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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Page1of5/Crp.1u35

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykanH®, Ta0neTKH, NOKPbIThIe NJeHO4HO# 06om0uKoil, 400 Mr + 325 mr

Batch No / Cepus Ne : V2300315

Batch Qu

antity / Oobem mapTum : 727.5 KG

040001791602

Analytical Report No / Anaaurnyeckunii oryeT Ne :

Date of A

nalysis / lata anannza: 20.03.2023

Date of Manufacture / /lata npousBoacrsa : Mar-2023

Date of E

xpiry / Cpok roguoctu : Feb-2028

Analysis performed according ND / Anaqn3 nposened mo H/I: TIN011252/01-300522

Noe Test / IToxka3zaTen

Results/ Pe3yabTaThbl

|Specification / Hopma

1 |Description/ Onicanue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section off white core.
/TabneTku KancynoBuiHOH (OPMBEL,
MOKPBITBIE TMJICHOYHOH 0OO0NOYKOH
OpaHXEBOTO l[BeTa, C PUCKOH Ha
ONHOW CTOpPOHE; Ha IOMNEpPEUHOM
paspese — s31po 6enoro LBeTa.

Capsule-like orange-coloured film-coated
one-side scored tablets:
on cross section- white or off-white core. /
TabneTkn  KamcysJo0BHAHOM $hopMBt,
MOKPLITBIE NIEHOYHOH obonouxoil
OpaHXeBOro 1BeTa, C PUCKOIl Ha onHOH
CTOPOHE; Ha NOTIEPEYHOM paspese — AAPo
6eJNoro 1M NouTd Oenoro LuBeTa.

Remarks: The Product conforms to ND/
Ipumeuanne: IlponykT coorBercTByeT Tpebosanusm HJI

Opinion: APPROVED
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Page 2 of 5/ Ctp.2 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yKkJHH®, Tab1eTKH, MOKPbIThIE MJ1eHOUHOoH 060/104Ko0ii, 400 M + 325 mr

Batch No / Cepusi Ne : V2300315

Batch Quantity / Oobem maptum : 727.5 KG

040001791602

Analytical Report No / AHanuTnyeckuif oTyeTt Ne :

Date of Analysis / Jlara anannsa: 20.03.2023

Date of Manufacture / lata npou3Boacrsa : Mar-2023

Date of Expiry / Cpok rognoctn : Feb-2028

Analysis performed according ND / Anaaus nposegen mo HJI: T1N011252/01-300522

2 Identification /
[TopnnHHOCTE

Complies as prescribed/
CooTtBeTcTBYyET

The retention times of the main peaks on
the chromatogram of the test solution
should correspond to the retention times
of the peaks on the chromatogram of
ibuprofen and paracetamol reference
standards solution (section Assay) /
BpemeHa ylIepXXHBaHHSI OCHOBHBIX TTHKOB
Ha XpomMarorpaMmme HCTIBITYEMOIO
pacTBopa  OOJKHbl ~ COOTBETCTBOBATH
BpeMeHaM  YAEpKMBaHHs TNMKOB  Ha
XpoMaTorpaMmMe pacTBopa CTAHAAPTHBIX
obpasuoB ubynpodeHa u napaneramosa
(paznen «KonnuecTBeHHOE
ONpeaeNeHne»)

3 |Average tablets weight
CpenHss macca
TabneTok

970.8 mg / 970.8 mr

940.9 mg to 999.1 mg
(970.0 mg = 3%) /

Or 940,9 ML 10 999,1 MI
(970,0 Mr = 3 %)

Remarks: The Product conforms to ND/
IIpumeuanne: [TpoayKT cooTBeTCTBYET TpeboBanusm H/I

Opinion: APPROVED
3akmouenue: OJIOBPEHO

Prepared
bylloarotosneno: Naresh

Kumar é
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Page 3 of 5/ Crp.3 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
UO6ykiauH®, Tab1eTKH, DOKPBITHIE MI1eH04YHOi 060104K0H, 400 mr + 325 Mr

Batch No / Cepusa Ne : V2300315

Batch Quantity / O6bem naprum : 727.5 KG

Analytical Report No / Ananutndeckuif or4et Ne :
040001791602

Date of Analysis / JIata ananusza: 20.03.2023

Date of Manufacture / /laTa npousBoacTsa : Mar-2023

Date of Expiry / Cpok rognoctu : Feb-2028

Analysis performed according ND / Ananun3 nposegen mo HJL: [T N011252/01-300522

4

Disintegration /
PacnagaemocTb

06 min /Mu / 06 MUH

Not more than 30 minutes /
He 6omnee 30 MuH

Dissolution /
PacTtBopenue

98 % to 100 %

97 % to 101 %

Not less than 70% (Q) CisHisO2
(Ibuprofen) dissolved in 30 minutes /

He wmemee 70 % (Q) CisHisOq
(ubynpoden) uepes 30 mun
Not less than 70% (Q) CsHoNO,

(Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) CsHoNO:
(napaneramon) uepe3 30 MUH

Related substances /
PopcTeenHble mpuMecu
Method 1/ Meton 1

Method 2 / Meton 2

0.0004 %

0.04%

0.04%

4-aminophenol (paracetamol impurity) /
4-amunodeHon (mpuMech napaleraMmona)
- not more than 0.005% /

He 6onee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jlobas  eaMHu4YHAas
MIPUMECh (ubynpodena WK
napaiieramona) - not more than 0.3% /

He Oonee 0,3 %

Total impurities (Method 1+ Method 2) /
CymmMa npumeceii (Meron 1 + Meton 2) -
not more than 0.7% / e 6onee 0,7 %

Remarks: The Product conforms to ND/
IIpumeuanue: IIpoaykt coorBeTcTBYeT TpeboBanmsam HJI

Opinion: APPROVED
3akmouenue: OJOBPEHO
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Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
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CERTIFICATE OF ANALYSIS
CEPTUDOHKAT AHAJIM3A

Page4 of 5/ Ctp. 4 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
M6y KkauH®, Ta6/1eTKH, IOKPBIThIE MJeHo4Holi 000/104K0#, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2300315

Batch Quantity / O6bem naprun : 727.5 KG

040001791602

Analytical Report No / AvannTH4ecknii order Ne :

Date of Analysis / laTa anaausa: 20.03.2023

Date of Manufacture / Jlata nponzsoacrsa : Mar-2023

Date of Expiry / Cpok roanoctu : Feb-2028

Analysis performed according ND / Ananu3 nposener mo HJI: [T NO11252/01-300522

OO11ee yncno
adpoOHBIX
MHUKPOOPTaHH3MOB

b) Total combined
yeasts and mould count
/ Oblee Yyucno
JPOXOKEBBIX 1
IJIECHEBBIX rpuboB

¢) E. coli

Less than 5 CFU/g/
Menee 5 KOE/r

Absent / OTcyTCTBYET

7 |Water/ Bopa 1.4 % Not more than 5.0% /
He 6onee 5,0 %
8 |Uniformity of dosage Acceptance value (AV) should be not
[units / 1.2 more than 15.0/
|OnnopoaHOCTH [TokasaTenb npueMaeMocTd (AV) nomkeH
JI03MPOBaHMUs 6bITh He HoJiee 15,0
- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
1.2 more than 15.0/
- Paracetamol/ INokazarens npuemaeMoctd (AV) nomxeH
napareramon ObITh He Honee 15,0
9 |Microbial limits /
Muxkpobronornieckas
YHCTOTA
a) Total aerobic 10 CFU/g/ Not more than 1000 CFU/g/
microbial count / 10 KOE/r He 6onee 1000 KOE/r

Not more than 100 CFU/g/
He 6onee 100 KOE/r

Shall be absent in lg / OTcyTcTBHME B
Ir

Remarks: The Product conforms to ND/
Ipumeuanne: [TpoaykT coorBeTcTByeT TpeboBanusam HJI

Opinion: APPROVED
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CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJTU3A

PageSof 5/Crp.5u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NOykAnH®, TabJeTKH, MOKPBIThIE NIEHOYHOH 000J04K0ii, 400 mr + 325 Mr
Batch No / Cepust Ne : V2300315 Batch Quantity / O6bem naprum : 727.5 KG
Analytical Report No / Ananurudecknii or4er Ne : Date of Analysis / lata ananusa: 20.03.2023
040001791602
Date of Manufacture / laTta npousgoacrsa : Mar-2023 |Date of Expiry / Cpok rogsocts : Feb-2028
Analysis performed according ND / Anayu3 nposenen mo HJI: TT N011252/01-300522
10 |Assay/ 360.0 to 440.0 mg of C;3HisO2
KonunuecTBeHHOE 3943 mg/394.3 mMr (Ibuprofen) per tablet /
OTIpedeNIEHNE Or 360,0 mr pgo 440,0 mr C;3H;30;
(nbynpoden) B Tabnerke
2925 to 3575 mg of CgHoNO,
321.42 mg/321.42 mr (Paracetamol) per tablet /
Or 292,5 wmr pmo 357,5 mr CgHoNO;
(mapaueTamon) B TabJETKe
11 | Package / YnakoBka 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/Al blister. 1, 2 or 20
blister and a patient information |blisters and a patient information leaflet
] leaflet in a carfon. / Tlo 10 |in a carton. / lo 10 tabaetok B [IBX/Al
tabnerok B [IBX/Al 6aucrep. flo 1  |6nuctep. [To 1, 2 mnu 20 Onucrepos B
OMucTepy B TNAYKy KapTOHHYK |Dadky KapTOHHYIO BMECTE c
BMECTE C HHCTPYKLIHeH HHCTPYKIMEH 110 NTPUMEHEHHIO.
N0 TPUMEHEHHIO.
12 | Labeling / Mapxuposka| According to ND. / B coorsercTBuu ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C./
XpaHeHue ITpu Temnepatype He BbIlE 25 °C.
14 | Shelf life / Cpoxk 5 years / 5 ner
TOAHOCTH

Remarks: The Product conforms to ND/

IIpumevanne: [IponykT cooTBeTcTBYET TpeboBanusam HJI

Opinion: APPROVED
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