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 : 491 98166 56001-02
www.drreddys.com

CEPTHOHKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noyxanu®, TabieTkn, MOKPLITHIE ILIEHOYHOH 000J04K0i, 400Mr + 325mr

Batch No / Cepust Ne : V2201753

Batch Quantity / O6bem naptun : 776.0K g

040001636904,890001612450

Analytical Report No / AHasuTHueckHii oTyeT Ne :

Date of Analysis / lata ananu3za: 06.09.2022

Date of Manufacture / laTa npoun3Boacrsa : Aug-2022

Date of Expiry / Cpok roanoctu :July-2027

Analysis performed according ND / Ananu3s npoeeaen no HJI: [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, 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 core /
TabneTtku KancynoBuagHom
thopmel, MoOKpbITbIE
NreHoYHOW obonovkon
OpaHXeBOro LBeTa, C PUCKOW
Ha OOHOW CTOPOHE; Ha
rornepevyHoM paspese — s4po
Oenoro UBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core [/ Tabnetkn KkancynoBWUAHOW
cbopmMbl,  MOKPbLITEIE  NJIEHOYHOMN
000noYko opaHxeBoro LuBeTa, C
pyuckol Ha OfHOW CTOpPOHE; Ha
nonepe4yHom paspese A0p0
Genoro nnu noytn 6enoro LBeTa

Remarks : The Product conforms to ND/
IIpumevanue: [IpoaykT coorBeTcTBYeT TpeboBaHusaM HJI

Opinion : APPROVED
3axiarouenue: OJIOBPEHO

Prepared by /
Ilonrorosneno:
Naresh Kumar Q

—

Checked by /
IIposepeno: Santosh Kumar

Maurya

Approved by: Manager/Executive /
Onobpeno: Menemxkep /
PykoBoautens :Manoj Kumar

L

Print Date:
Hara: 06.09.2022

Print Date:

Jata:06.09.2022

Print Date:
Hara: 06.09.2022

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

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s “6.'

CERTIFICATE OF ANALYSIS

CEPTUD®HUKAT AHAJIU3A

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

Noykaun®, TabaeTKH, NOKPBITHIE I1EHOYHOI 060,104K0it, 400mr + 325Mmr

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

Vill. Khol, Nalagarh Road, Baddji,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

Batch No / Cepus Ne : V2201753

Batch Quantity / O6bem napruu : _776.0_Kg_

Analytical Report No / AHanuTH9Yeckuii oTyer Ne :

040001636904,890001612450

Date of Analysis / laTa ananu3sa: 06.09.2022

Date of Manufacture / /lara npousBoacrea : Aug-2022

Date of Expiry / Cpox roanoctu :July-2027 |

Analysis performed according ND / Ananu3s nposeaen mo HJI: 1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ n3m. Ne 1 ot 06.09.2018, n3am. Ne 2 ot 23.09.2019)

2 Identification /
MoannHHOCTL

a) Complies as prescribed/
B cooTtBeTCTBUM C
onncaHnem

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 yaepxvBaHWs OCHOBHbIX
N1KOB Ha Xpomartorpamme
UCNbITYEMOro pacTBopa  [[OIKHbI
COOTBETCTBOBATb BpemMeHam
yAep>KMBaHUA NnUKoB Ha
Xpomarorpamme pacTteopa
CTaHAapTHbIX obpaszuos
nbynpocdeHa 1 napauetamona
(pasgen «KonunyecteseHHoe
onpeneneHne»)

3 |Average weight and
mass uniformity /
CpegnHss macca n
OAHOPOOHOCTL MO
macce

970.5 mg

Coumplles /cooTBeTCTBAN C

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

999,1 mg

9991 wmr

18/20 tablets — NMT + 5% /
18/20 TabneTok — He boriee + b Y%
2/20 tablets — NMT + 10% /
2/20 TabneTok — He bonee + 10 %

Remarks : The Product conforms to ND/
ITpumeyanue: IlpoayxT cootBeTcTBYeT TpeboBaHusm HJ[

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by /
IloarorosaeHo:
Naresh Kumar

Checked by /
I1poBepeno: Santosh Kumar
Maurya

/ (

Approved by: Manager/Executive /
OnobpeHo: Menenxep /
PyxoBoautens :Manoj Kumar

Print Date:
Hara: 06.09.2022

Print Date:
Hata:06.09.2022

). ]
Print Date:

Jara: 06.09.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hitls, 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 ":

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

www.drreddys.com

CEPTUDPHUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NO6ykIMH®, Tab1eTKU, NOKPBITHIE MJIEHOUYHOI 060J1049K0i, 400Mr + 325Mr

Batch No / Cepus Ne : V2201753

Batch Quantity / O6vem mapTumn : 776.0Kg

040001636904,890001612450

Analytical Report No / AHanuTH4ecknii otyer Ne :

Date of Analysis / lata ananu3a: 06.09.2022

Date of Manufacture / /lata npousBoacrsa : Aug-2022

Date of Expiry / Cpok rogsoctn :July-2027

Analysis performed according ND / Ananus nposeaen no HI: [1N011252/01-110717 (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)

4 |Disintegration /
PacnapgaemocTtb

07 minutes 16 seconds

Not more than 30 minutes /
He 6onee 30 myH

5 |Dissolution /
PacTtsopeHune

97% - 101%

98% - 101%

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

He meHee 70 % (Q) Ci3His02
(nbynpodheH) yepes 30 MyH

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

He wmerHee 70 % (Q) CsHgNO:
(mapauetamon) yepes 30 MuH

6 |Related substances /
PogacTeeHHbIe npumeck

0.04%

0.001%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
ubynpodeHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHodeHon (npumech
napayertamona) — He bonee 0,005%

7 |Water/Boga

1.6%

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

Remarks : The Product conforms to ND/
Ilpumeuanue: Ilponykt coorBercTBYeT TpebGoparusm HJI

Opinion : APPROVED
3axkmouenue: OJIOBPEHO

Prepared by /
Iloarorosneno:

Checked by /
IIpoBepeHo: Santosh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep /

Naresh Kumar Maurya PykoBoautens :Manoj Kumar
@ ’_;&)ﬂ““‘ 4 : (
e },EE_LZ-{E'—E"’;_J
Print Date: Print Date: Print Date:
Hata: 06.09.2022 Hata:06.09.2022 Hata: 06.09.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@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, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUOPHUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NOoykaMH®, Ta6aeTKH, MOKPbIThHIE ILIEHOYHOH 000/104K0it, 400mr + 325Mr

Batch No / Cepus Ne : V2201753

Batch Quantity / Oobem naptum : 776.0Kg

040001636904,890001612450

Analytical Report No / AnanuTtuyecknit oruet Ne :

Date of Analysis / laTa anaauza: 06.09.2022

Date of Manufacture / llata nponseoacrsa : Aug-2022

Date of Expiry / Cpok roanocru :July-2027

Analysis performed according ND / Auaau3 npoeeaen mo HJI: TTN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 o1 06.09.2018, m3m. Ne 2 ot 23.09.2019)

*8 |Microbial limits /
Mukpobrnonoruyeckas
4yncToTa

a) Total aerobic
microbial count /
Obwee vncno
a’spobHbIX
MUKPOOPTraHN3MoB

b) Total combined
yeasts and mould
count / Obulee 4ncno
OPONCKEBBIX W
nrecHeBbIX rpubos

c¢) E. coli

Less than 10 CFU/g /
Menee 10 KOE/T

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

Absent / OtcyTcTBYyeT

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

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

Shall be absent in 1g / OTcyTcTBME B
ir

Remarks : The Product conforms to ND/
IIpumeuanne: [IponykT cooTBercTByeT TpebGoBanusaM HJI

Opinion : APPROVED
3aknouenue: OJIOBPEHO

Prepared by /

IloarotoBneHo:
Naresh Kumar
®

/

Checked by /
IIpoBepeHo: Santosh Kumar

Maurya @

Approved by: Manager/Executive /
Opnobpeno: Menemxep /
PykoBoautens :Manoj Kumar

Print Date:
Jara: 06.09.2022

Print Date:
HaTa:06.09.2022

2 i
Print Date:

Jarta: 06.09.2022

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

CIN: L85195AP1984PLC0O04507
www.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 : +91 98166 56001-02
www.drreddys.com

CEPTHOHUKAT AHAJIN3A

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

HOyxkanH®, TabaeTkH, MOKPBITHIE NVIEHOYHOH 000J104K0ii, 400Mr + 325mr

Batch No / Cepus Ne : V2201753

Batch Quantity / O6bem naptum : 776.0Kg

Analytical Report No / AHaauTndecknii otuer No :
040001636904,890001612450

Date of Analysis / [laTa ananmm3a: 06.09.2022

Date of Manufacture / JlaTa npousBoacTea : Aug-2022

Date of Expiry / Cpok roanocru :July-2027

Analysis performed according ND / Ananu3 npoBegen mo H: I1N011252/01-110717 (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 /

/ OgHopoaHOCTb 1.4 NokasaTenb npuemnemoctu (AV)

0031MpoBaHus AormkeH 6elTb He Honee 15,0.

Ibuprofen /

ubynpodeH Acceptance value (AV) should be
1.4 not more than 15.0 /

Paracetamol / Mokasatens npuemnemoctu (AV)

napaueTtamon normkeH 6bITb He Donee 15,0.

10 |Assay/ 394.7 mg 360 to 440 mg of CizH0:
KonuuecteeHHoe (Ibuprofen) per tablet /
onpegenexHne Ot 360,0 mr oo 440,0 mr Cq3H4s02

(vBynpodeH) B TabneTke
328.27 mg

292.5 to 357.50 mg of CgHgNO:
(Paracetamol) per tablet /

Ot 292,5 mr go 357,5 mr CgHgNO3
(napauetamon) B TabneTtke

Remarks : The Product conforms to ND/
IIpumeuanue: [ponykr coorBercTByeT TpeGoranusm HJ[

Opinion : APPROVED
3akmouenue: OJIOBPEHO

Prepared by /
IloaroroBneHo:

Checked by /
IIposepeno: Santosh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep /

Naresh Kumar Maurya i PykoBonutens :Manoj Kumar
{ ;

Print Date: Print Date: Print Date:

Hara: 06.09.2022 Hata:06.09.2022 Jara: 06.09.2022

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

CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddji,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HOyknaun®, TabneTKk, NOKPLITHIE MAeHOYHOI 000/104K0ii, 400Mr + 325mr

www.drreddys.com

-

Batch No / Cepust Ne : V2201753

Batch Quantity / Oobem naptun : 776.0Kg

040001636504,890001612450

Analytical Report No / Ananutuyeckuii otuer Ne :

Date of Analysis / /laTa ananuza: 06.09.2022

Date of Manufacture / lata npousBogcrsa : Aug-2022

Date of Expiry / Cpok roanoctn :July-2027

Analysis performed according ND / Ananns nposegen o HJI: 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)

11 | Package / Ynakoeka |10 tablets in PpVC/Al 10 tablets in PVC/AI blister. 1, 2 or
blister. 1 blister and a 20 blisters and a patient information
patient information leafletin |leaflet in a carton. / Mo 10 TabneTtok
a carton. /o 10 Tabnetok |8 MBX/Al 6nuctep. Mo 1, 2 unn 20
B MBX/Al 6nncrep. Mo 1 B6rnMCcTepoB B NaYky KAPTOHHYIO
6nucTepy B nadky BMeCTe C UHCTPYKLMEN Mo
KapTOHHY0 BMECTE ¢ NPUMEHEHNIO.

MHCTPpYKUMel no
NPUMEHEHWIO.

12 | Labeling / Mapkuposka | According to ND / B cooTseTcTaum ¢ Hf
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue Mpn TemnepaType He Bbile 25 °C.

14 | Shelf life / Cpok 5years /5 net

rogHocTn

Remarks : The Product conforms to ND/
IIpumeuanne: [Ipoaykr cooteTcTByeT TpeboBanusm HJJ

Opinion : APPROVED
3aknoyenue: OJJOBPEHO

Prepared by /
Ilonrorosneno:

Checked by /
IIpoeepeno: Santosh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep /

Naresh Kumar Maurya Pyxosoaurens :Manoj Kumar
@W & )
s };i
- -jq:l"h LL{ X
Print Date: Print Date: Print Date:
Hara: 06.09.2022 Hata:06.09.2022 Hara: 06.09.2022

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

CIN: L85195AP1984PLC004507
www.drreddys.com




