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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 : 491 98166 56001-02

CEPTHOUKAT AHAJIU3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyxkauu®, TabaeTku, NOKPHITHIE NJIEHOYHOI 060104 K0, 400Mr + 325Mr

Batch No / Cepusa Ne : V2200928

Batch Quantity / O6wbem naptun : 760.0 Kg

040001574002, 890001591982

Analytical Report No / AnajmuTu4yeckuii oT4yer No :

Date of Analysis / laTa ananu3za: 24.05.2022

Date of Manufacture / lara npoussoacrsa : Apr-2022

Date of Expiry / Cpok rogsoctn :Mar-2027

Analysis performed according ND / Ananu3 npoeeaen mo HJ/I: TT 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 / Onucanue

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

on cross section- white core /
Tabnetku KancynosuaHom
dopmbl, NOKpbITbIE
NIeHOYHOMN obonoykon
OpaHXeBoro LUBeTa, ¢ pUCKoOn
Ha OOHOW CTOpPOHE;, Ha
nonepeyvyHom paspese — a4po
Genoro uBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core |/ Tabnetknm KancynoBuaHOW
hOpMbI,  NOKPbITbIE  MSIEHOYHOM

obonoukoli opaHXeBoro uBeTa, C
pUCKOA Ha OAHOW CTOpPOHE; Ha
nonepeyHom paspese —  SApo

Bernoro unu no4Ty Genoro LBeTa

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoaykT coorBeTcTBYET TpeboBanusim HJI

Opinion : APPROVED
3akmwouenue: OJJOBPEHO

Hara: 24.05.2022

JHarta: 24.05.2022

Prepared by / Checked by / Approved by: Manager/Executive /
y pp
[ToaroToBneHo: [Tpoeepeno:Naresh Kumar | Ono6peno: Menemxep /
Ankit C& @/ Pykosoautens :Manoj Kumar
| s
Print Date: Print Date: Print Date:

Hata: 24.05.2022

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 ":'

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

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

CERTIFICATE OF ANALYSIS  Tel: +91 98166 56001-02

CEPTUO®UKAT AHAJIU3A www.drreddys.com

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

Noyxkaun®, TabieTkH, NOKPHITbIE MJIEHOYHOH 000104K0MH, 400Mr + 325Mr

Batch No / Cepus Ne : V2200928 Batch Quantity / O6bem napruu : 760.0 Kg

040001574002, 890001591982

Analytical Report No / Anaautnyeckuii oruer Ne : Date of Analysis / JlaTa ananuza: 24.05.2022

Date of Manufacture / lata npousBoactea : Apr-2022  |Date of Expiry / Cpok rogHoctn :Mar-2027

Analysis performed according ND / Ananus nposenen mo HJI: T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend No 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, n3am. Ne 2 ot 23.09.2019)

2 Identification / a) Complies as prescribed/
MNoanuHHOCTb B cooTtBeTcTBUM C
onmncaHuem

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 XpomaTorpaMmme
UCNBITYEMOre  pacTeopa  AOFKHbI
COOTBETCTBORATH BpemeHam
yAEPKNBAHUS N1KoB Ha
Xpomarorpamme pacTtBopa
CTaHAapTHBIX 06pasvos
ubynpodbeHa wn  napauyetamona
(paspen «KonuyectseHHoe
onpegeneHue»)

3 |Average weight and 968.7 mg
mass uniformity /
CpegHsasa macca 1
O[HOPOOHOCTL MO
mMacce

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

Or 9409 w™Mr po 9991 wr
(970,0 mr £ 3,0 %)

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

Remarks : The Product conforms to ND/
IIpumeuanne: [IponykT cooTBeTcTBYeT TpeboBaHusam HJI

Opinion : APPROVED
3akmouenne: OJIOBPEHO

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

[loarorosneHo: [TpoepeHo:Naresh Kumar | Opo6peno: MeHemkep /

Ankit C PyxoBoautens :Manoj Kumar
& o (sl

Print Date: Print Date: Print Date:

JlaTa: 24.05.2022 Hara: 24.05.2022 Hara: 24.05.2022
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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

CEPTU®UKAT AHAJIU3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6yknuu®, TabNeTKH, NOKPLIThIE MJIEHOYHOIH 000104K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2200928

Batch Quantity / Oobem maptuu : 760.0 Kg

040001574002, 890001591982

Analytical Report No / AHanuTH4eckuii oruer Ne :

Date of Analysis / JlaTa ananm3za: 24.05.2022

Date of Manufacture / Jlata nmpon3BoacTsa : Apr-2022

Date of Expiry / Cpok rognocrtu :Mar-2027

Analysis performed according ND / Ananu3 nposeaen mo HJ[: II 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)

4 |Disintegration /
PacnagaemocTtb

10 minutes 03 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacTtsopeHue

93% - 102%

99% - 104%

NLT 70% (Q) C1sH1sO2 (Ibuprofen)
dissolved in 30 minutes /
He wmenee 70 % (Q)
(nbynpodeH) yepes 30 MnH
NLT 70% Q)
(Paracetamol) dissolved in
minutes /

He wmeHee 70 % (Q) CsHgNO:
(napaueTamon) 4Yepes 30 MUH

Ci13H1802

CsHeNO:>
30

6 |Related substances/
PogpcreeHHble npymecu

0.06 %

0.0002 %

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
néynpodgeHa — He Bonee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHodeHon (Npumech
napauetamona) — He donee 0,005%

7 |Water/Boaa

1.4 %

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

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanue: [TpoaykT cooteTcTBYeT Tpebosanuam HJ| | 3axmouenue: OJIOBPEHO

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

[ToarorosneHo: [Mposepeno:Naresh Kumar | Onobpeno: Menemxep /

Ankit @ PykoBoautens :Manoj Kumar
- = Yhud

Print Date: Print Date: Print Date:

Jara: 24.05.2022 Jara: 24.05.2022 Jarta: 24.05.2022

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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‘..O Dr. Reddy’s Laboratories Ltd.
) [ ] ; . .
Formulation Unit-6
Dr. Reddy s '. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel:+9198166 56001-02
CEPTU®UKAT AHAJIU3A www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoykmMH®, Ta0IeTKH, NOKPLITHIE MJIeHOYHOIH 060104K0#, 400Mr + 325Mr

Batch No / Cepust Ne : V2200928 Batch Quantity / O6bem nmaptuu : 760.0 Kg

Analytical Report No / ApajuTndecknii oT4yeT Ne : Date of Analysis / laTta ananu3za: 24.05.2022
040001574002, 890001591982

Date of Manufacture / Jlata npousBoacrsa : Apr-2022  |Date of Expiry / Cpok rogHoctn :Mar-2027

Analysis performed according ND / Ananus nposegex mo HJI: II 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)

*8 |Microbial limits /
Mukpobuonoruyeckas
uncToTa Less than 10 CFU/g /
a) Total aerobic Menee 10 KOE/r Not more than 1000 CFU/g /
microbial count / He 6onee 1000 KOE/r
O6Lwee vncno
aspobHbIx
MUWKpPOOPraHu3MoB
Less than 5 CFU/g/
b) Total combined MeHee 5 KOE/r Not more than 100 CFU/g /
yeasts and mould He 6onee 100 KOE/r
count / Obulee uncno
OPONOKEBbBIX U

nsiecHeBbIX rpnbos Absent / OtcytcTByeT
c) E. coli Shall be absent in 1g / OTcyTcTBUE B
1r
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [IpoaykT coorsercTByet Tpebopanuam HJl | 3axmoyenne: OTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosnexo: IMposepeno:Naresh Kumar | Ono6peHo: Menemxep /
Ankit c Pykoroautens :Manoj Kumar
; = 2 !
CA/ 2 V/ Jﬂ';ﬂ’kf/

Print Date: Print Date: Print Date:
Jara: 24.05.2022 ] _I[_aTa: 24.05.2022 Hara: 24.05.2022
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Dr.Reddy’s Q':'

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

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

CERTIFICATE OF ANALYSIS  Tel: +91 98166 56001-02

CEPTUOPHUKAT AHAJIN3A www.drreddys.com

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

HNoyknna®, TadaeTKH, MOKPBLITHIE IVIEHOYHOH 060104K0ii, 400Mr + 325mMr

Batch No / Cepust Ne : V2200928 Batch Quantity / O6bem mapTun : 760.0 Kg

040001574002, 890001591982

Analytical Report No / Ananutudecknii oTyer N : Date of Analysis / /Iata ananu3a: 24.05.2022

Date of Manufacture / /Iata npousBoacta : Apr-2022 | Date of Expiry / Cpox roanoctu :Mar-2027

Analysis performed according ND / Ananus nposeaen mo HJT: [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)

9 | Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OgHopoaHOCTL 1.3 MokasaTenb npuemnemocth (AV)
003MpoBaHuns JormkeH ObITb He Bonee 15,0.
Ibuprofen /
nbynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.3 MokasaTtenb npuemnemocTtu (AV)
napaueTtamon DomxeH 6biTe He 6onee 15,0.
10 |Assay/ 395.6 mg 360 to 440 mg of Ci3H150:
KonuuecteeHHoe (Ibuprofen) per tablet /
onpegeneHue Ot 360,0 mr go 440,0 mr Cq3H450:2
(nBynpodbeH) B TabrieTke
327.32 mg 292.5 to 357.50 mg of CgHoNO,
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CsHoNO,
(napaueTtamon) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED

ITpumeuanue: [Ipoayxt cooTBeTcTBYET TpeboBanuam HJ | 3akmouenue: OHOBPEHO

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

[ToaroroBneHo: [TpoBepeno:Naresh Kumar | Ono6peno: Menemxkep /

Ankit N @ PyxoBoaurens :Manoj Kumar
(A Modusel

Print Date: Print Date: Print Date:

Hara: 24.05.2022 Jara: 24.05.2022 JHata: 24.05.2022

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




‘..O Dr. Reddy's Laboratories Ltd.
9 3 ) . .
Formulation Unit-6
Dr. Red dy s '. Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel:+91 58166 56001-02
CEPTUHO®UKAT AHAJIN3A www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noyxkana®, TadneTKH, HOKPBITHIE MJIEHOYHOI 060/1049K0ii, 400mr + 325Mr

Batch No / Cepust Ne : V2200928 Batch Quantity / O6bem maptun : 760.0 Kg

Analytical Report No / AnanuTn4yecknii order Ne : Date of Analysis / JlaTa anann3a: 24.05.2022
040001574002, 890001591982

Date of Manufacture / lata npousBojactsa : Apr-2022 | Date of Expiry / Cpok roasoctu :Mar-2027

Analysis performed according ND / Ananu3 nposeaen nmo H/I: I1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. No 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

11 | Package / Ynakoeka |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 leafletin |leaflet in a carton. / Mo 10 TabneTtok
a carton. /Mo 10 Tabnetok  |B MNBX/Al 6nuctep. Mo 1, 2 nnn 20

B MBX/Al 6nucTep. Mo 1 6nucTepoB B Navky KapTOHHYIO
6nucTepy B nauky BMECTe C UHCTPYKLMel no
KapTOHHYI0 BMecCTe C MPUMEHEHRMUIO.

VHCTpYKU®en no

NPUMEHEHHUIO.

12 | Labeling / MapkupoBka | According to ND / B cooteetcteum ¢ H
13 | Storage conditions / At temperature not more than 25 °C. /

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

rOAHOCTY
Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanue: [IpoaykT coorsercTByer TpeGopanusm HJI | 3akmodyenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosiuexo: ITpoBepeno:Naresh Kumar | Ono6peno: Menenxep /
Ankit @ PykoBoautens :Manoj Kumar

& - e

Print Date: Print Date: Print Date:
Hata: 24.05.2022 Hara: 24.05.2022 Hata: 24.05.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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