Dr.Reddy’s €3¢

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 AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoykanu®, Tab/1eTKH, IOKPLITHIE IUIEHOYHOH 000104K0ii, 400Mr + 325Mr

Batch No / Cepus Ne : V2200150

Batch Quantity / O6bem napTuu :
727.500 Kg

Analytical Report No / AHajsuTHYeckHii oTueT Ne :
040001521140, 890001573495

Date of Analysis / laTta anann3za: 15.02.2022

Date of Manufacture / laTa npoussojcTBa : Jan-2022

Date of Expiry / Cpok rognoctu : Dec-2026

Analysis performed according ND / Ananu3 nposeaer mo HJ{: I1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, n3zm. Ne 2 ot 23.09.2019)

S. Test
No

Result

Specification

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

film-coated one-side scored

tablets;

on cross section- white core /
Tabnetkn  KancynoBugHow
dopmbl, NOKpbIThIE
MITEHOYHOMN obonoukom

OpaHXeBoro useTa, C PUCKOK
Ha OAHOMN CTOpOHe; Ha
nornepeyYyHoMm paspese — A4p0
fenoro yseTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTku KancyrnoBuaHoW
dopMbl,  MOKPLITEIE  MNEHOYHOWN
000noYKON OpaHXeBOre LUBETa, C
pUckol Ha OAHOW CTOpPOHe; Ha
nonepeYyHoM paspese -—  S4po
Oenoro nnu noyty 6enoro ueeTa

Remarks : The Product conforms to ND/
Ipumeuanue: Ilponykt cooTseTcTBYeT TpeboBanusam HJL

Opinion : APPROVED
3akmouenue: OJIOBPEHO

Prepared by /
IToarorosneHo:

Naresh K
aresh Kumar @/

Checked by /
IIposepeHo:
Himesh Kumar

el =2

Approved by: Manager/Executive /
Onob6peno: Menemxep /
Pyxoroautens

Manoj Kumar
L

Print Date:
Jlata: 15.02.2022

Print Date:
Hata: 15.02.2022

Print Date:
Hara: 15.02.2022

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: L85195AP1984P1.C004507
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 : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoykauH®, Ta01eTKH, HOKPLIThIE IVIEHOYHO#H 000109K0ii, 400Mr + 325mMr

Batch No / Cepust Ne : V2200150

Batch Quantity / O0bem mapTuu :
727.500 Kg

Analytical Report No / Ananutu4eckuii oTuet No :
040001521140, 890001573495

Date of Analysis / [lata anannsa: 15.02.2022

Date of Manufacture / /lata npousBoacTsa : Jan-2022

Date of Expiry / Cpok rognoctu : Dec-2026

Analysis performed according ND / Ananus nposenen mo HJI: ITN011252/01-110717 (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)

MNoanwHHOCTL B cooTtBeTCcTBUM C
onncaHuem

2 Identification / a) Complies as prescribed/

chromatogram of ibuprofen

solution (section Assay)/

yaepXxmBaHuaA NnKoB

onpeneneHne»)

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

paracetamol reference standards

BpemeHa ynoepxuBaHUs OCHOBHbIX
nukoB Ha Xpomartorpamme
UCMbLITYEMOro  pacTeBopa  AOSMKHbI
COOTBETCTBOBaTb BpeMeHam

XpomMmarorpamme pacTBopa
CTaHAapTHBIX obpasuos
nbynpocbeHa U1 napauyetamona
(pasgen «KonuyectseHHoe

3 |Average weight and 970.9 mg
mass uniformity /
CpegHsas macca n
OLHOPOAHOCTL MO
Macce

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

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

18/20 tablets — NMT + 5% /

2/20 tablets = NMT + 10% /

18/20 Tabnetok — He bonee + 5 %

2/20 TabneTok — He Gonee + 10 %

Remarks : The Product conforms to ND/

Opinion : APPROVED

IIpumeuanue: [Ipoaykt cootBercTByeT Tpebopanuam HJJ | 3axuouenne: ONOBPEHO

Prepared by / Checked by /
IToaroroBneHo: [IpoBepeHo:
Naresh Kumar ‘ Himesh Kumar

OnobpeHo: Menemxep /
PykoBoautens

. )
@/ (_:_\J/*::) Manoj Kumar Yoditt ué _

Approved by: Manager/Executive /

Print Date: Print Date:
Jlata: 15.02.2022 Jata: 15.02.2022

Print Date:
Hata: 15.02.2022

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

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

CEPTHO®UKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyxkaHH®, TabJ1eTKH, MOKPbIThIEe TUICHOYHO#H 000/104K0i, 400Mr + 325Mr

Batch No / Cepusa Ne : V2200150

Batch Quantity / O6beM mapTuH :
727.500 Kg

040001521140, 890001573495

Analytical Report No / AHasuTHYecKuU# oTueT No :

Date of Analysis / JaTa ananu3za: 15.02.2022

Date of Manufacture / IlaTa npouzBoacrsa : Jan-2022

Date of Expiry / Cpok rognoctu : Dec-2026

Analysis performed according ND / Anamm3 nposegen mo HJI: [T N011252/01-110717 (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)

4 |Disintegration /
PacnagaemocTtb

10 minutes 55 seconds

Not more than 30 minutes /
He 6oniee 30 MuH

5 |Dissolution /
PacTtsopeHune

98% - 103%

100% - 101%

NLT 70% (Q) C43H102 (Ibuprofen)
dissolved in 30 minutes /
He wmenee 70 % (Q)
(nbynpodeH) yepes 30 MuH

C13H1s02

NLT 70% Q) CsHgNO2
(Paracetamol) dissolved in 30
minutes /

He wmenee 70 % (Q) CsHgNO:

(napauetamon) yepes 30 MUH

6 |Related substances /
PoacTBeHHbIe npuMecn

0.03%

0.0001%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecei
nbynpodeHa — He 6oriee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amunHodeHon (npumech
napauetamona) — He 6onee 0,005%

7 |Water/Bopa

1.3%

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

Remarks : The Product conforms to ND/
ITpumeuanne: Ilponykr coorBercTByeT TpeboBaHusM HJI

Opinion : APPROVED
Zaxmouenue: OJJOBPEHO

Prepared by /
IloaroToBaeHo:

Checked by /
IlpoBepeHo:

Approved by: Manager/Executive /
Onobpeno: Menemxep /

Hara: 15.02.2022

Hata: 15.02.2022

Naresh Kumar , Himesh Kumar PykoBoautens
@ M Manoj Kumar b"lﬂﬂ
Print Date: Print Date: Print Date:

Hara: 15.02.2022

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

CIN: L85195AP1984PLC0O04507
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 Wwww.drreddys.com

CEPTUOUKAT AHAJIH3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoykauH®, TabieTkH, NOKPLITHIE IIEHOYHOI 000a04K0#, 400mMr + 325Mr

Batch No / Cepust Ne : V2200150

Batch Quantity / O6bem napTun :
727.500 Kg

040001521140, 890001573495

Analytical Report No / AnajuTu4yeckuii oTyer Ne :

Date of Analysis / JlaTa ananusza: 15.02.2022

Date of Manufacture / /laTa npousBoacrsa : Jan-2022

Date of Expiry / Cpok rogaoctu : Dec-2026

06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

Analysis performed according ND / Ananuz nposeaen mo HJI: [1N011252/01-110717 (amend Ne 1 from

—

8 |Microbial limits /
Mukpobuonorudeckas
4yucToTa

a) Total aerobic
microbial count /
Obuee vncno
a3poOBHbIX
MMWKpPOOpraHu3amMoB

b) Total combined
yeasts and mould
count / Obwee uncno
OPOXOKEBBIX U
nrecHesbIX rpubos

c) E. coli

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

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

Absent / OtcyTctBYeT

Not more than 1000 CFU/g /
He Gonee 1000 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Shall be absent in 1g / OTcyTcTBKE B
1r

Remarks : The Product conforms to ND/
Hpumeuanne: [Ipogyxt cooTBeTcTByeT TpeboBaHusM HJJ

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Jarta: 15.02.2022

Jata: 15.02.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: [Tposepeno: Onobpeno: Meunemxep /
Naresh Kumar Himesh Kumar PyxoBoautens
— Manoj Kumar d
I J "1”35‘"&
Print Date: Print Date: Print Date:

Jara: 15.02.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 101 40 4000 2900, Faxi +91 10 1800 2999, Email- mail@drreddys ram

CIN: L85195AP1984PLC004507
www.drreddys.com
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@
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r.re ys e Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOHUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyxnnH®, TabiieTKH, NOKPHITHIE INIEHOYHOH 000104K0ii, 400Mr + 325Mr

Batch No / Cepns Ne : V2200150 Batch Quantity / O6bem napTHH :
727.500 Kg
Analytical Report No / AHanuTH4eckuii oTder No : Date of Analysis / lara ananuza: 15.02.2022

040001521140, 890001573495
Date of Manufacture / lata npon3poacrsa : Jan-2022  [Date of Expiry / Cpok roanocts : Dec-2026
Analysis performed according ND / Anann3 nposeaen mo H/[: TTN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Neo 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, 13M. Ne 2 ot 23.09.2019)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
{ OgHopopHoCTb 1.5 MokasaTene npvemnemoctu (AV)
0031poBaHus JomkeH ObITb He Oonee 15,0.
Ibuprofen /
nbynpocpeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.3 Mokasartenb npuemnemoctun (AV)
napaueTtamon JomxeH ObITb He Gonee 15,0.
10 |Assay/ 394.4 mg 360 to 440 mg of Ci3Hi02
KonuuvecteBeHHoe (Ibuprofen) per tablet /
onpegeneHue Ot 360,0 mr go 440,0 mr Cq3H4502
(n6ynpodceH) B TabneTke
325.04 mg 2925 to 357.50 mg of CgHgNO,
(Paracetamol) per tablet /
OT1 292,5 mr po 357,5 mr CgHgNO,
(napaueTtamon) B TabneTtke

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanne: [Ipoaykr coorsercryet TpeGoanusm HII | 3akmouenue: ONJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: [IpoBepeno: Onobpeno: Menemxep /
Naresh Kumar Himesh Kumar PykoBoautenn

@ C-_,::-J/; Manoj Kumar @M/

— .

Print Date: Print Date: Print Date:
Jara: 15.02.2022 Hara: 15.02.2022 Hata: 15.02.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
lel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@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 : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HoyknnH®, TableTKH, NOKPLITHIE IJIEHOYHOM 060/104K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2200150

Batch Quantity / O6bem naprumu :
727.500 Kg

Analytical Report No / Ananurudeckuii oTyet Ne :
040001521140, 890001573495

Date of Analysis / laTta ananu3za: 15.02.2022

Date of Manufacture / lata npousgoacrsa : Jan-2022

Date of Expiry / Cpok roguoctu : Dec-2026

Analysis performed according ND / Ananu3 nposenen mo HJI: 11 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, u3zm. Ne 2 ot 23.09.2019)

11 | Package / YnakoBka

10 tablets in PpVC/Al
blister. 1 blister and a
patient information leaflet in
a carton. / o 10 TabneTok
B MNBX/Al 6nucTep. Mo 1
6nuctepy B navky
KapTOHHYI0 BMeCTe ¢
WHCTPYKLUMEN rio
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 unu 20
6nmMcTepoB B MauKy KapTOHHYHO
BMECTE C UHCTPYKLMEN rno
NPUMEHEHMWIO,

12 | Labeling / MapkupoBka

According to ND / B cooTtBetcTBum ¢ HJj

13 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHue Npu Temnepatype He Bbliwe 25 °C.
14 | Shelf life / Cpok 5years/ 5 net
roAHoCTH

Remarks : The Product conforms to ND/
IIpumeuanue: IIponykT cooTBeTCTBYET TpeGoBanusam HJT

Opinion : APPROVED
3axkmouenune: OJOBPEHO

Jara: 15.02.2022

Hata: 15.02.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: IIpoBepeHo: Ono6peno: Menemxkep /
Naresh Kumar Himesh Kumar PyxoBoaurens
@ ] Manoj Kumar -
- . —= { [{
Print Date: Print Date: Print Date:

Hara: 15.02.2022

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



