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BHCHOBOK

Npo AKiCTL BBe3eHOro B YKpaiHy JikapchbKoro 3acoby

11.01.2023 Ne 858/23/26

T'"O®EH 400
(naliMeHyBaHHs Jikapchkoro 3aco6y 3rilHo 3 peecTpauifiHMM OCBi T4EHHAM)
kancyau M’saxi no 400 mr no 10 xancya y 6uicrepi; no 1 Gaicrepy y kaproHHOMy KOHBEpTi; 1o
6 xapTOHHHX KOHBEPTIB Y KAPTOHNHIH ynakoBii

(dopma BUIyCKy, 103YBaHHS, BUA NTaKyBaHH: NTiKapcLKOro 3acoGy)
Homep peectpauitinoro noceinuenns UA/13624/01/02 crpox aii peectpauiitHoro nocsifdesss HeOOMeKeHHI
Cepis nikapcekoro 3aco6y e 2H21A1 KinskicTs BBe3eHOro nikapcexoro 3acoby 16383

Bupo6Huk Mera Jlaiidcaiiencis ITa6aix Komnani Jlimiten, Tainauz

(HaiiMeHyBaHHs BUPOGHUKa Aikapcekoro 3acoly, kpaiHa MOXOMKEHHA)

Bseseno B Vkpainy ToBapucTBo 3 06MexeHOI0 BinnoBixaabnicTio ""Mera Jlaiidcaiiencis",
inenT. kox: 39405050

(HaliMeHyBaHHA Ta koA 3a €JIPTIOY 1opuanuHoi ocobu aGo npissuiue, iM's, no GaTbkoBi QiznuHoi
ocobu - nixnpuemus, ii Micle NpoXnBaHHA Ta peecTpalliiiuii Homep 06nikoBol KapTKH MIaTHUKA
nozaarkis aGo cepis Ta Homep nacnopra)

JlaGopaTopHuit aHati3 AKOCTi JliKapcbKOro 3acoly 3ailicHeHuit:

TOB "TexHona6" (M.JIbBiB, Byn1. Jlanuima Anocrona, 2)

(HaliMeHyBaHHs Ta MicLe3HaxomkeHHs n1aGopaTopii, 1o nposena nabopaTopHuit aHali3 SKOCTi)

BHCHOBOK LIIO/I0 AKOCTi JTikapchKoro 3acoly, Buaanmit naGoparopieto sin 11.01.2023 Ne 0046

PesynbraTi 1a60paTOpHOTO aHANi3y AKOCTI JikapchKoro 3acoby 3a nepeBipeHMMH Noka3HHkaMu BiANIOBiIa0TL
BUMOTaM METO/IIB KOHTPOIIO AKOCTi (aHANITHYHO-HOPMATHBHOI JOKYMEHTALLiT).

3a pesynsTaTaMH [€PKABHOTO KOHTPONIO BCTAHOBNEHO, IO Jikapchkuii 3aci6 BBeseno B VYkpaiwy 3

AOTPHMAaHHSM_auMOr 3aK0OHOaBCTBA OO 3a6e3NeueHHs AKOCTI JTiKapchKHX 3acobiB.

—

Muxkona XOJIOAEHKO

(niamnuc) (iniuiauu Ta npissHiLE)




MEGA \Wecare

Mera JlaitdpcaiieHcia Mabnik KomnaHi JlimiTen,

appeca: 3asop Ne1 384, Moo 4, Coi 6, Benrny IHgacTpuan Icteiit, MaTtrana 3 Paya, ®paexca,
MyiHr,CamyTnpakapH 10280, TainaHg
CEPTU®IKAT AKOCTI/ CERTIFICATE OF QUALITY
Fodhen, kancynu m’siki no 400 mr Ne 60 B Gnictepax (10x1x6),no 10 kancyn
B GnicTepi, no 1 Gnictepy B KapTOHHOMY KOHBEPTI, No 6 KapTOHHUX KOHBEPTIB B KapTOHHiIW kopobui 3
MapkyBaHHAM ykpaiHcbkoto moBoto. /Gofen, soft capsules 400 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: I6ynpoceH 400 mr/ each capsule contains: 400 mg of Ibuprofen

Ne cepii /Batch No: 2H21A1 KinbkicTb B cepii(ynakoskw) /Batch size (packs): 16383
Hata uroroenexHs / Mfg: 21/08/2022 TepMiH npuaatHocTi / Exp: 20/08/2024
KoHTponibHuit Homep /Control No: 22-1837  Ne niuensii / License No: J 1/2528;

PeecrpauiitHe nocsigyeHHs n3/RC of drug: NeUA/13624/01/02

Ne GMP-PIC/S ceprudbikata / GMP-PIC/S certificate No: 1-2-07-17-19-00009

NNOKA3HHWUKU SIKOCTI/ BUMOIU CNELINDIKALLT / PE3YNbTAT/
QUALITY ITEMS SPECIFICATION REQUIREMENT RESIJLT
1. Onuc/ floBracTi kancynu m'siki 3 nposopoto o6onoHkoto| Bianosiaae /
Description HaTypanbLHOro KonbLopy, BMICT Kancynu - Complies

npo3opa, 6e3bapBHa, MacnNAHKCTA piauHa./
Oblong capsules with transparent soft shell natural
color, the contents of the capsule - clear, colorless,

oily liquid.
X Bianosinae /
A Yac yTpMMyBaHHA OCHOBHOrO Nika Ha :
Izéylﬁeg'rug:'n;aum x?omatorpaui BMNPOGYBaHOrO PO34YMHY MaE Complies
Iderl:ti cation BlANOBIiAaTH Yacy YTPUMYBaHHA OCHOBHOTO

Nika Ha xpoMaTorpaMi CTaHAaPTHOTO PO34YMHY,
OTPUMaHUX B XOAI KiNbKICHOro BU3HaYeHHA.
The retention time of the main peak in the
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.

Ibuprofen

OcHOBHa NnsiMa Ha XxpoMaTorpami Bianosinae /
AOCNiAXYBaHOrO PO34YMHY Mac BianoBigaTu 3a | Complies
CTaHoBuLUeM, 3a6apBneHHAM | po3mipom
OCHOBHOrO NNAMI Ha xpomarorpami )
C‘I’aHAaPTHOI'O po34uHy/ The principal spot in the
chromatogram of the test solution must corresgond
in position, color and size of the main spot to the
chromatogram of the standard solution.
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MEGA Wecare

Dissolution

He menwe 75,0 % (Q) Bia 3anBnenol kinbkocTi | Bignosigac /
3a 45 x8. / NMT 75,0% (Q) of labeled amount in | Complies
45 min

4. CynyTHi lomiwkm /
Related substances:

Homiwku C — He Ginblue 0,25 %; + / Substances C| Bianosigae/Complies
— NMT 0,25%;+

\Nomiwku J — He Ginbwe 0,25 %; +/ Substances J | Bignosigae/Complies
— NMT 0,25%;+
Bianosinae/Complies
i}.‘louiumu D : npu Bunycky - He Ginblue 0,30 % ; /
Substances D — NMT 0,30%;

InauBinyanbHol HeinenTudikylouoi pomimku- | BiAnosiaae/Complies
He Ginble 0,20 %; + / NMT 0,5% ind. Non-iden.
impurity — NMT 0,20%; +

Binnosigae/Complies
Cyma [lomiwok - He Ginbwe 0,70 % / Totally
related substances — NMT 0,70%

5. KinbkicHe Bu3HayeHHs /
Assay

Bin 380,0 mr no 420,0 mr iGynpodena B kancyni 410,6 mr/ kancyny
(95,0-105,0% Bin 3asBneHol KinbkocTi) / mg/capsule

from 380,0 mg till 420,0 mg of ibuprofen in capsule
(95,0-105,0% of labeled quantity)

6. OgHopigHicTe

Yucrotal/ Microbiological
purity

030BaHWUX OAUHUL / MosuxHa BignoBigaTn BuMoram / Bignosigae /
niformity ofADosage To comply requirements Complies
Units
B 1 r npenapara aonyckaerpbea ba in/ Bacteria:
He 6inblye 18?6ak'rep|¥71 " 10Prp|56ia. / <1(K55(,-3 ﬁOE/r (CFU/g)
. ; ; NMT 10° of bacteria and NMT 10 fungi are pubie / Fungi:
7. MikpoGionoriuxa laccepted in 1 g of formulation. <10% KOE/M(CFU/g)

He ponyckaetbes: Escherichia colis 1r . :

] - . BiacytHie 1r
npenapara /Not accepted: Escherichia coli in 1g of npenapara / Absent/g
formulation.

Dara Bugaui

Uum s nigrBepmxylo, wo
npoaykuii 6yno Bupobneno

ceptudukara / Certificate is issued on: 12/10/2022

HasepfeHa Buuwe iHdopmauis € AocToBIpHOO i ToyHolo. Lo cepiio
(BKIIO4aAlOYM YNaKOBKY i MapKyBaHHS) i NPOBeACGHO KOHTPONDL Ti AKOCTI

Ha BULWe3ragaHomy 3aeoai BianosiaHo A0 cneuudikauil, WO MiICTUTLCA B peccTpauifHOMy AOCLE Ha
npenapar Aana pAocnigkyBaHoro nikapcbkoro 3acoby. lMporokonu BUPOGHULTBA, YNakoBKM Ta

aHanisis 6ynu posrnsHyTi i BcTaHOBNEHO BignosigHicTs GMP/
By this | certify, that the mentioned above information is reliable and correct. This batch.e
been manufactured (including packaging and labeling) and quality control of it is dop®

mentioned site in accordance

Protocols of manufacture, packaging and analyzes were reviewed and the GMP cg

established.

AupekTop 3 KOHTPONIO AKO

with the specification from the registration dossier of the/i

cTi/ QC Director/[é} CHexan MexTaf
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