Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHANM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6oykaua®, TabieTkH, NOKPbIThIE NUIEHO4YHOH 060104K0MH, 400Mr + 325mMr

Batch No / Cepust Ne : V2101369

776.0

Batch Quantity / O6bem napTuu :

00 Kg

Analytical Report No / AnanuTudeckunii orTuer Ne :
890001541186, 890001540907

Date

of Analysis / lata anaan3a: 23.08.2021

Date of Manufacture / Jlata npouspoacrsa : Jun-2021

Date

of Expiry / Cpox roanocru : May-2026

Analysis performed according ND / Anaaus nposegen mo HJ: [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, n3m. Ne 2 ot 23.09.2019)

film-coated one-side scored

tablets;

on cross section- white core /
TabneTku KancynoBuaHON
chopmbil, NOKpbLITbIE
NAEHOYHO obonoykoi
OpaHXeBoro LpeTa, C pUckown
Ha OA4HOW CTOpPOHE; Ha

nonepeYHoM paspese — 4po
Oenoro uBeTa

S. Test Result Specification
No
1 |Description / Onncanune |Capsule-like orange-coloured|Capsule-like orange-coloured film-

coated one-side scored tablets;
on cross section- white to off-white
core / TabneTkn KancynosugHomn
opMbl,  MOKpbITbIE  NNEHOYHOW
ofonouykoil opaH)eBoro ugeTa, ¢
pUCKOW Ha oOfHOW CTOpOHe; Ha
nornepeyHoMm paspese A4po
6enoro uny no4ytu Genoro UBeTa

Remarks : The Product conforms to ND/
ITpumeuanue: [TpoayKT cooTBeTCTBYET TpeboBannam HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by /
IlonrororneHo:
Pardeep Kumar

L

Checked by /
[TpoBepeno:
Himesh Kumar

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

Amit Kumar &

Print Date:
Jara: 23.08.2021

Print Date:
Jara: 23.08.2021

Print Date:

Hara: 23.08.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India
Tel: 91 40 4900 25G0, Fax. 91 40 4900 2999, Enail: mail@drreddys.com

CIN: L85195AP1984PLCOG45G7
www.drreddys.com
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Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIA3ZA

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykauH®, TabaeTKH, HOKPLIThIE IJIeHOYHOl 000104K0M, 400Mmr + 325mr

Batch No / Cepust Ne : V2101369

Batch Quantity / O6bem napTum :
776.000 Kg

Analytical Report No / AHaiuTHYecknii oryer N :
890001541186, 890001540907

Date of Analysis / /ITata ananuza: 23.08.2021

Date of Manufacture / Jlata npousBoacrsa : Jun-2021

Date of Expiry / Cpox roanocts : May-2026

Analysis performed according ND / Ananns nposenen mo HJ: I1 N011252/01-110717 (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 /
MoanuHHocTb

a) Complies as prescribed/
B cooTtBeTCTBUM C

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

mass uniformity /
CpepaHsa macca n
OOHOPOAHOCTL NO
macce

onucaHuem solution should correspond to the
retention times of the peaks on the
chromatogram of ibuprofen and
paracetamol reference standards
solution (section Assay)/
BpemeHa yaepXvBaHUA OCHOBHbIX
nnKoBs Ha Xpomarorpamme
NCchbITyeMOro pacTtsopa  [AOJIKHbI
COOTBETCTBOBATH BpEMEHaM
yaepXKuBaHns NYKOB Ha
Xpomartorpamme pacTeopa
cTaHaapTHbIX obpasuos
nbynpodeHa wn  napaderamona
(pazgen «KonuyecteeHHoe
onpeaeneHner)
3 |Average weight and 973.9 mg 940,9 mg to 999,1 mg

(970,0 mg + 3,0 %)/
Or 9409 wmr po 9991 wr
(970,0 mr £ 3,0 %)

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

Remarks : The Product conforms to ND/
Ipumeuanne: ITpoaykr coorserctByeT Tpeboanusm HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Jara: 23.08.2021

Jara: 23.08.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[ToAroTOBJIEHO: [TpoBepeHo: Ono6pero: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoauTtens
p Amit Kumar - \)
Print Date: Print Date: Print Date:

Hata: 23.08.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India
Tel: 91 40 4900 2560, Fax. 91 40 4900 2995, Email: mail@drreddys.com

CIN: L85195AP1984PLC0G4507

www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6yknun®, Tab/ieTKH, NOKPbITHIE IUIeHOYHO# 060104K0MH, 400Mr + 325Mr

Batch No / Cepust Ne : V2101369

Batch Quantity / Obbem napTHH :
776.000 Kg

Analytical Report No

890001541186, 890001540907

/ AHasuTHYecKHH oTdeT No :

Date of Analysis / laTa anaau3za: 23.08.2021

Date of Manufacture / Jlata npon3sogcTsa : Jun-2021

Date of Expiry / Cpok rogaocts : May-2026

Analysis performed according ND / Ananu3 nposeaen mo HJI: [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)

4 |Disintegration /
PacnagaemocT

10 minutes 18 seconds
b

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacTteopeHue

95% - 101%

96% - 101%

NLT 70% (Q) Ci3H1802 (Ibuprofen)
dissolved in 30 minutes /
He wmeHee 70 % (Q)
(nBynpodeH) yepes 30 MUH

C13H1802

NLT 70% Q) CsHsNO2
(Paracetamol) dissolved in 30
minutes /

He wmeHee 70 % (Q) CsHoNO:
(napauetamon) yepes 30 MWH

6 |Related substances /
PoacTtBeHHble npumeci

0.03%

0.0003%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
néynpogeHa — He 6oree 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amunHobeHon (npumech
napaueTamona) — He 6onee 0,005%

7 |Water/Bopa

1.4 %

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

Remarks : The Product conforms to ND/
Ipumeuanne: [TpoayxT cooTBeTcTBYET TpeboBanuam H/J

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /
IToaroToBneHo:
Pardeep Kumar

iy S

~—

Checked by /
[TporepeHo:
Himesh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep /
PykoBonurens ~

Amit Kumar V
[

Print Date:
Iata: 23.08.2021

Print Date:
Jara: 23.08.2021

Print Date:
Hara: 23.08.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India
Tel: 91 40 4900 25960, Fax. 91 40 4960 2999, Eail: mail@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.coni




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIHM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6yk1uH®, TabNeTKH, IOKPbITHIE II1eHO4HOH 000/104K0ii, 400mr + 325Mr

Batch No / Cepus Ne : V2101369 Batch Quantity / O6bem napTum :
776.000 Kg
Analytical Report No / Ananurndyeckuii oTyer Ne : Date of Analysis / laTa anann3a: 23.08.2021

890001541186, 890001540907

Date of Manufacture / JJata mpouspoacTsa : Jun-2021 | Date of Expiry / Cpok roguocru : May-2026

Analysis performed according ND / Ananu3s nposeaet mo HJ[: ITN011252/01-110717 (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 /
Mukpobuonoruyeckas
yuctoTa

a) Total aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
microbial count / Meree 10 KOE/r He 6onee 1000 KOE/r
Ob6Lee uncno
a3pobHbIX
MUKPOOPraHM3moB

b) Total combined Less than 5 CFU/g / Not more than 100 CFU/g /
yeasts and mould Menee 5 KOE/r He 6onee 100 KOE/r
count / ObLyee 4ncno
OPOXCKEBbBIX U
nnecHeBbIX rpubos
Absent in 1g / OtcytcteyeT B |Shall be absent in 1g / OTcyTcTBMYE B

c) E. coli 1r 1r
Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpumeuanue: [Ipoaykr cooTBercTByeT TpefoBanusam HJI | 3akmouenue: OTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToxarorosnexo: IIpoBepeHo: Ono6peHo: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoautens N
p ——_ | Amit Kumar _
1 | =t = p
Print Date: Print Date: Print Date:
Jlara: 23.08.2021 Jata: 23.08.2021 JlaTa: 23.08.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India
Tel: 91 40 4900 2500, Fax. 91 40 4960 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6yknnn®, TabueTkH, NOKPHLIThIE IIEHOYHOH 060,109K0ii, 400mr + 325mr

Batch No / Cepnsa Ne : V2101369

Batch Quantity / O6bem mapruu :
776.000 Kg

Analytical Report No / AHaauTHYecKkHii oTueT Ne :
890001541186, 890001540907

Date of Analysis / laTta anann3a: 23.08.2021

Date of Manufacture / lata nponssoactsa : Jun-2021

Date of Expiry / Cpok roanoctu : May-2026

Analysis performed according ND / Ananus nposenen mo HJI: [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, n3m. Ne 2 ot 23.09.2019)

9 | Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OgHopoaHoCTb 1.7 MokasaTenb npuemnemocty (AV)
003UpOBaHUSA JormkeH ObITe He Bonee 15,0.
Ibuprofen /
nbynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.8 MokaszaTenb npuemnemoctu (AV)
napaueTamon JormKkeH 6biTb He Gonee 15,0.
10 |Assay/ 395.5 mg 360 to 440 mg of Ci3HiO2
KonuyecTteeHHoe (Ibuprofen) per tablet /
onpeaeneHue Ot 360,0 mr go 440,0 mr C3H02
(nbynpocheH) B TabneTke
326.38 mg 2925 to 357.50 mg of CsHeNO:2
(Paracetamol) per tablet /
Ot 292,5 mr ao 357,5 mr CgHyNO»
(napaueTtamon) B TabneTtke

Remarks : The Product conforms to ND/
Ipumeuanue: [TpoayKT cooTBETCTBYET Tpedosanusm HJL

Opinion : APPROVED
3akiouenue: OJIOBPEHO

Hara: 23.08.2021

Hara: 23.08.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[ToAroToBlIEHO: [IposepeHo: Ono6peHo: Menemxkep /
Pardeep Kumar Himesh Kumar PykoBonutens _
f QJ’/_) Amit Kumar {)\'//
Print Date: Print Date: Print Date:

JaTa: 23.08.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India
Tel: 91 40 4900 29G0, Fax. 91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS
CEPTH®HUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6yKkaua®, TabaeTKkH, HOKPHITHIE MIEHO4HOIi 060104K0ii, 400mr + 325mr

Batch No / Cepus Ne : V2101369 Batch Quantity / O0bem napTuu :
776.000 Kg
Analytical Report No / AHajnTHueckuii oTyer Ne : Date of Analysis / laTa ananausa: 23.08.2021

890001541186, 890001540907

Date of Manufacture / Jlata npon3poacTsa : Jun-2021 | Date of Expiry / Cpok rognocry : May-2026

Analysis performed according ND / Anaau3 mposenen no HJI: [T N011252/01-110717 (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)

11 | Package / YnakoBka |10 tablets in PVC/AI blister. |10 tablets in PVC/AI blister. 1, 2 or
1 blister and a patient 20 blisters and a patient information
information leafletin a leaflet in a carton. / Mo 10 TabneTok
carton. / Mo 10 TabneTok B B MBX/Al 6nuctep. Mo 1, 2 unn 20
MBX/Al 6nuctep. Mo 1 GnUCcTepoB B NaYKy KapTOHHYHO
GnncTepy B navky BMECTE C UHCTPYKLUE rno
KapTOHHYIO BMECTeE C NPUMEHEHMUIO.

WHCTPYKLMER no
NMPUMEHEHMIO.

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

XpaHeHune Mpu TemnepaTtype He Boiwe 25 °C.
14 | Shelf life / Cpok 5 years / 5 net

rOQHOCTU
RemarKks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanne: [IpogykT cooTercTayet TpeGosanmsam HJT | 3axmouenue: OTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosnexo: IIposepeHo: Ono6peno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoautens =

' — Amit Kumar .
C—;\Lf’_’ GJ—/_‘) (B/_/

Print Date: Print Date: Print Date:
Hata: 23.08.2021 Jara: 23.08.2021 Hara: 23.08.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India
Tel: 91 40 4900 2630, Fax. 81 40 4900 2999, Email: niail@drreddys.com
CIN: L85195AP1984PLC0G4507
www.drreddys.coni



