@
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 ANALYSISTel : +91 98166 56001-02

CEPTHOHKAT AHAJIM3A Www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoykauH®, TabaeTKH, NOKPhIThIE fIeHo4YHOo# 060104K0ii, 400Mr + 325mr

Batch No / Cepus Ne : V2201128

Batch Quantity / O6bem naprum : 776.0Kg

040001594029, 890001599072

Analytical Report No / Ananurnyeckuii oryer Ne :

Date

of Analysis / Mata ananusa: 30.06.2022

Date of Manufacture / [lara npon3BoAcTBa : Jun-2022

Date

of Expiry / Cpok rogaoctu :May-2027

Analysis performed according ND / AHanu3 HpoBe/ieH 10 HJI: I1N011252/01-110717 (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)

S.
No

Test

Result

Specification

1 |Description / OnncaHve

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

tablets;

on cross section- white core /
TabneTtku KancynosugHomn
chopmbl, NOKpbITbIE
NNeHOYHOM obonoykon
OpaHXeBoro LBeTa, C pycKon
Ha OOHOM CTOPOHEe, Ha

ronepeyHom paspese — aapo
B6enoro LBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTkn KkancynoBUOHOM
dOpMEI,  MOKPbITbIE  MNEHOYHON

oBofoYkol opaHxesoro LpBeTa, C
puUCKOW Ha OAHOW CTOpPOHE; Ha
nonepeyHom paspese —  SA4PO

©enoro nnu nodTtn Benoro useTa

Remarks : The Product conforms to ND/
Ipumeuanue: [IpooyKT cOOTBETCTBYET TPeOOBAHHIM HJL

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by /
IToarotosneHo:
Ankit o~

Checked by /
Iposepeno: Pardeep Kmar

o -

Approved by: Manager/Executive /
Ono6peno: Menemxep /
Pykosoautens :Amit Kumar
AN
A

Print Date:

Hara: 30.06.2022

Print Date:
Jata:30.06.2022

Print Date:
Jata: 30.06.2022

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: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s Qf‘

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

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

CERTIFICATE OF ANALYSISTe! : +91 98166 56001-02

CEPTHO®UKAT AHAJII3A Www.drreddys.com

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

Noykians®, TabaeTKH, IOKPLITHIE NLJIEHOYHOI 000J04KOH, 400mr + 325mr

]

Batch No / Cepus Ne : V2201128 Batch Quantity / O6bem naptuu : 776.0Kg

040001594029, 890001599072

Analytical Report No / Ananuruyeckuii oryer Ne : Date of Analysis / laTa anaamsa: 30.06.2022

Date of Manufacture / Jata npom3Bogctsa : Jun-2022  |Date of Expiry / Cpox rogHocTs :May-2027

Analysis performed according ND / Ananns mposeaen no HJI: TTNO1 1252/01-110717 (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)

2 Identification / a) Complies as prescribed/
MNMoaNNMHHOCTL B cooTBeTCcTBUN C
onncaHnem

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
MUKOB Ha Xpomarorpamme
UCMbITYEMOro  pacTeBopa  AOJIKHbI
COOTBETCTBOBATH BpeMeHam
yAepXUBaHNS NUKoB Ha
XpomaTorpamme pacTeopa
CTaHgapTHbIX obpasuos
ubynpodheHa UM napaueramona
(pasgen «KonuyecTseHHoe
onpegeneHue»)

3 |Average weight and 972.5 mg
mass uniformity /
CpegHsasa macca v
OQHOPOOHOCTbL MO
mMacce

Complies /cooTBETCTBUAN C

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

Or 9409 wmr pgo 999,11 wr
(970,0 mr £ 3,0 %)

18/20 tablets — NMT + 5% /
18/20 TabneTtok —He donee + 5 %
2/20 tablets — NMT + 10% /
2/20 Tabnetok — He bonee £ 10 %

Remarks : The Product conforms to ND/
Ilpumeuanue: [IpofyKT COOTBETCTBYET TPeOOBAHHSM HJI

Opinion : APPROVED
Zaxmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoByeHo: IIpoepeno: Pardeep Kmar | Ono6peno: Menemwxkep /
Ankit - PykoBoautens :Amit Kumar
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\

Print Date: Print Date: Print Date:
Jata: 30.06.2022 Hata:30.06.2022 Hara: 30.06.2022

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: L85195AP1984PLC0O04507
www.drreddys.com




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

CERTIFICATE OF ANALYSIS T +31 93:;66 56001-02
CEPTUOHNKAT AHAJIM3A WWw.drreddys.com

De Dr. Reddy's Laboratories Ltd.
3
&

Dr.Reddy’s Q

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
U6y anH®, TabeTKH, TOKPbITHIE ILIeHOYHOl 060,10uK0i, 400mr + 323mr
Batch No / Cepus Ne: V2201128 Batch Quantity / O6bem mapTuu : 776.0Kg

Analytical Report No / AnasmTrueckuii oryer N : Date of Analysis / /laTa ananu3a: 30.06.2022
040001594029, 890001599072
Date of Manufacture / Jata nponssojicTsa : Jun-2022  |Date of Expiry / Cpox rognoctu :May-2027
Analysis performed according ND / Ananus nposened no HJI: TINO1 1252/01-110717 (amend Ne 1 from
06.09.2018. amend Ne 2 from 23.09.2019/ u3m. Ne 1 o1 06.09.2018, u3m. Ne 2 ot 23.09.2019)

4 |Disintegration / 12 minutes 39 seconds Not more than 30 minutes /
PacnapaemocTb He 6onee 30 MuH

5 |Dissolution / 96% - 98% NLT 70% (Q) C13sH1sO2 (Ibuprofen)
PactBopeHue dissolved in 30 minutes /

He wmenee 70 % (Q) CisH1O2
(nbynpodpeH) yepes 30 MuH

NLT 70% Q) CeHgNO2
97% - 100% (Paracetamol) dissolved in 30
minutes /

He menee 70 % (Q) CsHoNO2
(napauetamon) yepes 30 MuH

6 |Related substances / 0.04% Total impurities of Ibuprofen NMT
PopacreeHHbIe npumecu 1.0% / Cymma npumecen
néynpoceHa — He 6onee 1,0 %
0.001 % 4-aminophenol (Paracetamol

impurity) NMT 0.005% /
4-amnHodeHon (npumech
napauetamona) — He 6onee 0,005%
7 |Water/ Boga 1.4% Not more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanne: [Tpoaykr cootsercTsyeT Tpebosannsm HJL | 3akmodenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: IIposepeHo: Pardeep Kmar | Ono6peno: Menemkep /

Ankit PykoBoauTens : Amit Kumar

Print Date: Print Date: Print Date:

Jara: 30.06.2022 JaTa:30.06.2022 Hara: 30.06.2022

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



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

CEPTH®UKAT AHAJII3A Www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykana®, Tab1eTKU, NOKPLITHIE NIeHOUHOH 000104K0i, 400mMr + 325mr

Batch No / Cepus Ne : V2201128

Batch Quantity / Oobem naptun : 776.0Kg

Analytical Report No / AHaanTHYecKHii oTueT N :
040001594029, 890001599072

Date of Analysis / JlaTa ananunsa: 30.06.2022

Date of Manufacture / Jlata npou3Boactsa : Jun-2022

Date of Expiry / Cpok rogsocru :May-2027

Analysis performed according ND / Ananus npoeenen no HJI: ITIN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, n3m. No 2 0T 23.09.2019)

*8

Microbial limits /
Mukpobrnonoruyeckas
yucToTa

a) Total aerobic
microbial count /
O6Lwee yncno
aspobHbIX
MUKPOOPraHM3MOoB

b) Total combined
yeasts and mould
count / Obwee ynucno
OPOAOKEBBIX U
nnecHesbIX FpnboB

c) E. coli

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

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

Absent / OtcyTtcTByeT

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

1r

Remarks : The Product conforms to ND/
IIpumeuanue: [TponykT cooTBeTcTBYET TpeboBanusm HI

Opinion : APPROVED
3axnrouenue: OJJOBPEHO

Prepared by /
IloaroTroBjeHo:
Ankit

s

Checked by /

[posepeHo: Pardeep Kmar

Approved by: Manager/Executive /
Ono6peno: Menexep /
Pyxosoautens :Amit Kumar

Print Date:
Jata: 30.06.2022

Print Date:
Harta:30.06.2022

A
/>VV/
Print Date:

Jara: 30.06.2022

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
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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 : +91 98166 56001-02
CEPTHOMKAT AHAJIN3A Www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Uoyxaun®, TabaeTKH, MOKPHITLIE NJAEHOUHOH 060104K0ii, 400mr + 325Mr
Batch No / Cepust Ne : V2201128 Batch Quantity / O6bem napthu : 776.0Kg

Analytical Report No / AHanuTH4eckuid oT4eT No : Date of Analysis / laTa anajau3a: 30.06.2022 |
040001594029, 890001599072
Date of Manufacture / JlaTa npon3soactsa : Jun-2022  |Date of Expiry / Cpok roasocTu :May-2027
Analysis performed according ND / Ananns nposeaen no HJL: 11 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)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
[ OgHopoAHOCTb 1.9 MNokasaTenb npuemnemocTu (AV)
[,031poBaHus JorkeH 6biTb He 6onee 15,0.
Ibuprofen /
noynpodeH Acceptance value (AV) should be
1.8 not more than 15.0 /
Paracetamol / MokasaTerns Npuemnemoctu (AV)
napaueTamon JomkeH bbiTe He Gonee 15,0.
10 |Assay/ 394.1 mg 360 to 440 mg of Ci3HO2
KonunyecTtseHHoe (Ibuprofen) per tablet /
onpegerneHune Ot 360,0 mr go 440,0 mr CisH4O2
(vbynpocpeH) B Tabnetke
321.44 mg 2925 to 357.50 mg of CgHoNO:2
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CgHsNO:
(napaueTamon) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED
Tpumeuanne: [IposykT cootBeTcTBYeT TpeboBanmsM HJI | 3aKmouenue: OJAOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroBneHo: TIpoBepeno: Pardeep Kmar | Omo6peno: Menezmkep /

Ankit ~ Pykosoaurens :Amit Kumar

Print Date: Print Date: Print Date:

Hara: 30.06.2022 IlaTa:30.06.2022 Jata: 30.06.2022

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



Q.O Dr. Reddy's Laboratories Ltd.
9 ® . )
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 o\ 0o

CEPTUOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NO6ykaun®, TabNeTKH, IOKPHITHIE NJIEHOYHOil 060104K0#, 400Mr + 325Mr

Batch No / Cepus Ne : V2201128 Batch Qu;n_tity / Oobem mapTuu : 776.0Kg

Analytical Report No / AHanuTu4ecknii oryer Ne : Date of Analysis / JlaTa ananusa: 30.06.2022
040001594029, 890001599072

Date of Manufacture / lata npousBogerea : Jun-2022 Date of Expiry / Cpok rognoctu :May-2027
Analysis performed according ND / Ananu3s nposeaes no HJI: I1N011252/01-110717 (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)

11 | Package / YnakoBka |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 leaflet in |leaflet in a carton. / Mo 10 TabneTtok
a carton. /Mo 10 Tabnetok |8 [BX/Al 6nuctep. Mo 1, 2 unn 20

B MBX/Al 6rinctep. Mo 1 OnnCTepoB B NMavky KapTOHHYIO
onucTepy B nauky BMECTE C UHCTPYKUMEn no
KapTOHHY BMecTe C NMPUMEHEHNIO.

WHCTPYKUUWER no

NPUMEHEHWIO.

12 | Labeling / MapkupoBka | According to ND / B cootBeTcTBUM € H]

13 | Storage conditions / At temperature not more than 25 °C. /

XpaHeHue Mpw TemnepaTtype He Bbiwwe 25 °C.
14 | Shelf life / Cpok 5years /5 net

rogHOCTU
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ilpumeuanue: [Ipoaykt cooteTcTByeT TpeboBanusam HII | 3akmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarotroBneHo: [Mposepeno: Pardeep Kmar | OnobpeHo: Menemxep /
Ankit & PykoBoaurens :Amit Kumar
Print Date: Print Date: Print Date:
Jata: 30.06.2022 Jata:30.06.2022 Hara: 30.06.2022

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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