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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Page1of5/Crp. 1 u35

Product: Ibuclin, film- coated tablets, 400 mg + 325 mg
Hoyxanu®, TabreTkH, HOKPLITHIE IIEHOUHOH obonouxoit, 400 mr + 325 mr

' Batch No / Cepus Ne : V2300930 o Batch Quanttty/ Oﬁ'bEM ﬂapTHM 760 900 Kg
| Analytical Report No / AHanuTiyecknit otuer No " Date of Analysis / [laTa aHannsa: 26.05.2023
040001849128 j

'Date of Manufacture / HaTa npomaone*rsa : Apr-2 023 Date of Exmrv / Cpmc ronﬂocw Mar—2028

Analysm pcrformed according ND / Ananuz nposeaen no HJI; ITNO11% 1252/01 300522

R |

e tTest / [oxazaTens "nggg!'tS/ PesvabraTel ' o Specification / E Hopma
\ 1 Description/ Onucanue Capsule-like orange-coloured film-,Capsule-like orange-coloured film-coated
’ coated one-side scored tablets; on one-side scored tablets;

cross section - white core./ Tabnetku on cross section- white or off-white core. /
'KancysnoBHAHOH GopMbi, NOKpeITee Tabnerk  KancynoBuiHOH (opmbi,
ieHOYHOH 000M0uKoi OparXeBOro MOKPLITHIE MIEHOYHOH obonouKol
LUBETA, C PMCKOM Ha OfHOM CTOPOHE; OPAaHXEBOrO LBeTa, C PUCKOH Ha OAHOM

Ha [ONEPEeYHOM paspeze — sAPO CTOPOHE; HA [ONEPEHHOM pa3pese — SApPO
‘1 Bemoro usera, |6enoro unu nouTH Genoro LBeTa.
i
2 Identification / | Complies as p"f'e'scribed/" " The retention times of the main peaks on|
[MoanuHHOCTS CoOTBETCTBYET ‘the chromatogramn 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) /
Bpemena yAepiHHBaHHii OCHOBHBIX THKOB
JHA  XpOMaTOrpaMMe  HCIEITYeMOro;
pacTBopa  JOMKHBI COOTBETCTBOBATS
BpEMEHAM  YIEpPXKHBaHWS [MKOB  Ha
XPOMATOrpaMMe pPacTBOpa CTaHAAPTHBIX
! ,06pasuos ubynpodesa 1 napaueramosna

2 ! {(pazpen «Konu4ecTBeHHOE
. ompemememer) |

Remarks: The Product conforms to ND/ | Opinion: APPROVED !
N prmeuanue: [Ipoaykr cootsercTeyet Tpefopanuam HIL | 3aKmouenue: OMOBPEHO 1'
Prepared by / ™ Checked by / Approved by: Manager/Executive / |

| [ToaroTosneHo. @,‘Z;ﬁf%@f Iposepeno: Pardeep humuar OnobpeHo: MCHCL{){{BP/ PYROSC T b Q
i | Ramakant U - | Manoj Kumar , g
Reprmt Date. | Reprint Date: | Reprint Date: - __ii

| Jara26.05.2003 Jara26052023 | Namai26.052023 i
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
U6yknan®, TabaeTKH, NOKPBIThIE IIeR0YHOi nfintoukoit, 400 mr + 325 mr ;
Batch No / Cepns Ne:V2300930 _ iBatch Quantity / Obem riap1 i : 1 760.900 kg |
Anaiyncal Rr:port No / Ananurtiyeckuii otder Ne : Date of Analysis f ,[[a ra aHanuza: 26.05. 2(}23 B
040001849128 '
Date of Manufacture / Hara npowssoﬂcma Apr—2023m__ Datc > of I::*(mrv / _Cpox mnﬁoc"m Marw2028 j
Analvas perfonned aomrdmg ND/ Aﬁbumz nposeaen no |1/ 11 TTNO1 }252/01500522 i o i
| 3 Average tablets weight | 968.6 mg / 968.6 mr 9409 mg to 999. 1 mg|
i le&JJ,HS].ﬂ Macca (970.0 mg + 3%) / !
trabneTok Or 940,9 wmr a0 9991 Mr

a (970,0 Mr £ 3 %)
f

4 Drsmtegranon / 07 min 54 sec/ 07 muH 54 cex  Not more than 30 minutes /
iPaCﬂ&)IﬁCMOC‘TB He 6onee 30 MUE
5 IDissolution / 100 % to 103 % Not less than 70% (Q) Ci3His0:
Pactropenie /(Ibuprofen) dissolved in 30 minutes / l
l ; He MEHEE 70 % (Q) C13H mOz
| §{1&6ynp0(beﬁ) yepes 30 MuH
; | 99 % to 102% 1Not less than 70% (Q) CsHoNO:
i . (Paracetamoi) dissolved in 30 minutes /
i l [He wemee 70 % (Q) CsHsNO;
i o L E{ napaueramon) depes 30 MuH
i Remarks: The Product conforms to ND/ Opinion: APPROVED
| Hpameuanne: [TpOMyKT COOTBETCTBYET TPEOOBAHHAM HI | 3axmoyenne: OJOBPEHO
Prepared by / ni ot Checked by / Approved by: Manager/Executive /
It _—
TloaroToBneno: g[‘} V' | TIposepeno: Pardeep Kumar Opobpeno: Menemkep / Py koo tricin
Ramakant | Manoj Kumar |
Reprint Date: Reprint Date: Reprint Date: s N
Hara:26.05.2023 ﬂaTa:2££)§.202_3_ o _I[a'ra:26.05.2223 |
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page3 of 5/Crp.3 uz 5
Product: Ibuclin, film-coated tablets, 400 mg + 325 mg - -
Hoyraun®, Ta6JeTKkH, NOKPLITHIE MIEHOMHOIT 060104KOH , 400 mr + 325 mr

!BafCh No / Cepus Ne : V2300930 - Batch Qﬁantlty / Obvem napthn : 760.900 Kg
Analytical Report No / AHaniiTRyecKi oruer No - Date of Analysis / Jlata aHanuza: 26.05.2023
040001849128

'Date of Manufacture / [lata npaussogcma Apr—2023 Date of Expiry / Cpok TONHOC m Mar»2028

Analysis periormed according ND / Ananus nposeaen no H/JI: I1 N011252/01-300522

6 'Related substances/ 0.0005% 4uamino'pheﬁéiﬂ(paracetamol impurity) / |
{PoncreeHHbie mpuMecH 4-amuHodeHoN (IpUMech Napalieramona)
‘Methﬂd 1/ Meton 1 - not more than 0.005% /

He Gonee 0,005 %

Method 2 / Metog 2 0.03% 'Any individual impurity (of ibuprofen or
’ paracetamol) / Jlwbax  enuHUuHAaR
'mpUMechk (ubynpodena Wau

|napaueramora) - not more than 0.3% /
! He Gonee 0,3 %

0.03% Total impurities (Method 1+ Method 2) /
Cymma npumeceii (Meton 1 + Meton 2) -
not more than 0.7% / He Gonee 0,7 %

9 Water/Bona 1 1.3 % Not more than 5.0% /

! - e He 6onee 5,0 % ~

10 | Uniformity of dosage
‘units / !
EOI.[HOpO,!lHOCTI: l 1.9 Acceptance value (AV) should be not
| IO3UpPOBAHUS { more than 15.0 /
- Tbuprofen /ubynpoden [Nokazarens npuemaemMocty (AV) HOKEH
E GbiTh He Gonee 15,0
- Paracetamol/ | 1.9 Acceptance value (AV) should be not
napaleraMmos | more than 15.0 /

|TTokaszarens npueMneMocts (AV) 1omkeH
|6piTh He bonee 15,0

Remarks: The Product conforms to ND/ Opinion: APPROVED
Hpﬂmeqanne' HDD,I[}’K’I‘ cooTBeTcTBYeET Tpebopanusam HJ | 3awmouenne: ONOBPEHO
Prepared by /. Checked by / Approved by: Manager/Executive /
Moaro1esieHo: Pﬁaﬂp [Mposepeno: Pardeep Kumar Onobpeno: Meuemxep / Py xoso
Ramakant L — Manoj Kumar \!
Reprint Date: Reprint Date: ' Reprmt Date: o

i Hara:26.05.2023 Hara:26.05.2023 ) Ha“ra 26 05.2023
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CERTIFICATE OF ANALYSIS
CEPTUG®UKAT AHAJIH3A

Paged of 5/Crp. 4 u3 5
Product: Ibuclin, film-coated tablets, 400 mg + 325 mg -
Hoyrnun®, TabieTKH, NOKPLITHIE M icH(riiinil oGoounoil. 400 wr + 325 wir

Batch No / Cepra Ne : V2300930 . Batch [SHEGE / O6beMm 1 i 760. 90() Kg
Ana]ytlcal Report No / AnannTudeckii oTuer Ne : Date of Anaiyms / Mata aHanu3a: 26. 05.2023
040001849128

Date of Manufacture / lata npouamnm‘ea Apr 2023 ‘Date of Expiry/ Cpo}( I"DRHOCTM Mar- 2028

'Analyms performed according ND / Aranus nposesier no HJI: [T N011252/01 -300522 N

‘11 Microbial limits /- . D
iMuipoGuonoruueckas

YHCTOTA
a) Total aerobic Less than 10 CFU/g/ Not more than 1000 CFU/g /

microbial count / Menee 10 KOE/r He bonee 1000 KOE/r
Obwee yucno
{a3poBHbIX

MHKPOOPTraHH3MOB ) l

b) Total combined Less than 5 CFU/g/ {Not more than 100 CFU/g /
yeasts and mould count Menee 5 KOE/r 'He Gonee 100 KOE/r

/ OB1ee 4MCIO
NPOMOKEBBIX H

| [IECHEBLIX rpHboB |

¢) E. coli Absent in 1g/ Otcytcreyer B Ir  [Shall be absent in 1g / OrtcyTctBhe B
Ny
12 Assay/ 394.1 mg/394.1 mr 3600 to 4400 mg of CiHiO;
KonuuecreerHoe (Tbuprofen) per tablet /
orpeseaeHue Ot 360,0 mMr po 440,0 wmr C,;HISOZ
(n6ynpoden) B TabieTke
32897 mg/ 328.97 mr 2925 to 3575 mg of CngNOzl

(Paracetamol) per tablet /
01 2925 mr po 357,5 mr GCsHoNO;
{{napaueramon) B TabneTke

Remarks: The Product conforms to ND/ ' Opinion: APPROVED "
Hpumeuauue: [Tponykr cootsetctsyet Tpefosanmam HII | 3axuouenne: ONOSPEHO |
Prepared by/ . » | Checked by / Approved by: Manager/Executtve /
HO,{IFOTOBHGHO u? | [posepeno: Pardecp Kumar OnobpeHo: Menemxep / !'-’\ KOBO 11TCTB
Ramakant A\ — | Manoj Kumar - i
Reprint Date: Reprint Date: Reprint Date:

JlaTa:26.05.2023 Jlata:26.05.2023 ara:26.05.2023 B j}
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CERTIFICATE OF ANALYSIS
CEPTH®OUKAT AHAJIM3A

PageSof S/Crp.5u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg I
(H6yxanH®, TabJIeTKH, NOKPLITHIE NIEHOYHOH 060/1049K0k, 400 mr -+ 325 mr i

‘Batch No/ Cepua Ne : V2300930 §Ba\tc:h Quannty / OBbem / OBbeM mapThi j@ 900 Kg T |
"Analytical Report No / AHanuTrHyeckub otyeT No "Date of Analysis / Jlata ananu3a: 26.05.2023 i
040001849128 |

Date of Manufacture / Jlata nponsao,uc*rsa Apr-2023 Date of Exmrv / Cpox ro,ul«:ocw Mar—2028

Analyms performed according ND / AHanm npoBeacH o HII: 11 NO1 1252/01 300522

13 Package/ Ynakoska |10 tablets in PVC/Al blister. 1 10 tablets in PVC/AL blister. 1, 2 or 20
i |blister and a patient information blisters and a patient information leaflet

; leaflet in a carton. / Tlo 10 in a carton. / [lo 10 Tabnetok B [IBX/Al
tabnerok B [IBX/Al Gaucrep. ITo 1 Guucrep. ITo 1, 2 unn 20 Hnucrepos B

6nucrepy B mAuXy KAapTOHHYHD — IA4Ky KapTOHHYIO BMECTe ¢
BMeECTe ¢ HHCIPYKIHeH 1o  HHCTpyKuuel [0 MpHMEHEHHIO.
!HDHMEHEHH}O

_ 14 | Labeling/ ‘Mapkuposka, According to ND./B coome’rcmnn c HJI.
l 15 | Storage conditions/ | At temperature not more than 25 °C./

jXpuenge Tpu Temmnepatype e sbuue 25°C. —
16 Shelflife / Cpok '5 years / 5 ner
' TODHOCTH o o o o
API name (INN)/ ) i - i o
Haumenosanne AOC (MHE): | Ibuprofen/ H6ynp0¢eH o Paracetamol / Hapaue?amoil_ﬂ
ALT MBS [ PIBM230085 497212223, 4973/22-23

Homep cepun nponssonutens ADC:

FP Manufacturer API Batch number / | _

Homep cepun cyGCTAHIHE FEQAO00109 FEQAQ0092, FEQAO00093
npoussoautens LJIP:

Solara Active Pharma Sciences Sri Krishna Pharmaceuticals |
API Manufactured by & country / Limited, India / Conapa OxTrB Ltd., India / Ilpu Kpuiuda
Ipoussogurens ADPC, crpana: Qapma Caitencus Jlumuren, Hugusa | OapmaceioTHkanc Jra.,
N —o | ¥inpus o

Remarks: The Product conforms to ND/ i Opinion: APPROVED ‘

HMpumeyanue: [Iponykr coorsercrayer Tpebopanmam HII | 3awirosenne: ONOBPEHO

Prepared by / ; Checked by / Approved by: Manager/Executive / !
| [1oArOTORNEHO: {4 {(‘ 4\ _ | TIposepeno: Pardeep Kumar Onobpeno: MeHe,n;)Kep [ PygosoanTens |
! | Ramakant 1:_% | Manoj Kumar -

Repnnt Date: T Reprint Date: Reprint Date: -

,[[a"fa 26.05. 2023 . J [Hara:26.05.2023 | Bara:26.05.2023 S
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