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

CEPTH®UKAT AHAJIU3A

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

HA0ykan®, TabneTKkH, NOKPHITHIE IJIEHOYHOIH 000104K0i, 400Mr + 325Mr

040001534049 890001577705

Batch No / Cepusi Ne : V2200392 Batch Quantity / O6bem mapTum :
776.0000 Kg
Analytical Report No / AHauTH4yeckuii oTder Ne : Date of Analysis / JIaTa ananusa: 10.03.2022

Date of Manufacture / lata npon3Boacrsa : Feb-2022 |Date of Expiry / Cpok rogaocts :Jan-2027

Analysis performed according ND / Ananns nposenen mo HJI: I1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ n3m. Ne 1 ot 06.09.2018,

u3M. Ne 2 o1 23.09.2019)

S. Test Result
No

Specification

1 |Description / Onucanue |Capsule-like orange-coloured
film-coated one-side scored
tablets;

on cross section- white core /
Tabnetku KancynosugHou
dhopmbl, NOKpbITLIE
NIEeHOYHOM obono4kon
OpaHXeBOro UBeTa, C PUCKOW
Ha OOHON CTOpOHE;, Ha
nonepeyYyHoM paspese — g4po
Henoro useta

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / Tabnetknm KancynosBuaHon
chopmbl,  MOKPbLITBEIE  NMAEHOYHOMK
00onoYko opaHxeBoro LuseTa, €
pUCKOM Ha OAHOW CTOPOHe; Ha
nonepeYyHoM paspese —  d4po
Benoro vnu noytu Gesoro LBeTa

Remarks : The Product conforms to ND/
Hpumeuanue: Ilpoaykr coorBeTcTBYeT TpeboBanusm HJ{

Opinion : APPROVED
3axkmouenue: ONOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneHo: C IIpoBepeno: Onobpeno: Menemxep /
Naresh Kumar v/ Pardeep Kumar PykoBoauTens \
- DJ’—L// Kusum Lata
Print Date: Print Date: Print Date:
Hara: 10.03.2022 Hara: 10.03.2022 Hara: 10.03.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
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
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CEPTHOUKAT AHAJIU3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyxmH®, TabaeTKkH, MOKPBHITHIE ILIEHOYHOI 000/109K0ii, 400Mr + 325Mr

Batch No / Cepus Ne : V2200392

Batch Quantity / O6bem napThu :
776.0000 Kg

Analytical Report No / AHannTHYeckuii oTyer No :
040001534049 890001577705

Date of Analysis / lata anann3a: 10.03.2022

Date of Manufacture / lata npou3Boactea : Feb-2022

Date of Expiry / Cpok roanocts :Jan-2027

Analysis performed according ND / Anasus nposeaen mo HJI: ITT1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

2

Identification /
MoanuHHOCTL

a) Complies as prescribed/
B cooTtBeTCcTBUM C
onucaHuem

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
N1KOB Ha XpomaTorpamme
UCMbITYEMOro  pacTeopa  AOSKHbI
COOTBETCTBOBATL BpeMeHam
yAEpPXKMBAHKA nuKoB Ha
XpomaTtorpammve pacTteopa
CTaH4apTHbIX obpasuos
néynpoceHa 1  napauetamona
(pasgen «KonuuyecteeHHoe
onpefenexHne)

Average weight and
mass uniformity /
CpepHsist macca u
0OHOPOAHOCTb NO
macce

971.3 mg

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

Ot 9409 wmr po 9991 wmr
(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 6onee + 10 %

Remarks : The Product conforms to ND/
IIpumeuanne: IlponykT coorBeTcTByeT Tpebosanusm H]I

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Jara: 10.03.2022

Jara: 10.03.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: IIpoBepeno: Opnobpeno: Menemkep /
Naresh Kumar @ Pardeep Kumar f PyxoBonutens .
e ” Kusum Lata
Print Date: Print Date: Print Date:

Jara: 10.03.2022

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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CEPTHOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykanH®, TabaeTkH, IOKPLITHIE IIEHOYHOH 060J104KOH, 400mr + 325mr

Batch No / Cepus Nt : V2200392 Batch Quantity / O6bem napTumu :
776.0000 Kg
Analytical Report No / Anamurudeckuii otaer Ne : Date of Analysis / [Iata anann3za: 10.03.2022

040001534049 890001577705

Date of Manufacture / Jlata npoussoactsa : Feb-2022  |Date of Expiry / Cpok rogsoct :Jan-2027

Analysis performed according ND / Anayns nposegen mo HJI: I1 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)

4 |Disintegration / 07 minutes 48 seconds Not more than 30 minutes /
Pacnapaemoctb He 6onee 30 MyH

5 |Dissolution / 97% - 100% NLT 70% (Q) C13aH1s02 (Ibuprofen)
PactesopeHue dissolved in 30 minutes /

He wmerHee 70 % (Q) CizH«O2
(n6ynpoden) yepes 30 MUH

NLT 70% Q) CsHoNO2
97% - 99% (Paracetamol) dissolved in 30
minutes /

He meHee 70 % (Q) CsHoNO:2
(napauetamon) Yyepes 30 MuH

6 |Related substances / BDL Total impurities of Ibuprofen NMT
PopncteeHHble npumecH 1.0% / Cymma npumecei
néynpocbeHa — He Bonee 1,0 %
0.0002% 4-aminophenol (Paracetamol

impurity) NMT 0.005% /
4-ammHodeHon (npumechb
napaueTamorna) — 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
Hpumeuanne: [Ipoaykt cootseTcTByeT TpeGosanusam HJl | 3akmouenne: OLNOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToByeHo: [IposepeHo: Ono6peno: Menemxep /

aresh Kumar /U_/ Pardeep Kumar PykoBonautens Qég -

— Kusum Lata ‘Ey

Print Date: Print Date: Print Date:
JHara: 10.03.2022 Jata: 10.03.2022 Jara: 10.03.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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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

CEPTHOHUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykauu®, TabaeTKH, HOKPHIThIE ILIEHO4HOi 06004K0i, 400Mr + 325mr

Batch No / Cepusa Ne : V2200392

Batch Quantity / O6bem napTuu :
776.0000 Kg

Analytical Report No / AnanaTH4ecknii order Ne :
040001534049 890001577705

Date of Analysis / JlaTa ananu3za: 10.03.2022

Date of Manufacture / /lata npon3Boicrsa : Feb-2022

Date of Expiry / Cpok roguoctH :Jan-2027

Analysis performed according ND / Anasms nposeges mo 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, u3m. Ne 2 ot 23.09.2019)

*8 |Microbial limits /

uucToTa

a) Total aerobic
microbial count /
O0Lee yncno
a3pobHbIX
MUKPOOPraHU3MOoB

b) Total combined
yeasts and mould

APOACKEBDBIX U

¢) E. coli

Mwukpobuonoruyeckas

count / ObLyee 4ncno

nnecHeBbIX rpubos

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

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

Absent / OTcyTcTBYyeT

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
ir

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [Ipoayxt cooteercTayet Tpebosanuam HJI | 3akmoyenne: ONIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: [IpoBepeHo: Ono6peno: Menemxep /
Naresh Kumar Pardeep Kumar i PykoBoautens =

é, g Kusum Lata @p
Print Date: Print Date: Print Date:
Jara: 10.03.2022 Hara: 10.03.2022 Hara: 10.03.2022
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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

CEPTU®HKAT AHAJIM3A www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykauH®, TabsieTKH, NOKPbIThIE MJIeHOYHOH 000/104K0H, 400Mr + 325Mr

Batch No / Cepust Ne : V2200392

Batch Quantity / O6bem napTum :
776.0000 Kg

Analytical Report No / AHanuTH4yecKHuii oTdyeT No :
040001534049 890001577705

Date of Analysis / lata anaau3za: 10.03.2022

Date of Manufacture / IaTta npousBojactsa : Feb-2022

Date of Expiry / Cpok roguocru :Jan-2027

Analysis performed according ND / Ananus nposeaen mo HJI: [T 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 /
/ OaHopoAHOCTb 0.8 MokazaTtens npuemnemocTtu (AV)
[031poBaHus BormkeH beiTb He 6onee 15,0.
Ibuprofen /
néynpodeH Acceptance value (AV) shouid be
not more than 15.0 /
Paracetamol / 0.9 Mokasartenb npuemnemocT (AV)
napauetamon JomkeH ObiTb He Gonee 15,0.
10 |Assay/ 397.5 mg 360 to 440 mg of Ci3H1502
KonuyecTteeHHoe (Ibuprofen) per tablet /
onpegeneHve Ot 360,0 mr go 440,0 mr Cq3H40:2
(nbynpodreH) B TabneTke
322.85 mg 292.5 to 357.50 mg of CgHoNO,
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CsHgNO,
(napauetamon) B TabneTke

Remarks : The Product conforms to ND/
Npuveuanue: [poaykr coorsércTyet TpeGosanusam HI | 3akmouenne: OIOBPEHO

Opinion : APPROVED

Prepared by /

IToarotrosneHo:

Naresh Kumar Q
z-

Checked by /
[posepeHo:

Pardeep Kumar QL.’

Approved by: Manager/Executive /
OnobpeHo: Menemxep /

PykoBoautens A
Kusum Lata &%’o/

Print Date:
Jarta: 10.03.2022

Print Date:

Hata: 10.03.2022

Print Date:
Harta: 10.03.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emall: mail@drreddys.com
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Qe Dr. Reddy's Laboratories Ltd.
Dr. Reddy’s ... Formuiation Unit-6
5 Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS .\ drreddys.com

CEPTUDOUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HO6ykaua®, TabaeTKH, TOKPHIThIE M1eHO4HOH 060/109K0i, 400mr + 325mr

Batch No / Cepust Ne : V2200392 Batch Quantity / O6bem napTuu :
776.0000 Kg
Analytical Report No / Ananutndecknii ordet Ne : Date of Analysis / laTa ananu3a: 10.03.2022

040001534049 890001577705

Date of Manufacture / Jlata npousBogacTea : Feb-2022 | Date of Expiry / Cpok rogsocts :Jan-2027

Analysis performed according ND / Anasnu3s nposenen no HJ: TIN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. 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. / Mo 10 TabneTok
a carton. / Mo 10 Tabnetok |8 MBX/Al 6nuictep. Mo 1, 2 nnmn 20

B MBX/Al 6nuctep. Mo 1 GnMCTEpPOB B NaYKy KapTOHHYHO
OnncTepy B Nauky BMECTEe C MHCTPYKLMEN o
KapTOHHYO BMeECTe C NPUMEHEHNIO.

WHCTPYKUMEN no

NPUMEHEHMIO.

12 | Labeling / MapknpoBka | According to ND / B cootBeTcTBMM ¢ H
13 | Storage conditions / At temperature not more than 25 °C. /

XpaHeHve Mpu Temnepatype He Bbiwe 25 °C.
14 | Shelf life / Cpok 5 years /5 net
roAHOCTH
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Ipoaykt cootBeTcTByeT TpeGosanusam HJI | 3axmouenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: IIpoBepeHo: OnobpeHo: Menenxep /

- Kusum Lata

Naresh Kumar @ Pardeep Kumar ‘( P Pykoroaurens .
, = ‘\ : ; o5

Print Date: Print Date: Print Date:
Jara: 10.03.2022 Jara: 10.03.2022 Hata: 10.03.2022
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