Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6yxaua®, TabaeTKH, IOKPBIThIe IIeH04Hoii 060104K0i, 400mr + 325mr

Batch No / Cepust Ne : V2101670

Batch Quantity / O6bemM mapruu :
727.500 Kg

Analytical Report No / AHamuTH4YecKuii oT4yer Ne :
890001550402, 890001550227

Date of Analysis / laTa ananuza: 16.10.2021

Date of Manufacture / Jlata npou3Bogcrna : Sep-2021

Date of Expiry / Cpok roguoctu : Aug-2026

Analysis performed according ND / Ananus nposegen 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, n3m. Ne 2 ot 23.09.2019)

S. Test

Result

Specification

1 |Description / OnucaHue

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

tablets;

on cross section- white core /
TabneTtku KancyrnoBugHon
dhopmbl, NOKpbITbIE
My1eHoYHON obonoykon

OpaHXeBOoro LeeTa, C PUCKON
Ha OAHOW CTOpPOHe; Ha
nonepeyHoMm paspese — a4po
Oenoro LBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / Tabnetkm KancynoBUAHON
dopmbl,  MOKPbITbIE  NIIEHOYHOW
0o6onioYkol opaHxeBoro LBeTa, C
puycKOW Ha OfHON CTOpOHEe;, Ha
rnonepeyHom paspese — A4po
Benoro unu no4ytu 6enoro upeTa

Remarks : The Product conforms to ND/
Ipumeyanue: [TpoaykT cooTBeTCTBYeT TpeGosanusM HJL

Opinion : APPROVED .
3aknwouenue: OJOBPEHO

Harta: 16.10.2021

JHara: 16.10.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: IIpoepeHo: Onobpeno: Menemxep /
Ramakant & Pardeep Kumar PykoBoaurens
0N \ Pavan Kumar Sharma
W c:i—/f -
Print Date: Print Date: Print Date:

Hara: 16.10.2021

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

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIA3A

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

HN6ykaun®, TabeTKH, NOKPLIThIE MIEHOYHO#H 060104K0i, 400mr + 325mr

890001550402, 890001550227

Batch No / Cepust Ne : V2101670 Batch Quantity / O6bem napTus :
727.500 Kg
Analytical Report No / AHanuTH4YecKknii oryer Ne : Date of Analysis / /lata ananu3za: 16.10.2021

Date of Manufacture / Jlara mponssoacrsa : Sep-2021 | Date of Expiry / Cpok rognoctu : Aug-2026

Analysis performed according ND / Auanu3 nposegen no HJI: [IN011252/01-110717 (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)

2 Identification / a) Complies as prescribed/
MoannHHOCTL B cootBeTcTBUM C
onucaHnem

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 ypepXuBaHUs OCHOBHbIX
NuKoB Ha xpomarorpamme
UCMBITYEMOrO  pacTBopa  [OSKHbI
COOTBETCTBOBATL BpeMeHaMm
yaepxXusaHns NUKoB Ha
XpomaTorpamme : pacTBopa
CTaHQapTHbIX obpasLos
mbynpocheHa wn  napaueTramona
(pasgen «KonuuectBeHHoe
onpeaeneHue»)

3 |Average weight and 970.5 mg
mass uniformity /
CpegHaa macca u
0[HOPOAHOCTb MO
mMacce

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

Or 940,9 wmr po 9991 wr
(970,0 mr = 3,0 %)

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

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykr coorBeTcTBYET TpeboBanusam HJT

Opinion : APPROVED
3akmoyenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: [IpoBepeHo: Ono6peHo: Menemxep /
Ramakant @& Pardeep Kumar PykoBoauTenb
% Pavan Kumar Sharma
Print Date: Print Date: Print Date:
Hata: 16.10.2021 Hata: 16.10.2021 Jarta: 16.10.2021

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

CIN: L85195AP1984PL.C004507

www.drreddys.com
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Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTHUOHUKAT AHAJIU3A

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

N6ykann®, TabIeTKH, MOKPBIThIE NIeHOYHOH 0601049K0ii, 400Mr + 325mr

890001550402, 890001550227

Batch No / Cepus Ne : V2101670 Batch Quantity / O6bem napThu :
727.500 Kg
Analytical Report No / AnanuTudeckuii otyer Ne : Date of Analysis / JlaTa ananu3a: 16.10.2021

‘|Date of Manufacture / Jlata npounssoactsa : Sep-2021  |Date of Expiry / Cpok rognocty : Aug-2026

Analysis performed according ND / Anasu3s nposenen mo HJ: ITN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3zm. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

97% - 101%

4 |Disintegration / 04 minutes 23 seconds Not more than 30 minutes /
PacnapgaemocTb He Gonee 30 MuH

5 |Dissolution / 96% - 104% NLT 70% (Q) C13H1s02 (Ibuprofen)
PacTBopeHue dissolved in 30 minutes /

He meHee 70 % (Q) Ci3H10:2
(nBynpodbeH) yepes 30 MuH

NLT 70% Q) CsHgNO:2
(Paracetamol) dissolved in 30
minutes /

He wmenee 70 % (Q) CgHoNO2
(napaueramon) yepes 30 MUH

6 |Related substances / 0.03%
PopctBeHHble npumecu

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecei
ubynpodceHa — He 6onee 1,0 %

0.0004% 4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHoeHon (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/ Opinion : APPROVED
Ipumeuanne: [Iponykr cooteTcTByeT TpeboBanusam HJ | 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: ITpoBepeno: Ono6peno: Menemxep /
Ramakant \K Pardeep Kumar PykoBoauTens
N ——‘ﬁ/ Pavan Kumar Sharnia
—
Print Date: Print Date: { Print Date:
Hata: 16.10.2021 Hata: 16.10.2021 Hata: 16.10.2021

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

CIN: L85195AP1984PL.C004507

www.drreddys.com




Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykaun®, TabeTkH, HOKPLIThIE IL1eHOYHOH 000.104KOH, 400mr + 325mr

Batch No / Cepust Ne : V2101670

Batch Quantity / O6bemM napTHH :
727.500 Kg

Analytical Report No / AnanuTHyeckuii oryer Ne :
890001550402, 890001550227

Date of Analysis / [laTa ananu3a: 16.10.2021

Date of Manufacture / lata npousBojcTsa : Sep-2021

Date of Expiry / Cpok rognocts : Aug-2026

Analysis performed according ND / Ananus nposenen no HJI: TINO1 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)

8

Microbial limits /
MukpoGuonoruyeckas
yuctoTa

a) Total aerobic
microbial count /
O6Lee yucno
a3pOoBHbIX
MUKPOOPraHn3moB

b) Total combined
yeasts and mould
count / ObLwee uncno
APOXOKEBLIX U
nnecHeBbIX rpnbos

c) E. coli

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

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

ir

Absent in 1g/ OTcyTcTBYET B

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/
Ipumeuanne: [Tponykt cooTBeTcTBYeT Tpebosanusm HJL

Opinion : APPROVED
Zakmouenue: OJOBPEHO

Prepared by /
IlogrotosineHo:
Ramakant

W

Checked by /
IIpoeepeHo:
Pardeep Kumar

fe

Approved by: Manager/Executive /
Ono6peno: Menemxep /
PyxoBonutenn )

Pavan Kumar Shfg.‘i'*ﬁm

Print Date:
Jlara: 16.10.2021

Print Date:
Hata: 16.10.2021

Print Date: )

Hara: 16.10.2021

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

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykaun®, TabaeTKH, MOKPHIThIE NIEHOUHOH 060104K0MH, 400mr + 325mr

Batch No / Cepusa Ne : V2101670

Batch Quantity / O6beM mapTsH :
727.500 Kg

890001550402, 890001550227

Analytical Report No / AnanuTuyecknii oTuer Ne :

Date of Analysis / lata ananu3a: 16.10.2021

Date of Manufacture / Jlata nponsBojcTsa : Sep-2021

Date of Expiry / Cpox rognoctu : Aug-2026

Analysis performed according ND / Ananu3 nposenen no H/: IT1NO1 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 o1 23.09.2019)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OgHopogHoCTh 0.9 MokasaTenb npuemnemoctu (AV)
0031pOBaHUA JormkeH bbITb He Gonee 15,0.
Ibuprofen /
noéynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.3 MokazaTernb npuemnemoctu (AV)
napaueTamon LOMKeH bbiTb He HBonee 15,0.
10 |Assay/ 392.9 mg 360 to 440 mg of Ci3H102
KonuvecteeHHoe (Ibuprofen) per tablet /
onpegerneHue OT 360,0 mr go 440,0 mr CyzsH130-2
(nBynpodeH) B TabneTke
317.91 mg 2925 to 357.50 mg of CgHeNO:
(Paracetamol) per tablet /
Ot 292,5 mr oo 357,5 mr CgHoNO:2
(napauetamon) B TabneTke

Remarks : The Product conforms to ND/

Ilpumeuanue: [IpoayKT cOOTBETCTBYET TpebopanusaM HJL

Opinion : APPROVED
3akaouenune: OJJOBPEHO

Prepared by / Checked by /
[ToarorosneHo: [TpoeepeHo:
Ramakant Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep /
PykoBoauTens

Pavan Kumar Sharma

Print Date: Print Date:

Jara: 16.10.2021 Hata: 16.10.2021

f
Print Date:

Iara: 16.10.2021

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

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ‘,‘.

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJINU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykaun®, TabaeTku, IOKPHIThIE MIEH04HO# 060J104K0ii, 400Mr + 325mr

Batch No / Cepus Ne : V2101670

Batch Quantity / O6bem maprumn :
727.500 Kg

Analytical Report No / AnannTHuecknii oryer Ne :
890001550402, 890001550227

Date of Analysis / JlaTa anaauza: 16.10.2021

Date of Manufacture / Jlata npoussojcrsa : Sep-2021

Date of Expiry / Cpok roguoctu : Aug-2026

Analysis performed according ND / Ananus nposegen no HJI: IT1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzam. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

11 | Package / YnakoBka |10 tablets in PpVC/Al 10 tablets in PVC/AI blister. 1, 2 or
blister. 1 blister and a 20 blisters and a patient information
patient information leafletin |leaflet in a carton. / Mo 10 TabneTok
a carton. / Mo 10 Tabnetok |8 MBX/Al 6auctep. Mo 1, 2 vnn 20
B MBX/Al 6nncTep. Mo 1 OnUCTepoB B NMayky KapTOHHYHO
6nncTepy B Nayky BMECTe C MHCTPYKLMen rno
KapTOHHYIO BMeCTE C NPUMEHEHUIO.

WHCTpYKUMEn no
NPUMEHEHWNIO.

12 | Labeling / MapkupoBka | According to ND / B cootBeTctBuUu ¢ H
13 | Storage conditions / At temperature not more than 25 °C./
XpaHeHue Mpu TemnepaTtype He Bbiwe 25 °C.

14 | Shelf life / Cpok 5years / 5 net

roAHOCTYU

Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanne: [IpogykT cooTBetcTByeT TpeGoanuam HJI | 3akmouenue: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroToseHo: [TpoBepeHo: Ono6peno: Menemxep /
Ramakant Pardeep Kumar Pykoponurens

( ' 5 Pavan Kumar Sharma
Print Date: Print Date: Print Date: )
Jara: 16.10.2021 Hara: 16.10.2021 Jlara: 16.10.2021

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

CIN: L85195AP1984PLC004507
www.drreddys.com




