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CERTIFICATE OF ANALYSIS / CEPTHOMKAT AHANMIA N~y
! Reckit_t .
' Benckiser
PRODUCT/NIPOJYKT NUROFEN® Forte coated tablets, ibuprofen, | CERTIFICATE OF
400 mg, Ne12 / ANALYSIS /
HYPOGEN® dopre, 1a6netky, noxpsitsie | CEPTHOHKAT
oGoaoxoli, nGynpoden 400 mr, Na 12 AHAJTK3A
ACTIVE ibuprofen 400 mp SKU 3115100
INGREDIENT/AKTHBEOE w400
BELECTEO #Bynpodien 400 mr
BATCH/ CEPHSA LD564 DATE OF MANUFACTURING/ 03 2021
JIATA TIPOM3BOACTBA
QUANTITY, CASES / 826 CA EXPIRY DATE/! 032024
KOJIHUECTBO, KOPOBA* JATA OKOHYAHHS CPOXA
IFOIZHOCTH
NORB[MTJWE DOCUMENT ITNO16033/01-020408 with variations 1-9, approved 2019-10-16
:E‘s On T NO16033/01-020408 ¢ yase, 1-9, yrs, 2019-10-16
APl MANUFACTURERS/ BASF Corporation, Higaway 77 South 78343 Bishop, Texas. USA
“c,”,gg?.“"'““m“ or Shasun Pharmaceuticals Ltd. Shasun Road Feriyakalapet IND-605 014, Puducherry, Indin
TEST SPECIFICATION RESULT
TECT COEIHOHKAIIHA PEIYJLTAT
A o/ Round biconvex tablets with white sugar coating with red lics/
EpsReRsyiC print Nurofen 400 on the one side. / Kpyrame CoCamp e
ABORKOBLINYKABIE TAGNETIH, NOKPLITEE caxapHoli ofoiouxolt BTREIETLYOT
Genoro uaeTu ¢ wadneyatkolt xpocioro noeta Nurofen 400 1a
oznof eropone Talnerkis.
Tdentity/Topmninocrs
= Ibuproten/ The main peak retention ime in the chromatogram obtsined Complies/
iGynpoden with the sample solution should correspond 10 the retention Cooreercrayer
time of ibuprofen peak in the chromatogram obtained with the
standard solution. / Bpeaa yAepuatsansn 0cHORROTO MHKA Ha
XPOMOTEIPAMME HEMLITYEMOro PRSTROPA JOIDKHO
COOTBETCIROBATE BPEMCHH YACPHHBaRHA HOynpodena wa
XPOMATOTPIMME CTANISPTHOIO PACTROPA,
- Titanium dioxide/ Orange-yellow colour/ Complies/
THTARA ANOKERA Ofpasycres KenTo-0paiDveB0e OKPAIHBAILG Coetsercrayer
- Iron oxide/ Blue coloration / Complies/
Heqesn ORena OGpasyercs ronyGoe oxpawneanye Coornercmmyer
Ibuprofen content / from 380 to 420 mg/tablet (400 mg + 5%) / 400.4 mg/tablet
KomiieeTBernoe onpefencimne ot 380 no 420 mriTub (400 mr £ 5 %) 400,4 mr/mb
ubynpodiena
Disintegration / Not more than 30 minutes / Complies/
Pacnaacatocrs He Bosee 30 Musyr Coorsercruyer
Dissolution/ Not less than 80% (Q) in 60 minutes/ Complies/
Pacrsopenie He menee 80% (Q) uepea 60 mun Coorsererayer
Average mass/ From 772.2 10 943.8 (858 ing % 10%)/ B8 mg
Cpeanan piacea Qt 772,2 no 943,8 (858 Mr = 10 %) 858 mr
Uniformity of mass/ 18 of'20 tablets ~ not exceeding * 10%, Complies/
2 0f 20 tablets - not excecding & 20% Cooracterayer

Oasloporuocts no macee

18/20 Ta6netox ~ He Gonee + 10%;
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NPERYNPEAHTEALNOI MADKHPODKON®, MemaynapaHos
He[aTeNTORANNOE HAHMEHOBAHHE H AOIHPORKY,
JEKAPCTACHIYIO GOPAY, JIOTOTH QM PME-TIPOHZRO TR
(vpacikka -+ TCKCT Ha RRMAMFCKOM A3BIKE), HOMED CEPHY, JaTY
CXOFMAHHA CPOKA FOXHOCTH, Tpatirieckue anemMeiTs Xraalina
YNAKOBKK, BOIMOKHOE HATHYIE BHYTPHIPOHIBOACTECHHEIX
¥ogos,

Ha stopu4iioli ynaxose (iaptokuas natuka) Ha pYCCKOM
A3klKe YKa3BIDAKT 'ﬂJI‘II‘Dl!G! HAUMEHOBRAHKE npenapaTac
npeaynpeanTenstoil Mapiiponkoit ® (ny6nupyercs Ha
BHIHACKOM A3BIKC € NPS/yBpeAuTens Ok MapiHponkolt @),
MEKIYHAPOAHOE HENATEHTOBAHUOE HIIIMEHORAMNME 1
RoIHpanKy (RyGnipycTes Ha aHrMHACKOM A3bIKE),
JISKAPCTRIMEYI0 DDPMY ¢ YKAIAICM KomitecTaa TabiaeTox
yrnakoBke, cactan (HAIBRAIAC ¥ COACpiKanme AelicTRYIOMErD
BCLICCTBE B OHO TalneTie | Mepeqels SCIOMOraTeNBRER
BEMECTR), CONEPIKARME CAXAPOILL B MI 1 OFHON Tabnerxe,
noxpaIToil 0501040, NOKAIAHMR X DPHMEHEHID:
«[TOKA3AHMSA K ITPUMEHEHNIO:

. Tononmex Gome  « Bonw B cnutxe
L Mnrpeut « Mrueynsie Gonx

. JyGuax 6o . Penmaruaccxise Gomm
1 Gonw B eyeranax
. Boneanennsie mencrpyauss
Jluxopanouxoe COCTOANME 1IPs) rPUANE |
HPOCTYAILIX 2060nenaHAX
. Hespuwirun
cnocod mpuMenelus!

«CIIOCOB ITPHMEHEHS;

Ln# npuena BRYTps, Tawssentas ¢ nossngenod
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TEST SPECIFICATION RESULT ‘J
TECT COENUDUKAIMA PE3YJIBTAT
2/20 TaGnerox — ne Gomee & 20%
Related impuritics/
Hoctopontitite mptimecs o
BTS 40655 ot more than 0.3% / ye Gonee 0,3 % <0,05 %
BTS 47711 notmore than 0.2% / se Goace 0,2 % <0,05 %
Individual unspecified impurity/ not more than 0.2% / e Gomee 0,2 % 0,00%
Eppeusunas uennenTHdRunponansas
TpHMECT )
Total impurities / cysma nprmeceit notmore than 0.7% / xe Gonee 0,7 % <0,05 %
Microbiological examination/
MuxpoGitonornueckan uncrora:
Total acrobie bacterial/ NMT 10°3 CFU/g
Konnueerno aspodunix Gakrepuit He Gonce 1043 KOE/r )
Total Fungal/ NMT 10%2 CFU/g Complies /
Coorsercrayer
Koawreerso rpuGon He Gonee 1072 KOE/r
Escherichila coli Abscntin | g/
Oteyrerane s ) 1
Packaging/ 12 tablets in a blister of PYC/PVDC/aluminium,
Ynuxooxs 1 blister (12 tablets in coch) is placed into a carton along with Complies /
4 patient information leaflet. / Tlo 12 raGnerox n Gnycrep u3 CootneTcrayer
TIBX/TIBAX Al
Ta 1 Bancrepy (no 12 1afacrox) novenaor » kapTonwyo
Ta'Ky BMECTE C HHCTPYKUHCIL 0 NPHMEHER IO
Labelllng/sapsiponsca Ha nepnianofi ynaxoske (6aucrep) Ha pyceroM agume Complies /
YK23BIBRIOT! TOPTOBOE HAHMEHOBAHILE IPLNapaTa ¢ Cocteercrayer
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TEST . SPECIFICATION RESULT
TECT L COENHOHKAIIHS PEBYIILTAT

HYBCTBHTCALROCTHIO wmenynwa PEROMengyercs TIPHHHMATL
NPENGPAT 80 Bpemd eabl. TOALKO A% KPATKOBPEMEIHOTD
fpkyeHenns, Buarensuo nposTite nerpyrinno nepea
npisMencHKeM npenapata. Bapocnnim u neTam crapie 12 ner
BUYTRL o 1 1abaeTxe (400 mr) o 3 pus v eyt TabneTky
CACNYST JAMKHBAT BOAOH, HHTepnan Memay npuesom
TabACTOK ACILAEH COCTARMATE e Meliee 6 uacos.
MIKCEMATLHAR CYTOYHAR N03a cocTarnger 1200 mr (3
1abnersaz), Mercumansian cytounas nosa ans zerelt or 12 RO
18 net cocrannger 800 Mr (2 Tabnetkw), Ecnn npy npHeMe
npenapata & Teyeiise 23 nrcit cHMATOME! COXPAILTROTCA 1
YCHAHDRI0TCA, HeoBX0AMMO MpexpaTHTL Nevernte 1
CBPATITHCA K BPAYY.D, NPCAYNPEANTEILIYIC HANTICH
«XpauiTh B KEROCTYNHOM ANA JeTeil MOSTCD, HANTHCH
«Hypodien® Gopre okassisaer ofcafiomisaontee,
HIPONAHINKNOWEES 1 NPOTHBOBOCHATHTEALHOE AeHCTRHED,
«HATIPABJIEHHOE JEHCTBUE [IPOTHB FOJTU»,
rpaduueckoe naoGpanenie Tabrern ¢ kannuesio
«NUROFEN 400, yenoBia xpancuus, yeaosns OTIyCKa,
HaIBaHHe, afpee ¥ TOraTHN (rpadiika “ TeKCT Ba BHIAKTICKOM
AIBIEC) DUPME-MPOHIBORKTENR 1 GHPMLI-BIATENEUA
PEricTpAUHOHHOND YAOCTOREPRKILA, HOMED CCPHA
(«Cepst/LOTy), aaty waroTosncHus («Harotonneno/DOM»),
RATY OKOH9aHHA epoxa roanocTy («Conen 2o/EXPy), HoMep
DEruCTPaLHORHOTO YIOCTOBEDE HILA, IITPHX~-K0x,
rpadisucekye aneMenTE AN3aliHA YIAKOBKH, BOTIMONKHO
HAMH4YHe BHYTPHTIDOHIBOCTBCHHBIX KOJOB,
HonoasuTensno ua ynakosxy sioer Gurs 11anecena
HHGOPMALIAN JUIR MOHHTOPHHIA ZBIOKCHIA NEKBRCTEEHHLIX
ApenapaTon oT TPOUSBOAKTENA [0 KONEMIOro NoTpediTearNs,

Storage/ Yenosns Do not store abave 25 °C/ Ips Tesnepatype 1te nuinre 25 °C
Ipanensa

Manulacture/ Reckitt Benckiser Healtheare International L1d, Thane Read, Nottingham, NG90 2DB, UK/
IIpomsognrens Pexnrr Bewknaep Xeaciop Hnrepiernin Jiv, Teftie Poyn, Borrinres, NG90 DB,
BeinroGpuramin

Lherzby certify that the above Information is outbentic and accurate. This batch hus been manufactured, including packaging, labelling
and quallty control at the above mentfoned stte In full complance with the GMP requirements of the loeal Repulatory authority and
with the specifieations In the Marketing Autherization of the imperting country, The batch processing, packegiog and analysis recards
were reviewed and found to be in compliance with GMP. 1 confirm that fhls batch of mediclnal product conforms with the registered
QC specification of mentloned Normative Document for thie parameters tested. / HacTonupnt g NOOTHEPRAI0, 4T0 HIGOPMANR Bbitte
Beprant i Tounan. Jainas cepin TeRAPCTACHHOIG EPCAAPLTA NPOIDNENEND, NRAIOKAA YNAKOBKY, MAPKIPORKY § KOKTPOZL KaxecTna
HA BHLIey W npoulsoacTs it B neauom coorsereran ¢ GMP TpclopaunAMIt MECTIOND J9KONOASTEALCTDN K
JApErNCTRIPODANNCH B CTPANE NAIMAMLISA enewidueanmeii, 3anuen mo NPOIINOACTRY, YNOKOBKE, KOKTPOAw kawecrsa Germ
nponepeiitl Wa npegmer coornercrunn GMPE, ST noaTacpAdale, 4TQ Aannon cepus CKAPTTBEBHOrY TPeNnpaTA COOTBCTLYDYCT
CREUUPIKAMIM YRAIANUON BRINIR HODNMATHBIOR AOKYMEITAMRI IO NPOBEPENIBIN NOKAIATETI,

Date of release/anTa swinycxn: 14.05.2021, Qualified person/ynoasomoeueitnoe aunor  Mandy T“"}S""”
10:26:56 Qualifled person/ynoanosouentioe aruo:  NALELE Stylianou

DocuSigned by:
natala Stylianou
D Signer Name: natala Styllancu
Signing Reason; | approve this document
Signing Time: 21-May-2021 | 12:42 BST

Date of CoA Issue !f differcnt from date B2FACIEBB4B049BDAABTBED252010H
of release/nara mognuconun

CepTRGHMKATI, CCAH OTANYNOCICK OT

sy 21-may-2021 | 12:42 BST

* 14 the *Quantity” cell the unit of measureracat is cases. 1 case containg |44 consumer units/

B rpage wKuaneerson anmiiuell Haseperitn REaaroTes kopoba, B OHOM %opubs HAXOINTCA 144 NOTEbHTCILLRIK YIZKODKH,
Possible abbreviations/s rpatbe pesynbTaTst MOryT GMTh NCACASIOBAL CCAYIOUME 0f0IMANEHILA;

ND = not detected = e npspena ofxapyxesma

NQ = not quantified = e peaena KOJUIMECTECHHOIO ONpeateya

NA = not applicable = ke npunennsio




