir
aKTr4BHoro QaprvraqenrnqHoro iHrpe.qienra rraKyBanbHltM
uarepialorvl, sxuit 3HaxoAr,rrbcf, B rrprMoMy roHraxri 3

pe.IonI,IHoro)

2.5.3. BropuriHe raKyBaHHr (posrr,tirueHH.a repuerruuol
[epBr.rHHoi ynaronrfi BcepeA[,rHi gosHiutHbofo naKyBanbHofo
varepizury a6o roureftuepa. I-[e raroN BKJtoqa€ e ce6e 6yar-
tKe MapKyBaHHr rr,rarepiany Anfl iAeHruoiraUii a6o
rrpocrexysanocri (nylaepauir cepii) aKrr.rBHoro

$aprraauenrr,HHoro iHrpe.qieHra)

2.6. flponeAeHHfl nr,rnpo6yeaHb B paMr(ax KoHTpoJrro
qrcocri

2.6.1 . Oisr.rHi/xirvr i.rHi eranpo6ysaHHt
2.6.2. Mixpo6ionoriqHi nraupo6ynaHHr (nnurcuarcun
nnupo6ynaHHrr crepnnruocri)

Part2
Human Medicinal Products
1. IVIANUFACTURING OPERATIONS - MEDICINAL
PRODUCTS
l.l. Sterile products
LL2. Terminally sterilised (processing operations for the

fo I I ow i n g dos o ge for ms)

1.1.2,3. Small volume liquids
1.2. Non-sterile products
L2.1. Non-sterile products (processing operations for the
followinx dos age forms)
1 .2.1 .5. Liquids for external use

1.2.1.6. Liquids for internal use

L2.1.8. Other solid dosage forms (powders, herbal mixes)
1.2.1.

sulfan
l. Semi-solids (including medicines containing
lam ides)

|.2.t.
sulfan

3. Tablets (including medicines containing
lamides)

1.4. Other products or processine activity
L4.1. Mqnufacture of:
l.4.l.l . Herbal products

1.6. Quality control testing

1.6.1. Microbiolog cal: sterilitv
1.6.2. Microbiolog cal: non-sterilitv
I .6.3. Chemical/Phvsical
2. MANUFACTURING OPERATIONS - ACTIVE
SUBSTANCES
2.2. Extraction of Active Substance from Natural
Sources

2.2.1. Extraction of substance from plant source

2.5. General Finishing Steps
2.5.L Phlsical processing steps (extraction and evaporation)

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. 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
used for identification or traceability (lot numbering) of the
active substance)

2.6. Quality Control Testing

2.6.1. Physical / Chemical testine
2.6.2. Microbiological testing (excluding sterility testing)

c

Ter. : 38(044) 422-55-7 7

Oaxc: 38(044) 422-55-77

mailto: dls@dls.eov.ua

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

M.n. signalure o[the Executive officer (scc left)

State Service of Ukraine on Medicines and Drugs Control

Address: 120-A, Peremohy avenue, Kyiv- | 15, Ukraine, 03 | l 5
Phone: +3 8(044) 422-55-77
Fax : +3 8(0 44) 422-55 -7 7

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