Dr.Reddy’s Qf:‘

CERTIFICATE OF ANALYSIS

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
www.drreddys.com

CEPTUOPUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyknnH®, TabeTkH, NOKPLITHIE NJIEHOYHOI 000/04K0i1, 400mMr + 325Mr

Batch No / Cepus Ne : V2201674

Batch Quantity / Oowem nmaptun : 776.0Kg

Analytical Report No / Ananurnueckuii oruet Ne :
040001631074, 890001611847

Date of Analysis / laTa ananu3za: 03.09.2022

Date of Manufacture / Jlara npousgoacrsa : Aug-2022

Date of Expiry / Cpok rognoctn :July-2027

Analysis performed according ND / Anasiu3 nposenen mo H/: T1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ n3m. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

S. Test
No

Result

Specification

1 |Description / Onucanne

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

on cross section- white core /

TabneTtkn KancynoenaHom
opmbl, MOKpbITLIE
MIEHOYHOM obornoukoli

OpaHXeBOro LBeTa, C PUCKON
Ha OOHOW CTOpoOHE, Ha
nonepe4yHoM paspese — agpo
Oenoro uBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core [/ TabneTkm KancyrnoBUOHOW
hopmbl,  MOKPbITBIE  MSIEHOYHOW
obonovko opaHxesoro uBeTa, C
pPUCKOW Ha oOfHOW CTOpOHE; Ha
nonepedyHoM paspese —  d4po
Benoro nnu no4yTu Senoro UgeTa

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr coorsercTByeT TpeboanusaM HJI

Opinion : APPROVED
3aknouenne; OJJOBPEHO

Jara: 03.09.2022

Hara:03.09.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarotosnexo: , [Tpoepeno: Ramakant Onobpeno: Menemxep /
Pravesh Rana A % PyxoBoauTenb Eshff( Chauhan
Print Date: Print Date: Print Date: o

Hara: 03.09.2022

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

CIN: LB5195AP1984PLCOD4507
www.drreddys.com
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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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUPHUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NO6ykaun®, TabaeTKH, MOKPbITbIE NJEeHOYHOI 000104K0i1, 400Mr + 325Mr

Batch No / Cepus Ne : V2201674

Batch Quantity / Oobem naptun : 776.0Kg

Analytical Report No / AHaauTnyecknii order Ne :
040001631074, 890001611847

Date of Analysis / /laTta ananu3za: 03.09.2022

Date of Manufacture / Jlata npouseoncrea : Aug-2022

Date of Expiry / Cpok rogHoctu :July-2027

Analysis performed according ND / Ananus nposeaen mo H: 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)

il

mass uniformity /
CpepnHsst macca n
OOHOPOAHOCTL M0
mMacce

2 Identification / a) Complies as prescribed/ | The retention time of the main peaks
[MoAnuHHOCTL B cooTBeTCTBUN C on the chromatogram of the test
onucaHuem solution should correspond to the
retention times of the peaks on the
chromatogram of ibuprofen and
paracetamol reference standards
solution (section Assay)/
BpemeHa ygepkvBaHUA OCHOBHbIX
NUKOB Ha XpoMaTorpamme
UCMbITYEeMoro pactsopa AOMkKHbI
COOTBETCTBOBATb BpEMeEHaMm
YAEPKNBaHNSA NMKoB Ha
XpomaTorpamme pacTBopa
CTaH4apTHbIX obpasuos
ubynpocdbeHa n  napauetamona
(pasgen «KonunuecteseHHoe
onpegenexHue») _
3 |Average weight and 970.4mg 940,9 mg to 999,1 mg

Complies /cooTBeTCTBUYU C

(970,0 mg £ 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 Gonee + 10 %

Remarks : The Product conforms to ND/
IIpumeyanue: [Ipoaykr coorBercTByeT TpeGoBanusm HJ|

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /
IMTonrorosneHo:
Pravesh Rana

Checked by /
[TpoBepeHo: Ramakant

Bl

Approved by: Manager/Executive /
Onobpeno: Menemxep /
PyKOBO,U,I/ITeJ'[bkiAbhiShck Chauhan

Print Date:
Hara: 03.09.2022

Print Date:
Jata:03.09.2022

|
Print Date:

Jarta: 03.09.2022

Registered Cfiice: =-

2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangans, India

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

CIN: L85195AFP1984PLLO04507

www.drreddys.com




Q. ® Dr. Reddy's Laboratories Ltd.

! °® Formuiation Unit-6

Dr. Reddy s .0 Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUDPHUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 I_ng + 325 mg
Noykanu®, TabaeTkn, NnOKpbITHIE MLIEHOYHO 000J10UK0il, 400Mr + 325Mr
Batch No / Cepust Ne : V2201674 Batch Quantity / Oobem nmaptun : 776.0Kg

Analytical Report No / AHajiuTHYecKHii oTueT No : Date of Analysis / lara anaau3za: 03.09.2022
040001631074, 890001611847
Date of Manufacture / lata nponspoacrsa : Aug-2022 |Date of Expiry / Cpok rogaoctu :July-2027
Analysis performed according ND / Ananu3s npoeenen mo H: I1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ n3m. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

4 ;Disintegration/ 11 minutes 50 seconds  |Not more than 30 minutes /
Pacnagaemocts He 6onee 30 MuH

5 |Dissolution / 99% - 102% NLT 70% (Q) C13H10O: (Ibuprofen)
PacTBopeHue dissolved in 30 minutes /

He meHee 70 % (Q) Ci3H102
(ndynpodheH) yepez 30 MuH

NLT 70% Q) CsHaNO;
99% - 102% (Paracetamol) dissolved in 30
minutes /

He wmeHee 70 % (Q) CsHoNO,
(napaueTamon) yepes 30 muH

6 |Related substances / 0.04% Total impurities of Ibuprofen NMT
PogcTteeHHble npumecu 1.0% / Cymma npumecein
nbynpodeHa — He Borniee 1,0 %
0.0002% 4-aminophenol (Paracetamol

impurity) NMT 0.005% /
4-amvHodbeHon (npumeck
napauetamona) — He 6onee 0,005%
7 |Water/Bopga 1.5% Not more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpumeuanne: [Ipoaykr coorserctByet Tpeboanusam HJI | 3akmodenune: OJOBPEHO

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

IloarorosneHo: IIposepeHo: Ramakant Onobpeno: Menemxep /

Pravesh Rana /[ %\w \Q} Pykoeoautens jAbhishek Chauhan
4 o : l

Print Date: Print Date: Print Date: '

Hata: 03.09.2022 Hata:03.09.2022 Hata: 03.09.2022

Raristered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangang, India
Tel: +91 40 4900 2900, Fax: +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, Badd;,
Distt. Solan, H.P., 173 205, {NDIA
Tel : 491 98166 56001-02
www.drreddys.com

CEPTUDPUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
MNoykauH®, TabaeTKky, NOKPLIThIE IJIEHOYHOMH 060/104KOil, 400Mr + 325mMr

Batch No / Cepust Ne : V2201674

Batch Quantity / Oobem naprun : 776.0Kg

Analytical Report No / AHajuTu4yeckuii oTyer No :
040001631074, 890001611847

Date of Analysis / JIata ananusa: 03.09.2022

Date of Manufacture / Jata npousBoacTsa : Aug-2022

Date of Expiry / Cpok roaunoctu :July-2027

Analysis performed according ND / Ananu3s nposeaen no HI: [1N011252/01-110717 (amend Ne 1 from

06.09.2018, amend No 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

*8 |Microbial limits /

yncToTa
a) Total aerobic
microbial count /
O6wee uncno
a3pobHbIX
MUKPOOPraHn3MoB

b) Total combined
yeasts and mould

APOXOKeBbIX U

¢) E. coli

Mukpobuonoruueckas

count / Obuwee yucno

nNecHeBbIX I'pVIGOB

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

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

Absent / OTtcytcTBYyeT

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
1r

Remarks : The Product conforms to ND/
IIpumeyanue: [poaykT cooTBeTcTBYET TpeboBanusm HJT

Opinion : APPROVED
3axurouenne: OJIOBPEHO

Prepared by /
IlonrorosneHo:
Pravesh Rana

!

Checked by /
[Iposepeno: Ramakant

dbe

Approved by: Manager/Executive /
OnobpeHo: Menemxep /

Pykoeomuteny : Abhishek Chauhan
L [

Print Date:
Hara: 03.09.2022

Print Date:
Nata:03.09.2022

Print Date:
Jarta: 03.09.2022

Rzoizterad 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
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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

CEPTUDPUKAT AHAJIU3A

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

NoyxkauH®, TabaeTky, NOKPHITHIE MJIEHOYHOH 060104K0il, 400Mr + 325mr

Batch No / Cepusa Ne : V2201674 Batch Quantity / O6bem mapTuu : 776.0Kg

040001631074, 890001611847

Analytical Report No / Anaauruueckuii oryet Ne : Date of Analysis / /laTta ananusa: 03.09.2022

Date of Manufacture / JlaTa nponseoactsa : Aug-2022 |Date of Expiry / Cpox rogaoctH :July-2027

Analysis performed according ND / Anasnus nposegen mo H: TT N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzmM. Ne 1 ot 06.09.2018,

u3M. Ne 2 ot 23.09.2019)

9 iUniformity of dosage
units

/ OaHopoAHOCTb 1.8

[03MpoBaHnA

Ibuprofen /

néynpodheH

Acceptance value (AV) should be
not more than 15.0 /
MokasaTtens npuemnemocTtn (AV)
JormkeH ObITb He Bonee 15,0.

Acceptance value (AV) should be

1.8 not more than 15.0 /
Paracetamol / MokasaTtenb npuemnemoctn (AV)
napauetamon nommkeH 6biTh He Bonee 15,0.
10 |Assay/ 400.9 mg 360 to 440 mg of Ci3Hi02
KonvnyecteseHHoe (Ibuprofen) per tablet /
onpegeneHve Ot 360,0 mr go 440,0 mr Ci3H502
(nbynpodheH) B TabneTke
321.68 mg

292.5 to 357.50 mg of CgHsNO;
(Paracetamol) per tablet /

Ot 292,5 mr go 357,5 mr CgHgNO;
(napaueTtamon) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Ipoayxr cootBercTByeT Tpebopanuam HJI | 3akimovyenue: ONIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosieHo: [Tposepeno: Ramakant Onobpeno: Menemxep /

Pravesh Rana / ! ‘? PyKOBO,}lHTCi b :Abhishek Chauhan
Print Date: Print Date: Print Date:

Jlarta: 03.09.2022 Jarta:03.09.2022 Jara: 03.09.2022

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

Jel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email:

CIN: L85195AP1984PLC004507
www.drreddys.com
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Do Dr. Reddy's Laboratories Ltd.

/ o Formuiation Unit-6
Dr’ Reddy S q" Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUDOHUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Oy kaun®, TabaeTku, MOKpbIThIE NJIEHOUHOI 000104Koii, 400Mr + 325mr

Batch No / Cepust Ne : V2201674 Batch Quantity / O6bem nmaptum : 776.0Kg

Analytical Report No / Anasurndecknii otuer Ne : Date of Analysis / JlaTa ananmsa: 03.09.2022
040001631074, 890001611847

Date of Manufacture / Jlata nponseoacrsa : Aug-2022 |Date of Expiry / Cpok rognoctn :July-2027
Analysis performed according ND / Ananus nposenen mo H/I: I[1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

11 | Package / YnakoBka |10 tablets in PpVC/AI 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. / o 10 TabneTtok
a carton. / Mo 10 Tabnetok |8 MNBX/Al 6nuctep. Mo 1, 2 unu 20

8 MBX/Al 6nuctep. Mo 1 ONUCTEPOB B NaYKy KAPTOHHYHO
6nucTepy B nadky BMECTE C UHCTPYKUMEN NO
KapTOHHYH BMECTE C NPUMEHEHMIO.

NHCTPYKUUER no

NPUMEHERMIO.

12 | Labeling / MapkupoBka | According to ND / B cooteeTcTBum ¢ H3
13 | Storage conditions / At temperature not more than 25 °C. /

XpaHehve MNpn TemnepaType He Bbiwe 25 °C.
14 | Shelf life / Cpok 5years /5 net

roAHOCTM
Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanue: [poaykt coorsercTByeT Tpebosanusam HJI | 3axmouenne: OXOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: [Tpoepeno: Ramakant Onobpeno: Menemxep /
Pravesh Rana ) PykoBoauteps :Abhishek Chauhan

¢ Q @NM/ jk_p

Print Date: Print Date: Print Date: '
Hata: 03.09.2022 Hata:03.09.2022 Hara: 03.09.2022

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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