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

CEPTUHOHUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6yknnu®, TabJieTKH, MOKPbITHIE NNeHOYHOH 060104K0il, 400Mr + 325Mmr

Batch No / Cepust Ne : V2202305

Batch Quantity / O6bem napTun : 776.0Kg

Analytical Report No / AHasmmTudecknii ordet No :
040001686589,890001627588

Date of Analysis / J/laTa anann3za: 16.11.2022

Date of Manufacture / JlaTa npousoactpa : OCT-2022

Date of Expiry / Cpok rogaoctn :SEP-2027

Analysis performed according ND / Auaau3 nposenen mo HJI: I N011252/01-110717 (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)

S. Test
No

Result

Specification

1 |Description / OnucaHve

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

tablets;

on cross section- white core /
TabneTku KancynosuaHowm
dhopmbl, MOKpbITbIE
NMAEHOYHON obonoukon

OpaHXeBOro LBETA, C pUCKOn
Ha OOHOW CTOPOHE; Ha
nonepeyHoM paspese — 340
Genoro useTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTkn «ancynoBuaHon
dopMbl,  MOKPbITEIE  MIIEHOYHON
060NMOYKON oOpaHxeBoro LBeTa, C
puckoi Ha OfHOW CTOpOHEe;, Ha
fnonepevyHoM paspese —  A4po
©enoro nnu no4yTtn 6enoro UBeTa

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [TpoaykT cootercTByeT Tpebosanuam HJI | 3akmoyenue: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBneHo: IMposepeno: Pardeep kumar | Onobpeno: Menemxep /
Ramakant ; PykoBoautens :Amit Kumar
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Print Date: Print Date: Print Date:
Jara: 16.11.2022 Hata: 16.11.2022 Hata. 16.11.2022

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: LE51Y5AP LYB4PLLUILLSYT
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
www.drreddys.com

CEPTUDOHUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoykaun®, TabaeTku, NOKPLITHIE M1EHOYHOH 060104K0H, 400mr + 325mr

Batch No / Cepus Ne : V2202305

Batch Quantity / O6bem naptun : 776.0Kg

Analytical Report No / AHanuTHuecknii oraer No :
040001686589,890001627588

Date of Analysis / laTa aHanm3a: 16.11.2022

Date of Manufacture / [lata npoussoacrsa : OCT-2022

Date of Expiry / Cpox rogsocru :SEP-2027

Analysis performed according ND / Ananu3 nposenen no HJI: ITN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3zm. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

2 ldentification /
MNoanuHHOCTE

a) Complies as prescribed/
B cooTBeTCTBUN C

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

mass uniformity /
CpegHaga macca u
0OHOPOAHOCTb MO
mMacce

Complies /cooTBeTCTBUN C

onucannem solution should correspond to the
retention times of the peaks on the
chromatogram of ibuprofen and
paracetamol reference standards

solution (section Assay)/
BpemeHa ygepxvmBaHUsS OCHOBHbIX
MVKOB Ha Xpomartorpamme
UCMBLITYEMOro  pacteopa  AOFDKHbI
COOTBETCTBOBATL BpeMeHam
yoepKnBanus nnkos Ha
Xpomarorpamme pacTeopa
cTaHAapTHbIX obpasuos
nbynpocdeHa 1  napauetamona
(pazgen «KonnyecteeHHoe

- onpepeneHvey)

3 |Average weight and 973.5mg 940,9 mg to 999,1 mg

(970,0 mg = 3,0 %) /
Or 9409 wmr po
(970,0 mr + 3,0 %)

9991 wr

18/20 tablets — NMT + 5% /
18/20 Tabnetok — He bonee £ 5 %
2/20 tablets = NMT = 10% /
2/20 TabneTtok — He 6onee + 10 %

Remarks : The Product conforms to ND/
IIpumeuanne: [Ipoaykr cooTBeTcTBYET TpeboBaHuam HJL

Opinion : APPROVED
3akmouenue: OJOBPEHO

Jara: 16.11.2022

Hara: 16.11.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBneHo: IMposepeno: Pardeep kumar | Ono6peHo: Menemxep /
Ramakant E Pykxopoautens :Amit Kumar
L ooe - B
@L el [f\m et
Print Date: Print Date: Print Date:

Jdata. 16.11.2022

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
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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

CEPTUDUKAT AHAJIU3A

Product : Ibuclin,ﬁxﬁ-coated tablets 400 mg + 325 mg
NoyxkauH®, TabjeTKH, HOKPbIThIE NJIEHOYHOMH 000J04KO0i1, 400Mmr + 325Mr

Batch No / Cepust Ne : V2202305

Batch Quantity / O6bem maprun : 776.0Kg

Analytical Report No / AHanurndecknii otuer Ne :
040001686589,890001627588

Date of Analysis / laTa ananmusza: 16.11.2022

Date of Manufacture / lata npousBoactpa : OCT-2022

Date of Expiry / Cpox roanoctu :SEP-2027

Analysis performed according ND / Ananau3 nposeaen mo H/I: I1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnagaemocTtb

09 minutes 20 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacTteopeHune

98% - 102%

100% - 102%

NLT 70% (Q) C13H1502 (Ibuprofen)
dissolved in 30 minutes /
He wmeHee 70 % (Q)
(néynpodeHn) yepes 30 MuH
NLT 70% Q) CgHgNO2
(Paracetamol) dissolved in 30
minutes /

He mernee 70 % (Q) CsHoNO;
(mapaueTamon) yepes 30 MuH

C13H102

6 |Related substances /
PoacTtBeHHbIe NpumMecn

0.06%

0.0001%

Total impurities of Ibuprofen NMT
1.0% / Cymma npvmecen
néynpoceHa — He Bonee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHocbeHon (Npumech
napatetamona) — He bonee 0,005%

7 |Water/Bopa

1.5%

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

Remarks : The Product conforms to ND/ Opinion : APPROVED

ITpumeuanue: Ipoaykr coorBercTByeT Tpebosanuam HJI | 3axmiovenne: OXOBPEHO

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

IlonrotoBieHo:; [TpoBepeno: Pardeep kumar | Omo6peno: Menemxep /

Ramakant _ PykoBoaurens : Amit Kumar
W ;'-_'_--._i/_— /X(A\\\;

Print Date: Print Date: Print Date:

JHarta: 16.11.2022 JlaTa: 16.11.2022 Jarta. 16.11.2022

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: L85195AP1984PLCO04507

www.drreddys.com
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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

CEPTUDHUKAT AHAJIM3A

'Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykAMH®, Ta6aeTKH, NOKPBIThIE M1eHOYHOii 060104K0M, 400mMr + 325Mr

Batch No / Cepus Ne : V2202305

|Batch Quantity / O6bem napruun : 776.0Kg

Analytical Report No / AHanuTHuyeckuii oT4er Ne :
040001686589,890001627588

Date of Analysis / JlaTa ananuza: 16.11.2022

Date of Manufacture / laTa nponssoactsa : OCT-2022

Date of Expiry / Cpok rognoctn :SEP-2027

Analysis performed according ND / Anann3 nposenes mo HJI: ITTN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, u3Mm. Ne 2 ot 23.09.2019)

*8 |Microbial limits /

yncToTa

a) Total aerobic
microbial count /
Obulee uncno
a3pobHbIX
MUKPOOPraH1M3mMoB

b) Total combined
yeasts and mould

OPOXOKEBbLIX U
NnnecHeBbIX rprnbos

c) E. coli

Mukpobuonoruyeckasn

count / O6wwee 4ncno

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

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

Absent / OTcyTtcTByeT

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/
Ipumeuanne: [Tpoaykt cooTBeTcTBYET Tpebosanuam HII

Opinion : APPROVED
3akiouenue: OJIOBPEHO

Prepared by /
IToarorosneHo:

Checked by /
[TposepeHo: Pardeep kumar

=l -

Approved by: Manager/Executive /
Opo6peHo: Menemxep /
PykoBoautens :Amit Kumar

{&;\,\:;/

Ramakant (.
Qo™
Print Date:

Jarta: 16.11.2022

Print Date:
JaTa: 16.11.2022

Print Date:
Jata. 16.11.2022

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDI1A
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS o iioc om

CEPTUPUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
UOykauH®, Ta61eTKH, NOKPLITHIE MJIeHOYHOIT 060104K0H, 400Mmr + 325mr

Batch No / Cepusa Ne : V2202305

Batch Quantity / O6bem naptun : 776.0Kg

040001686589,890001627583

Analytical Report No / AHanuTHYecKH i oTueT No :

Date of Analysis / laTa ananusa: 16.11.2022

Date of Manufacture / Jlata npou3ssoacTrea

: OCT-2022 |Date of Expiry / Cpok rognoctn :SEP-2027

Analysis performed according ND / Anaau3s nposenen no HJI: ITN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ nzm. Ne I ot 06.09.2018, u3m. Ne 2 or 23.09.2019)

9 'IUniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OgHopoAHOCTb 1.1 MokazaTenb NpuemMnemocTyn (AV)
[031MpOoBaHnsA JomkeH obITb He Bonee 15,0.
Ibuprofen /
néynpocheH Acceptance value (AV) should be
1.1 not more than 15.0 /
Paracetamol / MokasaTtenb npuemnemocTtn (AV)
napatdeTtamon JornkeH ObiTb He Bonee 15,0.
10 |Assay/ 397.0 mg 360 to 440 mg of CisHi02
KonudecTteeHHoe (Ibuprofen) per tablet /
onpegenexne Ot 360,0 mr go 440,0 mr CisH1502
(nBynpodeH) B TabneTke
325.88 mg
292.5 to 357.50 mg of CgHgNO:
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CgHgNO:
(napauetamon) B TabneTke

Remarks : The Product conforms to ND/

IIpumeuanue: [Ipoaykr cooTBeTcTBYeT TpebosaHusaM HJI

Opinion : APPROVED
3axaouenne: OJJOBPEHO

Prepared by / Checked by /
[ToAroToByeHO: [Tpoeepeno: Pardeep kumar
Ramakant

ot -

—

Approved by: Manager/Executive /
Ono6peHo: Menemxep /
PyxoBoautens :Amit Kumar

j\w;’;/

Print Date: Print Date:
Jara: 16.11.2022 Hara: 16.11

2022

Print Date:
JlaTta. 16.11.2022

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

CIN: LB5195AM1084PLC004507

www.drreddys.com




‘.o Dr. Reddy's Laboratories Ltd.

’ @ Formulation Unit-6

Dr' Reddy S '. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS \oa o ioc om

CEPTUDPHUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NGykann®, TabeTkH, NOKPLITHIE NJIeHOYHOH 060104K0i, 400Mr + 325mr

Batch No / Cepus Ne : V2202305 Batch Quantity / O6bem naptuu : 776.0Kg

Analytical Report No / AHanuTHYecKHii oT4eT No Date of Analysis / JlaTa anajau3za: 16.11.2022
040001686589,890001627588

Date of Manufacture / Jlata nponssogersa : OCT-2022 |Date of Expiry / Cpok roasocru :SEP-2027

Analysis performed according ND / Anann3 npogenen no HJI: [1 N011252/01-110717 (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)

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. / o 10 TabneTok
a carton. / Mo 10 Tabnetok |B MNBX/Al 6nucTtep. Mo 1, 2 nnn 20

B MBX/Al 6nuctep. Mo 1 OnncTepoB B Nayvky KapTOHHYHO
OnucTepy B navdky BMECTE C UHCTPYKLWEn no
KapTOHHYO BMECTE C NPUMEHEHUIO.

WHCTPYKUMEN Mo

NPUMEHEHNIO.

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

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

roAHOCTH
Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanne: poaykr coorserctyer Tpebopanusam HJI | 3axmouenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loaroToseHo: IIposepeno: Pardeep kumar | OnobpeHo: Menemxep /
Ramakant Pykosoauresns :Amit Kumar

@@3’}} - (;d,; N

Print Date: Print Date: Print Date:
Jata: 16.11.2022 Hata: 16.11.2022 Iara. 16.11.2022

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
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