Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJINU3A

www.drreddys.com

Product : Tbuclin, film-coated tablets 400 mg + 325 mg
HNoyxkanu®, TabaeTKH, NOKPHITHIE MIJIEHOYHOI 060/104K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2201082

Batch Quantity / O6bem maptun : 776.0Kg

040001583874, 890001595342

Analytical Report No / AHanuTHYeckuii oTuer Ne :

Date of Analysis / Jlata ananu3a: 11.06.2022

Date of Manufacture / J/Ilata npon3oacrsa : May-2022

Date of Expiry / Cpok roanoctn :Apr-2027

Analysis performed according ND / Ananu3 nposegen no HJ: [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, usm. Ne 2 ot 23.09.2019)

S.
No

Test

Result

Specification

1 [Description / Onucanne

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

tablets;

on cross section- white core /
TabneTku KancynosngHou
hopmbl, NOKpbITbIE
NIEeHOYHON obonouykon
OpPaHXeBoro LBeTa, ¢ PUCKOM
Ha OOHOM CTOpOHe; Ha

nornepeyYyHoM paspese — A4po
Hernoro uUBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core [/ TabneTkum kancynoBuaHoW
POopMbl,  NOKPbLITEIE  MSIEHOYHOW
000noYkon oOpaHXeBoro LBeTa, C
pyUcCKOA Ha OJHOW CTOPOHE; Ha
rnonepevyHom  paspese AApo
6enoro unu noytn 6enoro useTa

Remarks : The Product conforms to ND/
IIpumeyanue: IIpoaykT coorBeTcTByeT TpeboaHusm HJJ

Opinion : APPROVED
3axkmouenue: OJOBPEHO

Prepared by /
IMoxrotosneHo:
Naresh Kumar

b

Checked by /
ITpoBepeHo: Parvesh Rana

Approved by: Manager/Executive /
OnobpeHo: Menemxep /
PykoBoauTens :Pavan kumar Sharma

Print Date:
Hara: 11.06.2022

Print Date:

Jara: 11.06.2022

Print Date:
Hara: 11.06.2022

Registered Office: 8-2-337, Road No. 3, Banjata Hills, Hyderabad - 5000324, Telangana, India
Tel: +91 40 4200 2900, Fax: +91 40 4900 2995, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
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, INDIA

CERTIFICATE OF ANALYSIS ~ Tel: +91 98166 5600102

CEPTU®HUKAT AHAJII3A ~ Www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykaun®, TabneTku, HOKPLITHIC MJIEHOYHOMH o6onoukoii, 400mr + 325mr

Batch No / Cepust Ne : V2201082

Batch Quantity / O6bem maptum : 776.0Kg

Analytical Report No / Auanutudeckuii oruer No :
040001583874, 890001595342

Date of Analysis / lata ananusa: 11.06.2022

Date of Manufacture / Jlata nponssoicrsa : May-2022

Date of Expiry / Cpok roanoctu : Apr-2027

Analysis performed according ND / Ananu3s nposengen o HJI[: T1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, nsm. Ne 2 ot 23.09.2019)

2

[ Identification /
[MoanvHHocTs

a) Complies as prescribed/
B cooTtBeTCcTBUNU C
onucaHnem

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 yaepXuBaHUsi OCHOBHbIX
NUKOB Ha XpomaTorpamve
UCNbITYEMOro  pacTeopa  AOMMKHbI
COOTBETCTBOBATb BpemMeHam
yaAepKuBaHUs MUKoB Ha
xpomarorpamme pacTeopa
CTaHAapTHBLIX obpasuos
uwbynpocpeHa ¥  napauetamona
(pasgen «KonnuecteeHHoe
onpegenexHne»)

Average weight and
mass uniformity /
CpeaHss macca u
0JHOPOAHOCTL Mo
Macce

971.4 mg

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

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

18/20 tablets — NMT + 5% /
18/20 Tabnetok — He Gonee + 5 %
2/20 tablets — NMT + 10% /
2/20 TabneTok — He 6onee + 10 %

Remarks : The Product conforms to ND/
IIpumeuanne: ITpoyKT COOTBETCTBYET TpeGOBAHHAM HJI

Opinion : APPROVED
3akmouenue: OJJOGPEHO

Hata: 11.06.2022

Hata: 11.06.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneHo: ITpoBepeHo: Parvesh Rana Ono6peno: Menemkep /
Naresh Kumar @/ 7 Pykosonutens :Payan kumar Sharma
T Fr—=
AR
Print Date: Print Date: Print Date:

Harta: 11.06.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2998, Email: maitl@drreddys.com
CIN: L85195AP1984PLC004507

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, INDIA
Tel : 491 98166 56001-02

CEPTHOUKAT AHAJIN3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
UOyxauu®, TabaeTku, NOKPHITHIE MIEHOYHOI o6oJ10ukoii, 400mr + 325mr

Batch No / Cepusa Ne : V2201082

Batch Quantity / O6bem napruu : 776.0Kg

Analytical Report No / AHaauTHueckuii oTuer Ne :
040001583874, 890001595342

Date of Analysis / Jlata ananuza: 11.06.2022

Date of Manufacture / [lata nponssoacrsa : May-2022

Date of Expiry / Cpok rognocrn :Apr-2027

Analysis performed according ND / Ananus nposeaen mo HJ: ITN011252/01-110717 (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)

4 |Disintegration /
PacnagaemocTb

13 minutes 15 seconds

Not more than 30 minutes /
He 6onee 30 MuH

5 |Dissolution /
PacTtBopeHue

95% - 99%

98% - 103%

NLT 70% (Q) C13H1802 (Ibuprofen)
dissolved in 30 minutes /

He menee 70 % (Q) CizHi0;
(ubynpodpeH) uepes 30 MuH

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

He wmenee 70 % (Q) CsHgNO,
(napavuetamon) yepes 30 MUH

6 |Related substances /
PoacTeeHHble npumecu

0.04 %

0.0003 %

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecein
néynpodeHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amunHodeHon (Npumecs
napaueramona) — He 6onee 0,005%

7 |Water/Boga

1.3%

Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
Hpumeyanue: ITpoayKT cooTBeTCTBYET TpeGOBAHHIM HJ

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by /
IloaroroneHo:

Naresh Kumar @
=

Checked by /
IposepeHo: Parvesh Rana

|
{

Approved by: Manager/Executive /
Onobpeno: Menepxep /
PykoBonurens :Pavan kumar Sharma

Print Date;
Jara: 11.06.2022

Print Date;
Hara: 11.06.2022

Print Date:
Harta: 11.06.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hycerabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2393, Email: mail@drreddys.com

CiN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s €

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

CEPTH®HKAT AHAJIH3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNOoyxiuH®, TabaeTKkH, MOKPBIThIE NUIeHOYHOIH 060/1049K0i1, 400Mr + 325Mr

Batch No / Cepus Ne : V2201082

Batch Quantity / O6bem naprun : 776.0Kg

Analytical Report No / AHanuTu4eckuii oruer Ne :

040001583874, 890001595342

Date of Analysis / [laTa anannsza: 11.06.2022

Date of Manufacture / lara npoussoacrsa : May-2022

Date of Expiry / Cpok roanoctn :Apr-2027

Analysis performed according ND / Ananus nposeaen no H/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, n3m. Ne 2 ot 23.09.2019)

*8 |Microbial limits /
Mwukpobuonoruyeckas
yucToTa

a) Total aerobic
microbial count /
Obwwee yncno
a3pobHbIX

MUKPOOPraH1M3MoB

b) Total combined
yeasts and mould
count / OBwee yncno
OPOXOKEBLIX U
nrecHesbIX rpndos

c) E. coli

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

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

Absent / OTcyTcTBYET

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/
Hpumeuanne: [TposyKT cooTBeTcTBYET TpeboRaHmsaM HJT

Opinion : APPROVED
3akaouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loaroroeneHo: IIposepeno: Parvesh Rana | Opo6peno: Menemxep /

Naresh Kumar :N : Pykosoautens :Pavan kumar Sharma
Print Date: Print Date: Print Date:

Hara: 11.06.2022 Hara: 11.06.2022 Hara: 11.06.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyaerabad - 56C434, Telengana, India
Tel: +91 40 4900 2900, Fax: +91 40 4800 2959, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUDPHUKAT AHAJIU3A

www.drreddys.com

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

Noykanu®, TabneTKy, NOKPbIThIE NJIeHOUHOH 000104K0H, 400Mr + 325mMr

Batch No / Cepusa Ne : V2201082 Batch Quantity / O6bem naptum : 776.0Kg

040001583874, 890001595342

Analytical Report No / AHaanTH4ecknii ordyer Ne : Date of Analysis / JIaTa ananun3a: 11.06.2022

Date of Manufacture / Jlara npousBoacTea : May-2022 |Date of Expiry / Cpox rogaocTu :Apr-2027

Analysis performed according ND / Auasuz nposegen mo H/I: [T 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 /
/ OpHopOoOHOCTL 1.7 MokasaTenb npuemnemocTth (AV)
0031poBaHus JomkeH obITb He Bonee 15,0.
Ibuprofen /
néynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.6 Mokasatenb npuemnemoctn (AV)
napaueTamon LorkeH 6blTe He Gonee 15,0.
10 |Assay/ 398.6 mg 360 to 440 mg of Cy3HiO2
KonnyecTteeHHoe (Ibuprofen) per tablet /
onpepenexue Ot 360,0 mr oo 440,0 mr Cq3H+s02
(nbynpodheH) B TabneTke
328.01 mg 2925 to 357.50 mg of CgHoNO:
(Paracetamol) per tablet /
Ot 292,5 mr no 357,5 mr CsHgNO;
(napaueTtamon) B TabneTke

Remarks : The Product conforms to ND/
Hpumeuanue: IIponyxt cootseTcTBYET TpeboBanuam HJL

Opinion : APPROVED
3axmouenue: OJJOBPEHO

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

[loarorosneHo: [Tposepeno: Parvesh Rana | Ono6peno: Menemxep /

Naresh Kumar (A { PykoBoautens ;Pavan kumar Sharma
1y e 5

Print Date: Print Date: Print Date:

Hata: 11.06.2022 Hara: 11.06.2022 Hata: 11.06.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hycerabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2995, Email: mail@drreddys.com

CIN: L85195AP1984P1LCO04507
www.drreddys.com




@e
Dr.Reddy’s ‘,‘.’

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

CEPTUDUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noykanu®, Ta61eTKH, NOKPBITHIE IJIEHOYHOI 000104K0i1, 400Mr + 325Mr

Batch No / Cepus Ne : V2201082

Batch Quantity / O6bem napruu : 776.0Kg

040001583874, 890001595342

Analytical Report No / Ananmurudeckuii otuer No :

Date of Analysis / JlaTa ananuza: 11.06.2022

Date of Manufacture / [laTa npoussoacrsa : May-2022

Date of Expiry / Cpok rognoctu : Apr-2027

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

11 | Package / Ynakoeka [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 MBX/Al 6nnctep. Mo 1, 2 unu 20
B MNBX/Al 6nuctep. Mo 1 6rMcTepoB B Nayky KapTOHHYO
6nunctepy B nayky BMeCTe C UHCTPYKLUMEN Mo
KapTOHHY BMECTe C MPUMEHEHWIO.

WHCTpYKUKWenR no
NPUMEHEHMIO.

12 | Labeling / MapkupoBka | According to ND / B cooTeeTcTEMM C HAO
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue lpn Temnepatype He Boiwe 25 °C.

14 | Shelf life / Cpok 5years /5 net

rogHoOCTH

Remarks : The Product conforms to ND/
ITpumeyanne: [Tpoaykr coorBetcTByeT TpeboBanusam H]J

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by /
IoarotoBsneHo:

Naresh Kumar @
/

Checked by /
ITpoBepeHo: Parvesh Rana

Approved by: Manager/Executive /
OnobpeHo: Menemxep /
PykoBoautens :Pavan kumar Sharma

Print Date:
Hata: 11.06.2022

Print Date:
Hara: 11.06.2022

Print Date:

Hara: 11.06.2022

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com




