Dr.Reddy’s Q':‘

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
www.drreddys.com

CEPTUOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noyxaun®, TabneTkH, NOKPHIThIE IIeHOYHOH 000104K0H, 400Mr + 325Mr

Batch No / Cepus Ne : V2101544

Batch Quantity / O6bem napTum :
727.500 Kg

Analytical Report No / AnaauTudeckuii otuyer Ne :
890001545566, 890001545328

Date of Analysis / lata ananuza: 20.09.2021

Date of Manufacture / lata npon3BojcTna : Aug-2021

Date of Expiry / Cpok roanocts : July-2026

Analysis performed according ND / Ananu3s nposeaen mo HI: [IN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

S. Test

Result

Specification

1 |Description / OnucaHune |Capsule-like orange-coloured

film-coated one-side scored

tablets;

on cross section- white core /
TabneTku KancynoBMAaHON
thopmbl, NoKpbITbIE
NAeHOYHOMN obornoykoii

OPaHXEeBOro LBETa, C PUCKON
Ha OAOHOW CTOpPOHE;, Ha
NnonepeYyHoOM paspese — S4po
6enoro uBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / Tabnetkn KancynoBMAHON
chopMbl,  MOKPLITEIE  NIEHOYHONR
000M04YKON OpaHXeBOro UBETa, ¢
PUCKOW Ha OAHOW CTOPOHE; Ha
nonepeyHoM paspese —  a4po
Benoro nnun no4Ttn Gernoro LUeeTa

Remarks : The Product conforms to ND/
IIpumeuyanne: I[Iponykt coorBercTByeT TpeboBanusm HJ

Opinion : APPROVED
3akmouyenune: OJJOBPEHO

Hara: 20.09.2021

Hata: 20.09.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoBneHo: [TpoBepeHo: Onobpeno: Menemxep /
Pardeep Kumar Himesh Kumar Pykosogutens
2 Amit Kumar
Print Date: Print Date: Print Date:

Hara: 20.09.2021

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 Q‘:‘

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

CERTIFICATE OF ANALYSIS  www.drreddys.com

CEPTHOUKAT AHAJIU3A

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

Noyxanu®, TabeTKH, NOKPbITHIE NVIEHOYHO# 0060109K0H, 400Mr + 325Mmr

890001545566, 890001545328

Batch No / Cepust Ne : V2101544 Batch Quantity / O6bem napTum :
727.500 Kg
Analytical Report No / AHanuTn4Yeckuii oryet Ne : Date of Analysis / lata ananu3a: 20.09.2021

Date of Manufacture / lata mpousBoacrsa : Aug-2021 |Date of Expiry / Cpok roanoct : July-2026

Analysis performed according ND / Ananus nposeaen mo HJI: [IN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

2 Identification / a) Complies as prescribed/
[MoanuHHoCTL B cooTBETCTBUM C
onvcaHnem

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 yaep)uBaHuUs OCHOBHBIX
NMUKoB Ha XpomaTtorpamme
UCMBITYEMOrO  pacTBOpa  AOFIKHbI
COOTBETCTBOBATb BpeMeHam
yOEepXUBaHNs NnMKoB Ha
Xpomarorpamme pacTeopa
CTaHaapTHbLIX obpasuos
nbynpocdheHa n  napaueTamona
(paspen «KonnyecteeHHoe
onpeaeneHvey)

3 |Average weight and 972.2 mg
mass uniformity /
CpegHss macca u
OOHOPOAHOCTL MO
mMacce

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

Ot 9409 wmr pgo 9991 wr
(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/
IIpumeqanne: [TponykT coorBeTcTBYET TpeboBaHMsM HT

Opinion : APPROVED
3axkmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTtosneHo: IIpoBepeHo: Onobpeno: Menemxep /
Pardeep Kumar Himesh Kumar PykxoBongutens
CL, Amit Kumar sV
~ e o =

. C:—l—————'& /
Print Date: Print Date: Print Date:
Jlara: 20.09.2021 Hata: 20.09.2021 Jlarta: 20.09.2021

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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Dr.Reddy’s Q?-

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

CEPTU®UKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HN6yxmH®, TabeTKH, NOKPLITHIE IJIEHOYHOMH 000J10uK0ii, 400Mr + 325Mr

Batch No / Cepus Ne : V2101544

Batch Quantity / O6bem maptuu :
727.500 Kg

890001545566, 890001545328

Analytical Report No / AHanauTnyeckuii otuet Ne :

Date of Analysis / JlaTta anaimsa: 20.09.2021

Date of Manufacture / JIlata mpon3soncrea : Aug-2021

Date of Expiry / Cpok roanocts : July-2026

Analysis performed according ND / Ananu3z nposexen mo HJI[: [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)

4 |Disintegration /
PacnapaemocTtb

10 minutes 44 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacTteopeHune

99% - 102%

99% - 101%

NLT 70% (Q) C13H1O2 (Ibuprofen)
dissolved in 30 minutes /

He wmeHee 70 % (Q) Ci3H402
(nbynpodpeH) uepes 30 MuH

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

He wmeHee 70 % (Q) CgHgNO,
(napauetamon) yYepes 30 MuH

6 |Related substances/
PoacTBeHHbIe NpumecH

0.03%

0.0003%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
nbynpoceHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amunHodeHon (Npymecs
napaueTtamona) — He 6ornee 0,005%

7 |Water/Bogaa

1.6 %

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

Remarks :

The Product conforms to ND/
IIpumeyanue: [Ipoaykr cooTBeTcTBYET TpeboBanusam HJL

Opinion : APPROVED
3akarwuenue: OJOBPEHO

JHara: 20.09.2021

Hara: 20.09.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: IIpoBepeHo: Onobpeno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBonutens
_A—'—/;’ Amit Kumar AN
i — ‘ A
Print Date: Print Date: Print Date:

Hara: 20.09.2021
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, 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
www.drreddys.com

CEPTUOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyxkanH®, TabreTkH, NOKPLITHIE MJICHOYHOH 000104K0MH, 400Mr + 325Mr

Batch No / Cepus Ne : V2101544

Batch Quantity / O6beM mapTuu :
727.500 Kg

Analytical Report No / AHanuTudecKkuii oTueT No :
890001545566, 890001545328

Date of Analysis / Jlata ananu3za: 20.09.2021

Date of Manufacture / laTa npoussoacTsa : Aug-2021

Date of Expiry / Cpox rogaocts : July-2026

Analysis performed according ND / Ananu3 nposeaen no HJ/I: [ 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)

8 [Microbial limits /

yucToTa
a) Total aerobic
microbial count /
O6wee uncno
a3pobBHbIX
MUWKPOOPraHnu3mMoB

b) Total combined
yeasts and mould

LPOMiOKEBbIX 1
nnecHesbIX rpubos

¢) E. coli

Munkpobuonorndyeckas

count / ObLee vncno

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

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

Absent in 1g/ OTcyTcTBYET B
r

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

Not more than 100 CFU/g /
He Gonee 100 KOE/r

Shall be absent in 1g / OTcyrcTBYE B
1r

Remarks : The Product conforms to ND/
IIpumeuanne: IIpoaykr coorBercTByeT TpeboBanusm HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Iata: 20.09.2021

Hara: 20.09.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[loprotosneHo: IIpogepeHo: Onobpeno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoautens
4 ,_:#l/—ﬁ) Amit Kumar Sl
Print Date: Print Date: Print Date:

Hata: 20.09.2021
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Dr.Reddy’s “:'.

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

CERTIFICATE OF ANALYSIS  www.drreddys.com

CEPTHO®UKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyxkanH®, Ta0JeTKH, NOKPbIThIe IIeHOYHO 000104K0i, 400Mr + 325Mr

Batch No / Cepus Ne : V2101544

Batch Quantity / O6bem mapruu :
727.500 Kg

890001545566, 890001545328

Analytical Report No / Anamutudeckuii oryet No :

Date of Analysis / laTa anann3a: 20.09.2021

Date of Manufacture / /lata npousBoacra : Aug-2021

Date of Expiry / Cpok rognoctu : July-2026

Analysis performed according ND / Ananu3 nposegen mo HJI: [1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 o1 06.09.2018, u3m. Ne 2 ot 23.09.2019)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OgHopoaHoCTb 2.3 MokasaTtens npuemnemocTn (AV)
[03UpOoBaHUSA JOmKeH ObITb He Bonee 15,0.
Ibuprofen /
ubynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.6 Mokasarens npuemnemMocTty (AV)
napauetamon DorkeH 6biTb He 6onee 15,0.
10 |Assay/ 392.6 mg 360 to 440 mg of Cy3H0:2
KonnyecTteseHHoe (Ibuprofen) per tablet /
onpegeneHne OT1 360,0 mr go 440,0 mr C13H102
(néynpodeH) B TabneTke
323.09 mg 2925 to 357.50 mg of CgHgNO,
(Paracetamol) per tablet /
O1 292,5 mr po 357,5 mr CgHgNO-
(napaueTtamon) B TabneTke

Remarks : The Product conforms to ND/

Ilpumeuanne: IIpoaykr coorBercrByeT TpeboBanusim HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loaroToBineHo: [TporepeHo: Onobpeno: Menemxep /
Pardeep Kumar Himesh Kumar PyxoBoautens
— ££7Y Amit Kumar N
N ‘ it
Print Date: Print Date: Print Date:
Hara: 20.09.2021 Hata: 20.09.2021 Hara: 20.09.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

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

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

CEPTHOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HA6ykaua®, Tab1eTKH, NOKPLITHIE IIJICHOYHOH 0060/104K0i, 400mMr + 325Mr

Batch No / Cepust Ne : V2101544

Batch Quantity / O6bem naptum :
727.500 Kg

890001545566, 890001545328

Analytical Report No / Ananutu4yeckuii order Ne :

Date of Analysis / Jlata ananusa: 20.09.2021

Date of Manufacture / lata npouszBoicTsa : Aug-2021

Date of Expiry / Cpok roanocts : July-2026

Analysis performed according ND / Ananu3s nposegen no HJI: [I N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, u3m. Ne 2 o1 23.09.2019)

11 | Package / YnakoBka |10 tablets in PVC/Al blister. |10 tablets in PVC/AI blister. 1, 2 or
1 blister and a patient 20 blisters and a patient information
information leaflet in a leaflet in a carton. / Mo 10 TabneTok
carton. /o 10 Tabnetok 8 [B MBX/Al 6nuctep. Mo 1, 2 unn 20
MBX/Al 6nuctep. Mo 1 GnucTepoB B MadKy KAPTOHHYHO
6nmcTepy B nayky BMECTE C UHCTPYKLUMEN no
KapTOHHYO BMECTe ¢ NPUMEHEHUIO.

WHCTPpYKUWER Mo
NPUMEHEHUIO.

12 | Labeling / MapkupoBka | According to ND / B cooTeeTctaun ¢ H
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue Mpun TemnepaTtype He Bbiwe 25 °C.

14 | Shelf life / Cpok 5years /5 net

rogHocTn

Remarks : The Product conforms to ND/
IIpumeuanne: IIpoaykr coorsercTByeT TpeboBanusam HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Hara: 20.09.2021

Hata: 20.09.2021

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotoBneHo: IIpoeepeHo: Onobpeno: Menemxkep /
Pardeep Kumar Himesh Kumar PykoBoautens
Amit Kumar 5
Print Date: Print Date: Print Date:

Hara: 20.09.2021

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




