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

CEPTUOPUKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoykana®, TabiieTKH, NOKPLITHIE IJIeHOYHOi 060/104K0ii, 400Mr + 325Mr

Batch No / Cepus Ne : V2201084

Batch Quantity / O6bem naptum : 776.0Kg

040001584885, 890001595719

Analytical Report No / Ananurnyeckuii otuer No :

Date of Analysis / JIaTta ananu3za: 13.06.2022

Date of Manufacture / Jlata nponzBoacrea : May-2022

Date of Expiry / Cpok rognoctu :Apr-2027

Analysis performed according ND / Avann3 nposexen no HJ[: TT 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)

S.
No

Test

Result

Specification

1 |Description / Onucanue

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

tablets;

on cross section- white core /
Tabnetkn KancynosugHom
POopMbl, NOKpbITLIE
MNeHoYHomn obono4koii
OpaHXeBoro LBeTa, C PUCKON
Ha OOHOM CTOpOHE;, Ha

fionepeYHoM paspese — aapo
Oenoro uBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core /[ TabneTkum KancynoBuaHon
chopmbl,  NOKpbITEIE  MNEHOYHOMN
060NoYKON OpaHXeBoro uBeTa, C
puckol Ha OAHOW CTOpOHEe; Ha
nonepevyHoMm paspese 0po
Benoro unn nouTtn 6enoro LBeTa

Remarks : The Product conforms to ND/
Hpumeuanue: ITpoaykt cooTBeTcTBYeET TpeboBanusm HJL

Opinion : APPROVED
3akmwouenue: OJJOBPEHO

Jara: 13.06.2022

Hata: 13.06.2022

Prepared by / Checked by / Approved by: Manager/Executive /
Ilogrorosneno: IIpoBepeno: Ramakant Opnobpeno: Menemxep /
Ankit (” M &4@”/ Pyxosoautens :Kusum Lata
S '@g &
Print Date: Print Date: Print Date:

Hata: 13.06.2022

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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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTUOPUKAT AHAJIU3A

Tel : +91 98166 56001-02

www.drreddys.com

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

HNoykanu®, TadaeTku, NOKPLITHIE IUIEHOYHO# 000104K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2201084 Batch Quantity / O6bem napruu : 776.0Kg

040001584885, 890001595719

Analytical Report No / Ananutudeckuii otuet No : Date of Analysis / /laTa ananmu3za: 13.06.2022

Date of Manufacture / lata npousBoacTsa : May-2022 |Date of Expiry / Cpok rogHocts :Apr-2027

Analysis performed according ND / Auanus nposexen no H/I: [T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzam. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

2 Identification / a) Complies as prescribed/
MoanuHHoOCTL B cooTBeTcTBUM C
onucaHuem

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 yaepxuBaHWS OCHOBHbIX
nUKoB Ha Xpomarorpamme
UCMBITYEMOrO  pacTeopa  AOIDKHbI
COOTBETCTBOBATb BpemMeHam
YAEPXKUBEHUSA MUKoB Ha
Xpomarorpamme pacTsopa
CTaHOapTHBIX obpasuos
nbynpocdeHa w  napauetamona
(pasgen «KonunyectseHHoe
onpeaeneHue»)

3 |Average weight and 965.1 mg
mass uniformity /
CpegHasa macca u
OLHOPOAHOCTL MO
Macce

940,9 mg to 9991 mg
(970,0 mg £ 3,0 %) /

Or 9409 wMr pgo 9991 wr
(970,0 mr £ 3,0 %)

18/20 tablets — NMT = 5% /
18/20 TabneTtok — He bonee + 5 %
2/20 tablets — NMT + 10% /
2/20 TabneTok — He 6onee + 10 %

Remarks : The Product conforms to ND/
IIpumeuanne: IIpoaykr coorBeTcTBYET TpeboBaHusM HJI

Opinion : APPROVED
3axmwuenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBJieHO: [Ipoeepeno: Ramakant Onobpeno: Menenxep /

Ankit @ @M/ PykxoBogutens :Kusum Lata

Print Date: Print Date: Print Date:

Hara: 13.06.2022 Jata: 13.06.2022 Hara: 13.06.2022

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



Dr.Reddy’s ‘%.'

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sotan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoykauH®, TabneTkH, NOKPLITHIE IVIEHOYHOH 060/104K0i, 400Mr + 325Mr

Batch No / Cepus Ne : V2201084

Batch Quantity / O6bem mapTun : 776.0Kg

040001584885, 890001595719

Analytical Report No / AHanuTHuecKkuii oTuer No :

Date of Analysis / Jlata anamsa: 13.06.2022

Date of Manufacture / /lata npou3soacrea : May-2022

Date of Expiry / Cpok rognoctu :Apr-2027

Analysis performed according ND / Ananu3 nposenen 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, n3m. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnapaemocTtb

12 minutes 42 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacTteopeHue

98% - 101%

99% - 101%

NLT 70% (Q) C13H1s02 (Ibuprofen)
dissolved in 30 minutes /
He meHee 70 % (Q)
(nBynpodeH) yepes 30 muH

Ci3H150;

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

He wmeHee 70 % (Q) CgHgNO:
(napauetamon) yepes 30 MUH

6 |Related substances /
PoacTteeHHblE NnpuMec

0.04 %

0.0003 %

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
nbynpoceHa — He Bonee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amnHodheHon (Npumeck
napauetamona) — He 6onee 0,005%

7 |Water/ Bopga

1.4%

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

Remarks : The Product conforms to ND/
IIpumeuanne: [Ipoaykr coorBeTcTBYET TpeboBanusm H]T

Opinion : APPROVED
3akmouenne: OJOBPEHO

Jata: 13.06.2022

Harta: 13.06.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroeneHo: [IpoBepeHo: Ramakant Opnob6peno: Menemxep /
Ankit 2 PykoBoautens :Kusum Lata
@ - SN
Print Date: Print Date: Print Date:

Hara: 13.06.2022
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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
www.drreddys.com

Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HUoyxkanH®, TabaeTKkH, NOKPLITHIE IUVIEHOYHOH 000104K0ii, 400Mr + 325mMr
Batch No / Cepust Ne : V2201084 Batch Quantity / O6bsem mapTun : 776.0Kg

Analytical Report No / AHaIuTHYecKHit oTYeT Ne : Date of Analysis / lata anasnu3za: 13.06.2022

040001584885, 890001595719

Date of Manufacture / lata npousBoacrsa : May-2022 | Date of Expiry / Cpox rognoctn :Apr-2027

Analysis performed according ND / Ananu3 nposeaen mo HJI: TT N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, n3am. Ne 2 ot 23.09.2019)

*8 |Microbial limits /
Mukpobuonoruyeckas
yuctoTa

a) Total aerobic
microbial count /
O6Luee uncno
a3pobHbIX
MUWKPOOPraHM3MoB

Less than 10 CFU/g /
MeHee 10 KOE/r Not more than 1000 CFU/g /

He 6onee 1000 KOE/r

Less than 5 CFU/g /
MeHee 5 KOE/r Not more than 100 CFU/g /

He 6onee 100 KOE/r

b) Total combined
yeasts and mould
count / Obuee yncno
OPOXOKEBBIX U
nnecHeBbIX rpnbos Absent / OTcyTcTByeT
Shall be absent in 1g / OTcyTcTBUE B
1r

c¢) E. coli

Remarks : The Product conforms to ND/
IIpumeyanne: ITponykr coorBeTcTBYeT TpeboBaHusM HJJ

Opinion : APPROVED
3akawuenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loaroroBneHo: IIpoBepeHo: Ramakant Opnobpeno: Menemxep /
Ankit

74 PyxoBonutens :Kusum Lata

Print Date:

Hara: 13.06.2022

Print Date:
Hara: 13.06.2022

il
Print Date:

Jata: 13.06.2022
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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

CEPTHO®UKAT AHAJIM3A

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

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyxanu®, TabseTkH, NOKPHITHIE IJIEHOYHO# 000/104K0i, 400Mr + 325Mr

Batch No / Cepus Ne : V2201084

Batch Quantity / O6bem naptuu : 776.0Kg

Analytical Report No / AnanuTH4yecknii oTuer Ne :
040001584885, 890001595719

Date of Analysis / [lata ananuza: 13.06.2022

Date of Manufacture / Jlata npouszsoacrBa : May-2022

Date of Expiry / Cpok rogaoctu :Apr-2027

Analysis performed according ND / Ananau3 nposeaen mo HJ/I: [T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3am. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

units

Ibuprofen /
nbynpodoeH

9 |Uniformity of dosage

/ OpHOPOAHOCTL 1.5
[03UpOoBaHMUSA

Acceptance value (AV) should be
not more than 15.0 /
MokasaTenb npuemnemoctu (AV)
[oJTKeH ObITb He Gonee 15,0.

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

Paracetamol / 1.5 MokasaTens npuemnemocTty (AV)
napaueTtamon pormKeH ObITb He 6onee 15,0.
10 |Assay/ 395.6 mg 360 to 440 mg of Ci3Hs0:
KonnyectseHHoe (Ibuprofen) per tablet /
onpeneneHne Ot 360,0 mr oo 440,0 mr Cq3H150>
(nbynpodheH) B Tabnetke
324.30 mg 2925 to 357.50 mg of CgHoNO,

(Paracetamol) per tablet /
OT 292,5 mr po 357,5 mr CgHoNO,
(napaueTtamon) B TabneTke

Remarks : The Product conforms to ND/
Ilpumeyanne: [Iponykt cootBeTcTBYeT TpeboBaHusM HJ

Opinion : APPROVED
3axmouyenue: OJJOBPEHO

Prepared by /
IToarorosneHo:

Checked by /
[TpoBepeHo: Ramakant

i

Approved by: Manager/Executive /
Opnob6peno: Menemxep /
PyxoBonurens :Kusum Lata

Print Date:

Hara: 13.06.2022

Print Date:
Jata: 13.06.2022

Print Date:
Hata: 13.06.2022

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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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

CEPTHOHUKAT AHAJIU3A

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

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noykann®, TabaeTKH, MOKPBITHIE INIEHOYHOH 000104K0i, 400Mr + 325Mr

Batch No / Cepust Ne : V2201084

Batch Quantity / O6bem naptun : 776.0Kg

040001584885, 890001595719

Analytical Report No / ARanuTH4Yecknii oTuer Ne :

Date of Analysis / Jlata ananusza: 13.06.2022

Date of Manufacture / lata npousBogacTea : May-2022

Date of Expiry / Cpok roauocts :Apr-2027

Analysis performed according ND / Ananu3 nposegen 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, uzm. Ne 2 ot 23.09.2019)

11 | Package / YnakoBka

10 tablets in PpVC/AI
blister. 1 blister and a
patient information leaflet in
a carton. / Mo 10 TabneTok
B NBX/Al 6rnvcTep. Mo 1
6nucrepy B nayky
KapTOHHYO BMECTe C
WHCTPYKUMEN no
NMPUMEHEHMIO.

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 unun 20
6nncTepoB B Nayvky KapTOHHYIO
BMECTe C UHCTPYKUMEN No
NPUMEHEHMIO.

12 | Labeling / Mapkupogka

According to ND / B cooteetcTBum ¢ HJj

13 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHnue Mpun TeMnepaTtype He Bbiwe 25 °C.
14 | Shelf life / Cpok 5 years /5 net
rogHoCTU

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT coorBeTcTByeT Tpeboranusam HJJ

Opinion : APPROVED
3akawuyenne: OJIOBPEHO

Prepared by /
[ToxrorosneHo:

Checked by /
[TpoBepeHo: Ramakant

Approved by: Manager/Executive /
Onobpeno: Menemxep /
PykoBoautens :Kusum Lata

™ 7

Ankit
Print Date:

Hara: 13.06.2022

Print Date:
JHata: 13.06.2022

Print Date:
Jata: 13.06.2022

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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