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- Mera Jlaiidcaitencis [Ta6aik Komuani Jlimiten,

ajpeca: 3asop Ne1 384,. Moo 4, Coi 6, HeHrny .fH,D,aCT nan lctewT, MNatTaka 3 Paya, $paekca,

Myinr,CamyTtnpakapr 10280, Tainang

CEPTHOTKAT AKOCTI/ CERTIFICATE OF QUALITY

I"ocbeH,'KancyQu M’siki Mo 200 mr Ne 60 s Gnicrepax (10x1x6),no 10 kancyn

"B BnicTepi, no 1 BriicTepy B KAPTOHHOMY KOHBEPTI, NO 6 KAPTOHHIX KOHBEPTIB B KAPTOHHIN KopoBLj 3

MapKysaHHsiM yrpaincekoio Mosolo. /Gofen, soft capsules 200 mg Ne60 (10x1x6) in blisters - 10

capsules in blister, 1 blister in cardboard envelope, 6 cardboard envelopes in cardboard box with

labeling in Ukrainian.

KoxHa kancyna mictuts: 16ynpocer 200 mr/ each capsule contains: 200 mg of Ibuprofen

Ne cepii /Batch No: 0H13G1
Lata suroroBnerHs / Mfgi 13/08/2020
KokTponbHui Homep /Control No: 20-1632

PeecTpaliiiie noceigyenns na/RC of drug: NeUA/13624/01/01
Ne GMP-PIC/S cepTudikata / GMP-PIC/S certificate No: 1-2-07-17-19-00009

Kinekicte B cepii{(ynakosxu) /Batch size {packs): 8168
Tepmin npugatHocTi / Exp: 12/08/2022
Ne niuensii / License No: J 1/2528;

MOKA3HUKH SAKOCTI/ |
QUALITY.ITEMS .

'BUMOTU CNELMOUKALYT/
SPECIFICATION REQUIREMENT

PE3YNLTAT/
RESULT

1. Onwuc/
Description

JloBracTi kancynu m'siki 3 npo30poto 0BONOHKOK

npozopa, ©Ge3bapBHa, MacnsHUcTa 1auHa.
Oblon? capsules with transparent soft shell natural
color, the contents of the capsule - clear, colorless,
oily liquid. i

HaTypanbHOro - Konbopy, = BmicT Kancynu - Complies

Bianosinae 7

2, InenTudpikauin
16ynpodbeH / -
ldentification lbuprofen

Yac yTpuMyBaHHsi _OCHOBHOro  mika Ha
Xpomarorpaml BUNpoOYBaHOTO pO3YUHY Mae
BIANOBIAATH  Hacy YTPUMYBAHHA OCHOBHOro
Ka Ha XPOMaTorpami CTaHAapTHOro PO3uuHYy,
OTPUMaHUX B X0Ai KiNbLKICHOrO BM3IHAYEHHS,

chromatogram of the test solution should
correspond to the retention time of the main peak in
the chromatogram of the standard solution,
obtained during the quantification.

The retention time of the main peak in the|

Bignosiaac /
Complies

OcHoBHa nnamMa Ha Xpomarorpami
OOCNiAXKYBaHOTO PO3YMHY Mac BignoBinaTn 3a
CTaHoBUWeEM, 330apBNEHHAM | po3mipom
OCHOBHOI® nnami Ha XpoMaTorpami
CcTaHpapTHoro posunHy/ The principal spot in the
chromatogram of the test solution must correspond
in. position, color and size of the main spot to the

chromatagram- of the standard selution.

Bianosinae 7
Complies

; -
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EGA We care

Uum A ninrsepmkyio,
npoAyKuii Byno BupobneHo
Ha BUWelrafgaHoMy 3asoai BignoBigHo fo cneundhikadlii, wo MicTMTLCH B peecTpaulifHOMy 0OCLE Ha
npenapar  Ans. A0CHiMKYBAHOroNiKapeLKoro 1
aHanizie 6ynu poarnanyTi | BCTaHOBNEHO BianosigHicTe GMP/

By this | certify, that the mentioned a

3. Po3yuHeHHs
Dissolution

He meHwe 75,0 % (Q) Bin 3asBneHol KineKoGTI
3a 45 x8. / NMT 75,0% (Q) of labeled amount in
45 min

Bignoeigae /
Complies

L

4, CynyTHi [oMiwkn /
Related substances:

Momiwku C — He Bonee 0,25 %; + / Substunces C
— NMT 0,25%;+

HoMmiwkn J — He Bonee 0,25 %; +/ Subsiunces J —
NMT 0,25%;+

,El,omiuiku D : Ha Bhinycke— He Bonee 0,30 % : /
Substunces D — NMT 0,30%:

IHAWBIgyanLHOT HelgeHTUdIKYOUOT fOMIWKK-
re Binsle 0,20 %; +/ NMT 0,5% ind. Non-iden. -
inpurity — NMT 0,20%: +

Cy.Ma Homiwok — He Ginslie 0,70 % ! Totally
related substances — NMT 0,70%

Bianoeigae/Complies

Binnoeigae/Complies

Bianosinae/Complies

Bianosigae/Complies

Bi,qnoaigae/an%plies

Big 190,0 mr a0 210,0 mr ibynpodbena B kancyni

192 wmr/ kancyny

Units

. (95,0-105,0% Big 3asiBneHol kinskocTi) / mg/capsule
5. KinbkicHe BM3HaveHHs / ’ ; %
Assay ; from 190,0 mg til! 210,0 mg of ibuprofen in capsule

' (©5,0-105,0% of labeled quantity)
6. OnHopigHicTh . . e .
[AO30BaHMX OAMHUUL | MoBrkHa BignosigaTv BUMoram / Bianosigae /
Uniformity of Dosage To comply requirements Complies

7. MikpoGionoriyna
uucroral Microbiclogical
purity

B1r MPenapaTa AenycKkaeThes

He Binbule 10° Bakrepii u 10° rpybis. /
NMT 107 of bacteria and NMT 10° fungi are
accepted in 1 g of formulation.

He ponyckaethcs: Escherichia coli & 1r
npenapara /Not accepted: Escherichia coli in 1g of
formulation.

Eaxrp 1A/ Bacteria;

<10~ KOE/r {CFU/g)
Mpuiis / Fungi:

<10° KOE/r(CFU/g)

BigcyTtai s 1r
npenaparta / Absent/g

Nata supaui cepTudbukara / Certificate is issued on: 06/ 1/2020

WO HaBeneHa BHlle iHpOPMaLia € AOCTOBIPHOW | TouHOW. Lo cepilo

(BKRFOYaOYKM ynakosxy i MapKyBaHHA) | NPOBEASHO KOHTPONL 1i AKOCTI

(ool

acoBy. [lpoTokonu BUPOGHULITEA,

ynakoBku Ta

bove information is reliable and correct. This batch of product has
been manufactured (including packaging and labeling) and qualily control of it
mentioned site -in accordance with the
Protocols of manufacture, packaging
established .

AupekTop 3 KoHTponio sikocTi / QC Director

is done on the abov

specification from the registration dossier of the investkqaied.d iy
and analyzes were reviewed and the GMP comp,

CHexan MexTtafSt

o@irieg

K NoASaAarS. Pom
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