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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Page1of 5/ Ctp. 1 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
0yxcauu®, Tad/1eTKH, IOKPHITHIE IJIeHOUHOMH 060.104K0#, 400 Mr + 325 mr

Batch No / Cepus Ne : V2300270

Batch Qu

antity / Oobem maptus : 712.50 KG

1040001783546

Analytical Report No / Ananutudeckuii oruer Ne :

Date of Analysis / /laTa anaausa: 09.03.2023

Date of E

xpiry / Cpok roanocty : Jan-2028

Date of Manufacture / /lata npoussoacrsa : Feb-2023
Analysis performed according ND / Ananu3s nposegen mo HJI: TI N011252/01-300522

Ne

Test / ITokazaTesb

Results/ Pe3yabTaThbl

Specification / Hopma

1 |Description/ Onucanue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section - white core. /Tabnetku
KancynoBUAHON (OpMBI, MOKPBITHIE
IJIEHOYHOH 000J104KO0iT OpaHXeBOro
LBETa, C PUCKOH Ha OJHON CTOPOHE;
Ha TMONepeyHoM paspese Sapo
Oenoro L(BeTa.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
TabneTkn  KancyJOBWAHOH tbopmbl,
HNOKPBIThIE MJIEHOYHOH 06onoykoi
OpaHXeBOro LBETa, C PHUCKOM Ha onHOMH
CTOpPOHE; Ha MOMEPEHHOM paszpese — sapo
6enoro Wik NoYTH 6EOTo LBETA.

Remarks: The Product conforms to ND/
IIpumeuanmue: ITpoaykt cooreTcTByeT TpeboBanusam HJL

Opinion: APPROVED
3akmouenue: OJJOBPEHO

Prepared
bylloarorosneno: Kushal

Kumar
| ud

Checked by /
[TpoBepeHo: Naresh Kumar

a

Approved by: Manager/Executive
/OnobpeHo:Menemxkep/PykoBoaur

ens : Kusum Lata >> g -

Reprint Date: 09.03.2023
Hara:

Reprint Date: 09.03.2023
Jara:

Reprint Date: 09.03.2023
Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
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CEPTUOUKAT AHAJIM3A

Page 2 of S/ Cyp.2 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HUG6ykaAnH®, TabaeTKH, NOKPBIThIE NJeHOYHOI 000,104K0#, 400 mr + 325 mr

Batch No / Cepus No : V2300270

Batch Quantity / O6bem naptum : 712.50 KG

040001783546

Analytical Report No / Ananurndeckuii order Ne : Date of Analysis / [lata ananu3a: 09.03.2023

Date of Manufacture / ata npousgoacria : Feb-2023 |Date of Expiry / Cpok rogsoctu : Jan-2028

Analysis performed according ND / Anasn3 nposeaen mo HJI: [T N011252/01-300522

2 Identification / Complies as prescribed/ The retention times of the main peaks on
[TonnmHHOCTB 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) /

BpemeHa ynepxuBaHHsl OCHOBHBIX [TMKOB
Ha XpoMaTorpaMmme HCIIBITYEMOrO
pacTBopa  JOJKHBl  COOTBETCTBOBATD
BpeMEHaM  yOEepXUBaHWst [MHKOB  Ha
XpoMaTorpaMMe pacTBopa CTaHAApTHBIX
obpasuoB ubynpodeHa u napaueramona

(paznen «KonuuectseHHoe
ofnpeseNieHHe»)
3 | Average tablets weight 968.9 mg / 968.9 mr 940.9 mg to 999.1 mg
Cpenusist Macca (970.0 mg +3%) /
TabneTox Or 9409 wMmr go 9991 Mr
(970,0 Mr £ 3 %)
Remarks: The Product conforms to ND/ Opinion: APPROVED
IIpumeuanne: [IpoaykT cooTseTcTBYET TpeboBanusm HJT 3akmouenne: OJJIOBPEHO
Prepared Checked by / Approved by: Manager/Executive
bylloarororneHo: Kushal | IIpoeepeno: Naresh Kumar /Onobpeno:Meuekep/PykoBoauT
Kumar = ‘ enb : Kusum Lata -
G- b i
Reprint Date: 09.03.2023 Reprint Date: 09.03.2023 Reprint Date: 09.03.2023
Jlara: Hara: JlaTa:
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, IND|A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIU3A

Page 3 of 5/Crp.3 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MNoykanH®, TabneTKu, NOKPbIThIE IJeHOYHOI 000/104K0i1, 400 mr + 325 mr

Batch No / Cepust Ne : V2300270

Batch Quantity / O6bem naptuu : 712.50 KG

040001783546

Analytical Report No / Ananutndyeckuii otyer Ne :

Date of Analysis / JlaTta ananu3za: 09.03.2023

‘|Date of Manufacture / lata npouszsoactsa : Feb-2023

Date of Expiry / Cpok roguocrty : Jan-2028

Analysis performed according ND / Ananu3 npoeened mo HJI: TT NO11252/01-300522

4 |Disintegration /
Pacnagaemoctb

07 min /07 mu

|Not more than 30 minutes /
IHe oonee 30 MUH

5 |Dissolution /
PactBopenne

96 % to 100 %

98 % to 102 %

[Not less than 70% (Q) Ci;3H;s0,
1(Ibuprofen) dissolved in 30 minutes /

He wmenee 70 % (Q) CiHisOq
(u6ynpoden) vepes 30 muH

Not less than 70% (Q) CsHoNO,
(Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) CsHoNO»
(napauetamod) yepes 30 MUH

6 |Related substances /
PoacTeeHHbIE HpUMECH
Method 1/ Meron 1

Method 2 / MeToz 2

0.0002 %

0.04%

0.04%

4-aminophenol (paracetamol impurity) /
4-amuHodeHoN (MpUMech napaueraMmona)
- not more than 0.005% /

He 6oxee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jliobas  exnuHU4Has
npHuMech (bynpodena WU
napatietamosa) - not more than 0.3% /

He 6oinee 0,3 %

Total impurities (Method 1+ Method 2) /
Cymma npumeceii (Merton 1 + Meton 2) -
not more than 0.7% / e 6onee 0,7 %

Remarks: The Product conforms to ND/
Ipumeuanne: [Ipoaykt cooreTcTBYeT TpeboBanusm HJL

Opinion: APPROVED
3akmwuenune: OJIOBPEHO

Prepared
bylloarororneno: Kushal

Kumar @\___
(

Checked by /
[IpoBepeHo: Naresh Kumar

(4

Approved by: Manager/Executive
/OnobpeHo:Menemxep/PykoBoaut

enb : Kusum Lata : : =

Reprint Date: 09.03.2023
Jara:

Reprint Date: 09.03.2023
Jara:

Reprint Date: 09.03.2023
Jlara:
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, IND|A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIM3A

Page 4 of S/ Ctp.4 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
UGy 1HH®, TaG1eTKH, IOKPLITHIE MNIEHO4YHOI 000104K0#, 400 Mr + 325 mr

Batch No / Cepus Ne : V2300270

Batch Quantity / Oobpem maprun : 712.50 KG

040001783546

Analytical Report No / Ananntu4yecknif order N :

Date of Analysis / /laTa ananusa: 09.03.2023

Date of Manufacture / Jlata npousBoacrsa : Feb-2023

Date of Expiry / Cpok roasocty : Jan-2028

Analysis performed according ND / Anaius nposeaes nmo H/I: T1 N011252/01-300522

a) Total aerobic
microbial count /
O6buee ynciIo
adpoOHBIX
MHKPOOPTaHU3MOB

b) Total combined
yeasts and mould count
/ Obiuee 4ucno
JPOMOKEBBIX U
NJIeCHEBbIX IpubOB

c) E. coli

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

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

Absent / OTcyTCTBYET

7 |Water/ Bona 1.3% Not more than 5.0% /
He 6onee 5,0 %
8 |Uniformity of dosage Acceptance value (AV) should be not
units / 2.5 more than 15.0/
OnHOPOIHOCTh [Mokasarens npuemnemocty (AV) noskeH
JIO3UpPOBAHMUS ObITH HE Oontee 15,0
- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
1.2 more than 15.0 /
- Paracetamol/ [TokazaTenb npuemsieMocty (AV) njoskeH
napaueTaMmout ObITh He Donee 15,0
9 |Microbial limits /
MukpoGronorudeckas
4KCTOTA

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 / OtcyrcTBHE B
Ir

Remarks: The Product conforms to ND/
IIpumeuanne: [Ipoaykr cooTBeTcTBYET TpeboBanusaM HJI

Opinion: APPROVED
3axnwuenune: OJJOBPEHO

Prepared
bylloarotosneno: Kushal

Kumar @_;_

Checked by /
[Tposepeno: Naresh Kumar

L

Approved by: Manager/Executive
/Ono6peHo:MeHexep/PykoBoaUT

enb : Kusum Lata \Q .ﬁ/./

Reprint Date: 09.03.2023
Hara:

Reprint Date: 09.03.2023
Jara:

Reprint Date: 09.03.2023
Jara:
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Dr. Reddy's Laboratories Ltd,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND|A
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIM3A

Page 5 of 5/ Crp.5 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
UG6yknnH®, TabJaeTKH, MOKPBIThIE JIeHOYHOH 0001049K0ii, 400 mr + 325 mr
Batch No / Cepusi Ne : V2300270 Batch Quantity / O6bem naptuu : 712.50 KG
Analytical Report No / AHanuTu4yeckuii oTyer No : Date of Analysis / /lata ananusa: 09.03.2023
040001783546
Date of Manufacture / lata npousBoactsa : Feb-2023 |Date of Expiry / Cpok roanocry : Jan-2028
Analysis performed according ND / Ananu3 nposegen nmo HJI: I1 N011252/01-300522
10 |Assay/ 360.0 to 440.0 mg of C;3Hi0,
KonnuectBeHHoOE 388.2 mg/388.2 mr (Tbuprofen) per tablet /
ornpenesenne Or 360,0 mr nmo 440,0 mr C;3HisO»
(ubynpoden) B Tabnetke
292.5 to 3575 mg of CsHoNO-
320.06 mg / 320.06 mr (Paracetamol) per tablet /
Ot 2925 mr go 357,5 mr CgHoNO:
(nmapaueTamos) B TabneTke
11 | Package / YnakoBka 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. / [To 10 Tabnetox B I[IBX/Al
tabnerok B [IBX/Al 6nucrep. [To 1 |6auctep. ITo 1, 2 unu 20 6aucrepos B
onucrtepy B Mauky KapTOHHYIO |madky KapTOHHYO BMECTE Cc
BMECTE C MHCTPYKLHEH UHCTPYKLMEN 10 MPUMEHEHHIO.
| 10 IPUMEHEHHIO. |
12 | Labeling / Mapkuposka| According to ND. / B coorsetctBun ¢ HJL.
13 | Storage conditions / At temperature not more than 25 °C. /
XpaseHue ITpu Temneparype He Bblle 25 °C.
14 | Shelf life / Cpok 5 years / 5 net
rOJIHOCTH

Remarks: The Product conforms to ND/

Ilpumeuanue: [Iponykr cootBeTcTBYET Tpeboanusam HJI

Opinion: APPROVED
3akmouenue: OJJOBPEHO

Prepared
bylloarotoeneno: Kushal
Kumar -

Checked by /
[TpoBepeno: Naresh Kumar

®

——

Approved by: Manager/Executive
/Ono6peno:Menemxep/Pykosoaut

ensb : Kusum Lata ;; SQ’,V

Reprint Date: 09.03.2023

Jara: Jara:

Reprint Date: 09.03.2023

Reprint Date: 09.03.2023
JlaTta:
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