NEPKABHA CJYXKFBA 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMH y m. KHEBI

npos. Haaii Ceitananof, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €JIPIIOY 37079055

BHUCHOBOK ‘
PO AKICTH BBE3eHOro B YKpainy JiKapcbKoro 3a¢c00y

13.05.2024 ‘ - Ne 25108/24/26

T'O®EH 400

(HaliMesyauns rikapeskoro 3ucoGy srigno 3 peccTPAUiHHIM HoCBINUEHIM)
kancyan m’ski o 400 mr; no 10 xancyny 6aicrepi; no 1 6aicrepy y KapToHHOMY KOMBEpTi;
110 6 KAPTOMHHUX KOHBCPTIB Y KapTOHHiH yHaKkoBui

((lopma BHIYCKY, /O3y a4, BIIL NBKYBAKHS JiKapCLKOro 3acoGy)
Homep peccrpanisinoro nocsinuenna UA/] 3624/01/02 crpox uii peecTpauiftinoro nocsitueHus HeoGMexeHUH
Cepis nixapesxoro sacofy Ne 24B18A1 KinbkicTs 8BE3€HOrO Jiikapcbkoro 3acoby 16411

Bupobuux Mera Jaiidcaitencis [abaix Kommani Jlimiten, Tainany
(ualineryBaiis BUpoGiMKa NiKAPCHKOTO 33c0By, KpaiHa NOXOMKCHH)

BaeseHo B YkpaiHy ToBapHETBO 3 00MEKEHOK0 BiANOBIAAILHICTIO "Mera Jlaiidcatiencis",
© inenT. xon: 39405050

(naiivenysanns va kol sa €JIPIIOY opuayunoi ocobu aGo npisawe, iM's, mo Barnxosi dizunol
ocalu - nimpuemi, 1 MICUE NPOXUBIHHS T3 pecctpauiifunit nomep 061ikoBOT KAPTKHM MIATIHKA
nogarkis abo cepin Ta HOMEP NAcNopTa)

TpoToKos BizyaAbHOTG KOHTPOSIO Bil 27.03.2024 Nz 1600/2.
JlaGopaTopHuil aHali3 AKOCTi NiKAPCHKOTo 3acoBy suificneinii:

JlaGopaTopist 3 KOHTPOJIIO AKOCTI nikapeskux 3acobis TOB "NOBPOBY T-JIKUJIAB" (M. Kuis,
pyn. Hosropoa-Cisepcbka, 6y1.3, HOXUTIOBI NPUMiLIEHHS 92)

(naiiMeHyBEHRA TA MICUE3HAXOIDKEHHA naBoparopii, ulo nposcia saGopatopHKii aHanis AKoCr)

BHCHOBOK LLIOJO AKOCT JIIKAPCHKOFo 3ac06y, Buaannii iabopatopicio BiA 13.05.2024 Ne 502-24
PeayabTaTh 1a6OpaTOPHOrO ananisy AKOCTI stikapcskoro 3acofy 3a nepeBipeHHMU TOKa3HUKAMH pianosizawrs
BHMOTaM METONIB KOHTPOJIO AKOCTI (aHaniTHIHO-HOPMATHBHOL nokymeHTauii).

3a  pesyALTATAMH  JIEPKABHOIO  KOHTPOMIQ pCTAaHOMIEHD, WO JikapPhkuit  3acib  BpeseHO B Yipainy 3

JAOTPHUMAHHAM BUMOIM3AKOHONABCTEE mono 3abeaneuenHs AKoCTi JTkapChKux 3acobis.
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Mera Naiidcaiencis Mabnik Komnaxi NimiTen,

agpeca: 3asog Ne1 384, Moo 4, Coj 6, benrny IHgacrpusn lereitr, Narrana 3 Payn, ©
_ Mnyr,CaMyTnpaxapHa 0280, Tainaup YA, Opaerca,
CEPTUDIKAT SIKOCTY CERTIFICATE OF QUALITY
FModen, kancynu m’siki no 400 mr Ne 60 5 Bnicrepax (10x1x6),no 10 kancyn
B Gnicrepi, no 1 6ricrepy 8 KapTOHHOMY KOHBEpTI, No 6 KapTdHme KOHBEPTIB B KapTOHHIA Kopobuyj 3
MapkyBaHHAM ykpaiHCokolo Mosow. /Gofen, soft capsules 400 mg Ne60 (10x1x6) in blisters - 10

capsules in blister, 1 blister in cardboard envelope, 6icardboard envelopes in cardboard box with
labeling in Ukrainian. ’

KoxHa karcyna mictuTs: !fiynpocbeu 400 wmr/ each capsule contains: 400 mg of Ibuprofen

Ne cepii /Batch No: 24B18A1 Kinekicts 8 cepii(ynakoskv) /Batch size {packs): 16411
Hara surotosnenns / Mfg: 18/02/2024 Tepmix npupatrocti / Exp: 17/02/2026
KoHTpornbHuiA Homep /Control No: 24-0330 - Ne niyensii / License No: J 1/2528:

Peecrpauiiine nocaiguents ns/RC of drug: NeUA/13624/01/02
Ne GMP-PIC/S ceprudikata / GMP-PIC/S certificate No: 1-2-07-17-19-00009

TTIOKASHUKH SIKOCTI/ | - BUMOI CNELIMOIKALLT / PE3YNBTAT/
© QUALITY ITEMS : ~ SPECIFICATION REQUIREMENT , - RESULT
1. Onuc/ flosracTi kancynn m'axi 3 nposopoto obonoxkolo, Bianosigae /
Description HATYPanLHOro KONbopy, BMIiCT Kancyn" - Compiles

nposopa, Oesbapeua, WMacnsaHKCTa  piaVHA.
Oblong capsules with transparent soft shell natural
color, the contents of the capsule - ¢lear, colorless,
oily liquid, ’

. Binnosinae /
Sremrei Yac  yTpuMyBaHHA _ OCHOBHOTG  nika  Ha /
!zé;gggmg{ulcamn xpomamrpam’f BURPOGYBAHOTO po3uMiy mae <omplies
ldentification BIANOBIAATM  4Yacy YTPUMYBAHHA OCHOBHOIO
Ibuprofen nika Ha Xpomarorpami CTaHHapTHOrO PO3YMHY,
OTPUMAHKX B XOAi KiNIbKICHOTO BU3HAYGHHS.

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

OcuxoBHa nnsiMa Ha XpoMarorpami B‘A“O?‘ﬂae /
ACCIAXYBAHOrO PO34YMHY Mac signoigatu sal Complies
CTAHOBWIEM, 3a0apBNeHHAM | pO3MIpOM
OCHOBHOTO nami Ha xpomarorpami
CTaHOapTHOro posunny/ The principal spot in the
chromatogram of the test solution must correspond
in position, color and size of the main spot to the
chromatogram of the standard solution.
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He meHwe 75,0 % (Q) sig sasBneHol KINLKOGT]

Related substances:

~ NMT 0,25%:+
WoMikn J ~ ue 6inbme 0,25 %, + Substances J

- NMT 0,25%:+

Homiwku D : npu BUMYCKY - He Binbiue 0,30 % o
Substances D - NMT 0,30%;

IkausinyansHol HeigeHTudikyiouol nomimku-
He Ginbe 0,20 %; +/ NMT 0,5% ind. Non-iden,
impurity — NMT 0,20%; -+

Cyma [lomimok -~ ve Binbiwe 0,70 % / Totally
related substances — NMT 0,70%

3. Posunnenus / Bignosigae / ]
Dissolution 32 45 x8. / NMT 75,0% (Q) of labeled amount in Complies
45 min
4. CynyTHi Jomiuky / [lomiwkm C — He Ginbwe 0,25 %; + / Substances | BIARCBIEa/ComMpIEs

Biancsinae/Complies

Bianosinae/Complies

Bignosigae/Complies

Bignosinae/Complies

8. KinuicHe BuanaveHus /
Assay

Bia 380,0 mr 10 420,0 mr ibynpodiena & Kaneyni
(95,0-105,0% Big 3asBrenol KinbkocTi) /

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

398,0 mr/ kancyny
mg/capsule

6. OpHopinHicTy
AOI0BAHUX OOUHMLL |
Uniformity of Dosage
Units

MoeuHHa BignosigaTu BuMoram /
To comply requirements j

Binnosigae /
Complies

7. Migkpobionoriuna
uucToral Microbiological
purity

B1r npenapata HONYCKACTLCA

He 61nb1§1e 107 Gakrepiit u 10° rpybia. /
NMT 10° of bacteria and NMT 10° fungi are
accepted in 1 g of formulation.

He ponycractees: Escherichia  coli 8 1r
npenapara /Not acceptedi Escherichia coli in 1g of
formulation, :

baxrepin/ Bacteria:

<10° KOEir {CFU/g)
Mpugis [ Fungi:

<10" KOE/M(CFU/g)

Biacyris 1r
npenapara / Absent/y

Hara sugavi ceprupuxara / Certificate is issued on: 08/03/2024

Hageneda sulge impopMauiﬂ € AOCTOBIPHON i TOYHUIW. uk}“ cepir
(BIIIIOYAIONYN YNIAKOBKY | MapKyBaHHA) | NPOBENEHO KOHTPONL 1i siKooTi

Uum s nigreepamyro, wo
npoayxuil Syno supobneno

Ha BUWe3ragasoMy sapogi gianosi
npenapar ang BocnifkyBaHoro

aHanisis Bynu posrnsinyri | BCTaHoBReHo BianorigricTs GMP/ ‘ .
By this | certify, that the mentioned above information is reliable and correct. This batch of product has

been manufactured (including packaging and labeling) and g b
with the specification from the registration dossier of the ing;sﬁ'
packaging and analyzes were reviewed and the GMP com

mentioned site in accordance
Protocols. of manufacture,
established.

OupekTop 3 konrpomo akocti / QC Director ;4}:»«
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uality control of it is done on

AHO no crienudikauil, WO MICTUTBLCH B peccTpauitHoMy NoCke Ha
nikapcoKoro 3acoBy. [POTOKONM BMUPOBHULTBA, YIAKoBKN Ta

the above
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