Dr.Reddy’s ‘

L]

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CEPTHOUKAT AHAJIN3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoyxknun®, TabaeTku, NOKPLITHIE MJ1eHOYHOH 000104Ko0it, 400mMr + 325Mr

Batch No / Cepusi Ne : V2200990

Batch Quantity / O6bem naptuu : 776.0Kg

Analytical Report No / AHanuTuueckuii oryeT No :
040001583875, 890001595343

Date of Analysis / laTa ananuza: 11.06.2022

Date of Manufacture / Jata npon3BoacTsa : May-2022

Date of Expiry / Cpok rognoctn :Apr-2027

Analysis performed according ND / Ananus nposeaen no HJI: 1T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ n3m. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

S.
No

Test

Result

Specification

1

Description / Onucanne

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

tablets;

on cross section- white core /
TabneTtku KancyrnoBuUaoHON
hopmbl, NOKpbITbIE
MII€HOYHOM obonoykoi
OpaHXXeBoro LBeTa, C PUCKoii
Ha OOHOW CTOpOHE, Ha

nonepeyvyHom paspese — s4po
6enoro UBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTtkm KancynoBuUaHOM
opMbl,  MOKPbITEIE  NNEHOYHOMN
0BONoYKON OpaHXeBoro LBeTa, C
PUCKOW Ha OJHOW CTOPOHe; Ha
nonepevyHoM  paspese A0p0
6ernoro unu noytu Genoro useTa

Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanue: Ipoaykr coorBercreyet TpeGopanuam HJ[ | 3akmouenune: OAOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosneno: IIpoBepeno: Parvesh Rana Onobpeno: Menemxep /

Naresh Kumar @(7 II' Pykosoaurens :Pavan kumar Sharma
Print Date: Print Date: Print Date:

Jara: 11.06.2022 Hara: 11.06.2022 Hara: 11.06.2022

Registerad Office: 8-2-337, Ruad No. 3, Banjara Hillz, Fydernbad - 536G334, Telangana, [ndia
Tel: +91 40 4500 2900, Fax: +31 40 4500 25¢9, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s €

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

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

CERTIFICATE OF ANALYSIS Tl +91 98166 56001-02

CEPTUDOHUKAT AHAJIN3A www.drreddys.com

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

NGoyknn®, TabieTku, NOKPBITHIE IIEHOYHOH 060/104K0M, 400Mr + 325Mmr

Batch No / Cepusi Ne : V2200990 Batch Quantity / O6bem naptuu : 776.0Kg

040001583875, 890001595343

Analytical Report No / Anaantuueckuii oruer No ; Date of Analysis / lTaTa ananuza: 11.06.2022

Date of Manufacture / Jlata npousBoactsa : May-2022 |Date of Expiry / Cpok rogaoctn : Apr-2027

Analysis performed according ND / Anaaus nposeaen no HJ: I1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ nam. Ne 1 ot 06.09.2018, n3mM. Ne 2 oT 23.09.2019)

[ 2 Identification / a) Complies as prescribed/
MoonuHHocTL B cooTBeTcTBUY C
onucaHvem

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 ypepxuBaHua OCHOBHbIX
nukos Ha Xpomartorpammve
UCNbITYEMOro  pacTeopa  JOSDKHbI
COOTBETCTBOBaTh BpeMeHam
yoepXnBaHus nuKkoB Ha
Xpomarorpamme pacTeopa
CcTaHAapTHBIX obpasuos
ubynpocbeHa ©  napauetamona
(pasgen «KonuyectseHHoe
onpegeneHner)

3 |Average weight and 969.5 mg
mass uniformity /
CpenHsas macca n
O04HOPOAHOCTb Mo
mMacce

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

Or 9409 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 TabneTok — He Gonee + 10 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpumeyanne: [Tpoaykr cootsercrpyer TpeGopanusiv HJI | 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: [TpoBepeno: Parvesh Rana Ono6peno: Meuemxep /
Naresh Kumar & L Pyxosoaurens :Pagvan kumar Sharma
~ P .-J"{,' d_—:_-_'__"—__r_"ﬁ_._._--—-
Print Date: Print Date: Print Date:
Hata: 11.06.2022 Hara: 11.06.2022 Hata: 11.06.2022
Registered Office: 8-2-327, Read No. 2, Bavjara Hillz, Hydaratad - 500625, Teiancana, Indin
Tel: +91 40 4900 2800, Fax 21 40 4800 1895, Emall: maild'direddys.com

CIN: LEELIS5AP1984PLCN0A507
www.drreddyz.com
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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 : 491 98166 56001-02

CEPTHDUKAT AHAJIN3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noykaun®, TabiaeTkun, NOKpLITHIE MIEHOYHOH 06004k, 400Mr + 325mr

Batch No / Cepus Ne : V2200990

Batch Quantity / O6bem naptuu : 776.0Kg

040001583875, 890001595343

Analytical Report No / AnanuTtnyeckuii oruer No :

Date of Analysis / {aTa anaamsa: 11.06.2022

Date of Manufacture / Jlata npousgoacrsa : May-2022

Date of Expiry / Cpok roanocru :Apr-2027

Analysis performed according ND / Anaaus npoBeaen mno HJ: [IN011252/01-110717 (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)

4 |Disintegration /
Pacnagaemocts

12 minutes 47 seconds

Not more than 30 minutes /
He 6onee 30 muH

S5 |Dissolution /
PacTteopetne

96% - 101%

98% - 103%

NLT 70% (Q) Ci3H1sO2 (lbuprofen)
dissolved in 30 minutes /

He menee 70 % (Q) Ci3H1s0-
(BynpodbeH) yepes 30 MUH

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

He menee 70 % (Q) CgHgNO,

(napauetamon) yepes 30 MuH

6 |Related substances /
PopacTteeHHble npumecu

0.04 %

0.0003 %

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecei
nbynpodeHa — He Boriee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amunHodpeHon (Nnpumech
napaveramona) — He 6onee 0,005%

7 |Water/Bopa

1.4%

Not more than 5.0% /

He Gonee 5,0 %

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykr cooTBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by /
IoarorosneHo:;
Naresh Kumar @

Checked by /
Ipoeepeno: Parvesh Rana

R

Approved by: Manager/Executive /
Opnobpeno: Menemxep /
Pykosoantess :Pavan kumar Sharma

A
!

=

Print Date:
Hara: 11.06.2022

Print Date:
Hara: 11.06.2022

Print Date:
Hata: 11.06.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




q.o Dr. Reddy's Laboratories Ltd.

’ °® Formulation Unit-6

Dr. Reddy s ". Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, INDIA

CERTIFICATE OF ANALYSIS  Tel:+9198166 56001-02
CEPTUDUKAT AHAJIA3ZA www.drreddys.com

(Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoykann®, TabieTku, NORPLITHIE MIEHOYHOH o6os10uKoii, 400mr + 325mr
Batch No / Cepusa Ne : V2200990 Batch Quantity / O6bem naptum : 776.0Kg

Analytical Report No / AHanuTu4eckuii oTuer Ne : Date of Analysis / laTa ananmsa: 11.06.2022
040001583875, 890001595343
Date of Manufacture / lata npoussoacrsa : May-2022 |Date of Expiry / Cpok rogaocTs : Apr-2027
Analysis performed according ND / Ananu3s npoBexen no HJI: [IN011252/01-110717 (amend Ne 1 from
&6.{)9.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

[ *8 [Microbial limits /
Mwukpobuonornyeckas
4YncToTa Less than 10 CFU/g /
a) Total aerobic MeHee 10 KOE/r Not more than 1000 CFU/g /
microbial count / He Gonee 1000 KOE/r
O6buwee vncno
a3p0obHbIX
MWUKPOOpPraHu3mMoB
Less than 5 CFU/g /
b) Total combined MeHee 5 KOE/r Not more than 100 CFU/g /
yeasts and mould He 6onee 100 KOE/r
count / Obiuee yncno
OPOXOKEBLIX U

nnecHesbIx rpnbos Absent / OtcyTtcTByeT
c) E. coli Shall be absent in 1g / OTcyTcTBME B
1r ]

Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpumeyanue: [TpoaykT cootercrByeT TpeGosanuam HJI | 3akmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: ITpoepeno: Parvesh Rana Onobpeno: Menemxep /
Naresh Kumar @/ PykoBopurens :Pavan kumar Sharma
Print Date: Print Date: Print Date: -
Jara: 11.06.2022 Hara: 11.06.2022 Hara: 11.06.2022

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: L85195AP1981PLCO0A507
www.drreddys.com
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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

CEPTH®HUKAT AHAJIM3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6yxanH®, TabaeTkH, HOKPLIThIE NIEHOYHOI 0601049K0ii, 400Mr + 325Mmr

Batch No / Cepus Ne : V2200990

Batch Quantity / OGbem naprtun : 776.0Kg

Analytical Report No / AHaauTH4eckuit oTuer No :
040001583875, 890001595343

Date of Analysis / JTata anamuza: 11.06.2022

Date of Manufacture / lata npoussoacrsa : May-2022

Date of Expiry / Cpok rognoctu : Apr-2027

Analysis performed according ND / Ananus nposenen mo H: 1 NO011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 ot 06.09.201 8, u3m. Ne 2 ot 23.09.2019)

’7 9 |Uniformity of dosage

Acceptance value (AV) should be

units not more than 15.0 /
/ OpgHopoaHoCTL 0.8 lNokasaTens npnemnemocTy (AV)
[031poBaHns BOMmkKeH bbITh He Gonee 15,0.
Ibuprofen /
nbynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 0.9 MNokaszaTtens npuemnemocTy (AV)
napaueTtamon [oIvkeH 6bITk He Bonee 15,0.
10 |Assay/ 399.6 mg 360 to 440 mg of Ci3H10,
KonuuyecteeHHoe (Ibuprofen) per tablet /
onpegeneHue Ot 360,0 mr go 440,0 mr Cq3H150,
(nbynpodeH) B Tabnetke
324.21 mg 2025 to 357.50 mg of CgHgNO-

(Paracetamol) per tablet /
OT 292,5 mr po 357,5 mr CgHgNO,
(napaueTtamon) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanue: [1poykT cooteTcTBYeT Tpebopanuam HJ] | 3akmouenue: OJIOEPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

Iloarorosrneno: IIporepeno: Parvesh Rana Ono6peno: Menemxep /

Naresh Kumar @ { Pyxosonutens ;Pavan kumar Sharma
~ ol - ® C"‘-ﬂ?ﬁ,//”“

/;;-;-/’_‘4
Print Date: Print Date: Print Date:
Jata: 11.06.2022 Hara: 11.06.2022 Hata: 11.06.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyclerabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2955, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUDOHKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HOykaun®, TabaeTKU, IOKPBITbIE IEHOYHOIM 0001049K0i, 400Mr + 325Mmr

Batch No / Cepust Ne : V2200990

Batch Quantity / O6bem napTuun : 776.0Kg

040001583875, 890001595343

Analytical Report No / Ananuruyeckuii oruer No :

Date of Analysis / lata anamm3a: 11.06.2022

Date of Manufacture / /lata npon3Boacraa : May-2022

Date of Expiry / Cpox rogHocTtH : Apr-2027

Analysis performed according ND / Ananus nposenes no 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, u3m. Ne 2 ot 23.09.2019)

11 | Package / Ynakoeka |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. /o 10 Tabnetok  |B MNBX/Al 6nuctep. Mo 1, 2 unn 20
B MBX/Al 6nuctep. Mo 1 BnuncTepos B Nauky KAPTOHHYHO
6nucTepy B nauky BMeCTe C UHCTPYKLMEN No
KapTOHHYO BMECTE C NPUMEHEHMIO.

WHCTPYKUUWEN no
NPUMEHEHMIO,

12 | Labeling / Mapkuposka | According to ND / B cooteetcTaum ¢ H,
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue Mpu TemnepaType He Bbille 25 °C.

14 | Shelf life / Cpok 5 years /5 net

roaHoCTH

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanne: IIponykr coorBercTByeT Tpebonanuam HJJ | 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroBneHo: IIpoBepeno: Parvesh Rana Onobpeno: Menemxep /
Naresh Kumar @ . Pykosonutenp :Pavan kumar Sharma
2 i
K =
Print Date: Print Date: Print Date:
Hara: 11.06.2022 Hara: 11.06.2022 Hara: 11.06.2022

Registered Office: 8-2-337, Roac No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +21 40 4200 2365, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




