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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®UKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykaun®, TabaeTKH, NOKPLIThIE NJIEHO4HOIi 000/104K0#H, 400mr + 325mr

Batch No / Cepus Ne : V2200403

Batch Quantity / O6sem nmaptun : 760.0Kg

Analytical Report No / AsanuTnuyeckuii order Ne :
040001538738, 890001578920

Date of Analysis / lata ananu3a: 15.03.2022

Date of Manufacture / Jlata npon3soactsa : Feb-2022

Date of Expiry / Cpox roguocth :Jan-2027

Analysis performed according ND / Ananus nposeaex no HJ(: IINO1 1252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, usm. Ne 2 ot 23.09.2019)

S. Test
No

Result

Specification

1 |Description / OnucaHue |Capsule-like orange-coloured

film-coated one-side scored

tablets;

on cross section- white core /
TabneTku  KancynosugHON
chopwmbl, MOKpbIThIE
MyeHoYHOM obonoukon

OpaHXXEBOro LBeTa, C pUCKoi
Ha OJHOW CTOpoHe, Ha
nornepeYyHoMm paspese — A4po
Benoro ugeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / Tabnetku KancynoBuAaHOM
opmMbl,  MOKPbITbIE  MSIEHOYHOM
oforo4koli opaHxeBoro upeTa, C
puckovi Ha OAHOW CTOPOHEe; Ha
ronepeyHoM paspese -—  A4pO
Beroro unu no4ty 6enoro UBeTa

Remarks : The Product conforms to ND/
IMpumeuanue: [poaykT cooTseTcTBYET TpeboBanusam HJ

Opinion : APPROVED
3axmouenune: OJOBPEHO

Hara: 15.03.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[TonrorosneHo: [Tposepeno:Himesh Kumar OnmobpeHo: Menemxkep /
Ankit = 1 PyxoBoautens A
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Print Date: Print Date: Print Date:

JHara: 15.03.2022

Jata:15.03.2022

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

CIN: L85195AP1984PLC004507
www.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

CEPTU®UKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6yknuu®, TaG1eTKkH, NOKPLITHIE NJIeHOYHOH 06oJ104Koii, 400mr + 325Mr

Batch No / Cepust Ne : V2200403

Batch Quantity / O6bem nmaptum : 760.0Kg

Analytical Report No / AHajmuTHueckuii oraer Ne :
040001538738, 890001578920

Date of Analysis / [lata ananusa: 15.03.2022

Date of Manufacture / lara npousBoactsa : Feb-2022

Date of Expiry / Cpok rogHocty :Jan-2027

Analysis performed according ND / Ananu3 nposeaen no HJI: ITNO1 1252/01-110717 (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)

2 Identification /
MoanuHHOCTL

a) Complies as prescribed/
B cooTBETCTBUM C
onMcaHnem

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 yAepXuBaHUA OCHOBHbIX
MNKOB Ha XpomaTorpamme
NCrbITyeMoro pactBopa  AOSDKHbI
COOTBETCTBOBAaTb BpeMeHam
yAepXusaHua MUKOB Ha
Xpomarorpamme pacTteopa
CTaH4apTHLIX o6pasuoB
ubynpocpeHa n  napaueTamona
(paspen «KonuuyecteeHHoe
ornpegesneHmer)

3 |Average weight and
mass uniformity /
CpepnHas macca v
0QHOPOAHOCTb MO
Macce

973.2 mg

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

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

18/20 tablets — NMT = 5% /
18/20 Tabnetok — He Gonee £ 5 %
2/20 tablets — NMT + 10% /
2/20 TabneTok — He bonee £ 10 %

Remarks : The Product conforms to ND/
Npumeuanmue: [Tpoaykr coorsercTyeT Tpebosanuam HII

Opinion : APPROVED
3axsmouenue: OJJOBPEHO

Prepared by /
IToaroToBseHo:

Checked by /
IMposepeno:Himesh Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxkep /
PykoBoaurenb N

Pavan Kumar Sharma-~ =~ — = —
T

—

Ankit
B
Print Date:

Jara: 15.03.2022

Print Date:
Hara:15.03.2022

Print Date:

Jata: 15.03.2022
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CIN: L85195AP1984PLC004507
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Dr. Reddy's Laboratories Ltd.

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

Tel : +51 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUDHUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NGyxauH®, Ta6eTKH, MOKPLITHIE NIeHOYHOH o6os04Koii, 400mr + 325mMr

Batch No / Cepus Ne : V2200403

Batch Quantity / O6bem naptuu : 760.0Kg

Analytical Report No / AnannTuyeckuii oryer Ne :
040001538738, 890001578920

Date of Analysis / laTa ananu3sa: 15.03.2022

Date of Manufacture / JlaTa npousBoacTsa : Feb-2022

Date of Expiry / Cpox rogaocrs :Jan-2027

Analysis performed according ND / Ananu3s npoBejieH 1o HJI: 11 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnagaemocTtb

09 minutes 11 seconds

Not more than 30 minutes /
He 6onee 30 MmuH

5 |Dissolution /

PacTteopeHue

97% - 102%

96% - 103%

NLT 70% (Q) Ci3H1sO2 (Ibuprofen)
dissolved in 30 minutes /

He wmeHee 70 % (Q)
(n6ynpodpeH) yepes 30 MUH
NLT 70% Q) CsHoNO2
(Paracetamol) dissolved in 30
minutes /

He meHee 70 % (Q) CsHgNO:
(napaueTamor) yepes 30 MUH

C13H1802

6 |Related substances /
PopactBeHHble npumMecu

0.03%

0.0001%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecei
ubynpoceHa — He Gonee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHodeHon (Npumech
napaueTtamora) — He 6onee 0,005%

7 |Water/Bopa

1.3 %

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

Remarks : The Product conforms to ND/
Npumeuanue: [Tponykr coorBeTcTBYeT TpeGosanuam HIT

Opinion : APPROVED
3akarouenne: OJJOBPEHO

Iara: 15.03.2022

Hata:15.03.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosiieHo: IMposepeno:Himesh Kumar Ono6peno: Menemxep /
Ankit PykoBonutenb )
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Print Date: Print Date: Print Date:

j?[am: 15.03.2022
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www.drreddys.com



Dr.Reddy’s Q::"

Dr. Reddy's Laboratories Ltd.

Formulatior 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

CEPTHOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
U 6yKkauH®, Ta6aeTKH, MOKPhITLHIE NIeHO4HOH 060.104KOi, 400mr + 325mr

Batch No / Cepusi Ne : V2200403

Batch Quantity / O6bem naptun : 760.0Kg

Analytical Report No / Ananutudeckuii oTdyer No :
040001538738, 890001578920

Date of Analysis / JlaTa ananam3a: 15.03.2022

Date of Manufacture / JlaTa npousBogacTsa : Feb-2022

Date of Expiry / Cpok rogsoctu :Jan-2027

Analysis performed according ND / Ananu3 nposeaen no HJI: [1N011252/01-110717 (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)

*8 |Microbial limits /
Mukpobuosornyeckas
yucroTa

a) Total aerobic
microbial count /
O6Lee yucno
a3pobHBLIX
MUKPOOPraHn3mMoB

b) Total combined
yeasts and mould
count / OBLee yucno
DpOXoKeBbIX U
nnecHesbix rprbos

c) E. coli

Less than 10 CFU/g /
MeHee 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
ir

Remarks : The Product conforms to ND/
IIpumeuanue: [Tpoaykr cootBeTcTByeT Tpebosanusam HJL

Opinion : APPROVED
3axmouenue: OJIOGPEHO

Hara: 15.03.2022

Jata:15.03.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotoBneHo: IposepeHo:Himesh Kumar Onob6peno: Meunemxep /
Ankit C.\,/ . PykoBoauTenb £
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Print Date: Print Date: Print Date:

Hata: 15.03.2022
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’ q.. 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 www.drreddys.com
CEPTH®UKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HM6yknnu®, Ta6ieTKH, HOKPBIThIE MIEHOYHOH 000/104KOi, 400mr + 325mr
Batch No / Cepus Ne : V2200403 Batch Quantity / O6bem maptun : 760.0Kg

Analytical Report No / AnanuTn4eckuii oryer Ne : Date of Analysis / JlaTa anamusza: 15.03.2022
040001538738, 890001578920
Date of Manufacture / JlaTa npousBojctsa : Feb-2022 | Date of Expiry / Cpok roasocrs :Jan-2027
Analysis performed according ND / Ananu3 nposegen mo HJI: [T N011252/01-1 10717 (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)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
[ OgHOpOAHOCTb 1.1 MokasaTtens npuemnemocTu (AV)
L03MpOBaHUSA JorkeH 6biTe He Gonee 15,0.
Ibuprofen /
néynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.1 Mokasarens npuemnemocTy (AV)
napauertamon JorkeH 6biTe He Gonee 15,0.
10 |Assay/ 395.3 mg 360 to 440 mg of CizH102
KonuuectseHHoe (Ibuprofen) per tablet /
onpegenexHne Ot 360,0 mr oo 440,0 mr Cy3H1s02
(nbynpodpeH) B TabneTke
321.79 mg 292.5 to 357.50 mg of CgHgNO2
(Paracetamol) per tablet /
OT1 292,5 mr go 357,5 mr CgHoNO2
(napaueTamon) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpumeuanue: IIpoaykT cooTBercTByeT Tpebosanusm HI[ | 3akmouenue: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: [TpoeepeHo:Himesh Kumar Ono6Gpeno: Menemxep /
Ankit | PykoBoputens D
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y . Formulation Unit-6

Dr. Reddy S Ye vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOUKAT AHAJIA3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6yxauH®, TaGeTKH, NOKPHIThIE MJIEHOYHOH 000/104KOH, 400mr + 325mr

Batch No / Cepusi Ne : V2200403 Batch Quantity / O6nem naprau : 760.0Kg

Analytical Report No / AnannTuyeckuii oryer Ne : Date of Analysis / lara ananu3a: 15.03.2022
040001538738, 890001578920
Date of Manufacture / Jlata npousBofcTsa : Feb-2022 | Date of Expiry / Cpox rogsocry :Jan-2027
Analysis performed according ND / Ananus nposeaen mo HJI: [T N011252/01-1107 17 (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)

11 | Package / YnakoBka |10 tablets in PpVC/Al 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 Ta6bnetok  |B MBX/Al 6nmnctep. Mo 1, 2 unu 20

8 MBX/Al 6nucrep. Mo 1 OGnmcTepoB B NaqKy KapTOHHYIO
6nucTepy B nadky BMECTE C UHCTPYKLMEN Mo
KapTOHHYIO BMECTE C NPUMEHEHWIO.

WHCTPYKUMEn no

NPUMEHEHMIO.

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

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

rogHocTH
Remarks : The Product conforms to ND/ Opinion : APPROVED
Tipumeuanue: [poaykT cooTseTcTRYeT Tpehorannam HI| | 3amouernne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBneHo: Iposepeno:Himesh Kumar Ono6peno: Menemxep /
Ankit . PyxoBonuTtens £
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