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CERTIFICATE OF ANALYSIS/ CEPTHOHKAT AHAJIH3A ‘;v
Reckitt
Benckiser
PRODUCT / MPOOYKT NUROFEN coated tablets, ibuprofen, 200 | CERTIFICATE OF
mg, Nel0/ ANALYSIS/
HYPO®EH tabneTkn NokpbiThie CEPTHOHKAT
oBonoukoit, HGynpoden 200 mr, Ne 10 AHAJIH3A
ACTIVE INGREDIENT/ ibuprofen 200 mg SKU 3081244
AKTHBHOE BEWIECTBO wuGynpoden 200 mr
BATCH / CEPHA KH405 DATE OF MANUFACTURING:/ 09 2020
AATA NMPOU3IBOJICTBA
QUANTITY, CASES/ 1754 CA EXPIRY DATE: 09 2023
KOJHYECTBO, TA OKOHYAHUSA CPOKA
KOPOFBA* 'gan“ocrn ¢
NORMATIVE P NOI3012/01-100511 with variations 1-7, approved 2019-11-13
DOCUMENT VERSION  11N013012/01-100511c wam. 1.7, y78. 2019-11-13
HA
APIMANUFACTURERS/  BASF Corporation
NMPOU3BOIHTE.JIH Highway 77 South
CYBCTAHLIHH 78343 Bishop
Texas
USA
&
Solara Active Pharma Sciences (Shasun Pharmaceuticals Limited)
RS No. 33 and 34 Mathur Road
Periakalapet
Pondicherry
605014, India
TEST SPECIFICATION RESULT
TECT CNEUUPHKALMA PE3YJIBTAT
Appearance/Onncanne Round biconvex tablets with whitc or nearly white Complies/
coating with black print Nurofen on the one side. c
Cross-section shows white or nearly white core with k]
white or nearly white coating. / Kpyrase
ABOAKOBBIMYKNBIE TAONETKH, NOKPLITLIE 050N0YKOH
Genoro win mouTH Genoro upera ¢ Haanewarkod
YepHoro useta Nurofen wWa oamod cropowe
Tabnerkn. Ha nonepeunom paspese Tanetkn azpo
Genoro win nouTH Genoro uscra, oGonouka Genoro
HAH NoyTH Genoro usera.
Identity/Tloansunocrs
- Ibuprofen/ The main peak retention time in the chromatogram Complies/
ubynpoden obtained with the sample solution should correspond Cootsercrayer
to the retention time of ibuprofen peak in the
chromatogram obtained with the standard solution. /
BpeMa yaepKHBaHHA OCHOBHOIO NHKa Ha
XPOMATOrpaMMe HCNSITYCMOrO PacTBOPa IO/LKHO
COOTBETCTBOBATH BPEMEHH YACPKHBAHHS
u6ynpodiena Ha xpoMarorpamme crangapTHoro
pactsopa.
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npenapara ¢ npeaynpeanTenskol Mapkupoexoi ®,
MEXIYHaPOAHOE KENATEHTOBAHHOE HAHMEHOBAHHE
 ZI03HPOBKY, NEKAPCTBERHYIO GOPMY, NOTOTHN
¢pupmbt-nponssoaqTena (rpadka + TEKCT Ha
aHrAKICKOM A3bIKe), HOMED CEPHH, ATy OKONUAHHA
CpPOKa roAHOCTH, MPadHYECKHE INEMEHTE! AH3aAHA
YNakKOBKH, BOIMOXKHO HaNHyHe
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- Titanium dioxide/ Orange-yellow colour/ Complies/
THTAHA AHOKCHA O6pasyetca xenmo-opaHkesoe OKpalHBallHe Cooteercrayer
= lron oxide/ Blue coloration / Complies/
KPacHTe b ¥elela OKCH O6pasyetca rony6oe okpalnsanue Cooteercrayer
Ibuprofen content / 190-210 mg/tablet 202.7 mg/tablet
Konuvecrsennoe onpeaenenne 190-210 mr/Tab 202,7 mr/Tab
w6ynpodena
Disintegration / Not more than 30 minutes / Complies/
Pacnagaemocts He Gonee 30 MuHYT Cootsercrayer
Dissolution/ Not less than 80% (Q) in 60 minutes/ Complies/
PacTeopenne He Menee 80% (Q) uepes 60 mun Cootsercreyer
Average mass/ 429 mg £ 10% / 430 mg
Cpeanng macca 429 mr£10% 430 Mr
Uniformity of mass/ 18 of 20 tablets - not exceeding = 10%, Complies/
OnHopoaHocTs no macce 2 of 20 tablets - not exceeding + 20% Coorsercrayer
18/20 Tabnetok — He Gonee £ 10%;
2/20 Tabnetok — He Gonee £ 20%
Related impurities/
Mocroponnue npumecn
BTS 40655 not more than 0.3% / ue Gonee 0,3 % <0,05 %
BTS 47711 not more than 0.2% / ve Gonee 0,2 % <0,05 %
Individual unspecified impurity/ not more than 0.2% / ne Sonee 0,2 % <0,05
Eaunmanan
HEWIEHTHRHUHPOBaIIIIAA NPHMECH
Total impurities / cymma npumeceit not more than 0.7% / ve Gonee 0,7 % <0,05 %
Microbiological examination/
MuxpobHonorieckas YHCTOTa:
Total aerobic bacterial/ NMT 1073 CFU/g
Koanuecrso a3poburix Saxrepnii He Gonee 1073 KOE/r )
Total Fungal/ NMT 10”2 CFU/g Complies /
& Cootsercryer
Konuuecrso rpubos He Gonee 1072 KOE/r
Escherichia coli Absentin 1 g/
Orcyrcreues I r
Packaging/ 10 tablets in a blister (PVC/PVDC/aluminum). |
YiaKosxa blister (10 tablets) is placed into a carton pack along Complies /
with the patient information leaflet. CootBercTBYCT
10 Tabnerok B Gaucrep (MBX/ITBIX/amoMuumii). |
6nucrep (no 10 Tabnerok) BMecTe ¢ HHCTPYKUMERH
0 NPHUMEHCITHIO NOMELMAIOT B KAPTOHHYIO NAYKY.
Labelling/mapkuposka Ha nepeuunoil ynakoske (6nnctep) Ha pycckom Complies /
A3IKe YKa3bIBAKOT: TOPTOBOE HAHMEHOBAHHE CooTsetcTeyeT
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BHYTPHNPOH3IBOACTBEHHBIX KOROB.

Ha BTopHyHOit ynakoBke (kapToHHad Nayka) Ha
PYCCKOM A3bIKE YKa3bIRAKOT: TOProBoe
HaHMEHOBaHHE NPENapaTa ¢ NpeaynpeanTe ibHOR
mapkuposkoi ® (ayBaupycrea Ha aurnulickom
A3bIKE ¢ NpeAyNpeaAnTeNLHOR MapkHposkoi ®),
MEXAYHAPOAHOE HENATEHTOBAHHOE HAUMEIIOBAHHE
H 003HpOBKY (DyOnHpYeTCA Ha aHTAWACKOM A3biKE),
NeKapcTBEHHYIO GOPMY C yKa3zaHHEM KONHYECTBA
TaneToK B YNaKOBKeE, COCTAB {HA3BAHHE H
conepxaHne NefCTBYIOWEro BELLeCTBa 8 OAHOH
TabneTke H NEpeYeHtL BCNOMOraTeNbHbIX BELLECTB),
COMepKaHHe Caxapo3bi B MT B OIHOM TabaeTke,
NOKPLITOH 060/104KOMH, NOKa3aHUA K MPHMEHEHHIO:

«[TOKA3AHHA K NNPUMEHEHHIO:
. lonoenas Gone Hespanrua
. Murpens . Bons 8 cnuue

. 3y6Has 6ons . Msuneynsie
6onu

. BONE3HEHHBIC MCHCTPYaUHH .
Pesmatnrieckne Gonu v Gonn B cycTasax

8 JInxopanouHoe cocTosHWe NPH rpHNNe W
NpOCTYHLIX 3a60NEBAHHAXY

€nocob NpHMEHEHHSA:
«CMOCOB [NPUMEHEHUA:

Jina npuema sHyTpe. IMaunentam ¢ nossuLeHHOH
YYBCTBHTENBHOCTEIO XKENMYIKA PEKOMEHAYETCA
NPHHHMaTS NpenapaT Bo BPEMA elbi.
Toneko ANA KPaTKOBPEMCHHOTO NPHMEHEHHS,
BHuMaTeTLHO NPOHTHTE HHCTPYKUHMIO Nepen
NpHEMOM npenapara.

Bapocasim 1 aetam crapuie 12 net: sHyTps no 1
TaGnetxe (200 mr) no 3-4 pa3 e cytku. TabneTkH
cneayer 3anuBaTe Boaol. Ina aocTixenuna Gonee

GLICTPOrO TepaneBTHYeCKOro 3§ deKTa y B3pOC/BIX

no3a Moxer GLITE yBennuena ao 2 rabnetox (400

MP) B0 3 pa3 B CyTKH.

Aetam ot 6 o 12 net: no 1 TaGnerke (200 mr) xo 3-
4 pa3 B A€Hb; MPeNapaT MOKHO NPUHHMATL TONLKO B
cnyuae macchl Tena pebenka Gonee 20 xr.

Hmpm MEXLY NPHEMOM TaGneTok AonxeH
COCTaBNATL He MeHee 6 Yacos.

MakcHmansHaa CyTo'HaR 1032 1R BIPOCTLIX
cocragnger 1200 mr (6 Tabnetox). MakcumanbHas
CYTOUHaa 0038 AN aetei ot 6 no 18 net: 800 mr (4

TabncTin).

Ecan npu npHeme npenapara B TeveHHe 2-3 aHeit
CHMITTOMBI COXPAHAKOTCA HNH YCHAHBAKOTCA,
HeoGX0ANMO NPeKpaTHTL NeYcHHe 1 obpaTHTbeA K
spauy.», NPeAyNpPeaHTENbHY10 HANHCh: «XPaHKTL
B HEOCTYTIHOM A AETCH MECTED, HANKCh
«HATIPABJIEHHOE J[EHCTBHE IMPOTHB
BONU», (ana nauek ¢ 8 v 16 TaGneTkaMu naanuce
«a0 8 yacos ot 6onu K xkapan, «c 6 neT),
rpaduneckoe nioGpaxenne TabneTku ¢ HannHcLio
«NUROFEND, ycnosua xpaHeHHs, ycnosus
OTNYycka, Ha3BaHKC, aapec W norotun (rpadmka +
TEKCT Ha AHFNHHACKOM A3blke) GHpMBI-
TIPOH3BONHTENA U PHPMEI-BNanenbua
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PEr1CTPALIMOHHOIO YAOCTOBEPEHHA, HOMED CEPHU
(«Cepna/LOT»), AaTy HIrOTOBRNEHHA
(«H3rororneno/DOMbY), AaTy OKOHYAHHA CPOKa
roaHoctH («CoaeH no/EXPy), wrpHx-koa,
rpagHYecKHe INEMEHTHI AH3aiiHa YNaKkoBKH, HOMEP
PEerHCcTpaUHOHHOIO YAOCTOBEPEHHA, BOIMOXHO
HanMYHe BHYTPHIPOH3BOACTBEHHEIX KOJOB.

JIOMONHKTENBHO HA YNAKOBKY MOXET GHITh
HaHeceHa HRGOPMALHA A MOHHTOPHHTE
ABHXXCHHA NEKAPCTBEHHBIX NPENapaTos OT

NPOM3BOAMTENA 110 KOHEHHOro noTpeburen.

Storage/ Ycuoeus | Do not store above 25 °C/ Ilpu Temneparype He sainte 25 °C
XpaHeHnA

Manufacture/ Reckitt Benckiser Healthcare Internationa) Ltd, Thane Road, Nottingham, NG90 2DB,
Iponssoautens UK/

PexurTt Benxuiep Xeackrp Hurepnemna Jiva, Tein Poya, Horrunrem, NG90 2DB,
BennxobpuraHua

I hereby certify that the above information is authentic and accurate. This batch has been manufactured,
including packaging, labelling and quality control at the above mentioned site in full compliance with the
GMP requirements of the local Regulatory authority and with the specifications in the Marketing
Authorization of the importing country. The batch processing, packaging and analysis records were
reviewed and found to be in compliance with GMP. I confirm that this batch of medicinal product conforms
with the registered QC specification of mentioned Normative Document for the parameters tested. /
HacTofiuum 8 MOoITBepXa10, YTO HHPOPMALIMA BLIlle BEPHAR B TOUHAA. [IaHHAR CEPAR NEKAPCTBEHHOND
npenapara NpoHiBeaena, BKAIOYAR YNAKOBKY, MADKAPOBKY H KOHTPOIL KAYeCTBA HA BhIEYKaIaHHOH
NPON3IBOACTBEHHON NIOIMAAKe B NOAHOM co0oTBeTCTBHH ¢ GMP Tpe6oBAHHAMN MECTHOIO 3AKOHOAATENLCTBA
H 32PerHCTPHPOBANHOI B CTPARE HAZHAMEHNA cieuH@uKauHeil. 3anucy No NPOHIBOACTBY, ynaKoBKe,
KOHTPO/IIO KayecTsa GLLIH NpoBepeHsl Ha npeamer cooTsercTBHA GMP. Al noaTsepxaato, wro AanHan
CepHS IEKAPCTBEHHOMO NPENapaTa COOTBETCTBYET cNeUNPAKAUNH YKalaHHofH Bbllue HOPMAaTHBHOMH

| JOKYMEHTAUHH N0 NPOBEPEHHBLIM MOKAIATENAM.

Date of release/nara 06.10.2020, Qualified person/ _ _
Beimycla: 11:40:15 YnonuomoueHnoe Bty
NHNO: Natela Stylianou
Date of CoA issue if different U signer Name: Natsle Styiisnou
from date of release/aaTa Signing Reason. | approve this document

Signing Time: 08-10-2020 | 16:58 BST

SUINCAHRN SOTRINRIT,. 6. 102030 | 15:58 BT B2FAC1E8848049BDAABTBED25201034B

ECJIH OTIHYAETCH OT AaThI
BLINYCKa:

* In the ‘Quantity’ cell the unit of measurement is cases. | case contains |44 consumer units/
B rpade «Konnuectso» eniHULEH HIMEPERHA ABIAIOTCA KOPo6a, B OHOM Kopobe HaxoawTes 144
noTpeGHTEIbCKHX YNAKOBKA.

Possible abbreviations/s rpade pesynsaTst MOTYT 6bITh HCMIONB30BAHEI CRERYIOUIME OGOIHAYECHHA:
ND = not detected = uuxe npeaena oGHapykeHHs

NQ = not quantified = Huxe npenena KONHYECTBEHHOTO ONpeaeneHHs

NA = not applicable = ne npuMeHHMO



