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

CEPTUD®UKAT AHAJIU3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HGykanu®, TabneTKH, OKPbITHIE IIeHOYHOi 0005104K0#, 400mr + 325mr

Batch No / Cepus Ne : V2201010

Batch Quantity / O6bem maptun : 776.0 Kg

040001583241, 890001594918

Analytical Report No / AHanuTHYecKHH oT4eT Ne :

Date of Analysis / laTa ananu3za: 08.06.2022

Date of Manufacture / Jlata npon3Boactsa : May-2022

Date of Expiry / Cpox rogaocth :Apr-2027

Analysis performed according ND / Ananus nposesen o HJI: I1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, u3m. 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 /
TabneTkn KarcynoBuaHown
chopmbl, NOKpbITbIE
NneHo4YHOol obornoukon
OpaHXeBOro LgeTa, C pUckow
Ha OOHOW CTOpOHe; Ha
nonepeyYyHoM paspese — A4po
Oenoro ugeTta

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / Tabnetkm KancynosBnaHon
dopMbl,  NOKPbITblE  MMEHOYHON
000MoYKON OpaHXeBOro uBeTa, ¢
PUCKOW Ha OOHOW CTOpPOHe; Ha
nornepe4yHoM paspese 4p0o
B6enoro unu no4ytn Genoro UBeTa

Remarks : The Product conforms to ND/
Ilpumeuanue: [1poayKT cooTBeTCTBYET TpeGoBanusam HJL

Opinion : APPROVED
Zakmouenue: OJOBPEHO

Prepared by /

[ToaroToBneHo:

Naresh Kumar @
=

Checked by /
[Tposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep /
Pykoroaurens :Manoj Kumar

Print Date:
Hata: 08.06.2022

Print Date:

Jlata: 08.06.2022

Print Date:

Hata: 08.06.2022

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




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

CEPTUOUKAT AHAJIM3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNOoykauH®, Tab1eTKH, HOKPBIThIE IIEHOYHO# 060104K0ii, 400Mr + 325Mr

Batch No / Cepusa Ne : V2201010

Batch Quantity / O6bem napTuu : 776.0 Kg

Analytical Report No / AHanuTHYecKHi oTuer Ne :
040001583241, 890001594918

Date of Analysis / JlaTa ananu3za: 08.06.2022

Date of Manufacture / JlaTa npon3Boacrsa : May-2022

Date of Expiry / Cpok rognoctH :Apr-2027

Analysis performed according ND / Auanu3 nposexes mo 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, uzm. Ne 2 ot 23.09.2019)

2 Identification /
NognuHHOCTL

a) Complies as prescribed/
B cooTBeTCTBUM C
onvcaHvem

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 yaepXvmBaHMA OCHOBHbIX
NUKoB Ha XpomaTtorpamme
WCNBITYEMOr0  pacTeopa  AOMMKHbI
COOTBETCTBOBATb BpemMeHam
yaepKuBaHua nnKoB Ha
Xpomarorpamme pacteopa
CTaHpapTHbIX obpasLoB
noynpodbeHa 1  napauetamona
(paspen «KonnyecteeHHoe
onpeaeneHme»)

mMmacce

3 |Average weight and
mass uniformity /
CpepHsasa macca v
OQHOPOAHOCTL NO

970.0 mg

9409 mg to 9991 mg
(970,0 mg + 3,0 %) /
Or 9409 wmr po

(970,0 mr £ 3,0 %)

999,1 wmr

18/20 tablets = NMT + 5% /
18/20 Tabnetok — He bonee + 5 %
2/20 tablets — NMT + 10% /
2/20 TabneTok — He Sonee + 10 %

Remarks : The Product conforms to ND/
Ipumeyanue: Ilpoaykr cooteTcTBYeT Tpebosanusm HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by /
IToarotosneHo:
Naresh Kumar (\

Ke

Checked by /
[Iposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Opnobpeno: Menemxkep /
PykoBoauTens :Manoj Kumar

4
n ﬂﬂ,tl*ﬁ_

Print Date:
Jara: 08.06.2022

Print Date:
Hata: 08.06.2022

Print Date:
Jara: 08.06.2022

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




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

CEPTHOUKAT AHAJIU3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyknuu®, TaGaeTKH, IOKPLITHIE INIEHOYHOIH 000104Ko#, 400mr + 325Mr

Batch No / Cepust Ne : V2201010

Batch Quantity / O6bem naptun : 776.0 Kg

Analytical Report No / Anaanrndeckuii otger Ne :
040001583241, 890001594918

Date of Analysis / JlaTa ananu3za: 08.06.2022

Date of Manufacture / Jlata npousBojacTsa : May-2022

Date of Expiry / Cpok rognocrn :Apr-2027

Analysis performed according ND / Ananu3 nposenen 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)

4 |Disintegration /
Pacnagaemoctb

10 minutes 57 seconds

Not more than 30 minutes /
He 6onee 30 MuH

9 |Dissolution /
PacTtsopeHue

95% - 100%

98% - 101%

NLT 70% (Q) Ci3H1sO2 (Ibuprofen)
dissolved in 30 minutes /

He meHee 70 % (Q) CisH1502
(vBbynpodeH) yepes 30 MUH

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

He meHee 70 % (Q) CgHsNO;
(napauetamon) Yepes 30 MuH

6 |Related substances /
PogacTtBeHHble npumecu

0.04 %

0.0001 %

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
nbynpodeHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-ammnHoheHon (npumecs
napauetamona) — He 6onee 0,005%

7 |Water/Boga

1.4 %

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

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [IpoaykT cootBeTcTByeT TpeGopanuam HJl | 3akmouenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToBneHo: IMpoepeno: Pardeep Kumar | Ono6peno: Menemxep /
Naresh Kumar @ ) Pykosoautens :Manoj Kumar
f : A

/ [ ,L__-—-—— [ {_Lw i
Print Date: Print Date: Print Date:
Hata: 08.06.2022 Hara: 08.06.2022 Hara: 08.06.2022

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: L85195AP1984PLC00O4507
www.drreddys.com




Dr.Reddy’s ‘f:'.

CERTIFICATE OF ANALYSIS

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

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

CEPTUDPUKAT AHAJIM3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6yxanu®, TabaeTKH, NOKPBIThIE NJ1eHOYHOIT 0601049K0i, 400mMr + 325Mr

Batch No / Cepust Ne : V2201010

Batch Quantity / O6bem naptuu : 776.0 Kg

Analytical Report No / AHaIuTHYeCKHIi oT4yeT Ne :
040001583241, 890001594918

Date of Analysis / Jlata ananu3a: 08.06.2022

Date of Manufacture / Jlata npou3zBoacTBa : May-2022

Date of Expiry / Cpok rognoctn :Apr-2027

Analysis performed according ND / Anasu3 nposeaen no HJI: TI N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3sm. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

*8 |Microbial limits /
Mukpobuornoruyeckas
yucToTa

a) Total aerobic
microbial count /
O6wee uncno
a3pobHbIX
MUKPOOPraHn3mMoB

b) Total combined
yeasts and mould
count / ObLiee uucro
OPOXOKEBLIX U
nnecHeBbIX rpubos

c) E. coli

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

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

Absent / OTcyTcTBYyET

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 / OTcyTcTBME B
ir i

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [TposykT cootreTcTByeT Tpeboanusm HJI | 3axmouenne: OTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBaeHoO: ITposepeno: Pardeep Kumar | Ono6peHo: Menemxep /
Naresh Kumar ( PykoBoauTens :Manoj Kumar
U ; 5
o Qﬁ/ th&tﬁ&/
Print Date: Print Date: Print Date:
Jata: 08.06.2022 Hara: 08.06.2022 Hara: 08.06.2022

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: .85195AP1984PLC004507
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

CEPTUDOUKAT AHAJIU3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykaua®, TabeTKH, IOKPBITHIE MIEHOYHOI 060104K0H, 400Mr + 325Mr

Batch No / Cepus Ne : V2201010

Batch Quantity / O6nem maptun : 776.0Kg

Analytical Report No / AnanuTuueckuii oTder Ne :
040001583241, 890001594918

Date of Analysis / laTta ananu3za: 08.06.2022

Date of Manufacture / Jlata npou3Boactsa : May-2022

Date of Expiry / Cpok rogHocTH :Apr-2027

Analysis performed according ND / Anaaus nposeaen mo HJI: TIN011252/01-110717 (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)

9 |Uniformity of dosage

Acceptance value (AV) should be

units not more than 15.0 /
/ OpHopoaHOCTL 1.5 MokasaTenb npvemnemocty (AV)
[,03UpoBaHusA AorxeH ObiTb He Bonee 15,0.
Ibuprofen /
nbynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.6 MokasaTenb npuemnemocTn (AV)
napaveTramon [oImkeH bbITb He Bonee 15,0.
10 |Assay/ 394.4 mg 360 to 440 mg of Ci3H102
KonuuecteeHHoe (Ibuprofen) per tablet /
onpeaeneHue Ot 360,0 mr go 440,0 mr CizH10:2
(nbynpodeH) 8 TabrieTke
324.29 mg 292.5 to 357.50 mg of CgHoNO:

(Paracetamol) per tablet /

Ot 292,5 mr go 357,5 mr CsHgNO2

(napaueTtamon) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED
IMpumeuanue: [IpoaykT cootserctByeT Tpebosanusam HJI | 3akmouenune: ONOEPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: ITposepeno: Pardeep Kumar | Ono6peHo: Menemkep /
Naresh Kumar @/ _ PykoBoautens :Manoj Kumar

o) r - 1
Print Date: Print Date: Print Date:
JHara: 08.06.2022 Hata: 08.06.2022 Jara: 08.06.2022

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




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

CEPTUOUKAT AHAJIU3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyxkauu®, Tab1eTKH, IOKPHITHIE ILIEHOYHOMH 060/109K0#, 400Mr + 325Mr

Batch No / Cepus Ne : V2201010

Batch Quantity / O6bem nmaptun : 776.0Kg

040001583241, 890001594918

Analytical Report No / AHanuTudyeckuii oryer No :

Date of Analysis / lata anamu3a: 08.06.2022

Date of Manufacture / /lata npoussoactea : May-2022

Date of Expiry / Cpok roasoctu :Apr-2027

Analysis performed according ND / Anasu3z nposegen mo HJ{: TI N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3am. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

11 | Package / YnakoBka |10 tablets in PpVC/AI 10 tablets in PVC/Al 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  |B MBX/Al 6nuctep. Mo 1, 2 unu 20
B MBX/Al 6nncTep. Mo 1 B6nmcTepoB B Nayky KapTOHHYIO
Bnuctepy B nauky BMECTE C UHCTPYKLMER No
KapTOHHYO BMecTe C NPUMEHEHWMIO.

WHCTPYKUWEN no
NPUMEHEHUIO.

12 | Labeling / Mapkuposka | According to ND / B cootBetctBum ¢ H
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue MNpu TemnepaType He Bbiwe 25 °C.

14 | Shelf life / Cpok 5years /5 net

rogHoOCTU

Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpumeuanue: [ponykr cootBercTByeT TpebGoauuam HJl | 3akmouenune: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

IToarorosneHo: ITposepeno: Pardeep Kumar | Oxo6peHo: Menemxkep /

Naresh Kumar (. ; PykoBogutens :Manoj Kumar
~— sl

Print Date: Print Date: Print Date:

Hara: 08.06.2022 Hara: 08.06.2022 Hara: 08.06.2022

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




