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CERTIFICATE OF ANALYSIS
CEPTUDOHKAT AHAJIM3A

Page1ofS/Crp. 135

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOykanu®, TabaeTkH, MOKPHIThIE NIeHOYHOI 060/104K0#, 400 mr + 325 mr

Batch No / Cepust Ne : V2300055

Batch Quantity / Oobem napruu : 727.5.0 kG

040001731190

Analytical Report No / Ananurndeckuii oTyer Ne :

Date of Analysis / JlaTa anaausa: 14.01.2023

Date of Manufacture / Jlata npon3ssoactsa : Dec-2022

Date of E

xpiry / Cpox roganoctu : Nov-2027

Analysis performed according ND / Ananns nposeaen no HJI: ITN011252/01-300522

Ne Test / IToxa3zaTenn

Results/ Pe3yapTatsl

Specification / Hopma

1 |Description/ Onucanne

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section - white core. /Tabnetku
KarcyJOBUIHOH (OPMBbI, MOKPBITHIE
TUIEHOYHOH 000JIOYKO OpaHKEeBOro
LBeTa, C PUCKOI Ha OJHOH CTOpOHE;
Ha TNOMEepeyHOM paspese — AApO
Oenoro LBeTa.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
TabneTkn  KamncynoBHIHOM bopmbl,
NOKPBITHIE IUIEHOYHOMW obonoukoii
OpaHXXeBOro 1BeTa, ¢ PUCKOH Ha OAHOH
CTOpPOHE; Ha MOINEpPEeYHOM paspese — SAapo
6eJI0ro WM MoyTH 6enoro LBeTa.

Remarks : The Product conforms to ND/
Ilpumeyanue: [IpoaykT cooTBeTcTBYET TpeboBanuamM HJI

Opinion : APPROVED
3akmoyenue: OJJOBPEHO

Prepared by /
[TonrotosneHo: Naresh

Kumar @

-

Checked by /
[TporepeHo :Pardeep Kumar

Approved by: Manager/Executive
/Ono6peHo:MeHenxep/PykoBoguT
enb Amit Kumar

{\4\7

Reprint Date: 14.01.2023
Hara:

Reprint Date: 14.01.2023
Jara:

Reprint Date: 14.01.2023
Jlara:
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CEPTUD®UKAT AHAJIU3A

Page 2 of 5/ Ctp. 2 u3 5

IMpumeuanne: [Tpoaykt cooTBeTcTBYET TpeboBanusm HJL

3akmoyenue: OJJOBPEHO

Prepared by /
TToarorosneHo: Naresh

Kumar
(v

-

Checked by /
[TpoeepeHo :Pardeep Kumar

Approved by: Manager/Executive
/Ono6peno:MeHemxep/Pykosoaur
ens Amit Kumar

Reprint Date: 14.01.2023

Reprint Date: 14.01.2023
Jara: Hara:

Reprint Date: 14.01.2023
Jara:

Registered Office: 5-2-337, 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

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykauH®, TabJ1eTKH, NOKPHIThIE INIeHOYHOi 060104K0#, 400 Mr + 325 mr
Batch No / Cepusi Ne : V2300055 Batch Quantity / Oobem naptuu : 727.5.0 kG
Analytical Report No / AnaauTnyeckuii oryer Ne : Date of Analysis / JlaTa ananusa: 14.01.2023
040001731190
Date of Manufacture / Jlata npousBoacrsa : Dec-2022 |Date of Expiry / Cpok roaHocTs : Nov-2027
Analysis performed according ND / Anasms nposenen no HII: 1 N011252/01-300522
2 Identification / Complies as prescribed/ The retention times of the main peaks on
[TonnuHHOCTD CoOTBETCTBYET 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) /
BpeMmeHna ynep:KuBaHHS OCHOBHbBIX MUKOB
Ha XpOMaTOrpaMMe UCTIBITYEMOI0
pacTBOpa  JIOJDKHBI ~ COOTBETCTBOBATh
BpeMeHam  yIAep)KMBaHWS [UKOB  Ha
XpPOMATOrpaMME PacTBOPA CTAHAAPTHBIX
obpasioB ubynpodeHa W mapareramona
(paznen «KonnyectBeHHOE
onpeneneHue»)
3 |Average tablets weight 971.5mg/971.5 mr 940.9 mg to 999.1 mg
CpenHsis Macca (970.0 mg = 3%) /
TabJIeTOK Or 9409 wMr 1o 9991 MT
(970,0 Mr £+ 3 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED
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CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIM3A

Page3 of 5/Crp.3u35

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
U6y kaun®, TabaeTKi, NOKPHITHIE MIIEHOYHOI 060.104KO0i, 400 mr + 325 mr

—

Batch No / Cepust Ne : V2300055

Batch Quantity / O6bem maprun : 727.5.0 kG

040001731190

Analytical Report No / AnanuTudeckuii oryer Ne :

Date of Analysis / JlaTa ananusa: 14.01.2023

Date of Manufacture / [lata npoussozacrsa : Dec-2022

Date of Expiry / Cpox rognoct : Nov-2027

Analysis performed according ND / Anaju3 npogefes no HJI: [1N011252/01-300522

4 |Disintegration /
PacnapgaemocTb

03 min /03 mu

Not more than 30 minutes /
He 6onee 30 MuH

5 |Dissolution /
PactBOpenune

94% to 99 %

99% to 102 %

6 |Related substances /
PopcTBeHHbIE TPUMECH
Method 1/ Meton 1

Method 2 / MeTon 2

Not Detected

0.03%

0.03%

Not less than 70% (Q) CisHisO2
(Ibuprofen) dissolved in 30 minutes /

He wmewee 70 % (Q) CisHisOx
(ubynpoden) uepes 30 mMuH

Not less than 70% (Q) CsHoNO:
(Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) CsHoNO2
(napaueramon) yepes 30 MUH
4-aminophenol (paracetamol impurity) /
4-amuHOGMEHON (MPUMECH MapaleTaMmona)
- not more than 0.005% /

ne 6onee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jlrobas eIMHHYHAL
npUMech (ubynpodena WK
naparneramosa) - not more than 0.3% /

He Goiee 0,3 %

Total impurities (Method 1+ Method 2) /
Cymma npumeceit (Meron 1 + Meron 2) -
not more than 0.7% / "e 6onee 0,7 %

Remarks : The Product conforms to ND/
IIpumeuanue: [Tpoaykr cooTBeTcTBYET TpeboBanusm HJL

Opinion : APPROVED
3akmouenne: OJIOBPEHO

Prepared by /
IMoarorosneHo: Naresh

Kumar @

Checked by /
[Mposepeno :Pardeep Kumar

Approved by: Manager/Executive
/O no6peno:MeHnemxkep/PykoBoauT
enb Amit Kumar

A=

Reprint Date: 14.01.2023
JlaTa:

Reprint Date: 14.01.2023
Hara:

Reprint Date: 14.01.2023
Hara:
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CERTIFICATE OF ANALYSIS
CEPTU®HKAT AHAJIM3A

Paged of 5/ Crp.4 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
U6yann®, TadaeTki, NOKPLIThIE MIeH04HO0H 060.104K0if, 400 mr + 325 Mr

Batch No / Cepusa Ne : V2300055

Batch Quantity / O6bem mapruu : 727.5.0 kG

040001731190

Analytical Report No / AHanuTudeckuii oraer Ne :

Date of Analysis / Jlata anaausa: 14.01.2023

Date of Manufacture / Jlara nponsBoactsa : Dec-2022

Date of Expiry / Cpok roauocts : Nov-2027

Analysis performed according ND / Anasiu3 nposeaes no HII: [TN011252/01-300522

a) Total aerobic
microbial count /
Obuiee uucno
a’pOOHBIX
MHKPOOPTraHH3MOB

b) Total combined
/ Obluee yncio
JIPOACOKEBBIX 1

TIJIECHEBBIX TPHOOB

¢) E. coli

yeasts and mould count

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

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

Absent in 1g/ OTcyTCcTBYET B 1T

9 |Water/Boaa 1.3% Not more than 5.0% /
He 6onee 5,0 %
10 |Uniformity of dosage Acceptance value (AV) should be not
units / 1.7 more than 15.0 /
OnHOpOAHOCTh [TokazaTens npruemieMocTh (AV) nomken
JIO3UPOBAHUS ObITH He Gonee 15,0
- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
1.6 more than 15.0 /
- Paracetamol/ TTokazaTenb npuemyieMocTh (AV) n0ImKeH
napateTramo OBITH He boJiee 15,V
11 |Microbial limits /
Mukpobuonornyeckas
YHUCTOTA

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 / OrtcyTcTBUE B
Ir

Remarks : The Product conforms to ND/
Ipumeuanue: [Iponykr coorBercTByeT Tpedosanuam HJL

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /
[Moarotosneno: Naresh

Kumar éz
{

e

Checked by /
[TpoeepeHo :Pardeep Kumar

g

Approved by: Manager/Executive
/Onobpeno:Menemxep/PykoBoauT
enb Amit Kumar
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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
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Page S of 5/ Ctp. 53 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykanH®, TabaeTKH, NOKPbIThIE NIEHOYHOH 000/104KOii, 400 mr + 325 mr
Batch No / Cepus Ne : V2300055 Batch Quantity / O6bem naprau : 727.5.0 kG
Analytical Report No / AHanuTH4ecKnii oTyeT No : Date of Analysis / lata ananu3a: 14.01.2023
040001731190
Date of Manufacture / Jlata npoussoacrsa : Dec-2022 |Date of Expiry / Cpox roasoctu : Nov-2027
Analysis performed according ND / Anasnn3 nposenen no HJI: IT N011252/01-300522
12 |Assay/ 3600 to 440.0 mg of CiHisOr
KonnuecTBeHHOE 392.1 mg/392.1 mr (Ibuprofen) per tablet /
onpeneeHne Ot 360,0 mr go 440,0 mr Ci3HisOs
(u6ynpodeH) B Tabnerke
2925 to 357.5 mg of CsHoNO,
318.97 mg/318.97 mr (Paracetamol) per tablet /
Or 292,5 mr pmo 357,5 mr CgHoNO;
(napauetamoln) B TableTKe
13 | Package / YnaxoBka 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/Al blister. 1, 2 or 20
blister and a patient information |blisters and a patient information leaflet
leaflet in a carton. / Ilo 10 [in a carton. / ITo 10 Tabnerox r TIRX/AI
tabnerok B [IBX/Al 6ancrep. [lo | |Ouncrep. [To 1, 2 unu 20 Oamcrepos B
OnucTepy B Ma4YkKy KapTOHHYHIO |Hauky KapTOHHYIO BMECTE c
BMECTE C  HMHCTPYKLMEH MO |WHCTpYKLHWEH N0 MPUMEHEHHU!IO.
TIPHMEHEHMUIO.
14 | Labeling / Mapkuposka| According to ND. / B coorserctBuu ¢ H/I.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue [1pu Temneparype He Bbile 25 °C.
16 | Shelf life / Cpox S years/ 5 ner
rOIHOCTH

Remarks : The Product conforms to ND/
Ipumeuanne: [TpoaykT cooTBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3akmovyenue: OJJOBPEHO

Prepared by /

Kumar

&

—

IMoarotroeneno: Naresh

Checked by /
[Tpoeepeno :Pardeep Kumar

Approved by: Manager/Executive
/Ono6peHo:Menemkep/PykoBoaur
ens Amit Kumar

N
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