Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

CEPTUOUKAT AHAJIN3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noykaun®, TabneTKu, NOKPLITHIE MJIEHOYHOH 000/109K0i, 400mMr + 325mMr

Batch No/ Cepus Ne : V2200282

Batch Quantity / O6bem napThu :
727.500 Kg

040001523180

Analytical Report No / AHanuTH4Yecknii oT4eT Ne :

Date of Analysis / /IaTa ananu3za: 19.02.2022

Date of Manufacture / Jlata npounsBoacrsa : Jan-2022

Date of Expiry / Cpox roganoctu : Dec-2026

Analysis performed according ND / Ananu3 npogexes 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. Test
No

Result

Specification

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

film-coated one-side scored

tablets;

on cross section- white core /
Tabrnetkm  kancynosugHomn
dhopmbl, NOKPbITbIE
NNeHOoYHOMN obonoykon

OpaHXeBoro LBeTa, C pUCKol
Ha OOHOW CTOpPOHE; Ha
nonepevHoM paspese — 34p0
Genoro uBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core [/ Tabnetku KancyrnoBUOHOW
dopmbl,  MOKpbITEIE  NNEHOUHOK
060mMoYKon opaHXeBoro LuBeTa, C
pUCKO Ha OJHOW CTOpPOHE; Ha
nornepe4yHoM paspese —  A4p0
G6enoro vnu no4ytn 6enoro ueeTa

Remarks : The Product conforms to ND/
IIpumeyanue: [IpoaykT coorBeTcTBYET TpeboBaHusam HJ

Opinion : APPROVED
3aknawyenune: OJOBPEHO

Prepared by /
IloarorosneHo:

Pardeep Kumar j

Checked by /
ITpoBepeHo:
Himesh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep /

Pykosoautens -
Amit Kumar /k(.» T

Print Date:
Jata: 19.02.2022

Print Date:

Jara: 19.02.2022

Prin( Date:
Hata: 19.02.2022

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: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q':

CERTIFICATE OF ANALYSIS

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

www.drreddys.com

CEPTUOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noykaun®, TablieTKH, NOKPHITHIE IUIEHOYHOI 060104K0H, 400Mr + 325Mr

Batch No / Cepus Ne : V2200282

Batch Quantity / O6bemM napTHH :
727.500 Kg

Analytical Report No / AHanuTH4YecKHi oTyeT No :
040001523180

Date of Analysis / laTta ananu3za: 19.02.2022

Date of Manufacture / /Ilata npousBoacrsa : Jan-2022

Date of Expiry / Cpok rogaoctu : Dec-2026

Analysis performed according ND / Anann3 npoeeaex mo HJI: II N011252/01-110717 (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)

2

Identification /
MNMoanuHHOCTL

a) Complies as prescribed/
B cooTBeTCTBUN C
onuncaHnem

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 ynepKuUBaHuWA OCHOBHbIX
NMUKOB Ha XpomaTtorpamme
MCMbITYEMOrO  pacTsopa  SOJTKHbI
COOTBETCTBOBaTL BpeMeHam
yoepXusaHus MNKOB Ha
XpomaTorpamme pacTsopa
CTaHpapTHbIX obpasuos
umbynpoceHa n  napaueTamona
(pasgen «KonuyecteeHHoe
onpeneneHne»)

Average weight and
mass uniformity /
CpepnHss macca un
OOHOPOAHOCTb NO
macce

969.1 mg

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

Or 9409 wmr po 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 Gonee + 10 %

Remarks : The Product conforms to ND/
ITpumeuanue: ITpoaykT cooTBeTcTBYET TpeboBanmsM HJI

Opinion : APPROVED
3akmwuenne: OJJOBPEHO

Prepared by /
[ToarorosneHo:
Pardeep Kumar

S

-

Checked by /
ITpoBepeHo:
Himesh Kumar

el

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

Amit Kumar F/;

Print Date:
Jara: 19.02.2022

Print Date:
Jara: 19.02.2022

Print Date:
Jara: 19.02.2022

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: LB5195AP1984PLC0O04507
www.drreddys.com
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Dr.Reddy’s ‘;.

CERTIFICATE OF ANALYSIS

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

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

CEPTHOUKAT AHAJIU3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HOoykauH®, TabeTKH, NOKPLITHIE NIeHO4YHOH 060104K0H, 400Mr + 325Mr

Batch No / Cepusa Ne : V2200282

Batch Quantity / O6bem nmaprum :
727.500 Kg

Analytical Report No / AHasuTHYecknii oT4er Ne :

040001523180

Date of Analysis / JaTa ananamnsza: 19.02.2022

Date of Manufacture / {ata npousBoacrsa : 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 o1 06.09.2018, uzm. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnapaemocTtb

11 minutes 09 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PactsopeHue

95% - 109%

97% - 112%

NLT 70% (Q) C13H1802 (Ibuprofen)
dissolved in 30 minutes /
He wmenee 70 % (Q)
(nbynpodpeH) yepesz 30 MuH
NLT 70% Q)
(Paracetamol) dissolved in
minutes /

He wmeHee 70 % (Q) CsHoNO-
(napauetamon) vyepes 30 MuH

Ci13H10:2

CegHgNO;
30

6 |Related substances/

PoacTtBeHHble npumecu

0.03%

0.0003%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecei
nébynpoceHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amnHocheHon (Nnpumech
napaveTtamona) — He 6onee 0,005%

7 |Water/Boga

1.3 %

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

Remarks : The Product conforms to ND/
IIpumeuanune: Ilponykr coorsercrByet TpeboBanusm HJI

Opinion : APPROVED
3akawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: IIposepeHo: Ono6peno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoauTtens
" Amit Kumar {5(&
Print Date: Print Date: Print Date:

Hata: 19.02.2022

Hata: 19.02.2022

Hara: 19.02.2022

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: L85135AP1984PLC004507
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

CEPTUO®UKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykauu®, TabaeTKkH, NOKPLITHIE MJIEHOYHO# 060104K0i, 400Mr + 325Mr

Batch No / Cepus Ne : V2200282

Batch Quantity / O6bem napruu :
727.500 Kg

040001523180

Analytical Report No / AHasuTnyecknii oruer Ne :

Date of Analysis / laTa anananza: 19.02.2022

Date of Manufacture / Jlata npou3soactsa : Jan-2022

Date of Expiry / Cpok rogsocts : Dec-2026

Analysis performed according ND / Anaau3 nposeaen mo HJI: TI 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 o1 23.09.2019)

*8 |Microbial limits /
Mwukpobunonoruueckas
yucroTa

a) Total aerobic NA
microbial count /
Obuwee vncno
a3poBHbIX
MUWKPOOPraHM3mosB

b} Total combined NA
yeasts and mould
count / Obwee uncno
OpOXoKeBbIX U
nnecHeBbIX rpnbos

c) E. coli NA

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/ Opinion : APPROVED
Ipumeuanue: [Tpoayxr cootBeTcTBYET Tpebopanusm HJJ | 3akmoyenne: OTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: IIpoBepeno: Onobpeno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoautens

oﬁjz ;j/ﬁ Amit Kumar {lrw\y
Print Date: Print Date: Print Date:
JHarta: 19.02.2022 Jlata: 19.02.2022 Jata: 19.02.2022

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: 185195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s ":.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

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

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoykaun®, TabjeTKH, IOKPLIThIE MIeHOYHO# 060104Kx0H, 400Mr + 325Mr

Batch No / Cepust Ne : V2200282

Batch Quantity / O6bem napTuu :
727.500 Kg

040001523180

Analytical Report No / Ananutu4eckuii oruer Ne :

Date of Analysis / aTa ananauza: 19.02.2022

Date of Manufacture / Jlata npou3sBoacTia : Jan-2022

Date of Expiry / Cpok rogaoctu : Dec-2026

Analysis performed according ND / Ananu3 nposeaen mo H/: [1N011252/01-110717 (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 /
/ OpHopoaHoCTb 1.1 MokasaTenb npuemnemocTtu (AV)
003NpoBaHusA DOIMKeH ObITb He Gonee 15,0.
Ibuprofen /
néynpodcpeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.2 [Nokasatens npuemnemoctu (AV)
napaueTamon JomkeH ObITb He Oonee 15,0.
10 |Assay/ 396.5 mg 360 to 440 mg of Cy3H40:
KonuvyecTtBeHHoOE (Ibuprofen) per tablet /
onpegeneHne OT1 360,0 mr go 440,0 mr Ci3H102
(nbynpodheH) B TabneTke
325.28 mg 2925 to 357.50 mg of CgHyNO;
(Paracetamol) per tablet /
OT1 292,5 mr go 357,5 mr CgHgNO2
(napauetamon) B TabneTke

Remarks : The Product conforms to ND/

ITpumeuanne: I1ponykr cooTBeTcTBYET TpeboBaHMAM HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Hara: 19.02.2022

Hara: 19.02.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBiueHo: [Iporepeno: Onobpeno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoaurens
== Amit Kumar (5@“&
Print Date: Print Date: Print Date:

Jara: 19.02.2022

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




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

CEPTUOUKAT AHAJIMN3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HN6yknuu®, TabeTKH, NOKPHITHIE IUIEHOYHOH 060/104K0#, 400Mr + 325Mr

Batch No / Cepust Ne : V2200282

Batch Quantity / O6beM napTuu :
727.500 Kg

040001523180

Analytical Report No / Ananurndeckuii oTder Ne :

Date of Analysis / laTa ananu3za: 19.02.2022

Date of Manufacture / laTa npou3Bojctsa : Jan-2022

Date of Expiry / Cpok rognoctn : Dec-2026

Analysis performed according ND / Auann3 nposegen nmo HI: TIN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 ot 06.09.2018, uzm. 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. / Mo 10 TabneTtok
B MBX/Al 6nucTep. Mo 1
GnucTepy B naudky
KapTOHHYIO BMecCTe ¢
WHCTpPYKUWEN Nno
NPUMEHEHMIO.

10 tablets in PVC/Al blister. 1, 2 or
20 blisters and a patient information
leaflet in a carton. / Mo 10 TabneTok
B MBX/Al 6nuctep. Mo 1, 2 unu 20
6rMcTEepOoB B NadKy KapTOHHYIO
BMECTE C UHCTPYKLMER No
NPUMEHEHMIO.

12 | Labeling / MapkupoBka | According to ND / B cootseTcTeum ¢ H
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHune MNpn Temnepatype He Boile 25 °C.

Shelf life / Cpok
rogHocTn

14

5 years /5 net

X Rdeaped wwrtherd  wiess g, P CClo06e DTN 63

_19-0l-Zedy

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Tpoayxt cooteTcTByeT TpeboBanusm HJI | 3akmouenne: OOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTosiieHo: [IpoBepeHo: Onobpeno: Menemxep /
Pardeep Kumai:i/ Himesh Kumar PykoBonurens
Ea Amit Kumar | [

— ; IS("/
Print Date: Print Date: Print Date:
Jlata: 19.02.2022 Hara: 19.02.2022 Hara: 19.02.2022

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

CIN: L85195AP1984PLC004507
www.drreddys.com



