Dr.Reddy’s ‘;

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDia
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noyxkann®, TabaeTkH, NOKPLITHIE NJIEHOYHOH 00010uK0H, 400Mr + 325Mr

Batch No / Cepust Ne : V2201672

Batch Quantity / O6sem napTuu : 776.0Kg

040001628744, 890001611087

Analytical Report No / Ananutuyeckuii oTuer Ne :

Date of Analysis / JlaTta ananuza: 31.08.2022

Date of Manufacture / JaTa nponssoacrsa : Aug-2022

Date of Expiry / Cpok rognocrtn :July-2027

Analysis performed according ND / Ananau3 uposenen no HJI: T1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 o1 06.09.2018, uzm. Ne 2 ot 23.09.2019)

S.
No

Test

Result

Specification

1 |Description / OnucaHne

Capsule-like orange-coloured
film-coated one-side scored

tablets;

on cross section- white core /
TabneTkn KancyrnosuaHom
hopMbt, NOKpbITbIE
NNEHOYHOM obono4koi
OpaHXeBoro UBeTa, C PUCKON
Ha OJHOW CTOpPOHe;, Ha

nonepeyvyHoM paspese — A4po
Benoro usera.

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / Tabnetkn KancynoBUAHOW
chopmbl,  MOKpbITEIE  MIIEHOYHOMN
00OOMOYKOMA oOpaHXeBOro uUBeTa, ¢
pucKO Ha o©oOHOW CTOPOHE; Ha
nonepe4yHoM paspese SAPO
H6enoro unu no4vtn 6enoro LBeTa

Remarks : The Product conforms to ND/
IIpumevanne: Ilpoaykt coorBeTcTBYeT TpeboBaHusm HJJ

Opinion : APPROVED
3akmouenune: OJOBPEHO

Jara: 31.08.2022

Jata:31.08.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosnexo: ITposepeno: Pardeep Kumar | Onobpeno: Menemxkep /
Naresh Kumar A " PykoBogurens : Abhishek Chauhan
Lo ~f— L )\
diom
Print Date: Print Date: Print Date: '

Hara: 31.08.2022
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CEPTUOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykaun®, TabeTkH, TOKPbITHIE NJeH0YHOoI 060n0uK0ii, 400mMr + 325mMr
Batch No / Cepus Ne : V2201672 Batch Quantity / Oobem naptuu : 776.0Kg

Analytical Report No / Ananuruyeckuii otyer No : Date of Analysis / JlaTa ananu3za: 31.08.2022
040001628744, 890001611087
Date of Manufacture / laTa nponsBoacrsa : Aug-2022 |Date of Expiry / Cpok roanoctu :July-2027
Analysis performed according ND / Ananns nposeaen o HJI: [T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 ot 06.09.2018, u3m. Ne 2 o1 23.09.2019)

2 ‘ Identification / a) Complies as prescribed/ |The retention time of the main peaks
lNoanuHHOCTL B cooTBETCTBUM C on the chromatogram of the test
OnnUcaHuem solution should correspond to the

retention times of the peaks on the
chromatogram of ibuprofen and
paracetamol reference standards
solution (section Assay)/

BpemeHa yaepXvBaHusi OCHOBHbIX

NnUKoB Ha XpomaTorpamme
UCMILITYEMOro  pactesopa  AOJIKHbI
COOTBETCTBOBATb BpemMeHam
yAEPXKUBaHNSA NKoB Ha
XpomaTorpamme pacTesopa
CTaHAaPTHBIX obpasuos
néynpocdeHa 1  napauetamona
(pasgen «KonuyecreseHHoe
onpeaeneHne»)
3 |Average weight and 971.0mg 940,9 mg to 999,1 mg
mass uniformity / (970,0 mg + 3,0 %)/
CpegHssa macca u Or 9409 wmr pgo 9991 wr
OLHOPOAHOCTbL MO (970,0 mr £ 3,0 %)
macce
18/20 tablets — NMT + 5% /
Complies /cootBetcTBuu ¢ |18/20 TabneTok — He 6onee + 5 %
2/20 tablets — NMT + 10% /
2/20 TabneTok — He bonee £ 10 %
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipaveuanne: [Ipoaykr cooTsercTyeT TpeGosanuam HJI | 3akmouenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: [Tposepeno: Pardeep Kumar | Ono6peno: Menemiep /
Naresh Kumar @5/ \;‘( PykoBoauTe :Abhisth Chauhan
Print Date: Print Date: Print Date:
Hara: 31.08.2022 Hara:31.08.2022 Hata: 31.08.2022
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Product : Ibuclin, film-coated tablets 400 mg + 325 mg
U6ykaHH®, TabJaeTKH, NOKPbIThIe MIeH0YHOoi 060104K0MH, 400Mr + 325mr

Batch No / Cepunsa Ne : V2201672

Batch Quantity / O6bem naptuu : 776.0Kg

040001628744, 890001611087

Analytical Report No / Ananuruueckuii oryer No :

Date of Analysis / [lara ananun3sa: 31.08.2022

Date of Manufacture / Jlata npoussoacTsa : Aug-2022

Date of Expiry / Cpok roanoctu :July-2027

Analysis performed according ND / Anann3 npoeeaen no HJI: TIN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 or 06.09.2018, n3m. Ne 2 or 23.09.2019)

4 |Disintegration /
PacnagaemocTtb

08 minutes 55 seconds

Not more than 30 minutes /
He bonee 30 muH

S |Dissolution /
PacteopeHue

96% - 100%

92% - 100%
minutes /

He wmeHee 70
(napaueTtamon) yepes 30 MUH

NLT 70% (Q) Ci3H1s02 (lbuprofen)
dissolved in 30 minutes /

He weHee 70
(m6ynpodeH) yepes 30 MUH
NLT 70%
(Paracetamol)

% (Q) CisH1O2

(Q) CegHgNO;
dissolved in 30

% (Q) CsHsNO2

6 |Related substances /
PogacteeHHble npumecu

0.04%

0.0002%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecei
néynpodeHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHocheHon (npumech
napauetamona) — He 6onee 0,005%

7 |Water/Boaa

1.5%

Not more than 5.0% /
He bonee 5,0 %

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBaHusM HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /

[lonrorosneHo:

Naresh Kumar C;
/

Checked by /
[TposepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peHo: Menemxep /
enb :Abhishek Chauhan

’ PyxoBoju

Print Date:
Hara: 31.08.2022

Print Date:
Jara:31.08.2022

Print Date:

Jata: 31.08.2022

]
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CEPTUO®UKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoykauH®, TabNeTKH, NOKPBITHIE MJIeHOYHOH 00004K0M, 400Mr + 325Mmr

Batch No / Cepusi Ne : V2201672

Batch Quantity / O6bem naprun : 776.0Kg R

040001628744, 850001611087

Analytical Report No / Ananuruuecknii oryer No :

Date of Analysis / /laTa ananu3a: 31.08.2022

Date of Manufacture / JlaTta npouzBoacTra : Aug-2022

Date of Expiry / Cpok rogHoctu :July-2027

Analysis performed according ND / Ananu3 nposeaes mo H/I: [1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

*8 |Microbial limits /
Mukpobnonoruyeckasn
yucroTa

'a) Total aerobic
microbial count /
OO6GLee yncno
a3pobHbIX
MUWKPOOPraHN3mMoB

b) Total combined
yeasts and mould
count / Obwee uncno
OPOXOKEBBIX 1
nnecHesbIX rpubos

c) E. coli

Less than 10 CFU/g /
MeHee 10 KOE/r

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

Absent / OTtcyTcTBYeET

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

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

Shall be absent in 1g / OtcyTcTBUE B
ir

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Iponykt cootBercTBYET Tpebosannsam HJl | 3axmouenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: I[Tposepeno: Pardeep Kumar | Onobpeno: Menemxep /

Naresh Kumar @/ f Pyko |3omrwis\hek Chauhan
Print Date: Print Date: Print Date:

JHara: 31.08.2022 Hata:31.08.2022 Hara: 31.08.2022
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CEPTHOHKAT AHAJIH3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NOykauH®, TabaeTkn, NOKPLITHIE MIEH0YHOIT 06010uK0i, 400Mr + 325Mr
Batch No / Cepust Ne : V2201672 Batch Quantity / O6bem maprun : 776.0Kg

Analytical Report No / Ananutnyeckuii otuer No : Date of Analysis / {aTa ananuza: 31.08.2022
040001628744, 890001611087
Date of Manufacture / Jlata npoussoacrsa : Aug-2022  |Date of Expiry / Cpox roanocry :July-2027 |
Analysis performed according ND / Anaan3 nposenen mo HJI: 1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3M. Ne | or 06.09.2018, n3m. Ne 2 ot 23.09.2019)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
| OpHopoAHOCTb 1.2 MNokasaTens npuemnemocTtn (AV)
0031poBaHnsa OOIKeH BbITh He Bonee 15,0.
Ibuprofen /
néynpodeH Acceptance value (AV) should be
1.2 not more than 15.0 /
Paracetamol / MNokasaTens npuemnemoctu (AV)
napaueTamon AorkeH 6biTe He Gonee 15,0.
10 |Assay/ 393.4 mg 360 to 440 mg of CizH450:
KonnyectBeHHoe (Ibuprofen) per tablet /
onpeaeneHue Ot 360,0 mr no 440,0 mr Cq3H150-
(nbynpodheH) B TabneTke
324.29 mg
292.5 to 357.50 mg of CgHoNO-
(Paracetamol) per tablet /
Ot 2925 mr go 357,5 mr CsHgNO,
(napauetamon) B TabneTke
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [poaykr coorsercTByeT Tpebopanusam HJI | 3aximouenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarororneHo: IIposepeno: Pardeep Kumar | Omo6peno: Menemxep /
Naresh Kumar : Pykosoautes :Abhishek Chauhan
(@( (AI—’_’ || \
> )
Print Date: Print Date: Print Date:
Hata: 31.08.2022 JaTa:31.08.2022 Hara: 31.08.2022
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
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CEPTUOHUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyknauu®, TabneTKkH, NOKPLITHIE NJIeHOYHOH 0060/104uK0i, 400Mr + 325mr

Batch No / Cepus Ne : V2201672

Batch Quantity / O6bem naptuun : 776.0Kg

040001628744, 890001611087

Analytical Report No / AHanuTuyeckuii oTyeT No :

Date of Analysis / Jlata anaau3a: 31.08.2022

Date of Manufacture / Jlata mpousBoacTsa : Aug-2022

Date of Expiry / Cpok roguaocrn :July-2027

Analysis performed according ND / Auaau3s nposenen no H/: [1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, uam. Ne 2 ot 23.09.2019)

11 | Package / YnakoBka |10 tablets in PpVC/Al 10 tablets in PVC/Al blister. 1, 2 or
blister. 1 blister and a 20 blisters and a patient information
patient information leaflet in |leaflet in a carton. / Mo 10 TabneTok
a carton. / Mo 10 Tabnetok  |B MNBX/Al 6auctep. Mo 1, 2 nnn 20
B NBX/Al 6nuctep. Mo 1 BnucTepoe B Nadky KAPTOHHYO
B6nucTepy B nadky BMECTe C UHCTpYKLUeit no
KapTOHHYIO BMECTE C NPUMEHEHUIO.

WHCTpYKUWEN Nno
MPUMEHEHMIO.

12 | Labeling / Mapkuposka | According to ND / B cooTeeTcTeun ¢ H
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue Mpu TemMnepaType He Bbiwwe 25 °C.

14 | Shelf life / Cpok 5years /5 ner

rogHoCTU

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuannue: [poaykr cootBercTByeT Tpebopanusam HJI | 3axmouenne: OLOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarororneHo: [TpoeepeHo: Pardeep Kumar | Ono6peno: Menemxep /

Naresh Kumar @/ 31'_,_, PykosoauTens :Abhishek Chauhan
Print Date: Print Date: Print Date: i

Hata: 31.08.2022 JHata:31.08.2022 Hara: 31.08.2022
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