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

CEPTUOUKAT AHAJIM3A

Product : Ibuclin, film-coated

tablets 400 mg + 325 mg

H6ykaun®, TabaeTku, HOKPLIThIE UIEHOYHOMH o6os0uxoit, 400mr + 325mr

Batch No / Cepust Ne : V2200396

776.0

Batch Quantity / O6bemM napTuu :

00 Kg

040001536954, 890001578067

Analytical Report No / AHanuradeckuii order Ne :

Date

of Analysis / JaTa ananuza: 11.03.2022

Date of Manufacture / Jlara npon3ssoacTsa : Feb-2022

Date

of Expiry / Cpok roguoctu :Jan-2027

Analysis performed according ND / Ananv3 nposeJieH 1o HJI: T1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

film-coated one-side scored

tablets;

on cross section- white core /
- TabneTtkn KancynosuaHomn

chopmbl, NOKpbITbIE

MreHoYHOMN obornoykon

OpaHXeBoro LpeTa, C pUCKoW

Ha OOHOW CTOpPOHEe, Ha

norepeYHom paspese — A4po
Oenoro useTa

S. Test Result Specification
No
1 |Description / Onucanue |Capsule-like orange-coloured Capsule-like orange-coloured film-

coated one-side scored tablets;
on cross section- white to off-white
core / TabneTku KancyrnosugHown
cbopMbl,  NOKPbITbIE  MSIEHOYHOW
0BONoYKON OpaHXeBoro uBeTa, C
puUcko/A Ha OfHOW CTOpoHe; Ha
flionepevuHoM  paspese A4p0
Benoro nnu no4ytn Genoro UBeTa

Remarks : The Product confo
Ipumeuanue: [Ipoaykr cooT

rms to ND/
percTBYeT TpeboBanuaM HJL

Opinion : APPROVED
3akarouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: [TpoBepeHo: Ono6peno: Menemxep /
Pravesh Rana Pardeep Kumar QL/ PykoBoaurenb X
/é_ S Kusum Lata @%ﬂ .
Print Date: Print Date: Print Date:
JMara: 11.03.2022 Hara: 11.03.2022 Jara: 11.03.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2599, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s Qf‘

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

CEPTU®UKAT AHAJIU3A

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

U6ykauu®, TabaeTKH, NOKPLIThIE IIEHOYHOH 060,104K0i, 400mr + 325Mr

040001536954, 890001578067

Batch No / Cepus Ne : V2200396 Batch Quantity / O6bem napruu :
776.000 Kg
Analytical Report No / AuanuTu4eckuif oTdeT Ne : Date of Analysis / lata ananu3a: 11.03.2022

Date of Manufacture / Jlata npoussoictsa : Feb-2022  |Date of Expiry / Cpok roanocts :Jan-2027

Analysis performed according ND / Auanus nposeaes mo HJ[: [1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, u3M. Ne 2 oT 23.09.2019)

2 Identification / a) Complies as prescribed/
MoanuHHOCTL B cooTBeTCTBUM 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 yaepXusaHUs OCHOBHbIX
nMKoB Ha XpomaTorpaMmme
UCMbITYeMOro  pacteopa  [AOJKHbI
COOTBETCTBOBATH BpeMeHam
yOEPXNBaHUS nMKoB Ha
XpomaTorpamme pacTeopa
CcTaHaapTHbIX obpasLoB
ubynpocheHa 1 napauetTamona
(pasgen «KonuyecreeHHoe
onpeaeneHme»)

3 |Average weight and 963.7 mg
mass uniformity /
CpegHasa macca 1
O[IHOPOAHOCTL MO
macce

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

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

18/20 tablets = NMT + 5% /
18/20 Tabrietok — He Bonee + 5 %
2/20 tablets — NMT = 10% /
2/20 TabneTok — He Gonee = 10 %

Remarks : The Product conforms to ND/
I pumeuanue: [IpoaykT coorBeTcTBYeT TpedoBanusam HIL

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: IIpogepeHo: Ono6GpeHo: Menemxep /
Pravesh Rana /E Pardeep Kumar QL PykoBoautenb )
= Kusum Lata @2/‘
Print Date: Print Date: Print Date:
Jata: 11.03.2022 Hara: 11.03.2022 Jata: 11.03.2022
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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

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

CEPTUDUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykaun®, TabaeTKH, HOKPLITHIE IIEHOYHOi 060.104K0i, 400Mr + 325Mr

Batch No / Cepus Ne : V2200396

Batch Quantity / O6bem napruu :
776.000 Kg

Analytical Report No / AnanuTHuecknii orger Ne :
040001536954, 890001578067

Date of Analysis / laTa anaan3a: 11.03.2022

Date of Manufacture / Jlata npon3BoacTpa : Feb-2022

Date of Expiry / Cpok roasoctu :Jan-2027

Analysis performed according ND / Ananu3s nposesen no 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, u3m. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnagaemocTb

11 minutes 04 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacTteopeHue

98% - 102%

95% - 101%

NLT 70% (Q) C13H1502 (Ibuprofen)
dissolved in 30 minutes /
He wmenee 70 % (Q)
(mbynpodeH) yepes 30 MUH

C13H 1802

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

He meHee 70 % (Q) CsHgNO:
(napaueTtamon) 4epes 30 MUH

6 |Related substances/
PopcreeHHbIE NnpyMmec

0.03%

0.0002%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecemn
nbynpoceHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHodeHon (Npumech
napaueTtamona) — He 6onee 0,005%

7 |Water/ Bopa

1.5%

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

Remarks : The Product conforms to ND/
Ilpumeuanue: [Iponykt coorsercryeT Tpedosanuam HJL

Opinion : APPROVED
3akiouenue: OJJOBPEHO

Prepared by /
[MoarotoBieHo:
Pravesh Rana {i

Checked by /
IIposepeno:
Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep /

PykoBoautens i
Kusum Lata W

Print Date:
Jara: 11.03.2022

Print Date:
JHara: 11.03.2022

Print Date:
Jara: 11.03.2022
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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

CEPTUDOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6yxkauH®, Ta6aeTKH, NOKPLITHIE IIEHOYHOH 0060104K0i, 400mr + 325mr

Batch No / Cepusi Ne : V2200396

776.000 Kg

040001536954, 890001578067

Analytical Report No / AnanuTnyecknii oruer Ne :

Batch Quantity / O6bem napTum :

Date of Analysis / laTa ananau3za: 11.03.2022

Date of Manufacture / Jlata npousBoacrea : Feb-2022

Date of Expiry / Cpok roauocru :Jan-2027

Analysis performed according ND / Ananus nposeaen no HJI: TIN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

*8 |Microbial limits /
Mwukpobuonoruyeckas
yucToTa

a) Total aerobic
microbial count /
O6Lee vncno
a3pobHbIX
MWKPOOPraHM3MoB

b) Total combined
yeasts and mould
count / Obwee 4ncno
OpOXOKeBbIX U
nnecHeBbIX rpnbos

c¢) E. coli

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

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

Absent / OTcyTcTBYET

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
Mpumeuanue: [IpoaykT cooTBeTcTByeT Tpebosanusam HJI | 3axmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: IIpoBepeHo: Onobpeno: Menemxep /
Pravesh Rana Pardeep Kumar ei_/ Pyxosoautenn ~

/K - Kusum Lata gg/
Print Date: Print Date: Print Date:
Jara: 11.03.2022 Hara: 11.03.2022 Hara: 11.03.2022
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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

CEPTUD®UKAT AHAJIU3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykanu®, Ta6aeTkn, NOKPLIThIE IIEHOYHOH 060104K0H, 400mMr + 325Mr

Batch No / Cepust Ne : V2200396

Batch Quantity / O6bem napTuu :
776.000 Kg

040001536954, 890001578067

Analytical Report No / AHaauTndecknii or4yer Ne :

Date of Analysis / laTa ananu3za: 11.03.2022

Date of Manufacture / laTa npou3BoICcTBA &

Feb-2022 |Date of Expiry / Cpok roanoctu :Jan-2027

Analysis performed according ND / Ananus nposexen no 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)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OpHopoaHOCTL 1.1 Mokasatens npuemnemocty (AV)
0031poBaHuA JormkeH obiTb He Bonee 15,0.
Ibuprofen /
néynpodgeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.1 MoxaszaTenb npuemnemocTtn (AV)
napauetamon JormkeH ObITb He Bonee 15,0.
10 |Assay/ 398.0 mg 360 to 440 mg of CisHiO2
KonuuyecteeHHOE (Ibuprofen) per tablet /
onpegenexve Ot 360,0 mr go 440,0 mr C43H+0:2
(nbynpodbeH) B TabneTke
324.04 mg 292.5 to 357.50 mg of CgHgNO:
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CgHgNO,
(napaueTtamon) B TabneTke

Remarks : The Product conforms to ND/

Ipumeyanmne: IIpoaykt coorBeTcTBYET TpeboBanusaM HJI

Opinion : APPROVED
3akmodenune: OJJIOBPEHO

Prepared by / Checked by /
[loaroroBnexno: [IpoBepeHo:

Pravesh Rana L Pardeep Kumar of/
4 =

Approved by: Manager/Executive /
OnobpeHo: Menemxkep /
Pykosoautens oK -
Kusum Lata Qe

Print Date: Print Date:

Hara: 11.03.2022 Hara: 11.03.2022

Print Date:
JHara: 11.03.2022
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Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

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

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyxkanH®, TabieTKu, IOKPLIThIE MIEHOYHO#H 000104K0iH, 400Mr + 325Mr

Batch No / Cepust Ne : V2200396

776.000 Kg

Batch Quantity / O6bem napTux :

040001536954, 890001578067

Analytical Report No / ABanutnyeckuii oruer Ne :

Date of Analysis / JlaTta ananu3a: 11.03.2022

Date of Manufacture / lata npousBoacrsa : Feb-2022

Date of Expiry / Cpok rogaocTn :Jan-2027

Analysis performed according ND / Anaims nposegen mo H/: 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, u3m. 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 6ructep. Mo 1, 2 unu 20

B NBX/Al 6nucTep. lNo 1 6nMcTepoB B Navky KAPTOHHYIO
6nuctepy B nauky BMECTe C UHCTPYKUMEN no
KapTOHHYH BMeCTe C MPUMEHEHMIO.

WHCTPYKUKEn no
NMPUMEHEHMIO.

12 | Labeling / MapkupoBka

According to ND / B cooteeTctBumn ¢ HJ

13 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHve MNpu TemnepaTtype He Bbiwe 25 °C.
14 | Shelf life / Cpok 5 years /5 net
rogHocTu

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanne: [Iponykrt cootBetcTByeT TpeboBanusam HJI | 3akmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroBaeHo: [Ipoeepeno: Onobpeno: Menemxkep /
Pravesh Rana Pardeep Kumar ) PykxoBoautens -

/K f_——t__—— = Kusum Lata %
Print Date: Print Date: Print Date:
Hara: 11.03.2022 Hara: 11.03.2022 Hara: 11.03.2022
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