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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAIIHA3A

Page10f 6 /Ctp.1 u3z 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
M6ykaun®, Ta6aeTKH, IOKPLIThIE NJIEH0YHOH 060104KOH, 400 Mr + 325 mr

Batch No / Cepus Ne : V2400277

Batch Quantity / O6bem naprun : 766.70 Kg

Analytical Report No / AHamuTHYecKkni oT4eT No :
040002446764

Date of Analysis / {aTa ananuza: 12.03.2024

Date of Manufacture / Jlata npoussoacrea : 02/2024

Date of Expiry / Cpok rogoctu : 01/2029

Analysis performed according ND / Ananus nposenen no HJI: [T N011252/01-160123

Ne |Test/ IToka3zaTenn Results/ PesynnraThl Specification / Hopma
1 |Description/ Onucanue |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. / TaGnerkn
KancyiaoBHAHON (OpMbi, TOKpBITHIE|KANCYNOBUAHOH  QOPMBL,  IIOKPBITHIE
IJIEHOYHOM 00OJIOYKOH OPAH)XEeBOTro|IIeHOYHOH  ODONOYKOH  OpaHkKeBOro
UBETa, C PUCKOA Ha ONHOH CTOPOHE;|L(BETA, C PUCKOH Ha ONHON CTOpOHE; Ha
HA MONEpeYHOM paspese — sAApO|HNONepedHOM paspese — AaApo Genoro umm
Oenoro npera. noutu 6enoro usera.
2 |Identification/ Complies as prescribed/ The retention times of the main peaks on
[TopsHHOCTD CootrsercrByet the chromatogram of the test solution
should correspond to the retention times
of (e peaks un the clromatogram of
ibuprofen and paracetamol reference
standards solution (section Assay) /
Bpemena yAepIKMBaHHA OCHOBHBIX MHKOB
Ha XpOMaTorpaMme HCIIBITYEMOT0
pacTtBopa  NOKHBl ~ COOTBETCTBOBATEH
BpeMEHaM  YINEpXKHBaHWS [HKOB Ha
XpoMarorpaMMe pacTBOpa CTaHAApPTHBIX
obpazuor ubynpodena u napaueramona
(pazaen «onuyecTBeHHOE
ofnpeaencHue»)
3 |Average tablets weight 972.6 mg/ 972.6 Mr From 9409 mg to 9991 mg
CpenHsa Macca (970.0 mg £+ 3.0 %) /
TtabneTok Or 9409 mMr  go 9991 Mr

(970,0 Mr 3,0 %)

Remarks : The Product conforms to ND/

Opinion : APPROVED
3axmouenne: OJJOBPEHO

IIpumeuanne: [Iponykr coorsercTByet Tpebosanmam HII

Hara: 12.03.2024

Prepared by / Checked by / Approved by: Manager/Executive/

[Mogrotorneno: Shivani | [Iposepeno: Santosh Kumar | Ono6peno: Meuen%i/ PyxoBonutens
'Y Maurya ' Abhishek Chauhan

Reprint Date:. Reprint Date: Reprint Date: P

Jata: .12.03.2024 -

Jarta: 12.03.2024
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[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykann®, TabeTKH, NOKPEIThIE IUIEH04HOi 060104Koii, 400 mMr + 325 mr

Batch No / Cepusa Ne : V2400277

Batch Quantity / O6bem naptau : 766.70 Kg

040002446764

Analytical Report No / Auanurudeckuii order N :

Date of Analysis/ aTa anannsa: 12.03.2024

Date of Manufacture / Jlata nponssojersa : 02/2024

Date of Expiry / Cpok rogsocrs : 01/2029

?\nalysis performed according ND / Auasuz npoeefen no HI: 1T NO1 1252/01-160123

4 |Disintegration /
PacnagaemocTts

06 min 18 sec/ 06 mun 18 cek

Not more than 30 min /
He 6onee 30 MHH

5 |Dissolution /
PactBopenne

98% To 102 %

100 % to 103 %

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

He menee 70 % (Q) CizH;502
(mbympoden) yepes 30 MUH

Not less than 70% (Q) of CsHoNO,
(Paracetamol) after 30 min /

He menee 70 % (Q) CsHoNO,
(napaueramon) yepe3 30 MuH

‘Remarks : The Product conforms to ND/
IIpamedanne: [Tponykr coorercTByeT Tpebosannam HJI

Opinion : APPROVED
3axmoyenne: OJOBPEHO

Hara: 12.03.2024

Prepared by / Checked by / Approved by: Manager/Executive/

IMoaroroenedo: Shivani [Tposepero: Santosh Kumar OuolpeHo: MeHeprgp / Pyrosoimieis
)58 Maurya Abhishek Chauhan

Reprint Date:. Reprint Date: Reprint Date:

Hara: .12.03.2024

Jara: 12.03.2024
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
U6ykaHu®, TabieTky, NOKPLIThIE IIEHO4HOH 060/104K0H, 400 mr + 325 mr

Batch No / Cepust Ne : V2400277

Batch Quantity / O6bem maprau : 766.70 Kg

040002446764

Analytical Report No / AHanuTHueckHii oTueT No :

Date of Analysis / TaTa anannza: 12.03.2024

Date of Manufacture / /lata npoussogcrea : 02/2024

Date of Expiry / Cpox rognocty : 01/2029

Analysis performed according ND / Ananu3s nposenen no HJI: TIN011252/01-160123

6 |Related substances /

4-aminophenol (paracetamol impurity)

PoncreenHbie npHMecy 0.0001% - not more than 0.005 % /

Method 1/ Metoz 1 4-amunotderon (IpUMeCh NapaleTamMmona)
- ne Gonee 0,005 %

Method 2 / Meton 2 0.03% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jrobas eIrHuYHas TIpUMech
(ubynpodena unM mapaueramona) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)

0.03% - not more than 0.7 % /
Cymma npumeceii (Meton 1 + MeTtox 2)
- ne 6onee 0,7 %
9 [Water/ Boaa 1.5% Not more than 5.0 % /

He 6ousiee 5,0 %

Remarks : The Product conforms to ND/
IIpumevanue: IponyxT cooTBeTcTByeT TpeboBanusam HJI

Opinion : APPROVED
3akmouenne: OJOBPEHO

Hata: 12.03.2024

HJara: .12.03.2024

Prepared by / Checked by / Approved by: Manager/Executive/

[Toarorosncuo! Shivani [IpoecpcHo: Santogh Kumar Opnobpciio: Mcnemxépz’[’wmnem
{r Maurya Abhishek Chauhan

Reprint Date:. Reprint Date: Reprint Date: :

[Hara: 12.03.2024
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyicaun®, TabaeTkn, NOKpLIThHE MieHoYHoil 060104Koi, 400 Mr + 325 mr

|Batch No / Cepisi Ne : V2400277

Batch Quantity / O6nbem naptun ¢ 766.70 Kg

Analytical Report No / Anannruyecknii oraer Ne

040002446764

Date of Analysis / JlaTta anaamsa: 12.03.2024

Date of Manufacture / lata nponssogcrsa : 02/2024

Date of Expiry / Cpox roguocrs : 01/2029

Analysis performed according ND / Anann3 nposesen o HJI: [1 N011252/01-160123

10 |Uniformity of dosage

units /

OIHOPORHOCTh Acceptance value (AV) should be not

JIO3HPOBAHMS 2.3 more than 15.0 /

- Ibuprofen /u6ynpoden Tokasatens, npuemaemoct (A'V) nomxken
651TE He Honee 15,0

- Paracetamol/ 2.3 Acceptance value (AV) should be not

napaneTaMorn more than 15.0 /
ITokazarens npuemaeMocTd (AV) nomxeH
ObITh He Gonee 15,0

11 |Microbiological purity /

Muxpobuonorayeckas

yucToTa* NA

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

microbial count / He Gonee 1000 KOE/r

Obuiee yucio

a3pobHBIX

MHUKPOOPraHu3MOB NA

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

yeasts and mould count He 6onee 100 KOE/r

/ Ob1uee yucno

JIPOMOKEBBLX H

IJIECHERBIX TPHOOB NA

¢) E. coli

Shall be absent in lg / OTCyTCTBHE B
1r

Remarks ;: The Product conforms to ND/

Ipamedanue: [poayxr coorsercryer Tpebosanusm HJI

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by / Checked by /

Approved by: Manag .
Onobpeno: Menemkep | Pykoso

[ToaroroBneHo: fhiVani [TpoBepeHo: Santoig Kumar HTenb
il Maurya Abhishek Chauhan
Reprint Date:. Reprint Date: Reprint Date: :

Jara: .12.03.2024 -

JlaTa: 12.03.2024

Hara: 12.03.2024
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Eﬁynnun@, TaGIeTKH, HOKPBIThIE IJIEHOYHOH 060n0uKoii, 400 mr + 325 mr
Batch No / Cepus Nt : V2400277 Batch Quantity / O0bem naptum : 766.70 Kg
Analytical Report No / AHanuTHYecKHit oT4eT Ne : Date of Analysis / Jlata ananunza: 12.03.2024
040002446764
Date of Manufacture / {ara npon3soacrsa : 02/2024 | Date of Expiry / CpoK rojHoCTH : 01/2029
Analysis performed according ND / Ananu3 nposenesn no HJI: I1N011252/01-160123
12 |Assay/ 398.8 mg/ 398.8 Mr From 360.0 to 440.0 mg of C;3H;30;
KonuuecTBeHHOE (Tbuprofen) per tablet /
oTpesieNeHue Ot 360,0 mr mo 440,0 Mr Ci3H;;0;
(n6ynpoden) B TabneTke
325.46 mg / 325.46 mr From 292.5 to 357.5 mg of CgHyNO;
(Paracetamol) per tablet /
Ot 292,5 mr po 357,5 mr CgHoNO,
(napaueTaMot) B TabJIETKe
13 | Package / Vnakoska |10 tablets in PVC/Al blister. 1 [10 tablets in PVC/AI blister. 1, 2 or 20
blister and a patient information |blisters and a patient information leaflet
leaflet in a carton. / ITo 10 [in a carton. / ITo 10 Tabnerok B [IBX/Al
tabierok B [IBX/Al 6muctep. ITo 1 |6nucrep. Mo 1, 2 mim 20 Gnucrepos B
fNHMcTEpy B [aYKy KapTOHHYIO [Madky KapTOHHYIO BMECTE c
BMECTE C  MHCTpYKUMeH [0 [HHCTPYKLHEH M0 NPUMEHEHHUIO.
NPHMEHEHHIO.
14 | Labeling / MapkupoBka| According to ND. / B cootserctsui ¢ HJL.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue [Ipu Temneparype He Bbie 25 °C.
16 | Shelflife / Cpoxk 5 years / 5 ner
rOIHOCTH

* 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. / [IpoBoAHTCS NPOH3BOAMTENEM MPH
BBIYCKE NIEPHOMMYECKH: IS Kaxaoi 20-0if cepuu uiu He MeHee | pasa B rof. llokasaTens MOXeET ObITE
He BK/IIOYEH B CepTU(HKAT aHaNH3a GHPMBL

Remarks : The Product conforms to ND/
Ipumeuanwe: IIpORYKT COOTBETCTRBYET TpeboBanuam HJT

Opinion : APPROVED
3akiroueHHe: O,_I_IOEP_EHO

Prepared by /
IloaroroBieHo:; Sﬁvmi

Al

Checked by /

ITpoBepeHo: Santosg Kumar
Maurya

Approved by: Manager/Executive/
Onobpeno: Meremiep / Pykopoautens
Abhishek Chauhan

Reprint Date:. '
Hara: 12.03.2024

Reprint Date:
Hara: .12.03.2024 ~

Reprint Date:
Hara: 12.03.2024
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HoviauH®, TabneTicn, NOKPLITHIE I1eH049HO# 060/104Koii, 400 mr + 325 mr

Batch No / Cepust Ne : V2400277 Batch Quantity / OGwem napri : 766.70 Kg
Analytical Report No / AHa/maruuecknii oTder Ne : Date of Analysis / Jlata ananmsza: 12.03.2024
040002446764

Date of Manufacture / laTa mpou3goacTsa : 02/2024 | Date of Expiry / Cpok rognocts : 01/2029

Analysis performed according ND / Ananus nposeaen no HJI: IT N011252/01-160123

API name (INN) /
Haumenosanue ADC (MHH): Ibuprofen / M6ynpoden Paracetamol / ITapauetamon

API manufacturer batch number /
Homep cepun nponssoanens PIBM230456 4593/23-24
ADC:

FP Manufacturer API Batch
iy FEQA00656 FERA00002
Homep cepuu cy6cTannum
npousBoaures I'JID:

Solara Active Pharma Sciences Sri Krishna Pharmaceuticals Ltd.,
API Manufactured by & country/ | Limited, India / Conapa SxTHng India / pu Kpuiusa
Mpomironutenh ADPC, cTpana; ®$apma Caitencnz JIuMuTen, dapmacerotukanc JIth,, MHaus
Huaus
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [IpoxykT cooTBeTcTBYeT TpeGopanusm HII | 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager{Executive/
TMaproTorneun: Shivani TTporepeHn San%ﬁ{nmar Onnfpena’ Menemikepll PykoRananTenns
/ST Maurya 3 Abhishek Chauhan
Reprint Date:. Reprint Date: Reprint Date:
JHara: 12.03.2024 Hata: .12.03.2024 ~ Hara: 12.03.2024




