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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJTA3A

Pagel of 5/Crp. 1 m3 5

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yxana®, TabaeTKH, HOKPbIThIe MIEHOYHOMH 060/04Koi, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2400745

Batch Quantity / O6bem naprus : 765.75 Kg

Analytical Report No / Asanurudecknii oruer No :
040002525723

Date of Analysis / JlaTa ananu3a: ZIW

Date of Manufacture / Jlata nponzsogcrea : 04/2024

Date of Expiry / Cpok rogaocth : 03/2029

Analysis performed according ND / Auanuz nposeaen no HJ{: T1 N011252/01-160123

[Ne  |Test/ IToxasaTennb Results/ Pe3yabTaThl 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. ./ TabneTtku|core at the cross-section. / Tabnerku
KaTCYJIOBUAHON (GOPMBEI, MOKPBIThIE |KANCYyTOBHOHOH  GOPMBI,  HOKPBITHIE
TIEHOYHO! 060JI0YKOM OpamKeBOro |IUICHOUHOH  00010uUKOH  OpaHKeBOro
LBETa, C PHCKOW Ha ONHOH CTOpOHE;|LBera, ¢ pUCKoiH Ha OJHOH CTOpOHe, Ha
Ha T[OMepevHOM paspe3e — sIPO|MONEPeyHOM paspese — AApo Oenoro uwiu
6enoro upeTa. nouTu Genoro 1BeTa.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
[MTognuHHOCTE COOTBETCTRYET 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) /
BpeMena ynepxuBaHNs OCHOBHEIX TIHKOB
Ha XpoMaTorpamme HCIIBITYEMOTO
pactBopa  JOOMXKHBL  COOTBETCTBOBATh
BpeMeHaM  YAEpPXKHBaHMS IIHKOB Ha
XpOMaTorpaMMe pacTBopa CTaHIAPTHbBIX
obpaznoB ubynpodeHa M mapaueTamosia
(pasgen «KonuaecTBEHHOE
ompeeeHue)
3 |Average tablets weight 972.2 mg/972.2 Mr From 9409 mg to 9991 mg
Cpennsas macca (970.0 mg+3.0 %) /
TabJeToK Or 9409 wMr jpo 9991 Mr

(970,0 Mr £ 3,0 %)

Remarks : The Product conforms to ND/
Ilpumeuanue: [Ipoaykr cootBeTcTBYeT TpeGoBanmsM HJL

Opinion : APPROVED
3axmouyenne: OJIOBPEHO

Hara: 21.05.2024

Prepared by / Checked by / Approved by: Manager/Executive
Ioxrorosseno Rama ITpoBepeno: Pardeep Kumar | /Onobpeno: Menefpxep /

Kant W ( : Pykoeoautens Aphishek Chauhan
Reprint Date: i Reprint Date: Reprint Date:

Hara: 21.05.2024

Hart
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJTU3A

Page 20f 5/Ctp. 2 u35

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykanu®, Ta6aeTkH, MOKPLIThIE ILIeHOYHOH 060/1049K0#, 400 mr + 325 mr

Bateh No / Cepusi No : V2400745

Batch Quantity / O6bem naptun : 765.75 Kg

040002525723

Analytical Report No / AnannThuecknii orer Ne :

Date of Analysis / lata anaau3a: 21.05.2024

Date of Manufacture / {aTa npou3soacTsa : 04/2024

Date of Expiry / Cpoxk rogaoctn : (03/2029

Analysis performed according ND / Auasns nposegen mo HJI: TIN011252/01-160123

4 |Disintegration /
PacmagacMocTh

07 min 17 sec/ 07 muH 17 cex

Not more than 30 min /
He 6onee 30 Mun

5 |Dissolution /
PactBOpeHHe

97 % To 104 %

100 % to 102 %

Not less than 70% (Q) of Ci3sH;50;
(Ibuprofen) after 30 min /

He wmenee 70 % (Q)
(ubynpoden) uepes 30 MuH

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

CIJHH!OZ

0.001%

He wMenee 70 % (Q) CsHoNO;
(mapaneramon) depe3 30 MUH
6 |Related substances / 4-aminophenol (paracetamol impurity)

PoacTBeHHBIE TPUMECH - not more than 0.005 % /

Method 1/ Merop 1 4-amuHohenoN (IpUMech MapaneTamona)
- He 6onee 0,005 %
Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //

Method 2 / Meton 2 0.04 % Jliobas €IUHHYHAA TIPUMECH
(ubynpodeHa MnM TMapaueTamolyia) - He
Gonee 0,3 %
Total impurities (Method 1+ Method 2)

0.04% - not more than 0.7 % /
Cymma npumeceii (Metox 1 + Meron 2)
- He Gonee 0,7 %
9 |Water/Boga 1.6% Not more than 5.0 % /

He Gonee 5,0 %

Remarks : The Product conforms to ND/
ITpumeuanne: Ilponykt cooTBercTRyeT TpeboBanuaM HJI

Opinion : APPROVED
3axmouenune: OJJOBPEHO

Prepared by /
ITomrorosneno Rama

Checked by /
ITpoeepeno: Pardeep Kumar

Approved by: Marjager/Executive

Kant W I’ PyxoBoaurene A hishek /?hauhan
Reprint Date: ! Reprint Date: Reprint Date: :
Hara: 21.05.2024 Hara: 21.05.2024 Hara: 21.05.2024
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTHDOHKAT AHAJIM3A

Page 3 of 5/ Cxp.3 w35

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykauu®, TabaeTKH, IOKPbIThIe IIeH0YHoi 060104K0i, 400 Mr + 325 mr

Baich No / Cepust Ne : V2400745

Batch Quantity / O6bem napTuu : 765.75 Kg

Analytical Report No / AnanuTndaeckuii oryer Ne:
040002525723

Date of Analysis / [Iata ananmu3a: 21.05.2024

Date of Manufacture / JJaTa mpousBoacTsa : 04/2024

Date of Expiry / Cpok roanocts : 03/2029

Analysis performed according ND / Anaaun3 nposeaen no HJI: TT N011252/01-160123

10 |Uniformity of dosage

units /

O[HOPOJHOCTD Acceptance value (AV) should be not

JO3UPOBaHHSA 1.0 more than 15.0 /

- Ibuprofen /ubynpoden TloxasaTens npueMineMocTu (AV) nomkeH
65ITE He bonee 15,0

- Paracetamol/ 1.1 Acceptance value (AV) should be not

napaneTaMorn more than 15.0 /
Tokaszartens npueMneMocTH (AV) HomikeH
ObiTh He Bosee 15,0

11 |Microbiological purity /

MukpobHoorudeckas

yucroTa*

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

microbial count / He 6onee 1000 KOE/r

Ob6uiee yucno

a3poBHBIX

MHKPOOPraHH3MOB

NA

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

yeasts and mould count He 6onee 100 KOE/r

/ Ob1ee uucno

JPOMOKEBBIX H

IUIECHEBBIX I'PUOOB

¢) E. coli NA Shall be absent in 1g / OTcyTcTBHE B

1r

Remarks : The Product conforms to ND/
Hpumeuanne: [Tpoaykr coorsercTayeT Tpebosanuam HJI

Opinion : APPROVED
3axkmoyenne: OJOBPEHO

Prepared by /
[Toarorosneno Rama
Kant

Aokt

Checked by /
[porepeno: Pardeep Kumar

Approved by: Mandger/Executive
ep /

'Reprint Date:

Reprint Date:

Reprint Date:
Hara: 21.05.2024

Hara: 21.05.2024

MHara: 21.05.2024

o, 3, Bavara Hi

srahmd

5000324, Telangana, India




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIHU3A Paged of 5/CTp. 4 w35
Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
M6yxaua®, TableTki, MOKPLITHIE MIeH04HOH 060/104KOH, 400 mMr + 325 Mr
Batch No / Cepust Ne : V2400745 Batch Quantity / O6bem naptui : 765.75 Kg
Analytical Report No / AHaJIMTHYECKMIi OTUET Ne : Date of Analysis / [{laTa anannsa: 21.05.2024
1040002525723
Date of Manufacture / lata mpoussoacrsa : 04/2024 Date of Expiry / Cpox rogmoctn : 03/2029
Analysis performed according ND / Auanns nposesien no HJI: TINO! 1252/01-160123
12 |Assay/ From 360.0 to 440.0 mg of Ci3H ;502
Kojmuecrsennoe (Tbuprofen) per tablet /
omnpeAesieHue 397.6 mg/397.6 Mmr Ot 360,0 mr mo 440,0 mr C,;aH;30;
(u6ynpoden) B TabneTke
From 292.5 to 357.5 mg of CsHoNO,
(Paracetamol) per tablet /
328.10 mg / 328.10 mr Or 2925 mr mo 357,5 mr CgHoNO;
(napaueTamon) B TabieTke
13 | Package/ Ynakoska 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 carton. / o 10 |in a carton. / [To 10 Tabnerok B TIBX/Al
ta6netox B [IBX/Al 6nucrep. Ilo 1 |6aucrep. Mo 1, 2 unu 20 GnucTepos B
6nMcTepy B nadky KapTOHHYKO |Navky KapTOHHYIO BMECTe c
BMECTE C  MHCTpYKUHeH TIO |HHCTPYKUMEH Mo NPUMEHEHUIO.
NPHMEHEHHIO.
14 | Labeling / Mapxupoeka| According to ND. / B cOOTBETCTBUY C HII.
15 | Storage conditions / At temperature not more than 25 °C./
Xpanenue ITpu TemnepaType He Bbiwe 25 °C.
16 | Shelf life / Cpoxk S years / 5 ner
CONHOCTH

* 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. / [IpoBoAHTCA NPOH3BOAMTENCM TPH
BBITYCKE TIEPUOJMHUEcKH: Ul Kol 20-0M cepnH WM He Menee 1 pasa B rofl. Ilokasarenb MOXeT GbITh
He BKJIOYEH B cepTUDUKAT aHATH3A HDUPMBEI

Remarks : The Product conforms to ND/
Ipumedanue: [IponykT cooTBeTCTBYeT Tpebopanusm HIL

Opinion : APPROVED
3axaouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
ITogrororieHo Rama TIposepeno: Pardeep Kumar | /Ono6peno: Meugjurep /

Kant W ci// Pyxosomutens Abhishek Chaphan
Reprint Date: g Reprint Date: Reprint Date:

Jata: 21.05.2024

Hata: 21.05.2024

Hara: 21.05.2024
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CERTIFICATE OF ANALYSIS
CEPTH®OHUKAT AHAJIA3A

Page 50f 5/Cxp. S u3s

Product : IThuclin, film-coated tablets, 400 mg + 325 mg
M 6yknuu®, Tabaerku, NOKPBITHIE IIEH0YHOH 060.104K0ii, 400 mr + 325 Mr

Batch No / Cepus Ne: V2400745

Batch Quantity / O6bem naprun @ 765.75 K¢

040002525723

| Analytical Report No / Anamuruyeckuii oryer Ne ;

Date of Analysis / [{aTa ananuza: 21.05.2024

Date of Manufacture / lata npouseogcrsa : 04/2024

Date of Expiry / Cpok rogaoctu : 03/2029

Analysis performed according ND / Ananns nposesen no HJI: TI NO1 1252/01-160123

API name (INN) /

Haumenoanne ADOC (MHH): Ibuprofen / Ubynpoden Paracetamol / I1apaneramon
AR manuiaclurer batch namber / PIBM230460 1163/23-24, 1167/23-24
Homep cepnu npousBoanTeas ADC:

FP Manufacturer API Batch number /

Homep cepuu cyGcTanuEn FERA00049 FERA00084, FERA00085

npounseoauTens LJID:

API Manufactured by & country /
Ipouseogutens ADC, cTpana:

Solara Active Pharma Sciences
Limited, India / Conapa JkTHB
Dapma Caitencus Jlumuten, Manus

Sri Krishna Pharmaceuticals
Ltd., India / Iiipy KpuiwHa
®apmacerotuxanc JIta., Muana

Remarks : The Product conforms to ND/
Ipumeuanne: [1poaykr coorsercreyet Tpebosanuam HIT

Opinion : APPROVED
Saxmovenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Mapager/Executive
[Togrorosneno Rama [Iposepeno: Pardeep Kumar | /Onobpeno: Meungimkep /

Kant ﬁ Pykosoautens Abhishek Chauhan
Reprint Date: i Reprint Date: Reprint Date: :

JaTa: 21.05.2024 Jara: 21.05.2024 Hara: 21.05.2024




