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

CEPTUOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noyxkauu®, TabaeTKH, NOKPHIThIE NNIEHOYHOI 000104K0ii, 400Mr + 325Mr

Batch No / Cepus Ne : V2200283

Batch Quantity / O6bemM napTuu :
727.500 Kg

Analytical Report No / AHanmuTn4eckuii oTaer Ne :
040001522539, 890001573953

Date of Analysis / laTta aHaim3a: 18.02.2022

Date of Manufacture / lata npousBoacTna : Jan-2022

Date of Expiry / Cpok rogsoctH : Dec-2026

Analysis performed according ND / Anasius nposeaen mo H/I: [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)

S. Test
No

Result

Specification

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

film-coated one-side scored

tablets;

on cross section- white core /
Tabnetku KancynoBuaHowm
chopmbil, MOKpbITbIE
NAeHOoYHOMN obonoukomn

OpaHXEBOro LBeTa, C pPUCKOn
Ha OAHOW CTOpPOHe; Ha
nornepeyYyHoM paspese — 84po
Oenoro ugeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / Tabnertkum KancynosugHoOM
opmMbl,  MOKPbITbIE  NIIEHOYHOM
000noYkon opaHxeBoro LBeTa, C
puCKOW Ha OAHOW CTOpPOHEe; Ha
nonepeyHom paspese -— Sf4po0
6enoro unu no4ytu 6enoro upeTa

Remarks : The Product conforms to ND/
Ipumeuanmne: [Tpoaykr coorBercTByeT Tpeboanusam HJ{

Opinion : APPROVED
3akmouenue: OJIOBPEHO

Prepared by /
[ToaroToBneHo:
Pardeep Kumar

Checked by /
IIposepeno:
Himesh Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxkep /

Pyrusoauieis Q

Manoj Kumar

Print Date:

Jata: 18.02.2022

Print Date:
Jata: 18.02.2022

Print Date:
Jara: 18.02.2022

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
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CEPTUDUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykauH®, Tab1eTKH, MOKPHIThIE MIJIeHOUHOH 000/104K0if, 400mr + 325Mr

Batch No / Cepust Ne : V2200283 Batch Quantity / O0bem naprus :
727.500 Kg
Analytical Report No / AHanuTH4ecknii oTueT Ne : Date of Analysis / JiaTa ananusa: 18.02.2022

040001522539, 890001573953
Date of Manufacture / Jlata npoussogcrsa : Jan-2022  |Date of Expiry / Cpox roauoctu : Dec-2026
Analysis performed according ND / Ananu3s npoegen no 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)

2 Identification / a) Complies as prescribed/ |The retention time of the main peaks
MoanueHOCTL B cooTtBeTCTBUMM C on the chromatogram of the test
onucaHnem solution should correspond to the

retention times of the peaks on the
chromatogram of ibuprofen and
paracetamol reference standards
solution (section Assay)/

BpemeHa ypepXvwBaHUsS OCHOBHbBIX

MMKOB Ha Xpomartorpamme
NCMbITYEMOrO  pacteopa  [OTKHbI
COOTBETCTBOBATb BpemeHam
yAepXuBaHus nnKkoB Ha
XpomaTtorpamme pacTteopa
CTaHAAPTHBIX obpasuos
néynpocdeHa ¥  napaueramona
(paspen «KonunyecteeHHoe
onpeaenexHne»)
3 |Average weight and 972.1 mg 940,9 mg to 999,1 mg
mass uniformity / (970,0 mg + 3,0 %)/
CpegHsasa macca 1 Or 9409 wmr po 9991 wr
OAHOPOOHOCTL MO (970,0 mr + 3,0 %)
macce
18/20 tablets — NMT + 5% /
18/20 Tabnetok — He 6onee + 5 %
2/20 tablets — NMT + 10% /
2/20 Tabnetok — He 6onee + 10 %
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [TpoaykT cootBeTcTByeT Tpebosanuam HJ| | 3akmouenue: ONIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[oarorosaeno: IposepeHo: Ono6peno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoautens ‘
<ti'. M Manoj Kumar
Print Date: Print Date: Print Date:
Jara: 18.02.2022 JHara: 18.02.2022 Jlata: 18.02.2022

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

CEPTUDOHUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HN6ykaun®, TabieTku, HOKPLIThIE [1eHOYHOoi 060.104K0H, 400Mmr + 325Mr

Batch No / Cepusi Ne : V2200283

Batch Quantity / O6bem nmaprum :
727.500 Kg

040001522539, 890001573953

Analytical Report No / Anaqutndeckunii order Ne :

Date of Analysis / lata ananu3a: 18.02.2022

Date of Manufacture / IaTa npoun3sojacTsa : Jan-2022

Date of Expiry / Cpok rogHoctH : Dec-2026

Analysis performed according ND / Anasn3 nposeaen o HJ[: TIN011252/01-110717 (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)

4 |Disintegration /
Pacnapaemoctb

09 minutes 20 seconds

Not more than 30 minutes /
He 6onee 30 MuH

S |Dissolution /
PacTteopeHue

98% - 102%

98% - 100%

NLT 70% (Q) C13H1502 (lbuprofen)
dissolved in 30 minutes /

He wmeHee 70 % (Q) Ci3H402
(nbynpodpeH) yepes 30 MUH

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

He meHee 70 % (Q) CgHsNO:
(napauetamon) yepes 30 MUH

6 |Related substances /
PopctBeHHble npumecu

0.1%

0.0002%

Total impurities of Ibuprofen NMT
1.0% / Cymma nprmecet
néynpodceHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amumHocpbeHon (Nnpumecs
napauetamona) — He 6onee 0,005%

7 |Water/ Boga

1.2%

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

Remarks : The Product conforms to ND/
IIpumeuanue: [Tpoaykt coorBercTBYeT TpeboBanusm HJI

Opinion : APPROVED
3akmwouenue: OJIOGPEHO

Prepared by /
[NoxarorosneHo:
Pardeep Kumar

Checked by /
IIposepeHo:
Himesh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep /

PyxoBogurens w—@
WIS

Manoj Kumar

4:__‘ ., _‘ —
Print Date:

Jlata: 18.02.2022

Print Date:
Jara: 18.02.2022

Print Date:
JlaTa: 18.02.2022
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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

CEPTUOUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6yxaun®, Tabi1eTKH, NOKPLITHIE ILLIeHOYHOI 060104K0ii, 400Mmr + 325Mr

Batch No / Cepus Ne : V2200283

Batch Quantity / O6bem naprum :
727.500 Kg

Analytical Report No / AnamuTHyeckuii oTyer No :
040001522539, 890001573953

Date of Analysis / laTa anananza: 18.02.2022

Date of Manufacture / Jlata npoussogcrsa : Jan-2022

Date of Expiry / Cpok roanoctd : Dec-2026

Analysis performed according ND / Anasnu3 nposenes mo HJI: IT 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)

8

Microbial limits /
Mukpobnonoruyeckas
yucToTa

a) Total aerobic
microbial count /
Ob6uee yncno
aspobHbIX
MWKPOOPraHu3mMoB

b) Total combined
yeasts and mould
count / O6ee uncno
OPOXOKEBBIX U
nnecHesbIX rpubos

c¢) E. coli

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

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

Absent / OTcyTcTBYET

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

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

1r

Remarks : The Product conforms to ND/
Ipumeuanne: IIpoaykT cooTBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3axnrouenue: OJJOBPEHO

Prepared by /
[MoarorosneHo:
Pardeep Kumar

—

Checked by /
[IpoBepeHo:
Himesh Kumar

Approved by: Manager/Executive /
Ono6peHo: Menemxep /

PykoBogutens 2

Manoj Kumar

Print Date:
Jara: 18.02.2022

Print Date:
Jara: 18.02.2022

Print Date:
Jara: 18.02.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Shall be absent in 1g/ OTcyTcTBYE B
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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

CEPTUOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykaun®, TabaeTku, NOKPLIThIE IIEHO4HOH 060104K0i, 400mMr + 325Mr

Batch No / Cepust Ne : V2200283

Batch Quantity / O0bem napTuu :
727.500 Kg

Analytical Report No / AHaauTH4ecKHii oT4eT Ne :
040001522539, 890001573953

Date of Analysis / [laTta ananu3a: 18.02.2022

Date of Manufacture / /lata mpouzBogcTsa : Jan-2022

Date of Expiry / Cpok roguocts : Dec-2026

Analysis performed according ND / Auanu3 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, m3m. Ne 2 ot 23.09.2019)

9 | Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OaHOPOOHOCTL 1.2 MokasaTenb npuemnemocTu (AV)
003NpOoBaHns [orkeH ObiTb He Bonee 15,0.
Ibuprofen /
nbynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.2 MokaszaTenb npuemnemocTu (AV)
napaveTamon [omkeH bbITb He 6onee 15,0.
10 |Assay/ 393.1 mg 360 to 440 mg of Ci3His02
KonudecteBeHHoe (Ibuprofen) per tablet /
onpegerneHue Ot 360,0 mr go 440,0 mr Cy3H1502
(nbynpodpeH) B Tabnetke
328.97 mg 2925 to 357.50 mg of CgHsNO:
(Paracetamol) per tablet /
Ot 292,5 mr no 357,5 mr CgHgNO,
(napaueTtamon) B TabneTke

Remarks : The Product conforms to ND/
ITpumeuanue: [Ipoaykr coorseTcTBYET TpeboBanuam H/L

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by /
{logroroBieHo:
Pardeep Kumar

Checked by /
IIpoBepeHo:

Himesh Kumar

Approved by: Manager/Executive /
Ono0peHo: Medejokep /

PyxoBoaurens ~

Manoj Kumar

Print Date:

Hara: 18.02.2022

Print Date:

Jara: 18.02.2022

Print Date:
Jara: 18.02.2022
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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 : +91 98166 56001-02

CERTIFICATE OF ANALYSIS  www.drreddys.com

CEPTUOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HU6yxkaun®, Tab1eTkH, NOKPbITHIE NJIEHOYHOIH 000/104K0i#, 400mMr + 325mr

Batch No / Cepust Ne : V2200283

Batch Quantity / O6bem napThH :
727.500Kg

Analytical Report No / Anaautndeckuii oryer Ne :
040001522539, 890001573953

Date of Analysis / JlaTa anann3za: 18.02.2022

Date of Manufacture / JlaTa npousBoacTsa : Jan-2022

Date of Expiry / Cpok rogaHoctu : Dec-2026

Analysis performed according ND / Ananus nposenen o HJI: I1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 or 06.09.2018, u3m. 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 leaflet in |leaflet in a carton. / Mo 10 TabneTok
a carton. / Mo 10 Tabnetok |8 MBX/Al 6nuctep. Mo 1, 2 nnn 20
B MNBX/Al 6nuctep. Mo 1 BrnnUcTepoB B NaYKy KAPTOHHYIO
GnucTepy B nauky BMECTe C MHCTPYKUUEn no
KapTOHHYO BMECTe C NPUMEHEHUIO.

MHCTPYKUMEn no
NPUMEHEHMUIO.

12 | Labeling / MapkunpoBka | According to ND / B cooTtBeTtcTumn ¢ HJj
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue Mpu TemnepaType He Bbiule 25 °C.

14 | Shelf life / Cpok 5years / 5 net

rogHoOCTU

Remarks : The Product conforms to ND/
Mpumenanme: [Tpoaykr cootpercTnyeT TpeGopaniam HJIJ

Opinion : APPROVED
Jakmuenne: QOJIORPFHO

Hara: 18.02.2022

Jara: 18.02.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneno: IIpoBepeHo: Ono6peno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoautens ,
P S—— . |
C__‘:L__/ M Manoj Kumar Cru,,}(g; .
Print Date: Print Date: Print Date:

Jara: 18.02.2022
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