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

CEPTHOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykau®, Ta61eTKH, NOKPBIThIE ILIEHOYHOH o6os10uKoii, 400mr + 325mr

Batch No / Cepust Ne : V2101377

Batch Quantity / O6bem napTiu :
776.000 Kg

Analytical Report No / Anaquruyeckuii oT4eT Ne :
890001545564, 890001545214

Date

of Analysis / /laTa anammsa: 20.09.2021

Date of Manufacture / [lata npousBojctsa : Aug-2021

Date

of Expiry / Cpok rognocrn : July-2026

Analysis performed according ND / Ananus nposenen no HJI: [T NOI 1252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 or 06.09.2018, u3m. Ne 2 ot 23.09.2019)

S. Test

Result

Specification

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

film-coated one-side scored
tablets;

OpaHXXeBoro upeTa, C pUcKon
Ha OJHOW CTOpPOHe; Ha
nonepe4yHom paspese — S4po
Oenoro useTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white

on cross section- white core /|core /| TabneTkn KancynoBvaHON

Tabnetku KancyroBUAHON |hOPMbI,  MOKPbITbIE  MAIEHOYHON
cdopmbl, MOKpbITble|060NOYKON OpaHXeBoro LpeTa, C
NNeHoYHoN 0BOonoYKoii|puckoii Ha OfHOW CTOPOHE; Ha

nornepeyHom paspese —  SAAPO
6enoro unu noytn 6enoro LpeTa

Remarks : The Product conforms to ND/
Mpumeyanue: [Ipoaykt coorsercTByeT Tpedopsanuam HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Hara: 20.09.2021

Hata: 20.09.2021

Prepared by / Checked by / Approved by: Manager/Executive /
TTonrorosieHo: [IpoBepeHo: Opo6peHo: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoautens
N —, | Amit Kumar s
o£/~ /A.. —
Print Date: Print Date: Print Date:

Jara: 20.09.2021

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: L85195AP1984PLC0O04507
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, IND|A
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CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTHDUKAT AHAJIM3A

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

N6ykauH®, TaGIeTKH, IOKPBIThIE NJEHOYHOH 000/104KOii, 400mr + 325mr

890001545564, 890001545214

Batch No / Cepusa Ne : V2101377 Batch Quantity / O0bem napTus :
776.000 Kg
Analytical Report No / AHanuTH4yecknii oryer Ne : Date of Analysis / lata ananu3za: 20.09.2021

Date of Manufacture / Jlata npon3soactsa : Aug-2021 |Date of Expiry / Cpok roanocrs : July-2026

Analysis performed according ND / Ananu3 nposenen no HJ: [1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm, Ne 1 ot 06.09.2018, usm. Ne 2 ot 23.09.2019)

2 Identification / a) Complies as prescribed/
MNoaNUHHOCTL B cooTBeTCTBUM C
onuncaHuem

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
NnuKoB Ha Xpomarorpamme
UCMbITYEMOro  pacTBopa  JOJIKHbI
COOTBETCTBOBATL BpEMEHaM
yaepxvBaHns n1KoB Ha
Xpomartorpamme pacTsopa
CTaHBapTHbIX obpasuos
noynpocdeHa 1 napauetTamona
(paspen «KonnyecteeHHoe
onpeneneHney»)

3 |Average weight and 969.2 mg
mass uniformity /
CpegHsaa macca u
OLHOPOAHOCTb MO
Macce

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

Or 940,9 wmr pgo 9991 wr
(970,0 mr + 3,0 %)

18/20 tablets — NMT + 5% /
18/20 TabneTok — He bonee = 5 %
2/20 tablets — NMT + 10% /
2/20 TabneTtox — He 6onee + 10 %

Remarks : The Product conforms to ND/
Ipumeuanue: IIpoaykt coorsercTByeT Tpebosanusam HJL

Opinion : APPROVED
Zaxmouenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: [IpoBepeHo: Onobpeno: Menenxep /
Pardeep Kumar Himesh Kumar PykoBoauteinn
. = Amit Kumar Ay
I o P
Print Date: Print Date: Print Date:
Jata: 20.09.2021 Hata: 20.09.2021 Hara: 20.09.2021
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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

CEPTH®HKAT AHAJIM3A

[Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykaua®, TabeTku, NOKPHITHIE MIEHOYHOR 060/104KOH, 400mr + 325Mr

Batch No / Cepus Ne : V2101377

Batch Quantity / O6beM napTHHu :
776.000 Kg

890001545564, 890001545214

Analytical Report No / AHannTHYecKuii oTyer Ne :

Date of Analysis / Jlata ananusa: 20.09.2021

Date of Manufacture / Jlata npousBoacrsa : Aug-2021

Date of Expiry / Cpok rognoctu : July-2026

Analysis performed according ND / Anasu3s nposegen mo HJ: [1N011252/01-110717 (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

07 minutes 26 seconds

Not more than 30 minutes /
He 6onee 30 MuH

5 |Dissolution /
PacTteopeHne

99% - 102%

99% - 101%

NLT 70% (Q) C13H102 (Ibuprofen)
dissolved in 30 minutes /
He meHee 70 % (Q)
(nbynpodpeH) yepes 30 MuH

C13H1s02

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

He meHee 70 % (Q) CsHoNO:
(napaueTtamon) yepes 30 MUH

6 |Related substances /
PopcTBeHHbIE NpuMec

0.03%

0.0003%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecei
ubynpodeHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHodeHon (npuMech
napaueTtamorna) — 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: [Iponykt cootBeTcTByeT Tpebosanusm HJ

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Hara: 20.09.2021

Jara: 20.09.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[ToAroToBieHoO: [TpoBepeHo: Ono6peno: Menemxkep /
Pardeep Kumar Himesh Kumar PykoBonuTtens
) i ) Amit Kumar ANV
c;f.,—‘-—— — 3 /
Print Date: Print Date: Print Date:

Jara: 20.09.2021
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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
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CEPTHO®HUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykaua®, TabaeTKH, IOKPbITHIE MIEHOYHOI 060104KOi, 400mr + 325mr

Batch No / Cepns Ne : V2101377

Batch Quantity / O6bem mapTHu @
776.000 Kg

Analytical Report No / AnanuTndeckuii oryer Ne :
890001545564, 890001545214

Date of Analysis / Jlara ananusa: 20.09.2021

Date of Manufacture / Jlata nponssoacrsa : Aug-2021

Date of Expiry / Cpok roanoctu : July-2026

Analysis performed according ND / Ananus nposexen no HI: ITNO1 1252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

8 |Microbial limits /

yucToTa

a) Total aerobic
microbial count /
O6Lwee uncno
as3pobHbIX
MMWKPOOPraHM3moB

b) Total combined
yeasts and mould

OPOXOKEBbBIX U
nnecHesbix rpubos

c) E. coli

Mukpobuonornyeckas

count / ObLyee yncro

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

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

1r

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 / OTcyTCcTBUE B
1ir

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoayKT cooTBeTcTBYET TpedoBaHusmM HJT

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /
IloarorosneHo:
Pardeep Kumar

= —

Checked by /
[IpoBepeHo:
Himesh Kumar

c;,‘_éf/;

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

Amit Kumar

Print Date:
Iata: 20.09.2021

Print Date:
Tara: 20.09.2021

Print Date;
Jarta: 20.09.2021

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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CEPTHO®HUKAT AHAJIM3A

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

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoyknuH®, TabNeTKH, NOKPbIThIE [IJICHOYHO# 060J04K0i1, 400Mr + 325Mr

Batch No / Cepust Ne : V2101377

Batch Quantity / O0bem napTHHu :
776.000 Kg

890001545564, 890001545214

Analytical Report No / AnannTudeckuii oryer Ne :

Date of Analysis / Iata anamu3a: 20.09.2021

Date of Manufacture / Jlata npoussoacTsa : Aug-2021

Date of Expiry / Cpoxk roanocts : July-2026

Analysis performed according ND / Ananu3 nposesen mo HJI: IINO1 1252/01-110717 (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
units

/ OgHopoAHOCTL
L03UpoBaHUs
Ibuprofen /
ubynpodpeH

Paracetamol /

Acceptance value (AV) should be
not more than 15.0 /

0.9 MokasaTenb npuemnemocty (AV)

JorkeH bbiTb He 6onee 15,0.

Acceptance value (AV) should be
not more than 15.0 /

0.7 MokasaTenb npuemnemoctyn (AV)

320.42 mg

napaueTtamon JosmkeH ObITb He 6onee 15,0.

10 |Assay/ 391.8 mg 360 to 440 mg of Ci3HO2
KonunyecteeHHoe (Ibuprofen) per tablet /
onpegeneHve Ot 360,0 mr go 440,0 mr C13H1s02

(wbynpodpeH) B TabneTke

2925 to 357.50 mg of CgHoNO:
(Paracetamol) per tablet /

Ot 292,5 mr go 357,5 mr CgHgNO>
(napauetamon) B Tabnetke

Remarks : The Product conforms to ND/
ITpumeuanue: [Ipoaykt coorercTByeT Tpedosanusm HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Hara: 20.09.2021

Hara: 20.09.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: [IpoBepeHo: On06peno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoaurens
= Amit Kumar X N
Q{f—"" /3.-‘ =
Print Date: Print Date: Print Date:

JMata: 20.09.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4900 2999, Email: mail@drreddys.com
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CEPTUDHUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noyxkauu®, Tab1eTKH, NOKPBIThIE INIEHOYHOH 060104K0i, 400Mr + 325Mr

Batch No / Cepus Ne : V2101377

Batch Quantity / O6nem naprum :
776.000 Kg

Analytical Report No / AnanuTHdeckuii oTyer Ne :
890001545564, 890001545214

Date of Analysis / JaTa ananusa: 20.09.2021

Date of Manufacture / Jlata npou3soacrea : Aug-2021

Date of Expiry / Cpok rogaoctu : July-2026

Analysis performed according ND / Ananu3 nposenen mo HJ{: I1 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)

11 | Package / Ynakoeka

10 tablets in PVC/AI blister.
1 blister and a patient
information leaflet in a
carton. / No 10 TabneTtok B
MBX/Al 6nuctep. Mo 1
Snuctepy B Nadky
KapTOHHYI0 BMECTE C
UHCTPYKUMER no
NPUMEHEHNIO.

10 tablets in PVC/AI blister. 1, 2 or
20 blisters and a patient information
leaflet in a carton. / Mo 10 TabneTok
B MNBX/Al 6nuctep. Mo 1, 2 nnn 20
6nncTepo. B Nayky KAPTOHHYIO
BMecCTe C UHCTPYKLMENR o
NPUMEHEHMIO.

12 | Labeling / Mapkupogka

According to ND / B cootseTcTauu ¢ Hj

13 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHve MNpu Temnepatype He Bbiwe 25 °C.
14 | Shelf life / Cpok 5years/ 5 net
roiHOCTM

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

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Hata: 20.09.2021

Jata: 20.09.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[loprorosneHo: [IposepeHo: Onobpeno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoautens
, C,LJ’;‘ Amit Kumar L AN
OI:'::’ ' [‘5* o
Print Date: Print Date: Print Date:

Hara: 20.09.2021

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




