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

CEPTHDHUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoyxaun®, TabneTku, noKpLITHIE MIEHOYHOIH 000J104K0ii, 400Mr + 325Mr

—

Batch No / Cepust Ne : V2202194

Batch Quantity / O6bem napTum : 776.0Kg

040001664652,890001622806

Analytical Report No / AnannTudecknii orger Ne ;

Date of Analysis / Jlata ananm3a: 27.10.2022

Date of Manufacture / [lata npouszsoacrsa : OCT-2022 |Date of Expiry / Cpok roanoctu :SEP-2027

06.09.2018, amend Ne

Analysis performed according ND / Anaaus n

posegen mo H/[: ITIN011252/01-110717 (amend Ne 1 from
2 from 23.09.2019/ usm. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

S.
No

Test

Result

Specification

1 |Description / OnucaHue

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

tablets; on cross section- white to off-white
on cross section- white core /[core / TabneTku kancynosuaHon
TabneTku KancynoBuaHoW(hopMbl,  MOKPbITbIE  NEHOYHOMN
chopmbl, MOKpLITbIE (0BONOYKON  OpaHXeBoro ugera, ¢
NNeHoYHOoMN obornoykon |puckoit Ha ogHOW CTOPOHE; Ha
OpaHXeBOro LipeTa, C pucKkoi[nonepeyHoM  paspese — A4p0
Ha8 OAHOM CTOpOHe; Ha|6ernoro unv noyTy Benoro upeTta

nonepeYyHom paspese — spo
Benoro LBeTa

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

tablets;

Remarks : The Product conforms to ND/
IIpumeuanne: ITpoayKT cooTBeTCTBYET Tpebopanmsim HJJ

Opinion : APPROVED
3akaiouenue: OJJOBPEHO

Prepared by /
Ilogrorosnexo:;

Checked by /
ITposepeno: Naresh Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep /
PyxoBoautens : Amit Kumar

Fa&

Pravesh Rana
/é
Print Date:

Hata: 27.10.2022

3
Print Date:

Hata: 27.10.2022

Print Date;
Hara. 27.10.2022

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
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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, INDJA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHOHUKAT AHAJIH3A

[Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NO6ykanH®, Tab/1eTKH, IOKPLIThIE ILIEHOYHOMH 060104K0ii, 400mr + 325mr

Batch No / Cepunst Ne : V2202194

Batch Quantity / O6bem napTum : 776.0Kg

040001664652,890001622806

Analytical Report No / AHanuTnueckuii oTueT No :

Date of Analysis / JlaTa ananu3a: 27.10.2022

Date of Manufacture / lata npoussoacrsa : OCT-2022

Date of Expiry / Cpox roamocern :SEP-2027

Analysis performed according ND / Auanus n
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 or 06.09.2018, usm. Ne 2 ot 23.09.2019)

posenen mo HJ: IIN011252/01-110717 (amend Ne 1 from

[ 2] Identification /

MognuHHoCTL

a) Complies as prescribed/
B cooTtBeTcTBUM C
onucaHmem

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 yaepxuBaHus OCHOBHbLIX
nAKoB Ha Xpomartorpammve
UCMBITYEMOro  pacTBopa  [JOSMKHbI
COOTBETCTBOBATH BpemeHam
yaepXuBaHus n1kos Ha
Xpomarorpamme pacTteopa
CTaHQapTHbIX oBpasLos
nbynpodeHa M  napauetamona
(pasgen «KonuyecreeHHoe
onpegeneHney)

3 |Average weight and
mass uniformity /
CpeaHsas macca n
O0AHOPOAHOCTL MO
mMacce

970.1 mg

Complies /cooTBeTcTBUM C

940,9 mg to
(970,0 mg + 3,0 %) /
Or 9409 wmr po
(970,0 Mr £ 3,0 %)

999,1 mg

999,17 wr

18/20 tablets — NMT + 5% /
18/20 TabneTok — He Bonee + 5 %
2/20 tablets ~ NMT + 10% /

2/20 TabneTok — He Bonee + 10 %

Remarks : The Product conforms to ND/
Hpumeuaunne: [poaykr coorseteTByer TpeboBanuam HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by /
Ioarorosneno:
Pravesh Rana

f

Checked by /
IIpoBepeno: Naresh Kumar

&

——

Approved by: Manager/Executive /
Omobpeno: Meunemkep /
PykoBonutens : Amit Kumar

Print Date:
Jara: 27.10.2022

Print Date:
Hara: 27.10.2022

Print Date:
Jara. 27.10.2022

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: L85195AP1984PLCO04507
www.drreddys.com




@
Dr.Reddy’s Q¢

CERTIFICATE OF ANALYSIS

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

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

CEPTHOHUKAT AHAJIM3A

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

Hoykanu®, Tab1eTKH, NOKPLITHIE MIeHOYHOI 0060104K0#, 400Mr + 325Mr

—

Batch No / Cepust No : V2202194

Batch Quantity / O6vem napruu : 776.0Kg

Analytical Report No / AHaauTHuecKknii oTyeT No :

040001664652,890001622806

Date of Analysis / lara ananusa: 27.10.2022

Date of Manufacture / Jlata npoussoagcrsa : OCT-2022

Date of Expiry / Cpok rogaocrn :SEP-2027

Analysis performed according ND / Ananus o
06.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 or 06.09.2018, u3m. Ne 2 o1 23.09.2019)

poseged mo H/[: TIN011252/01-110717 (amend Ne 1 from

4 |Disintegration /
PacnagaemocTs

10 minutes 10 seconds

-

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PactesopeHue

95% - 102%

97% - 102%

NLT 70% (Q) C13H1sO2 (Ibuprofen)
dissolved in 30 minutes /

He meHee 70 % (Q) CizH150-
(ubynpodbeH) yepes 30 MuH

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

He meHee 70 % (Q) CgHgNO-

(napaueTtamon) yepes 30 MUH

6 |Related substances /
PoacTeeHHble npumecn

0.06%

0.0001%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecel
ubynpodeHa — He Gonee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amvHodeHon (Npumech
napauetamona) — He 6onee 0,005%

7 _Water / Boga
|

1.5%

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

Remarks : The Product conforms to ND/
ITpumeyanne: [poaykr COOTBETCTBYET TpeboBanusm HJJ

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by /
INoarotosneno:

Checked by /
[IpoBepeno: Naresh Kumar

a3

Approved by: Manager/Executive /
OmobpeHno: Menemkep /
PykoBoaurens :Amit Kumar

Pravesh Rana
Print Date:

Hata: 27.10.2022

Print Date:
Hara: 27.10.2022

Print Date:
Hara. 27.10.2022

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTU®UKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoykaun®, TabaeTkH, MOKPLITHIE MIEHOYHO 0607104K0ii, 400mMr + 325mr

Batch No / Cepust Ne : V2202194 Batch Quantity / O6bem napruu : 776.0Kg
Analytical Report No / AnanuTnyeckuii otyer No Date of Analysis / laTa ananmza: 27.10.2022
040001664652,890001622806

Date of Manufacture / lata npousBogersa : OCT-2022 |Date of Expiry / Cpok roanoctu :SEP-2027
Analysis performed according ND / Auasus nposesed no H: [1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

*8 [Microbial limits /
Mukpo6uronoruyeckas
4ncTOoTAa Less than 10 CFU/g /
a) Total aerobic Menee 10 KOE/r Not more than 1000 CFU/g /
microbial count / He 6onee 1000 KOE/r
Obwee yncno
a3pobHbIx
MUKPOOPraHW3mMoB
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 / O6Lee yucno
APOMNOKEBbLIX U
nnecHeBbIX rpnbos
, Absent / OtcyTtctByeT
c) E. coli Shall be absent in 1g / OtcyTcTBYE B
1r
Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpumeuanne: [TposykT cooTseTcTBYeT TpeGoBanusam HJ[ | 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneno: IIposepeno: Naresh Kumar | Ono6peHo: Menemxep /
Pravesh Rana ) PykoBoaurens :Amit Kumar
; é @ (XC‘\‘,\’——/
Print Date: Print Date: Print Date:
Hara: 27.10.2022 Hara: 27.10.2022 Hata. 27.10.2022

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

CEPTHOHUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykanu®, Tabaerku, nOKpbITHIE JIGHOYHOI 00607104K0i1, 400Mr + 325Mr

Batch No / Cepust Ne : V2202194

Batch Quantity / O6bem naprum : 776.0Kg

Analytical Report No / AnanuTHYecKkuii oTuet No :
040001664652,890001622806

Date of Analysis / [laTa ananmza: 27.10.2022

Date of Manufacture / lata npousBoacrsa : OCT-2022 |Date of Expiry / Cpok roanocrn :SEP-2027

06.09.2018, amend Ne

Analysis performed according ND / Auaaus n

poseaen mo HJ/[: TINO011252/01-110717 (amend Ne 1 from
2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, u3m. Ne 2 or 23.09.2019)

9 [Uniformity of dosage

Acceptance value (AV) should be |

units not more than 15.0 /
/ OpHopoaHoCTh 2.2 lokasaTens npuemnemocty (AV)
[03MpoBaHusa AormkeH 6biTe He Gonee 15,0.
Ibuprofen /
nbynpodeH Acceptance value (AV) should be
1.2 not more than 15.0 /
Paracetamol / MokasaTens npuemnemoctu (AV)
napauetamon AOMKeH BbITk He Gonee 15,0.
10 |Assay/ 389.8 mg 360 to 440 mg of Ci3H40,
KonuyecteeHHoe (Ibuprofen) per tablet /
ornpeaeneHue Ot 360,0 mr go 440,0 mr Ci3H150>
(nbynpodpeH) B TabneTtke
326.10 mg
2925 to 357.50 mg of CgHoNO,
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CsHgNO,
(napauetamon) B TabneTke

Remarks : The Product conforms to ND/
Ipumeuanmne: ITpogykr COOTBETCTBYET TpeboBaHusm HJ|

Opinion : APPROVED
3akmoyenne: OJOBPEHO

Prepared by /
IToarorosneHo:
Pravesh Rana

-

Checked by /

[IpoBepeno: Naresh Kumar

3

Approved by: Manager/Executive /
Omo6peHo: Menemxep /
PyxoBonutens : Amit Kumar

o

Print Date:
Hata: 27.10.2022

Print Date:

Hata: 27.10.2022

Print Date:
Hara. 27.10.2022
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories [td.
Formulation Unit-6

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

CEPTHOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NOyxkn1un®, TabaeTKn, NOKPLITHIE MICHOYHOT o6os0uKoit, 400mr + 325mr

Batch No / Cepust Ne : V2202194

Batch Quantity / O6bem naprum : 776.0Kg

040001664652,890001622806

Analytical Report No / AnanuTuuecknii oryer No :

Date of Analysis / laTa ananu3za: 27.10.2022

Date of Manufacture / Jata npoussoacrsa : OCT-2022

Date of Expiry / Cpox rogaoctn :SEP-2027

Analysis performed according ND / Ananus NpoBe/eH Mo
[06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 o1 06.09.2018, usm. No 2 oT 23.09.2019)

HJI: TI N011252/01-110717 (amend Ne 1 from

[ 11 [ Package / Ynakoska

10 tablets in PpVC/AI
blister. 1 blister and a
patient information leaflet in
a carton. / MNo 10 TabneTok
B MNBX/AIl 6nuctep. Mo 1
Brmcrepy B nauky
KapTOHHYO BMecCTe ¢
WHCTpyKUWeh no

NPUMEHEHMIO.

10 tablets in PVC/Al blister. 1, 2 or
20 blisters and a patient information
leaflet in a carton. / Mo 10 TabneTok
B MNBX/Al 6nuctep. Mo 1, 2 uru 20
Brictepos B Nauky KapTOHHYO
BMeCTe C UHCTPYKUWeN no
NPUMEHEHNIO.

12 | Labeling / Mapkuposka

According to ND / B cooTBeTcTBMN C© HO

13 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHuve Mpu Temnepatype He Bbilwe 25 °C.
14 | Shelf life / Cpok Syears /5 ner
rogHocTi

Remarks : The Product conforms to ND/
Hpumewanne: [poaykT cooTeTcTBYET TpeGOBAHUAM HJI

Opinion : APPROVED
3akmoyenne: OJOBPEHO

Prepared by /
IToprorosneHo:
Pravesh Rana

S

Checked by /
ITpoepeHo: Naresh Kumar

@&

Approved by: Manager/Executive /
Ono6peno: Meuemxkep /
PyxoBoautens : Amit Kumar

A;;b

Print Date:
Harta: 27.10.2022

Print Date;

Hata: 27.10.2022

Print Date;
Hata. 27.10.2022
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