Dr.Reddy’s Q,‘:‘

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

CEPTUOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykanu®, TabaeTKH, DOKPHIThIE NIeHOYHOI 060104K0H, 400Mr + 325mr

Batch No / Cepus Ne : V2200671

Batch Quantity / O6bem maptun : 776.0 Kg

Analytical Report No / AHanaTHYecKkn# oTaeT Ne :
040001554041, 890001584633

Date of Analysis / lata ananu3za: 12.04.2022

Date of Manufacture / Jlata npon3BojcTBa : Mar-2022

Date of Expiry / Cpok rogHocTH :Feb-2027

Analysis performed according ND / Auanus nposexen no HJI: TIN011252/01-110717 (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)

S. Test
No

Result

Specification

1 |Description / Onucanue

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

tablets;

on cross section- white core /
TabneTtkn KancynoBugHon
thopmbil, NOKpbIThIE
MEHOYHON obono4kon

OpPaHXEeBOro LiBeTa, C PUCKOM
Ha OOHOW CTOpPOHe; Ha
rnonepeYyHoM paspese — S4po
Oenoro LBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / Tabnetkm KancynosBugHom
dopMbl,  NOKPbITHIE  MSIEHOYHON
obonoYkol oOpaHxeBoro LeeTa, C
puckoW Ha OAHOW CTOpPOHE; Ha
nonepeyHom paspese — sOPO
Genoro unun noytn berioro LBeTa

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykr coorBercTBYeT Tpebosanusm HII

Opinion : APPROVED
3akiouenue: OJJOBPEHO

Jara: 12.04. 2022

HaTa: 12.04. 2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: [Mposepgho:Rahul Kumar Ono6peso: Menemxep /
Naresh Kumar @ PykosoautensPavan Kumar Sharma
X ,
> = o M
Print Date: Print Date: Print Date:

Jlata: 12.04. 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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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOUKAT AHAJIU3A

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

H6ykann®, TabaeTkH, NOKPLITHIE IIEHO4HOI 0605104K0i, 400mr + 325mr

Batch No / Cepus Ne : V2200671 Batch Quantity / O6sem nmapTuu : 776.0 Kg

040001554041, 890001584633

Analytical Report No / AHanuTHYeckuii oT4er Ne : Date of Analysis / IaTa ananu3za: 12.04.2022

Date of Manufacture / lata npou3sojicTea : Mar-2022 | Date of Expiry / Cpok roanocts :Feb-2027

Analysis performed according ND / Auanus nposexen mo HJI: [IN011252/01-110717 (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/
MopgnNuHHOCTL B cooTBeTCTBUM 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 yAepxvuBaHWsa OCHOBHbIX
NNKoB Ha Xpomarorpamme
UCMbITYEMOro  pactsopa  AOJIKHbI
COOTBETCTBOBATH BpeMeEHaMm
yAEPKMBaHUSA M1KoB Ha
XpomaTorpamme pacTtsopa
CTaHOapTHbIX o6pasuos
unbynpocdheHa 1  napaueTamona
(pasgen «KonnyectseHHoe
orpegeneHne»)

3 |Average weight and 967.9 mg
mass uniformity /
CpeaHssa macca u
OLHOPOAHOCTb MO
mMacce

940,9 mg tfo 9991 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 6onee £ 5 %
2/20 tablets — NMT = 10% /
2/20 Tabnetok — He Gonee £ 10 %

Remarks : The Product conforms to ND/
ITpumeuanwme: [Iponykr cootBercTByeT TpebosanusaM HJL

Opinion : APPROVED
3akmodenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroTosneHo: HpOBeR #o:Rahul Kumar Ono6peno: Menenxep /
Naresh Kumar @ Z PykogoautensPavan Kumar Sharma
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Print Date: Print Date: Print Date:
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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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTHOHUKAT AHAJIA3A

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

H6ykauu®, TabaeTkH, OKPLITHIE 1eHOYHOi 060104K0ii, 400mMr + 325mMr

Batch No / Cepust Ne : V2200671 Batch Quantity / O6bem naptuu : 776.0 Kg

040001554041, 890001584633

Analytical Report No / AHaiuTnyeckuii oTder Ne : Date of Analysis / laTa anamu3a: 12.04.2022

Date of Manufacture / Jlata npoussoacTBa : Mar-2022  |Date of Expiry / Cpok roanoctu :Feb-2027

Analysis performed according ND / Anaan3 nposeaen no HJI: [T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ nam. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

97% - 100%

4 |Disintegration / 07 minutes 05 seconds Not more than 30 minutes /
PacnapjaemocTb He Gornee 30 MuH

5 |Dissolution / 98% - 100% NLT 70% (Q) C13H1302 (Ibuprofen)
PacTBopeHue dissolved in 30 minutes /

He wmeHee 70 % (Q) Ci3H1.O2
(nbynpodbeH) yepes 30 MuH

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

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

6 |Related substances / 0.03%
PopcTBeHHble npumecu

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
nbynpoceHa — He Gonee 1,0 %

0.001 % 4-aminophénol (Paracetamol
impurity) NMT 0.005% /
4-amuHodeHon (npuvech
napaueTtamona) — He 6onee 0,005%

7 |Water/Boaa 1.3% Not more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
IIpumeuanue: [Tpoaykt cootBercTByeT TpeboBanuam HJI

Opinion : APPROVED
Zaxmouenne: ONOBPEHO

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

[ToaroroBneHo: [Iposepend:Rahul Kumar Omo6peHo: Menemxkep /

Naresh Kumar @ \/ PykoBogutensPavanKumar Sharma
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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

CEPTUOHUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykaun®, TabaeTky, OKPLITHIE MIEHOYHOH 060109K0MH, 400Mr + 325mr

Batch No / Cepust Ne : V2200671

Batch Quantity / O6bem naptun : 776.0 Kg

Analytical Report No / AHanurn4yeckuii order Ne :
040001554041, 890001584633

Date of Analysis / laTa ananuza: 12.04.2022

Date of Manufacture / /laTa npoussojcrea : Mar-2022

Date of Expiry / Cpok rogHoctu :Feb-2027

Analysis performed according ND / Ananus nposegen no HJI: IT1 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)

*8 |Microbial limits /

yucToTa

a) Total aerobic
microbial count /
O6Lwee 4yncno
a3pobHbIX
MUKPOOPraHU3MOB

b) Total combined
yeasts and mould

OPONOKEBBIX U
nnecHesbIX rpnbos

c) E. coli

Mukpobunoriornyeckas

count / O6ujee 4ncno

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

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

Absent / OTtcyTcTByeT

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 / OTcyTcTBYE B
1r

Remarks : The Product conforms to ND/
Ilpumeuyanue: ITpoaykT coorBeTcTBYET Tpebosanusam HJI

Opinion : APPROVED
3aknaouyenue: OJJOBPEHO

Hata: 12.04. 2022

Hara: 12.04. 2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: [Tposepeno:Rahul Kumar Onobpeno: Menemxep /

Naresh Kumar @ @] PyxosoautensPavan Kumar Sharma
Print Date: Print Date: Print Date: -

JHata: 12.04.2022

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: L85195AP1984P1LC004507

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
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUDPUKAT AHAJIM3A

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

H6yKkauu®, Tab1eTKH, HOKPLITHIE ILIEHOYHOH 000104K0#, 400mMr + 325mr

Batch No / Cepusi Ne : V2200671 Batch Quantity / O6bem mapruu : 776.0 Kg

040001554041, 890001584633

Analytical Report No / AnanuTHuecKkuii oryer Ne : Date of Analysis / aTa ananu3za: 12.04.2022

Date of Manufacture / Jlata npoussogcTsa : Mar-2022 | Date of Expiry / Cpox roasocTn :Feb-2027

Analysis performed according ND / Anann3 npoeenen no HJI: TIN011252/01-110717 (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 0.9 Mokasartenb npuemnemocTn (AV)
0031poBaHNA AomkeH bbiTk He 6onee 15,0.
Ibuprofen /
nbynpodpeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 0.9 MokasaTenb npvemnemoctu (AV)
napaueTtamor JOmKeH ObiTb He Gonee 15,0.
10 |Assay/ 395.3 mg 360 to 440 mg of Ci3Hs02
KonnyecteeHHoe (Ibuprofen) per tablet /
onpepeneHne OT 360,0 mr go 440,0 mr Ci3H1s02
(uBynpodpeH) B TabneTke
324.48 mg 2925 to 357.50 mg of CgHgNO:
(Paracetamol) per tablet /
OT 292,5 mr go 357,5 mr CsHgNO:
(napaueTtamon) B TabneTke

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykt cootBeTcTByeT TpebosanusiM HJL

Opinion : APPROVED
Zaxmouenue: OJIOBPEHO

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

[loaroroeneHo: ITposepefjo:Rahul Kumar Ono6GpeHo: Menemxep /

Naresh Kumar @ ‘Z PykoBonurensPavan Kumar Sharma
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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

CEPTHOHKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykiaMH®, TabJeTKH, NOKPHITHIC NJEHOYHOH 0601049K0i, 400Mr + 325Mr

Batch No / Cepus Ne : V2200671

Batch Quantity / O6bem naptum : 776.0 Kg

Analytical Report No / AnanuTuyeckuii oTaer No :
040001554041, 890001584633

Date of Analysis / JlaTa ananu3za: 12.04.2022

Date of Manufacture / llata npousBogcTsa : Mar-2022

Date of Expiry / Cpok rognocts :Feb-2027

Analysis performed according ND / Ananu3 nposeaen no HJI: ITTNO1 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)

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 leafletin |leaflet in a carton. / o 10 TabneTok
a carton. / Mo 10 TabneTtok  |B MBX/Al 6nuctep. o 1, 2 unu 20
B MBX/Al 6nucTep. Mo 1 GrMCTEPOB B NaYKy KapTOHHYIO
6nucTepy B nayky BMECTE C UHCTPYKUMEN MO
KapTOHHYO BMECTe C NMPUMEHEHNIO.

WHCTpYKUMER No :
NPUMEHEHMIO.

12 | Labeling / MapkupoBka | According to ND / B cooteetctBum ¢ H
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHve Mpu Temnepatype He Bbitle 25 °C.

14 | Shelf life / Cpok 5 years / 5 neT

rogHoCTU

Remarks : The Product conforms to ND/
Ipumeuannue: [TpoayKT coOTBETCTBYET TpedoraHusm HJL

Opinion : APPROVED
3akaouenne: OJIOGPEHO

Prepared by /
IMoaroroeneHo:
Naresh Kumar @

Checked by /
Hposepet@n:Rahul Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep /
PykoBoautensPavan Kumar Sharma

Print Date:
IMara: 12.04. 2022

Print Date:
Jlara: 12.04. 2022

Print Date:
Jara: 12.04. 2022
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