Dr.Reddy’s Q‘:

CERTIFICATE OF ANALY

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

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

SIS www.drreddys.com

CEPTH®HKAT AHAJIH3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykaun®, Ta6aeTKH, MOKPHIThIC MJIeH04YHOil 000104KOH, 400mr + 325mr

Batch No / Cepusi Ne : V2201325

Batch Quantity / OGbem napTuy : 776.0Kg

040001601419, 890001602076

Analytical Report No / AnanuTRueckuii oTuer No

Date of Analysis / laTa ananu3sa: 22.08.2022

Date of Manufacture / Jlata npoussojcrsa : Jun-2022

Date of Expiry / Cpok rogsocrn :May-2027

Analysis performed according ND / Ananu3s nposenen no HJI: [ N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, usm. Ne 2 ot 23.09.2019)

S.
No

Test

Result

Specification

]

1 |Description [ Onucanve

Capsule-like orange-coloured

film-coated one-side scored
tablets;

on cross section- white core /
Tabnetkn KarcynosuaHowm
dhopmbl, NOKpbIThIE
[1eHoYHOM obonoukon
OpaHXeBoro LBeTa, C PUCKON
Ha OOHON CTOpPOHe; Ha

nonepeyYyHoMm paspese — 34po
Henoro uBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTkn KancynoBMAOHON
opMbl,  MOKpbITEIE  NNEHOYHON
obonouko opaHXeBoro LBeTa, C
pUCKOA Ha OOHOW CTOPOHE; Ha
nonepevyHomMm  paspese a4p0o
Gernoro unu nodTtn 6enoro UseTa

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoayxr coorBeTcTByeT TpedoBaHuam HJL

Opinion : APPROVED
Zaxiouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosieHo: TTpoeepeno: Himesh Kumar | Ono6peHo: Menemxkep /
Ramakant Q C/q\,——’/; Pykosoautens :Kusum Lata
Print Date: Print Date: Print Date:
| Hara: 22.08.2022 Hata:22.08.2022 Hara: 22.08.2022

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':
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

www.drreddys.com

CEPTUOHUKAT AHAJIM3A

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

N6ykAuH®, Ta61eTKH, NOKPBIThIE NJ1eHOYHOH 000104K0ii, 400mr + 325mr

Batch No / Cepust Ne : V2201325 Batch Quantity / O6bem naptuu : 776.0Kg

040001601419, 890001602076

Analytical Report No / Ananutnyecknii oruer Ne : Date of Analysis / laTa ananunza: 22.08.2022

Date of Manufacture / Jlata npousBoacrtea : Jun-2022 | Date of Expiry / Cpok roanocru :May-2027

Analysis performed according ND / Auanu3 nposegen no HJI: TI N011252/01-110717 (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)

2 Identification / a) Complies as prescribed/
MopnvHHOCTL 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 ynepXvBaHUs OCHOBHbLIX
MUKOB Ha XpomaTtorpaMme
UCMbITYEMOro  pactesopa  [AOSIKHbI
COOTBETCTBOBATb BpeMeHam
yaepXnsaHus nnKoB Ha
Xpomarorpamme pacteopa
cTaHAapTHbIX obpasuos
nbynpocheHa 1 napauetamona
(pasgen «KonuuectBeHHoE
onpeaenexHvey)

3 |Average weight and 975.6mg
mass uniformity /
CpeaHasa macca u
OQHOPOAHOCTL MO
mMacce

Complies /cooTBeTcTBUM C

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

Or 9409 wMr po 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 6onee = 10 %

Remarks : The Product conforms to ND/
IIpumeyanne: [IpoaykT cooTBercTByeT TpeboBaHusaM HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by / Checked by /
ITonrorosneHo: [Tposepeno: Himesh Kumar

Ramakant @ M (_—/3./’/:

Approved by: Manager/Executive /
Onob6peno: Menemxkep /
Pykopopurens :Kusum Lata

Print Date: Print Date:
JlaTta: 22.08.2022 Jata:22.08.2022

Print Date:
Jarta: 22.08.2022

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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www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6yxann®, TableTky, NOKPbIThIE nJeHouHoit 060104Koil, 400mr + 325mr

Batch No / Cepust Ne : V2201325

Batch Quantity / O6bem maprau : 776.0Kg

040001601419, 890001602076

Analytical Report No / AnaauTn4yecKuii oTyer Ne :

Date of Analysis / [laTa ananmza: 22.08.2022

Date of Manufacture / Jlata npon3soacTsa : Jun-2022

Date of Expiry / Cpox rogsoctu :May-2027

Analysis performed according ND / AHau3 npoBe/eH 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)

4 |Disintegration /
PacnagaemocTtb

11 minutes 28 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacTteopeHune

97% - 100%

96% - 100%

NLT 70% (Q) C+3H:sO2 (lbuprofen)
dissolved in 30 minutes /

He meHee 70 % (Q) CisHi1sO2
(nbynpodeH) yepes 30 MUH

NLT 70% (Q) CsHgNO2
(Paracetamol) dissolved in 30
minutes /

He meHee 70 % (Q) CsHoNO:
(napauetamon) yepe3 30 MUH

6 |Related substances /
PoacTBEHHbIE NpUMECH

0.03%

0.0001%

Total impurities of lbuprofen NMT
1.0% / Cymma npumecen
nbynpodena — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amnHodpeHon (Npumecs
napaueTamorna) — He Gonee 0,005%

7 |Water/Boga

1.5%

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

Remarks : The Product conforms to ND/ Opinion : APPROVED

Hpumeuanue: [Ipopykt coorBercTByeT Tpebosatusim HJL 3akmouenne: OJJOBPEHO

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

[ToaroTtoBieHo: [Iposepeno: Himesh Kumar | Opo6peHo: Menenxep /

Ramakant k | Pykosopurens :Kusum Lata
@W — : N\

Print Date: Print Date: Print Date:

Hara: 22.08.2022 Jata:22.08.2022 Jlara: 22.08.2022
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e ° 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
www.drreddys.com

CEPTUO®UKAT AHAJIM3A

'Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoyknuu®, Ta6aeTkH, NOKPbIThIE MIEHOYHOI 060/104K0M, 400mr + 325mr
Batch No / Cepusi Ne : V2201325 Batch Quantity / O6bem napruu : 776.0Kg

Analytical Report No / AnanuTuyeckuii oryer Ne : Date of Analysis / laTa ana/u3a: 22.08.2022 |
040001601419, 890001602076
Date of Manufacture / Jlata nponszsoactsa : Jun-2022 | Date of Expiry / Cpox rognoctu :May-2027

Analysis performed according ND / Ananus nposenen 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 / j
Mukpobuonoruyeckas
yucrtoTa Less than 10 CFU/g /
a) Total aerobic MeHee 10 KOE/r Not more than 1000 CFU/g /
microbial count / He 6onee 1000 KOE/r
O6Lwee yucno
a3pobHbIX
MUKPOOPraHN3mMoB
Less than 5 CFU/g /
b) Total combined Menee 5 KOE/r Not more than 100 CFU/g /
yeasts and mould He 6onee 100 KOE/r
count / Obwee yncno
APONOKEBBIX W

nnecHeBbIX rpMboB Absent / OTcyTtcTBYET
¢) E. coli Shall be absent in 1g / OTcyTCcTBUE B
1r
Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanue: [TpoaykT cootBercTByeT TpeGoanuam HJl | 3axmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBneHo: ITpoeepeno: Himesh Kumar | Ono6peno: Menemkep /

Ramakant t\ Pykosoautens :Kusum Lata
s ‘ NS

Print Date: Print Date: Print Date:
IaTa: 22.08.2022 Jata;:22.08.2022 Jara: 22.08.2022
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Dr.Reddy’s Q':°

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddji,
Distt. Solan, H.P.,, 173 205, INDiA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUDPUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykan®, TabneTkH, NOKPBIThIE NIEHOYHOI 060104K0#, 400Mmr + 325mr

Batch No / Cepus Ne : V2201325

Batch Quantity / O0bem mapTuu : 776.0Kg

040001601419, 890001602076

Analytical Report No / AnanuTuueckmii oTyer No :

Date of Analysis / /Iata ananu3a: 22.08.2022

Date of Manufacture / lata npouzsojcrsa : Jun-2022

Date of Expiry / Cpok rogunoct :May-2027

Ealysis performed according ND / Ananu3 nposegen mo HJL: 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, uzm. Ne 2 o1 23.09.2019)

9 |Uniformity of dosage

Acceptance value (AV) should be

units not more than 15.0 /
/ OpHOPOOHOCTL 25 MokasaTtenkb npuemremocty (AV)
0031poBaHuA JormkeH 6biTb He Bonee 15,0.
Ibuprofen /
nbynpodeH Acceptance value (AV) should be
2.2 not more than 15.0 /

Paracetamol / MokasaTtent npuemnemoctn (AV)
napaueTamort JormkeH ObiTb He Bonee 15,0.

10 |Assay/ 395.2 mg 360 to 440 mg of CiHO2
KonnuecteeHHoe (Ibuprofen) per tablet /
onpegenexve OT 360,0 mr go 440,0 mr Ci3H102

(nbynpocheH) B TabneTtke
330.43 mg

2925 to 357.50 mg of CsHsNO:2
(Paracetamol) per tablet /

Ot 292,5 mr go 357,5 mr CgHoNO>
(napaueTtamorn) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED

Hpumeuanue: [TpoyKT cooTBeTcTBYeT TpeGoBannam HI[ | 3akmouenne: OAOBPEHO

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

[ToaroToBneHo: : TIporepeno: Himesh Kumar | Ono6peno: Menenxep /

Ramakant . \ _ Pykosoautens :Kusum Lafa
gt | =— N

Print Date: Print Date: Print Date:

Jata: 22.08.2022 Jarta:22.08.2022 Jara: 22.08.2022
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q..o Dr. Reddy's Laboratories Ltd.
? { ] . i
I ’ Formulation Unit-6
r. Reddy s '. Vill. Khol, Nalagarh Road, Badd;,

Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTU®IIKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykaun®, TabaeTKH, NOKPBITbIe NIeHOYHOI 060104K0#, 400Mr + 325mr

Batch No / Cepust Ne : V2201325 Batch Quantity / Oobem maptun : 776.0Kg

Analytical Report No / AHaauTH4ecKuii oryer Ne : Date of Analysis / laTa anaau3a: 22.08.2022
040001601419, 890001602076
Date of Manufacture / JlaTa npoussoacrsa : Jun-2022 | Date of Expiry / Cpok roguocru :May-2027
Analysis performed according ND / Ananus nposeaen mo HJI: [TN011252/01-110717 (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 / Ynakoska |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 TabneTok
a carton. / Mo 10 Tabnetok  |B MBX/Al 6nucTep. Mo 1, 2 unn 20

B MBX/Al 6nncrep. Mo 1 OnncTepoB B Nayky KapTOHHYHO
OnucTepy B nayky BMECTE C UHCTPYKUMEN rno
KapTOHHY!O BMecCTe C NPUMEHEHUIO.

WHCTPYKUNEN rno

MPYMEHEHMIO.

12 | Labeling / MapkupoBska | According to ND / B cootBetctaum ¢ HJ]
13 | Storage conditions / At temperature not more than 25 °C. /

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

rofHoOCTU
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [IpoaykT cooTeercTByeT Tpebosanmsam HJI | 3akmouenne: ONOEPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoBneHo: IIposepeHo: Himesh Kumar | Ono6peno: Menemxep /
Ramakant ; — \ S PykoBoautens :Kusum 17{3 L

< = }({,r =

Print Date: Print Date: Print Date:
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