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CERTIFICATE OF ANALYSIS .. . .. -
CEPTHOHKAT AHAJIA3A
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[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyranu®, rabaerki, HOKPLITHIE eHOYHOH 060104K0i1, 400 Mr + 325 Mr

Batch No / Cepnst Ne : V2400056

Batch Quantity / O6vem naprun : 770.30 Kg

040002413213

Analytical Report No / Anannruyeckuii oryer No :

Date of Analysis / laTta ananu3za: 06.02.2024

Date of Manufacture / Jlata npoussojcraa : 12/2023

Date of Expiry/ Cpoxk roasocti : 11/2028

Analysis performed according ND / Ananu3s nposeaen mo HJ: I1 N011252/01-160123

Npumexanne: ITpoRykT cooTBercTBYeT TpeboBanusam HJ{

r__JN_‘e Test / Tlokazares Results/ PezyabTaTs! Specification / Hopma
1 |Description/ Onucanne [Orange film-coated, capsule-shaped,|Orange film-coated, capsule-shaped, one-
one-side scored tablets; white core at|side scored tablets; white or off-white
the  cross-section../  Tabnerku|core at the cross-section. / TaGnerku
Karncya0BUAHOH $OpMbI, MOKPLITHIE|KANCYNOBHAHON  (OPMBI,  MOKpPbIThIE
IIEHOYHOH 060J10UKOl OpPaHKEBOTO|IUIEHOYHOW  OBONOYKOM  OpaHkeBoro
LBETa, C PUCKOM Ha OZHOM CTOPOHE;|i(BETA, C PUCKOH Ha ORHOM CTOpOHE; Ha
Ha TIONEpeyHOM paspese — sAApO|NONEepeYHOM paspese — sapo 6enoro unm
6enoro uera. no4TH 6enoro usera.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
[TopmurHOCTH CooTBercTBYET 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 yaep)KMBaHHSI OCHOBHBIX ITHKOB
Ha  XpoMaTorpamme HCIIBITYEMOrO
pacTBOpa  JOJDKHBI  COOTBETCTBOBATh
BpEMEHaM  yNEpKHMBAHHS [IMKOB Ha
XpoMaTorpamMme pacTBOpa CTaHHKAPTHBIX
obpasuoB ubynpodena u mapaueramona
(pasmen «KoyiuecTBeHHOE
ONpPEnencHne)
3 |Average tablets weight 972.9 mg/972.9 mr From 9409 mg to 9991 mg
Cpenuss Macca (970.0 mg +3.0 %) /
TabJieTok Or 9409 wMr go 9991 MT
(970,0 Mr = 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED

3akmoyenne: OJJOBPEHO

Onobpeno: Menemxep / P KOBOﬂ{fI‘eﬂb
el

Jara: 06.02.2024

Prepared by / (_L) Checked by / Approved by: Manager/Executive/
IMoaroroeneno: Ilposepeno: Santosh Kumar

Ranjeet Maurya - N Manoj Kumar

Reprint Date:. Reprint Date: Reprint Date:

Hata: 06.02.2024

Hara: 06.02.2024
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CEPTHOUKAT AHAJIN3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykina®, Tab/leTKH, TOKPbITHIE INIEHOYHOR 000104K0i, 400 Mr + 325 mr

Batch No / Cepua Ne : V2400056

Batch Quantity / O6bem naptun : 770.30Kg

040002413213

Analytical Report No / AHanuTH4ecknii oTyet Ne :

Date of Analysis / laTa anann3sa: 06.02.2024

Date of Manufacture / Jlata npoussoacrsa : 12/2023

Date of Expiry / Cpoxk rogsocrs : 11/2028

Analysis performed according ND / Anann3s nposegen mo HII: TI N011252/01-160123

4 | Disintegration /
PacnagaeMocTs

06 min 47 sec/ 06 muH 47 cex

Not more than 30 min /
He 6onee 30 MuH

5 |Dissolution /
Pacteopenue

95% To 101 %

99 % to 104 %

Not less than 70% (Q) of Ci3H;50;
(Tbuprofen) after 30 min /

He wMemee 70 % (Q)
(ubynpoden) uepes 30 MuH
Not less than 70% (Q) of CsHoNO;
(Paracetamol) after 30 min /
He wmenee 70 % (Q)
(napauetamoJ) yepes 30 MUH

Ci3H 50,

CgHgNOZ

Remarks : The Product conforms to ND/
Ipumeuanue; TIponykT cooTBeTCTBYeT TpeGoBanuam H]I

Opinion : APPROVED
3axmoyenne: OJIOGPEHO

Hara: 06.02.2024

Harta: 06.02.2024

Prepared by Ay ) Checked by / Approved by: Manager/Executive/
[ToxrotoBneHo: [Tposepeno: Santgsh Kumar | Ono6peno: Meremxep / Pykosoutens
Ranjeet Maurya > - Manoj Kumar L

Reprint Date:. Reprint Date: Reprint Date:

Hara: 06.02.2024
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
(Hoyxann®, Tabaerku, NOKpLITHIE NIEHOYHOH 000109K0H, 400 Mr + 325 mr
Batch No / Cepust Ne : V2400056 Batch Quantity / O6bem naprun : 770.30 Ko
Analytical Report No / AnanuTH4eckuii oT4eT No ; Date of Analysis / lata anaauza: 06.02.2024
040002413213
Date of Manufacture / lata mpoussocrea : 12/2023  |Date of Expiry / Cpox roanoctn : 11/2028
Analysis performed according ND / Ananns nposepen no HIT: IIN011252/01-160123
6 |Related substances / - 4-aminophenol (paracetamol impurity)
PoncTBenHble npuMech 0.001% - not more than 0.005 % /
Method 1/ Meton 1 4-amutodeHon (npuMech napalietamorna)
- He 6onee 0,005 %
Method 2 / Merox 2 0.03% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jlrobas €AWHUYHAs npUMech
(ubynpodena uaM napauneramona) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)
0.03% - not more than 0.7 % /
Cymma npumeceit (Meton 1 + Metop 2)
- He 6onee 0,7 %
9 |Water/Bona 1.6% Nat mare than 50 % /
He 6onee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: Tpoaykr cooteercTyet TpeboBanusM HII | 3akmodenne: ONOBPEHO
Prepared by / @/ Checked by / Approved by: Manager/Executive/
[ToaroroeneHo: IIpoBepeHo: Sanmf%iumar Onobpeno: Menemxep / Pykosgnutens
Ranjeet Maurya : Manoj Kumar / HL%
Reprint Date:. Reprint Date: Reprint Date:
Hara: 06.02.2024 Hara: 06.02.2024 Hata: 06.02.2024
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A
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[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOykIna®, TabsaeTKH, NOKPLITHIE MJeHo4HOH 060104K0i, 400 mr + 325 Mr

Batch No / Cepusi Ne : V2400056

Batch Quantity / O6sem mapruu : 770.30 K

Analytical Report No / AramaTuYeckuii orueT Ne ;
040002413213

Date of Analysis / lara ananusa: 06.02.2024

Date of Manufacture / Jiata npouseoacrea : 12/2023

Date of Expiry / Cpox rogrHocrn : 11/2028

Analysis performed according ND / Auanuz nposeaen mo HII: ITN011252/01-160123

10 |Uniformity of dosage

units /

OnHOpOAHOCTD Acceptance value (AV) should be not

J03HPOBaHKS 14 more than 15.0 /

- Ibuprofen /ubynpoden [Toka3sarens npuemaeMocTd (AV) gomxen
651TH He Hbonee 15,0

- Paracetamol/ 14 Acceptance value (AV) should be not

TapareTamolt more than 15.0 /
[Tokazarens npuemieMocT (AV) NonkeH
6bITh He Honee 15,0

11 |Microbiological purity /

Muxpobuonorudeckas

YHCTOTa*

a) Total aerobic Not more than 1000 CFU/g /

microbial count / NA He 6onee 1000 KOE/r

Ob1ee yncio

aspobHBIX

MHKPOOPTaHH3MOB

b) Total combined Not more than 100 CFU/g/

yeasts and mould count NA He 6onee 100 KOE/r

/ Ob1wee uncio

JPOXKAKEREIX H

[JIECHEBBIX rpuboB

c) E. coli NA Shall be absent in lg / OtcyrcTBHe B

1r

Remarks : The Product conforms to ND/
IMpumeuaune: ITpoaykr cootBeTcTBYeT Tpebosanusm HJI

Opinion : APPROVED

3axkmouenune: OJOBPEHO

Prepared by / @/
0

[ToarotToneHo;
Ranjeet

Checked by /

ITporepeno: Santosh Kumar

Maurya

4

Approved by: Manager/Executive/

Ono6peno: Meuemxep / Pymfom-t'renb

Manoj Kumar @i

Reprint Date:.
Hara: 06.02.2024

Reprint Date:

Harta: 06.02.2024

Reprint Date:
Hara: 06.02.2024
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CERTIFICATE OF ANALYSIS

CEPTUO®HUKAT AHAJHU3A
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[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyxkana®, TabiaeTkH, NOKpbITHIE NJIEHOYHOH 000104K0#H, 400 Mr + 325 mr

Batch No / Cepus Ne : V2400056

Batch Quantity / O6bem naptun : 770.30 Kg

040002413213

Analytical Report No / AuanuTtu4eckuii oTaer Ne :

Date of Analysis / lata anann3a: 06.02.2024

Date of Manufacture / Jlara npouseoacrsa : 12/2023

Date of Expiry / Cpox rommocrs : 11/2028

Analysis performed according ND / Ananus nposegen mo HJI; [TN011252/01-160123

12 |Assay/
Konuuectsennoe

onpenencHue

398.6 mg/398.6 Mmr

327.49 mg/327.49 Mr

From 360.0 to 440.0 mg of C,;3H;30,
(Ibuprofen) per tablet /

Or 360,0 Mmr go 440,0 mMr C;3H;30,
(ubynpogen) B Tabnerke

From 292.5 to 357.5 mg of CsHyNO;
(Paracetamol) per tablet /

Ot 292,5 mMr po 357,5 mr CsHoNO;
(napaneramon) B TabseTke

13 | Package / YnakoBka 10 tablets in PVC/AI 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 carton. / Ilo 10 [in a carton. / [lo 10 Tabnerok B IIBX/AI
tabrnerok B [IBX/Al 6muctep. [To 1 |Gmuctep. Ilo 1, 2 una 20 Gaucrepos B
6aucTepy B NayKy KapTOHHYK |Ma4Ky KapTOHHYIO BMECTE c
BMECT€ C  MHCTPYKLUMEH @O |HHCTpYKUHEil [0 MpHMEHEHHIO.
TIPUMEHEHMIO.

14 | Labeling / Mapxuposka| According to ND. / B cootserctuu ¢ HJI.

15 | Storage conditions / At temperature not more than 25 °C. /

D XpaHeHue IIpu Temnepatype He Bbie 25 °C.

16 | Shelf life / Cpox 5 years / 5 ner

TOJTHOCTH

* Performed by the manufacturer at release periodically: every 20-th batch or at least once a year. The
parameter may be absent from the Company's certificate of analysis. / [I[pOBOAUTCS IPOU3BOMUTENEM NIPU
BBITTYCKE NIEPHOAMYECKH: A kaxaoH 20-oi cepuu Wi He MeHee 1 pasa B rox. Ilokaszatens MOXeT OBITH

He BKJIIOUEH B CepTHUKAT aHaIn3a GUpMEL

Remarks : The Product conforms to ND/
Ilpumevanue: [IponykT cooTBeTCTBYET TpeGOBaHUAM HJI

Opinion : APPROVED
3axmovenue: OJOBPEHO

Hara: 06.02.2024

Jata: 06.02.2024

Prepared by / () }~ Checked by / Approved by: Manager/Executive/
Iloarororneno: IMporepenn: Saqnﬁl Kumar | Opofpero: Menemxep / Pykopaantens
Ranjeet Maurya A" Manoj Kumar @ﬁ
Reprint Date:. Reprint Date: Reprint Date: '

Jlata: 06.02.2024
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIH3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykaun®, Ta6iaeTKH, TOKpPLITHIE IUIeH04HO# 0060109K0i, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2400056 Batch Quantity / O6sem napun : 770.30 Ko
Analytical Report No / AHanuTHYeckHii oT4eT No : Date of Analysis / laTa ananu3a: 06.02.2024
040002413213

Date of Manufacture / JIaTa npon3socTsa : 12/2023  |Date of Expiry / Cpok ropmocts : 11/2028

Analysis performed according ND / Arann3 nposenen no HJI: [1N011252/01-160123

API name (INN) /
Hanmesosanme ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / [lapaneramon

API manufacturer batch number /
Homep cepuy NpoM3BOAHTEIS PIBM230402 0927/23-24
ADC:

FP Manufacturer API Batch

number /
Howmep cepun cy6cTanusy FEQA00581 FEQA00601

npouspoauTens I'JId:

Solara Active Pharma Sciences Sri Krishna Pharmaceuticals Ltd.,
API Manufactured by & country/ | Limited, India / Conapa Oxtus India / Hlpu Kpuiuna
IIpounseoaurens A®C, crpana: Qapma Caitencus Jlumuresn, ®apmacsrotukanc JIta., Muaus
Wuans
Remarks : The Product conforms to ND/ Opinion : APPROVED
Iprmeuanne: [Ipoaykt cooTercTByeT Tpebosannam HJ | 3akmouenne: ONOBPEHO
Prepared by@- Checked by / Approved by: Manager/Executive/
[ToaroToBAcHO: IIposepeno: Santgsh Kumar | Opo6peno: Menemxkep / PyrosoanTesns
Raunjeet Maurya - Mauuvj Kuua Mo %Eﬁié
Reprint Date:. Reprint Date: Reprint Date:
Hata: 06.02.2024 Hara: 06.02.2024 Hata: 06.02.2024




