Dr.Reddy’s Q’:‘

CERTIFICATE OF ANALYSIS

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

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

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

CEPTHOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NOykauH®, TabieTKH, NOKPLITHIE MIEHOUHOM 000J104KOii, 400Mr + 325mr

s

Batch No / Cepust Ne : V2201639

Batch Quantity / Odwem naptuu : 776.0Kg |

040001621624, 890001607831

Analytical Report No / Ananutuueckuii oryer Ne :

Date of Analysis / laTa anaanza: 14.08.2022

Date of Manufacture / JlaTta npoussonctea : Jul-2022

Date of Expiry / Cpok rogaoct :Jun-2027 |

Analysis performed according ND / Ananus nposeaen 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, usm. Ne 2 ot 23.09.2019)

S.
No

Test

Result

Specification

1 |Description / OnuncaHue

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

on cross section- white core /
Tabnetkn KarncyrnoBuaHon
hopmbl, MOKpbITbIE
NAeHoYHoM oborno4ko
OpaHXeBoro LBeTa, C PUCKOIA
Ha OAHOW CTOPOHE, Ha
nonepeYHoMm paspese — 4po
Oenoro ugeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTku KancyrnoBUOHOM
opMbl,  MOKPbLITBIE  NMITEHOYHOMN
060NIoYKON OpaHXeBOro LBeTa, C©
pUCKOW Ha OJHOW CTOpOHe; Ha
nonepevyHoM  paspese S4po
Benoro nnu noytu Genoro LUBeTa

Remarks : The Product conforms to ND/
ITIpumeuanne: IlpoaykT coorBeTcTBYET TpeGoBanuam HJJ

Opinion : APPROVED
3aknouenue: OJOBPEHO

Hara: 14.08.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[lonrorosneHo: IIposepeno: Ramakant Ono6peno: Menemwxep /
Noor Mohammad ; PykoBoauntens :Abhishek Chauhan
m g@w /L
(=
Print Date: Print Date: Print Date:

Hara:14.08.2022

Hara: 14.08.2022

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; maii@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

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
www.drreddys.com

CEPTHUOUKAT AHAJIM3A

'Product : Ibuclin, film-coated tablets 40?mg_+ 325 mg
Noykann®, Tab1eTKH, NOKPbIThIE NAEHOYHOIi 000104 KoM, 400mr + 325Mr

Batch No / Cepusi Ne : V2201639

Batch Quantity / Odbem naptun : 776.0Kg

Analytical Report No / Anaautnyeckuii otuer Ne :
040001621624, 890001607831

Date of Analysis / /lata ananusa: 14.08.2022

Date of Manufacture / [lara npousBoacTsa : Jul-2022

Date of Expiry / Cpok rognoctu :Jun-2027

Analysis performed according ND / Ananu3z nposened no 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, 113m. No 2 071 23.09.2019)

2 ldentification /
lNopannHHOCTL

a) Complies as prescribed/
B cooTBeTCcTBUM C

The retention time of the main peaks
on the chromatogram of the test

mass uniformity /
CpepnHaa macca n
0HOPOAHOCTb NO
mMacce

onvucaHnem solution should correspond to the
retention times of the peaks on the
chromatogram of ibuprofen and
paracetamol reference standards
solution (section Assay)/
BpemeHa yOepxvBaHUsi OCHOBHbIX
MUKoB Ha XpomaTtorpaMmme
NCMLITYEMOrO  pacTeopa  AOSMKHbI
COOTBETCTBOBATL BpemMeHam
yaepKUBaHUA MNUKOB Ha
XpomaTtorpamme pacTteopa
CcTaHAapPTHBIX obpasuos
nbynpocpeHa n  napaueTtamona
(pazgen «KonuyecTtBeHHOE
onpeaeneHne»)
3 |Average weight and 971.0mg 940,9 mg to 999,1 mg

Complies /cooTBeTCTBUN C

(970,0 mg + 3,0 %)/
Or 9409 wmr pno
(970,0 mr £ 3,0 %)

9991 wr

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/
ITpumeyanne: [IpoaykT cooTBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3akaouenue: OJJOBPEHO

Hata: 14.08.2022

Jlata:14.08.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: [TposepeHo: Ramakant Onobpeno: Menenxep /
Noor Mohammad Pykosoautent :Abhishek Chauhan
€ M &/‘
) ) ; )
Print Date: Print Date: Print Date:

Jata: 14.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com
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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 : 491 98166 56001-02
www.drreddys.com

CEPTHDPUKAT AHAJIHW3A

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

UGykanH®, TabieTKu, MOKPLIThIE NJIeHO4HOiT 060104 K0H, 400mr + 325Mr

Batch No / Cepusa Ne : V2201639

Batch Quantity / Oobem napTiu : 776.0Kg

Analytical Report No / AHanuTudecknii order No :

040001621624, 890001607831

Date of Analysis / Jlara ananu3za: 14.08.2022

Date of Manufacture / Jlata npoussoacTsa : Jul-2022

Date of Expiry / Cpox rogaoctu :Jun-2027

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

4 IDisintegra’[ion /
PacnapaemocTtb

10 minutes 49 seconds

Not more than 30 minutes /
He 6onee 30 MuH

5 |Dissolution /
'PactBopeHue

99% - 103%

98% - 104%

NLT 70% (Q) Ci3H1O2 (Ibuprofen)
dissolved in 30 minutes /
He wmeHee 70 % (Q)
(ndynpodpeH) vepes 30 muH
NLT 70% Q)
(Paracetamol) dissolved in
minutes /

He menHee 70 % (Q) CsHoNO:
(napaueTamon) Yepes 30 Mu+

CizH 102

CsHoNO;
30

6 |Related substances/
PopacteeHHbIe NpumMecu

0.04%

0.0004%

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

7 |Water/Boga

1.5%

Not more than 5.0% /
He 6onee 5.0 %

Remarks : The Product conforms to ND/

IMpumeuanne: [IponykT coorBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3akaruenue: OJOBPEHO

Prepared by /
[ToarorosneHo:
Noor Mohammad

e

Checked by /
[TpoeepeHo: Ramakant

by

Approved by: Manager/Executive /
Ono6peHo: Menemxep /
PykoBoautens| Abhishek Chauhan

Print Date:
JlaTta: 14.08.2022

Print Date:
JaTa:14.08.2022

Print Date:
Jlata: 14.08.2022
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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

CEPTUDOUHKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HOykAUH®, TabaeTKH, TOKPbLIThIE NJIeHOYHOii 000a04Ko0il, 400mr + 325Mr

Batch No / Cepus Ne : V2201639

Batch Quantity / Oobem mapTun : 776.0Kg

Analytical Report No / AHaanTH4eckuii oTuer Ne :

040001621624, 890001607831

Date of Analysis / Jlata ananusa: 14.08.2022

Date of Manufacture / lata npon3poacrtsa : Jul-2022

Date of Expiry / Cpok rogdocTn :Jun-2027

Analysis performed according ND / Auaau3 nposeaed 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, u3am. Ne 2 ot 23.09.2019)

*8 [Microbial limits /
Mukpoburonornyeckas
yucToTa
\a) Total aerobic
'microbial count /
J06u4ee yncno
a3pobHbIX
MUWKPOOPraH1M3mos
1
‘Ib) Total combined
yeasts and mould
count / ObLwee vncno
OPOMOKEBBIX U
nrecHeBbIX rpnbos

c) E. coli

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

Less than 5 CFU/g /
Menee 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/
IIpumevanue: ITpoaykt cooTBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3axmouenue: OJIOBPEHO

Prepared by /
IToarorosneHo:
Noor Mohammad

7

Checked by /
ITposepeHo: Ramakant

Approved by: Manager/Executive /
Onobpeno: Menepxep /

PykoBoautens :E)-h\iihek Chauhan

Print Date:
Jara: 14.08.2022

Print Date:
Jarta:14.08.2022

Print Date:
Hata: 14.08.2022
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, ‘... Dr. Reddy's Laboratorijes Ltd.
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Formulation Unit-6
Dr' Reddy S o Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA *

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

CEPTUDUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HOoyknnu®, TabieTku, NOKphITHIE MJIEHOYHOH 060J04K0i1, 400Mr + 325mr
Batch No / Cepust Ne : V2201639 Batch Quantity / O6bem mapruu : 776.0Kg

Analytical Report No / Ananutnyecknii oTyer Ne : Date of Analysis / JlaTta anamm3za: 14.08.2022
040001621624, 890001607831
Date of Manufacture / /lata npoussogcrsa : Jul-2022 Date of Expiry / Cpok rogaoctu :Jun-2027

Analysis performed according ND / Ananus nposenen o HJ[: [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, nsm. Ne 2 ot 23.09.2019)

—

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OpHopOOHOCTL 2.2 MNokasaTenb npuemnemoctu (AV)
L031poBaHnA JormkeH obITe He bonee 15,0.
Ibuprofen /
nbynpocheH Acceptance value (AV) should be
2.2 not more than 15.0 /
Paracetamol / MokasaTenb npuemnemocTu (AV)
napaueTtamon LOMmKeH ObITb He Gonee 15,0.
10 |Assay/ 401.6 mg 360 to 440 mg of Ci3Hs02
KonuuyecTtseHHoe (Ibuprofen) per tablet /
onpegeneHue Ot 360,0 mr go 440,0 mr Ci3H450-
(nBynpodbeH) B8 Tabnetke
326.58 mg
2925 to 357.50 mg of CgHoNO;
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CsHgNO;
(napauetamon) B Tabnetke
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeyanue: [Iponykt cootBeTcTBYET TpeGoBanusm HJ| | 3akmodenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loaroToBneHo: ITposepeno: Ramakant Onobpeno: Meunemxep /
Noor Mohammad N le' Pykosoanrens : Abhishek Chauhan
Print Date: Print Date: Print Date:
Hara: 14.08.2022 JlaTa:14.08.2022 Jlara: 14.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hil's, Hyderabad - 500034, Telangana, India
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Dr.Reddy’s ‘f:‘

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

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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUDOUKAT AHAJIU3A

'Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noyknnn®, TabaeTky, HOKPBIThIE MJIEHOYHOI 000104K0i1, 400Mr + 325Mr

Batch No / Cepus Ne : V2201639

Batch Quantity / O6bem nmaprun : 776.0Kg |

040001621624, 890001607831

Analytical Report No / Ananuruyecknii oryer No :

Date of Analysis / laTta avanu3a: 14.08.2022

Date of Manufacture / Jlata npoussoacrTsa : Jul-2022

Date of Expiry / Cpok rogsoctu :Jun-2027

Analysis performed according ND / Ananu3 npoeeaen mo H/I: TI N011252/01-110717 (amend Ne 1 from
06.09.2018, amend No 2 from 23.09.2019/ u3sm. Ne 1 ot 06.09.2018, u3m. Ne 2 o1 23.09.2019)

11 | Package / YnakoBka

10 tablets in PpVC/AI
blister. 1 blister and a
patient information leaflet in
a carton. / o 10 TabneTtok
B MNBX/Al 6nucTep. Mo 1
dnucTepy B nadky
KapTOHHYIO BMECTE ¢
UHCTPYKLUVEn no
NPUMEHEHWIO.

10 tablets in PVC/AI 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
OnnMcTepoB B Nayvky KapTOHHYIO
BMECTE C UHCTPYKUMER Mo
NPUMEHEHWIO.

12 | Labeling / MapknpoBka

According to ND / B cooTtBeTcTBUM ¢ H]]

13 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHune [pn TemnepaTtype He Bbilue 25 °C.
14 | Shelf life / Cpok 5years /5 net
rogHoOCTU

Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpumeuanue: [ponykr cooteerctByeT Tpebosanusam HJl | 3axmodenne: OOBPEHO

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

[loarororneHo: [IpoBepeno: Ramakant OnobpeHo: Menemxep /

Noor Mohammad 5 PykoBoauTtens : Abhishek Chauhan
=

Print Date: Print Date: Print Date:

Hara: 14.08.2022 Hara:14.08.2022 Hara: 14.08.2022
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