Dr.Reddy’s ‘;‘

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

Vill. Khoi, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS Www.drreddys.com

CEPTHDOUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyxnuH®, TabjieTKH, IOKPBIThIE IIJIeHOYHOH 000/109K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2200151

Batch Quantity / O0bem mapruu :
727.50 Kg

Analytical Report No / AHanuTnyecknii oryer Ne :
040001521967, 890001573686

Date of Analysis / JlaTa ananuza: 16.02.2022

Date of Manufacture / JlaTa nponssojcrsa : Jan-2022

Date of Expiry / Cpok rogaoctu : Dec-2026

Analysis performed according ND / Ananu3s nporegen mo H: TIN011252/01-110717 (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)

S. Test
No

Result

Specification

1 |Description / Onucanune

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

tablets;

on cross section- white core /
Tabnetku KancynosuaHomn
dopmbl, NOKpPbIThLIE
NIEHOYHOM obornoukoi
OpaHXXeBOro UBETa, C PUCKOW
Ha OOHOW CTOpPOHe; Ha

nonepevyHoOM paspese — a4p0o
6enoro uBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTkm KancynoBUEHOM
opmbl,  NOKPbITEIE  NNIEHOYHOMN
0BONOYKON OpaHXeBoOro LuBeTa, C
pUCKON Ha OAHOW CTOPOHe; Ha
nonepe4yHoMm paspese — d4po
Oenoro unu no4dtu 6enoro LBeTa

Remarks : The Product conforms to ND/
TTpumeuanwe: Ilpogykt coorBeTcTByeT TpeboBanmsm HJI

Opinion : APPROVED
3axmouenue: OJIOGPEHO

Prepared by /
IToarororneHo:
Pardeep Kumar

e —
P

Checked by /
[IpoBepeHo:
Himesh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep /
PykoBoautens =

Manoj Kumar Ayttt

Print Date:
Harta: 16.02.2022

Print Date:

Hara: 16.02.2022

Print Date:
Jara: 16.02.2022

Reglstered Offlce: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, £ax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA
Tel : 491 98166 56001-02
www.drreddys.com

CEPTUOHUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoykmH®, TabjieTKH, NOKPBITHIE IUIEHOYHO 000.104K0i, 400Mr + 325Mr

Batch No / Cepus Ne : V2200151

Batch Quantity / O0bem napTuu :
727.50 Kg

Analytical Report No / AHanuTH4ecKkHii oTyeT No :
040001521967, 890001573686

Date of Analysis / JlaTa ananauza: 16.02.2022

Date of Manufacture / Jlata npon3Boacrsa : Jan-2022

Date of Expiry / Cpok rogsocts : Dec-2026

Analysis performed according ND / Anaan3 uposeaen mo HJ: [IN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

2

Identification /
lNoannHHoCTb

a) Complies as prescribed/
B cooTBeTCTBMNK C
onncaHvem

The retention time of the main peaks
on 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 yaepuBaHUS OCHOBHBLIX
NMKoB Ha XpomaTorpaMmme
UCnbLITYEMOro  pacteopa  AOSKHbI
COOTBETCTBOBATb BpemeHam
yAEpPXKMBaHNS NUKOB Ha
Xpomarorpamme pacTeopa
CTaHOapTHbIX obpasuos
nbynpodeHa U1  napadetamona
(pasgen «KonuuyecteeHHoe
onpeneneHue»)

Average weight and
mass uniformity /
CpepfHsasa macca u
OHOPOAHOCTb MO
Macce

970.2 mg

940,9 mg to 999,1 mg
(970,0mg = 3,0 %) /

Or 9409 wmr po 9991 wr
(970,0 mr + 3,0 %)

18/20 tablets — NMT + 5% /
18/20 TabneTtok —He Gonee + 5 %
2/20 tablets — NMT = 10% /
2/20 TabneTok — He bonee + 10 %

Remarks : The Product conforms to NT)/
IIpumeyanne: Ilpoaykr cootBeTcTBYET TpeboraHusiM HJ|

Qpinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /
IloarorosneHo:
Pardeep Kumar [

Checked by /
IIpoBepeHno:
Himesh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep /

Pykosoautens Vd
Manoj Kumar ot

Print Date:
Hara: 16.02.2022

Print Date:
Hata: 16.02.2022

Print Date:
Jara: 16.02.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CIN: L85195AP1984P1LC004507
www.drreddys.com




Dr.Reddy’s “:

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND1A
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS Www.drreddys.com

CEPTUOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg

HNoyxnmuH®, TabaeTKH, IOKPHITHIE IUIEHOYHOH 000.1049K0ii, 400mr + 325Mr

040001521967, 890001573686

Batch No / Cepus Ne : V2200151 Batch Quantity / O6bem napTuu :
727.50 Kg
Analytical Report No / AHanuTH4YecKkHit oTyeT No : Date of Analysis / JlaTa anann3za: 16.02.2022

Date of Manufacture / JlaTta npon3Boacrsa : Jan-2022 | Date of Expiry / Cpok rogaoctu : Dec-2026

Analysis performed according ND / Ananuz npoBenen mo HJI: IT N011252/01-110717 (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)

95% - 101%

4 Disintegration / 09 minutes 38 seconds Not more than 30 minutes /
Pacnapaemoctb He 6onee 30 muH

5 |Dissolution / 95% - 102% NLT 70% (Q) C13H1sO2 (lbuprofen)
PacTBopeHue dissolved in 30 minutes /

He meHee 70 % (Q) CizH402
(nbynpodheH) uepes 30 MnH

NLT 70% Q) CsHoNO2
(Paracetamol) dissolved in 30
minutes /

He menee 70 % (Q) CsHyNO:
(napauetamon) yepes 30 MUH

6 |Related substances/ 0.03%
PoacTteeHHbIE npumMec

Total impurities of lbuprofen NMT
1.0% / Cymma npumecei
ubynpodceHa — He 6onee 1,0 %

0.0001% 4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHocbeHorn (npuvecs
napaueTtamona) — He 6onee 0,005%

7 |Water/ Boga 1.2% Not more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpumeuanue: [Ipoaykr cootBeTcTByeT Tpebopanusam H][ | 3axmoyenne: OJOBPEHO

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

[ToaroroBneHo: [IpoBepeHo: Onob6peno: Menemxkep /

Pardeep Kumar | Himesh Kumar e PyxoBoauTens : C
=t (DTS,/«\/ Manoj Kumar w&.’

Print Date: Print Date: Print Date:

Hara: 16.02.2022 Jara: 16.02.2022 Jata: 16.02.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900; Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




‘. @ Dr. Reddy's Laboratories Ltd.

e ® Formulation Unit-6

Dr. Reddy s -. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS Www.drreddys.com
CEPTUDOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNOykIHH®, Tab1eTKH, NOKPBITHIE JIEHOYHO# 000104K0i#, 400Mr + 325Mr

Batch No / Cepusa Ne : V2200151 Batch Quantity / O6bem napTum :
727.50 Kg
Analytical Report No / AHajaaTH4eckuii oryer No : Date of Analysis / JlaTa ananu3a: 16.02.2022

040001521967, 890001573686
Date of Manufacture / lata npon3Boacrsa : Jan-2022 | Date of Expiry / Cpok rognoctu : Dec-2026
Analysis performed according ND / Ananu3 nposeaen mo H/I: [1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

8 |Microbial limits /
Mukpobuonornyeckas
yucToTa

a) Total aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
microbial count / Menee 10 KOE/r He 6onee 1000 KOE/r
Ob6uwee yucno
aspoBHbIX
MUKPOOPraHU3MOB

b) Total combined Less than 5 CFU/g / Not more than 100 CFU/g /
yeasts and mould MeHee 5 KOE/r He 6onee 100 KOE/r
count / ObLLee yncno
OpoeKeBbIX U
nnecHesbiX rpnbos

Absent / OTtcyTtctBYyeT Shall be absent in 1g / OTcyTcTBYE B
c) E. coli 1r
Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanne: [ponykr cootBercTByeT TpeGopanusam HJI | 3axmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBneHo: [IpoBepeHo: Opnobpeno: Merenxep /
Pardeep Kumar Himesh Kumar — Pykosogurens .
& 1{__/_, C}J/) Manoj Kumar M
Print Date: Print Date: Print Date:
Hara: 16.02.2022 Hata: 16.02.2022 Hara: 16.02.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900;fax: +91 40 4900 2999, Email: mail@drreddys.com
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www.drreddys.com



@e
Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS Www.drreddys.com

CEPTHUOHUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyknnH®, TabieTKH, MOKPHITHIE IJIEHOYHOI 000104K0it, 400Mr + 325Mr

Batch No / Cepus Ne : V2200151

Batch Quantity / O0bem napTuu :
727.50 Kg

040001521967, 890001573686

Analytical Report No / AHanaTHYecKunii oTyeT No ¢

Date of Analysis / laTta ananusa: 16.02.2022

Date of Manufacture / Jlara npon3Boacrsa : Jan-2022

Date of Expiry / Cpok rognoctu : Dec-2026

Analysis performed according ND / Ananu3z npoBexen mo HJ/I: IT N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

9 [Uniformity of dosage

Acceptance value (AV) should be

units not more than 15.0 /
{ OBHopopHoOCTL 1.2 Mokasatens npuemnemoctyn (AV)
0031poBaHns gorkeH ObiTb He Bonee 15,0.
Ibuprofen /
nbynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.3 MokasaTens npuemnemoct (AV)
napaueTtamon JomKkeH bbITb He Gonee 15,0.
10 |Assay/ 395.6 mg 360 to 440 mg of Ci3H0,
KonunuyecTtseHHoe (Ibuprofen) per tablet /
onpegeneHne Ot 360,0 mr go 440,0 mr Cq3H+s02
(nBynpodbeH) B TabneTke
323.44 mg 2925 to 357.50 mg of CgHgNO;

(Paracetamol) per tablet /
O1 292,5 mr go 357,5 mr CgHgNO-
(napauetamon) B TabneTke

Remarks : The Product conforms to ND/
IIpumeuanue: [TpoayKT cooTBeTCTBYET TpeboBaHUsAM H /|

Opinion : APPROVED
3axknwuenue: OJOBPEHO

Prepared by / Checked by /
[ToaroroneHo: [TpoBepeHo:

Pardeep Kumar _ i Himesh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep /

PykoBoautens
Manoj Kumar { 2

Print Date: Print Date:
Hara: 16.02.2022 Hata: 16.02.2022

Print Date:
JHara: 16.02.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900;Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s Q

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS Www.drreddys.com

CEPTHO®UKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNOoyk1na®, TabNeTKH, NOKPLITHIE INIEHOYHOH 0601049K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2200151

Batch Quantity / O6bem naptum :
727.50 Kg

Analytical Report No / Ananurudeckuii oryer Ne :
040001521967, 890001573686

Date of Analysis / laTa anaausa: 16.02.2022

Date of Manufacture / JlaTta npon3Boacrea : Jan-2022

Date of Expiry / Cpok rognoctn : Dec-2026

Analysis performed according ND / Ananu3 nposenen no HJI: ITN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ nam. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

11 | Package / Ynakoska

10 tablets in PpVC/Al
blister. 1 blister and a
patient information leaflet in
a carton. / o 10 TabneTtok
B MNBX/Al 6nuctep. lNMo 1
GnucTtepy B nayky
KapTOHHY BMecTe ¢
WHCTPYKUKMEn no
NPUMEHEHUIO.

10 tablets in PVC/Al blister. 1, 2 or
20 blisters and a patient information
leaflet in a carton. / Mo 10 TabneTok
B MBX/Al 6nuctep. Mo 1, 2 unu 20
BrncTepoB B NayKy KapTOHHYLO
BMECTE C UHCTPYKLMEN Mo
NPUMEHEHMIO.

12 | Labeling / Mapkuposka

According to ND / B cootBeTctBun ¢ Hl

XpaHeHue

13 | Storage conditions /

At temperature not more than 25 °C. /
Mpu TemnepaType He Bbiwe 25 °C.

roAHOCTK

14 | Shelf life / Cpok

5years/5 ner

Remarks : The Product conforms to ND/
ITIpumeuanue: [IpoaykT cooTBeTcTBYyeT TpeOoBanusam HJJ

Opinion : APPROVED
3axkmouenue: OJJOBPEHO

Hata: 16.02.2022

Hara: 16.02.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotosnexo: ITpoBepeno: Ono6peno: Menemxep /
Pardeep Kumar s Himesh Kumar = PykoBoaurens

— QS,/’//J Manoj Kumar @L
Print Date: Print Date: Print Date:

Hata: 16.02.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900;Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com



