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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solzn, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHO®UKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoyxauH®, TabileTKH, MOKPLITHIE MJIEHOYHOH 0601049K0ii, 400Mr + 325mMr

Batch No / Cepua Ne : V2200147

Batch Quantity / O6Lem mapTuu :
7217.500 Kg

890001570280, 890001570361

Analytical Report No / AnaanTugeckuii oruer No :

Date of Analysis / JlaTta ananu3za: 30.01.2022

Date of Manufacture / lTaTta npoussoacTsa : Dec-2021

Date of Expiry / Cpok rognoctu : Nov-2026

Analysis performed according ND / Ananu3 npoeexen mo H: 1 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)

S.
No

Test

Result

Specification

1 |Description / OnncaHnue

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

tablets;

on cross section- white core /
Tabnetku KancyriosuaHom
hopMbl, NOKpbITbIE
NnAeHoYHomn obonoukoi
OpaHXeBoro uBeTa, ¢ pUCKo
Ha OfHOW CTOpOHE, Ha

nonepevyHom paspese — sapo
Genoro useTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabnetkM KancynoBuAHOW
dopmbl,  MOKpbITbIE  MNEHOYHOM
0BOnoYKoON oOpaHXeBoro LuBeTa, C
puUCKOW Ha OAHOW CTOPOHE; Ha
norepeyHom paspese AApo
Benoro unu novytn 6enoro LpeTa

Remarks : The Product conforms to ND/
Ipumeuanue: [Tpogykr cooTBercTByeT TpeGoBatusam HJT

Opinion : APPROVED
3akmouenne: OJIOBPEHO

Jara: 30.01.2022

Hara: 30.01.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotosneHo: IIpoBepeHo: Onobpeno: Menemxep /
Pardeep Kumar Himesh Kumar PyxoBoaurenn
i \l“—L—f'/F;' Manoj Kumar w
[ .
Print Date: Print Date: Print Date:

Hara: 30.01.2022
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Tel: +91 40 4900 2900, Fax: +61 40 4500 2999, Email: mail@drreddys.com
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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

CEPTUOHUKAT AHAJIN3A

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

Noyxmuu®, TabieTKkH, NOKPBITHIE IVIEHOYHOH 0601049K0ii, 400Mr + 325Mr

890001570280, 890001570361

Batch No / Cepust Ne : V2200147 Batch Quantity / O6wem naptun :
727.500 Kg
Analytical Report No / AHanuTHyeckuii oryer Ne : Date of Analysis / JlaTta anann3a: 30.01.2022

Date of Manufacture / /lata npousBoactea : Dec-2021 | Date of Expiry / Cpok roanoct : Nov-2026

Analysis performed according ND / Ananu3 npoeenen mo H/[: [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)

2 Identification / a) Complies as prescribed/
MoanuHHOCTL B cooTtBeTCTBUM 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 ypepxvBaHMA OCHOBHbIX
nuKoB Ha XpomaTorpamme
UCMbITYeMOro  pactesopa  AOJDKHbI
COOTBETCTBOBATH BpemMeHaM
yAepKnBaHus MMKoB Ha
Xxpomarorpamme pacTteopa
cTaHA4apTHBbIX obpasuos
nbynpocbeHa 1  napauetamona
(paspen «KonuyecteeHHoe
onpegeneHves)

3 |Average weight and 970.3 mg
mass uniformity /

CpeaHss macca u
OOHOPOGHOCTb MO
macce

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

Or 9409 wmr pgo 9991 wr
(070,0 Mr £ 3,0 %)

18/20 tablets — NMT £ 5% /
18/20 Tabnetok — He Bonee + 5 %
2/20 tablets — NMT + 10% /
2/20 TabneToK — He bonee + 10 %

Remarks : The Product conforms to ND/
Ilpumeuanne: [Ipoaykr coorBeTcTBYET TpeOoBanusam HJJ

Opinion : APPROVED
3axkmwouyenune: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoBneHo: ITpoBepeHo: Onobpeno: Menemxep /
Pardeep Kumar Himesh Kumar PyxoBonutens
./L//_;‘ Manoj Kumar u,(
W - <— N @ﬁ/
v -

Print Date: Print Date: Print Date:
Hata: 30.01.2022 Hara: 30.01.2022 Harta: 30.01.2022
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHOHUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noyxkann®, TabneTkH, NOKPHITHIE IIEHOYHO#H 060104K0l, 400Mr + 325Mr

Batch No / Cepust Ne : V2200147

Batch Quantity / O6bem napTum :
727.500 Kg

890001570280, 890001570361

Analytical Report No / AHanuTnyeckuii oTyer No :

Date of Analysis / JlaTta anann3a: 30.01.2022

Date of Manufacture / lata npousBoacrsa : Dec-2021

Date of Expiry / Cpok rognoctu : Nov-2026

Analysis performed according ND / Ananu3z nposexen mo HJI: ITN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, u3zm. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnapgaemocTtb

12 minutes 23 seconds

Not more than 30 minutes /
He 6onee 30 MuH

5 |Dissolution /
Pactsopenue

100% - 103%

98% - 101%

NLT 70% (Q) C13H1sO2 (Ibuprofen)
dissolved in 30 minutes /

He meHee 70 % (Q) Ci3H402
(nBynpodheH) yepes 30 MuH

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

He meHee 70 % (Q) CsHgNO,

(napauetamon) yepes 30 MUH

6 |Related substances /
PoacteeHHble npumecu

0.03%

0.0003%

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

7 |Water/Boga

1.3%

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

Remarks : The Product conforms to ND/
Ilpumeyanue: Ilpoaykt coorBeTcTBYeT TpeGoBaHUsaM H]|

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by /
[ToaroTorneHo:
Pardeep Kumar

n
&

]

g \]_,__—'-'

Checked by /
IIpoeepeno:
Himesh Kumar

=~

Approved by: Manager/Executive /
Onobpeno: Menemxep /

Pykorogutens
Manqoj Kumar

Print Date:
Jara: 30.01.2022

Print Date:
Hara: 30.01.2022

Print Date:
Hara: 30.01.2022
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, INDIA

Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS  www.drreddys.com

CEPTHO®UKAT AHAJIU3A

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

H6yxaun®, TabjIeTKH, MOKPbITHIE ILIEHOYHOH 060104K0ii, 400Mr + 325mMr

890001570280, 890001570361

Batch No / Cepust Ne : V2200147 Batch Quantity / O6bem mapTuu :
727.500 Kg
Analytical Report No / AnaguTudeckuii oryer Ne : Date of Analysis / JlaTta ananmza: 30.01.2022

Date of Manufacture / Jlata npousBoactsa : Dec-2021  |Date of Expiry / Cpok rogaocts : Nov-2026

Analysis performed according ND / Ananus npoeexen mo H: ITN011252/01-110717 (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 /
Mukpobuonoruyeckas
yuctoTa

a) Total aerobic Less than 10 CFU/g /
microbial count / MeHee 10 KOE/r
O06Lee uucno
a3poBHbIX
MUWKPOOPraHnu3MoB

b) Total combined Less than 5 CFU/g /
yeasts and mould MeHee 5 KOE/r
count / Obuee 4yucno
OPONOKEBLIX U
nrecHesbIX rpubos
Absent / OtcyTcTBYyeT
c) E. coli

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 / OtcyTcTBYE B
ir

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuannue: [Iponykt coorsercTByer TpeboBannsam HJI | 3akiodenne: OLOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloaroroBneHo: ITpoBepeHo: Onobpeno: Menenxep /
Pardeep Kumar Himesh Kumar PykoBoauTtens )
: — Manoj K e
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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

CEPTUO®HUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noyxknuu®, Tab1eTKH, NOKPBITHIE ILIEHOYHOI 060109K0ii, 400Mr + 325Mr

-

Batch No / Cepust No : V2200147

Batch Quantity / O6bemM napTun :
727.500 Kg

890001570280, 890001570361

Analytical Report No / AHajquTHYeckHii or4eT No :

Date of Analysis / /laTa amanau3a: 30.01.2022

Date of Manufacture / lata nponsBogcrea : Dec-2021

Date of Expiry / Cpok rogroctn : Nov-2026

Analysis performed according ND / Ananu3s nposeaen o HJI: I1 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)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OgHopogHOCTh 1.4 Mokasatenb npuemnemoctn (AV)
003upoBaHns OOMKeH ObITb He Bonee 15,0.
Ibuprofen /
udynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.3 lMokasaTenb npuemnemocTyn (AV)
napauetamon [omKkeH ObITk He bonee 15,0.
10 |Assay/ 405.6 mg 360 to 440 mg of Ci3H10:
KonuyectseHHoe (Ibuprofen) per tablet /
onpepeneHve Ot 360,0 mr go 440,0 mr C13H10-
(nbynpodheH) B TabneTke
322.63 mg 2925 to 357.50 mg of CgHgNO,
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CsHoNO;,
(napauetamon) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [poaykr coorBercTByeT Tpe6opanusam H][ | 3akmiouenue: OIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loaroroBneHo: [IpoBepeno: Opnobpeno: Menemxkep /
Pardeep Kumar Himesh Kumar PyxoBoautens
=== Manoj Kumar
f . . (rndued
C—"_v__ —

Print Date: Print Date: Print Date:
Hara: 30.01.2022 Hara: 30.01.2022 Hara: 30.01.2022
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r.ne YS Ne Vill. Khol, Nalagarh Road, Baddi,
Distt. Solen, H.P, 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NOykana®, Tab1eTKH, NOKPLITHIE ILIEHOYHOI 0601049K0H, 400Mr + 325Mr

Batch No / Cepus Ne : V2200147 Batch Quantity / O6bemM napTuH :
727.500 Kg
Analytical Report No / AHa/iuTHYeCKHii oTyeT Ne : Date of Analysis / JlaTa ananmuza: 30.01.2022

890001570280, 890001570361
Date of Manufacture / Jlata nponsBosctBa : Dec-2021  |Date of Expiry / Cpok roguocrs : Nov-2026 |
Analysis performed according ND / Anaiu3 nposeaen no HJI: ITN011252/01-110717 (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)

11 | Package / Ynakoska (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

8 MBX/Al 6nucTep. Mo 1 6rMcTepoB B Nayvyky KapTOHHYIO
6nunctepy B navky BMECTE C UHCTpYyKLMeN no
KapTOHHYI BMECTe C MPUMEHEHMIO.

WHCTpyKUKWEn no

NPUMEHEHMIO.

12 | Labeling / MapknpoBka | According to ND / B cooTsetcTaum ¢ HJ
13 | Storage conditions / At temperature not more than 25 °C. /

XpaHeHue Mpun Temnepatype He Bbiwe 25 °C.
14 | Shelf life / Cpok 5years/5 net

rOAHOCTU
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [Ipoaykr coorBercTByeT TpeboBanuam HJ] | 3akmodenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarorornewo: IIpoBepeHo: OpnobpeHo: Menemxep /
Pardeep Kumar Himesh Kumar PykoBpoauTtenin

— Manoj Kumar =
Bsi,/ N— ' : 'bﬁt_‘ﬁ’i-é

Print Date: Print Date: Print Date:
Hara: 30.01.2022 Hata: 30.01.2022 Hara: 30.01.2022
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