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CERTIFICATE OF ANALY

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

SIS Distt. Solan, H.P., 173 205, INDIA

CEPTUOHUKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ibuclin, film-coated

tablets 400 mg + 325 mg

U6ykmuH®, TabJ1eTKH, NOKPHITHIE IJIEHOIHOH 060.101K0#H, 400Mr + 325mr

Batch No / Cepus Ne : V2201012

Batch Quantity / O6bem naptun : 776.0Kg

Analytical Report No / Ananaruyeckuii oryer Ne :

040001585245, 890001595718

Date

of Analysis / JlaTa ananu3za: 13.06.2022

Date of Manufacture / Jlata npou3ssojcTsa : May-2022

Date of Expiry / Cpoxk roanoctu :Apr-2027

Analysis performed according ND / Anasnns nposeaen mo HJL: T1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018. m3m. Ne 2 ot 23.09.2019)

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

film-coated one-side scored

tablets;

on cross section- white core /
Tabnetku kancynosuaHon
dhopmbl, NOKpbITbIE
nneHo4YHoN obonoukon
OpaHXeBoro LseTa, C PUCKoi
Ha OJHOW CTOpOHe; Ha

rnonepeyHoM paspese — AApo
6enoro useTa

coated one-side scored tablets;
on cross section- white to off-white
core / TabneTkn KancynoBuaHown
opMbl,  MOKPbITbIE  MAEHOYHOM
06OMNoYKON OpaHXeBoro LBeTa, C
pUCKOW Ha OAHOW CTOpOHe; Ha
nonepe4yHomMm paspese A0p0
Senoro nnu noyTtn 6enoro useTa

Remarks : The Product conforms to ND/
Ipumeuanue: [poaykr coorercrByeT Tpebosanusam HJL

Opinion : APPROVED
3akmouenune: OJJOBPEHO

Prepared by /

IlogrororneHo:
Ankit
(R

Checked by /
[Mposepeno: Ramakant

e

Approved by: Manager/Executive /
Ono6peno: Menemxep /
PyxoBoauTens :Kusum Lata

Print Date:
Jara: 13.06.2022

Print Date:
Jara: 13.06.2022

\5}‘}\ ;C‘ —
Print Date:

Hara: 13.06.2022

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 ":'

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

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

H6ykiana®, Ta6ieTKH, NOKPBITHIEe JIEHOYHOH 0601049KOH, 400mr + 325mr

Batch No / Cepus Ne : V2201012 Batch Quantity / O6bem naptun : 776.0Kg

040001585245, 890001595718

Analytical Report No / AnanuTHueckuii oT4er No : Date of Analysis / laTa anamasa: 13.06.2022

Date of Manufacture / Jlata npoussoacrsa : May-2022 | Date of Expiry / Cpok roxHoCTH :Apr-2027

Analysis performed according ND / Ananus nposenen no HJI: I1 NO1 1252/01-110717 (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/
MoanuHHoOCTL B cooTtBeTcTBUM 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 yaepxuBaHWs OCHOBHbIX
NnuKos Ha Xpomartorpamme
UCMbITYEMOro  pacteopa  LOMKHbl
COOTBETCTBOBATH BpeMEHaMm
yaepXUBaHNs NnKoB Ha
Xpomarorpamme pacTeopa
CTaHOaPTHbLIX o6pasuos
noynpocheHa n  napaueTamorna
(paspen «KonuuyecteseHHoe
onpeneneHney)

3 |Average weight and 971.7 mg
mass uniformity /
CpepHsaa macca n
0OHOPOAHOCTbL MO
macce

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

Or 9409 wmMr pgo 9991 wmr
(970,0 mr £ 3,0 %)

18/20 tablets — NMT + 5%/
18/20 TabrieTok — He Bonee + 5 %
2/20 tablets — NMT = 10% /
2/20 TabneTtok — He Gonee + 10 %

Remarks : The Product conforms to ND/
IMpumeuanue: [Ipoaykr coorBercTByeT TpeboBanusam HJI

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBieHo: [Mposepeno: Ramakant Opobpeno: Menemxep /
Ankit o Q}L\ PykoBoautens :Kusum Lata
(£ PR\
Print Date: Print Date: Print Date:
Hara: 13.06.2022 Jara: 13.06.2022 Jata: 13.06.2022

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 “:‘

CERTIFICATE OF ANALYSIS

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

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

CEPTHDUKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykana®, TabaeTKH, MOKPLIThIE MJIEHOUHOH 0001049KOH, 400mr + 325mMr

Batch No / Cepus Ne : V2201012

Batch Quantity / O6wem naprau : 776.0Kg

040001585245, 890001595718

Analytical Report No / AHainTHYecKHii oT4eT Ne :

Date of Analysis / [laTa anann3za: 13.06.2022

Date of Manufacture / /Iata npoussoacTsa : May-2022

Date of Expiry / Cpok rogaoctn :Apr-2027

Analysis performed according ND / Ananu3 nposenen no HJI: IIN011252/01-1 10717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnapaemocTtb

12 minutes 20 seconds

Not more than 30 minutes /
He 6onee 30 MuH

5 |Dissolution /
PacTteopeHune

96% - 100%

95% - 101%

NLT 70% (Q) C13H1502 (Ibuprofen)
dissolved in 30 minutes /

He wmernee 70 % (Q) Ci3H1s02
(mbynpocbeH) yepes 30 MUH

NLT 70% Q) CsHoNO2
(Paracetamol) dissolved in 30
minutes /

He meHee 70 % (Q) CsHoNO:2
(napaueTtamon) yepes 30 MUH

6 |Related substances /
PopacTBeHHble npymecn

0.03 %

0.0003 %

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
néynpodeHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHodeHon (npumech
napauetamona) — He 6onee 0,005%

7 |Water/ Boaa

1.3%

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

Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanne: [IponyKT cootBetcTByeT TpeGosannsm HI| | 3axmouernue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: ITposepeno: Ramakant Ono6peHo: Menemxep /
Ankit - %}\/( Q Pykosoautens :Kusum Lata
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Print Date: Print Date: Print Date:
Jata: 13.06.2022 Jata: 13.06.2022 Jara: 13.06.2022

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: L85195AP1984PLCO04507

www.drreddys.com




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

CEPTHOUKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HO6yk1uu®, Tab/1eTKH, IOKPLIThIe NIeHOYHOH 060.1049K0ii, 400mr + 325mMr

Batch No / Cepust Ne : V2201012

Batch Quantity / O6bem nmapTuu : 776.0Kg

Analytical Report No / AHanuTH4Yeckuii order No :
040001585245, 890001595718

Date of Analysis / /lata anaansa: 13.06.2022

Date of Manufacture / Jlata npon3BojcTBa : May-2022

Date of Expiry / Cpok rognoctu :Apr-2027

Analysis performed according ND / Ananu3 nposeaen mo HJI: 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 /

yucroTa

a) Total aerobic
microbial count /
OO6uiee uucno
a’pobHbIX
MUKPOOpPraH1u3MoB

b) Total combined
yeasts and mould

APONOKEeBbIX U

c) E. coli

Mukpobuonoruyeckas

count / ObLuee yncrno

nnecHeBbIX rpUboB

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 Gonee 100 KOE/r

Shall be absent in 1g / OTcyTcTBUE B
1r

Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpumeuanne: [Tpoaykt cootseTcTByeT TpeGosanmnsm HJI | 3axmouenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToBneHo: IpoBepeHo: Ramakant Onobpeno: Menemxep /
Ankit @ &W PykoBoautens :Kusum Lata

= / i
Print Date: Print Date: Print Date:
Hata: 13.06.2022 Jata: 13.06.2022 Jara: 13.06.2022

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
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

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

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

Tel : 491 98166 56001-02
www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykauH®, TabaeTKH, HOKPBIThIE IJIeHOUHOH 000/10uK0#, 400mr + 325mr

Batch No / Cepust Ne : V2201012

Batch Quantity / Oobem naptun : 776.0Kg

040001585245, 890001595718

Analytical Report No / Anaautnuecknii oryer Ne :

Date of Analysis / [lata anannsa: 13.06.2022

Date of Manufacture / JlaTta npoussogctsa : May-2022

Date of Expiry / Cpox rogsoctu :Apr-2027

Analysis performed according ND / Ananus nposefen mo HJI: IIN011252/01-110717 (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
units

[ OpHOpPOAHOCTL
003VPOBaHUA
Ibuprofen /
néynpodeH

Paracetamol /
napawdeTtamon

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

25 MokazaTenb npvemnemoctn (AV)

[0IKeH ObITb He bonee 15,0.

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

2.6 MokasaTenb npuemnemocTtu (AV)

JomkeH 6bITb He Bonee 15,0.

Remarks : The Product conforms to ND/
IIpumeuanue: IpoaykT coorBeTcTBYeT Tpedboanmsm HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by /
IloaroToBjeHo:

Checked by /
[TposepeHo: Ramakant

fulyd

Approved by: Manager/Executive /
Ounobpeno: Menemxep /
Pykosoautens :Kusum Lata

L ¥ 5

Ankit &
Print Date:

Hata: 13.06.2022

Print Date:
Jata: 13.06.2022

Print Date:
Jarta: 13.06.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel. +81 40 4900 2900, Fax. +31 30 4900 2999, Cinail. mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Dr.Reddy’s ‘,‘:‘

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA

www.drreddys.com

Product : Ibuclin, film-coated

tablets 400 mg + 325 mg

H6ykaun®, TabaeTKH, IOKPbIThIE MIeHOYHOH 060/104K0ii, 400mr + 325Mr

Batch No / Cepus Ne : V2201012

Batch Quantity / O6nem napruu : 776.0Kg

040001585245, 890001595718

Analytical Report No / AHannTH4YecKnii oTder Ne :

Date of Analysis / laTa ananm3a: 13.06.2022

Date of Manufacture / lata npon3BoacTsa : May-2022

Date of Expiry / Cpok rogsaoctu :Apr-2027

Analysis performed according ND / Ananus nposenen mo HJI: [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)

10 |Assay/
KonuvectBeHHoE
onpeaeneHue

397.6 mg

324.97 mg

360 to 440 mg of C13H1802
(Ibuprofen) per tablet /

Ot 360,0 mr go 440,0 mr CiaH4502
(vbynpodheH) B TabneTke

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

Ot 292,5 mr go 357,5 mr CgHgNO;
(napaueTtamon) B TabneTke

Remarks : The Product conforms to ND/
TIpumeuanue: [Tpoaykt cooTeTcTBYET TpeGoBaHmsam H/J

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBieHo: [TpoeepeHo: Ramakant Ono6peHo: Menemxep /

Ankit @ W PyxoBoautens :Kusum Lata

Print Date: Print Date: Print Date:

JHara: 13.06.2022 Jata: 13.06.2022 Hara: 13.06.2022

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 ‘j‘:‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUD®UKAT AHAJIU3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykauu®, TablieTKu, NOKPbIThIE I1EHOYHOI 000/104K0i, 400mr + 325mr

Batch No / Cepust Ne : V2201012

Batch Quantity / O6bem naptuu : 776.0Kg

040001585245, 890001595718

Analytical Report No / Ananntadeckuif oTuer Ne :

Date of Analysis / JlaTa anaau3za: 13.06.2022

Date of Manufacture / /laTta npousBojacrsa : May-2022

Date of Expiry / Cpok rognoctu :Apr-2027

Analysis performed according ND / Ananus nposeaen no HJI: TIN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, u3zm. Ne 2 ot 23.09.2019)

11 | Package / YnakoBka |10 tablets in PpVC/AI 10 tablets in PVC/AI 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 TabneTok
a carton. / Mo 10 Tabnetok |8 MNMBX/Al 6nuctep. Mo 1, 2 nnn 20
B MBX/Al 6rnnctep. Mo 1 OnnCTepPOB B NMayvky KapTOHHYHO
bnucTepy B nayky BMECTe C UHCTpyKUUei no
KapTOHHYt BMeCTe C MPVMEHEHMIO.

WHCTPYKUMEN no
NPUMEHEHUIO.

12 | Labeling / Mapkuposka | According to ND / B cooTteetcTaun ¢ HIl
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHve Mpu Temnepartype He Bbiwe 25 °C.

14 | Shelf life / Cpok 5 years/ 5 net

rofAHoCTn

Remarks : The Product conforms to ND/
Hpumeuanue: [Ipoaykt cooteTcTByeT TpeboBanusm HJI

Opinion : APPROVED
3akmouenue: OJJIOBPEHO

Prepared by /

IToaroroBneHo:

Ankit .
(A

Checked by /
IpoeepeHo: Ramakant

bl

Approved by: Manager/Executive /
Ono6peno: Menemkep /
Pykoroautens :Kusum Lata

Print Date:
Hata: 13.06.2022

Print Date:
Hata: 13.06.2022

Print Date:
Jata: 13.06.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel. +91 40 4900 2900, Max. +91 40 4900 2999, Littail. inail@direddys.coin

CIN: L85195AP1984PLC0O04507

www.drreddys.com




