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CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIM3A

Page 1 of 5/ Ctp. 1 n3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HoyxkanH®, TabaeTKM, NOKPbIThIE MJIeHOYHOH 000704YKoii, 400 mr + 325 mr

Batch No / Cepust Ne : V2300100

Batch Qu

antity / O0bem napruu : 776.0 KG

040001740605

Analytical Report No / AHanuTHYecKkuii oT4yeT No :

Date of A

nalysis / JlaTa ananuza: 28.01.2023

Date of Manufacture / /IaTta npousBoactea : Dec-2022

Date of Expiry / Cpok roguoctn : Nov-2027

Analysis performed according ND / Anasm3 nposenen mo HJI: IT N011252/01-300522

Ne Test / IToka3arean

Results/ PesynbTaThl

Specification / Hopma

1 [Description/ Onucanune

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section - white core. /TabneTkn
KancynoBUAHOH (GOpPMbI, MOKPBITHIE
IUIEHOYHOH 000JI04KOH OpaHKeBOro
11BETa, C PUCKOH Ha OJHOH CTOpOHE;
Ha [OMepeyHOM paspe3e — SApo
Oenoro 1Bera.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
Tabnetkn  KancynoBUAHOH (hopmsl,
NIOKPEIThIE NJIEHOYHOH obonoukoii
OpPaHXXEBOTO LBETA, C PUCKOW Ha OaHOU
CTOpOHE; Ha MOMEPEHHOM pa3pese — siapo
0eJs10ro UK MovTu 6es1oro uBeTa.

Remarks : The Product conforms to ND/
Ilpumeuanne: IlponykT coorBeTcTBYeT TpeboBaHusam HJL

Opinion : APPROVED
3aknwuenue: OJJOBPEHO

Prepared by /
IloaroroBneHo:

Checked by /

[IporepeHo : Nare@s(h Kumar
/
—

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

enb Manoj Kumar hnﬂ
oy

Reprint Date: 28.01.2023
Jara:

Reprint Date: 28.01.2023
Jara:

Reprint Date: 28.01.2023
Hara:

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

£00034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2992, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www. drreddys.com



Dr.Reddy’s ":'.

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, INDiA
Tel ; 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIM3A

Page2 of 5/ Crp. 2 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HUOykauH®, TabeTKH, MOKPbIThIE IJIeHOYHOIT 00051049K0#H, 400 mr + 325 mr

Batch No / Cepust Ne : V2300100

Batch Quantity / O6bem naptuu : 776.0 KG

040001740605

Analytical Report No / AnasuTHyecknii oTyeT Ne :

Date of Analysis / [laTta ananusa: 28.01.2023

Date of Manufacture / lata npouzsoactsa : Dec-2022

Date of Expiry / Cpok rogHocrtu : Nov-2027

Analysis performed according ND / Anaunu3s nposeges mo HJI: T1 N011252/01-300522

2 Identification /
IlonnnHHOCTL

Complies as prescribed/
CoOoTBETCTBYET

The retention times 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 ynepuBaHusi OCHOBHBIX ITHKOB
Ha XpoMmaTorpamme UCTIBITYEMOrO
pacTBopa  JIOJDKHBI ~ COOTBETCTBOBATH
BpeMeHaM  YAEpXKMBaHHS THKOB  Ha
XpOMaTOrpaMMe pacTBopa CTaHJAPTHBIX
o6pa3ioB ubynpodena M mapaleramona
(paznen «KomiuecrBenHoe
omnpeaesicHUE»)

3 |Average tablets weight
Cpennsis macca
TabneToK

976.3 mg/976.3 mMr

940.9 mg to 999.1 mg
(970.0 mg + 3%) /

Or 940,9 ML 70 999.1 MT
(970,0 Mr + 3 %)

Remarks : The Product conforms to ND/
ITpumeuanue: [Iponykr coorBercTBYyeT TpebopaHusm HJI

Opinion : APPROVED
3akawuenune: OJOBPEHO

Prepared by /
[Toarotosyieno: Ankit

I(E

Checked by /
[IpoBepeno : Naresh Kumar
M
-

Approved by: Manager/Executive
/OnobpeHo:Menemxep/PykoBoaut
ens Manoj Kumar ’Ym el

Reprint Date: 28.01.2023
JlaTa:

Reprint Date: 28.01.2023
Jara:

Reprint Date: 28.01.2023
Jlara:

Registered Office: 8-2-327, Road no. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Dr.Reddy’s ":‘.

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
CEPTUDUKAT AHAJIU3A

Page3 of 5/ Ctp.3 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NoykauH®, TabjJeTK, NOKPbITHIE MIEHOYHOH 00600uKo0ii;, 400 Mr + 325 mr

Batch No / Cepus Ne : V2300100

Batch Quantity / O6bem naptuu : 776.0 KG

040001740605

Analytical Report No / AHanuTH4Yeckuii oT4er No :

Date of Analysis / lata ananusa: 28.01.2023

Date of Manufacture / /Ilata npon3soacTsa : Dec-2022

Date of Expiry / Cpok rogHocri : Nov-2027

Analysis performed according ND / Ananns nposegen mo HJI: I1 N0O11252/01-300522

4 lDisinteg‘ration /
PacnanaeMocTb

07 min /07 Mu

Not more than 30 minutes /
He 6onee 30 mun

5 |Dissolution /
PacrBopenne

97 % to 100 %

99% to 103 %

Not less than 70% (Q) Ci3H;s0,
(Ibuprofen) dissolved in 30 minutes /

He wmenee 70 % (Q) CiHisO
(nbynpoden) uepes 30 MuH

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

6 |Related substances /
PoncTBeHHble pumMecH
Method 1/ Meron 1

Method 2 / Meton 2

0.00003 %

0.04%

0.04%

4-aminophenol (paracetamol impurity) /
4-amuHOGeH0N (NpuMech NapaleraMmona)
- not more than 0.005% /

He 6onee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jliobas enunHH4Has
NpUMECh (ubynpodena Wiu
napateramona) - not more than 0.3% /

He Oonee 0,3 %

Total impurities (Method 1+ Method 2) /
Cymma npumeceit (Meron 1 + Meton 2) -
nnt mare than 0 7% / we Annee 0,7 %

Remarks : The Product conforms to ND/
IIpumeuanne: IIponykt coorBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3akmiouenue: OJOBPEHO

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

[loxrorosineno: Ankit [Ipoeepeno : Naresh Kumar /Onobpeno:Menemxep/PykoBoaut
A/ 3 ens Manoj Kumar )2‘2_{-&2{:

Reprint Date: 28.01.2023 Reprint Date: 28.01.2023 Reprint Date; 28.01.2023

Hara: Hara: Jara:

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: L85195AP1984PLCO04507

www.drreddys.com
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Dr.Reddy’s ‘;‘

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIU3A

Page 4 of 5/ Crp. 4 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykaun®, TadeTKH, MOKPbIThIE NUIEHOYHOH 0605104K0i, 400 Mr + 325 mMr

Batch No / Cepusi Ne : V2300100

Batch Quantity / O6bem naptuu : 776.0 KG

040001740605

Analytical Report No / Ananutudecknii oryer Ne :

Date of Analysis / IaTa ananu3a: 28.01.2023

Date of Manufacture / lata npousBoactia : Dec-2022

Date of Expiry / Cpox rognocts : Nov-2027

Analysis performed according ND / Ananu3s nposegen mo HJI: I1 N011252/01-300522

a) Total aerobic
microbial count /
O61ee ynucno
a3poOHBIX
MHKPOOPraHU3MOB

b) Total combined

/ Ob11ee uucio
JPOMOKEBBIX U
MIJIECHEBBIX TPUOOB

c) 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/ OtcyTcTBYET B 1T

9 |Water/Boga 1.4 % Not more than 5.0% /
He 6onee 5,0 %
10 |Uniformity of dosage Acceptance value (AV) should be not
units / 1.1 more than 15.0/
OJHOPOAHOCTD [Tokasatesb npremneMocTd (AV) fonmxeH
Jl03UpOBaHUS ObITh He Oonee 15,0
- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
1.1 more than 15.0/
- Paracetamol/ [ToxazaTens npuemneMocTd (AV) nosxeH
napaleTamon ObITh He H6osee 15,0
11 |Microbial limits /
Mukpobuonornieckas
YHCTOTA

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 lg / OtcyTcTBHE B
Ir

Remarks : The Product conforms to ND/
ITpumeuanue: [Iponykt cooTBeTcTBYeT TpeboBanuaM HJL

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by /

[ToaroroBneHo: PE

Checked by /
IIpoBepeno : Naresh Kumar
Lo

Approved by: Manager/Executive
/Ono6peno:Menemxep/Pyko BO?MT

enb Manoj Kumar w/

Reprint Date: 28.01.2023
Hara:

Reprint Date: 28.01.2023
Hara:

Reprint Date: 28.01.2023
Hara:

Registered Office: 8-2-327, 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
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Dr.Reddy’s ‘;

Dr. Reddy's Laboratories 1td.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page S of S/ Crp.5 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yknauH®, Tab1eTKH, NIOKPHIThIE IIeHOYHOH 000J104K0ii, 400 Mr + 325 Mr

Batch No / Cepust Ne :

V2300100

Batch Quantity / Oobem naprum : 776.0 KG

040001740605

Analytical Report No / Anaautnyeckuii oruer Ne :

Date of Analysis / laTa ananu3a: 28.01.2023

Date of Manufacture / Jlata npousBoacTsa : Dec-2022

Date of Expiry / Cpok roanocrtu : Nov-2027

Analysis performed according ND / Ananus nposeaen mo HJI[: TT1 N011252/01-300522

12 |Assay/

onpeaciicHue

KonnyecTreHHoe

400.8 mg / 400.8 mr

327.31 mg/327.31 mr

360.0 to 440.0 mg of Ci3H 50,
(Ibuprofen) per tablet /

Or 360,0 mr po 440,0 mr Cp;3His0-
(ubynpoden) B Tabnetke
2925 to 3575 mg
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CgHoNO,

(napaueramon) B TabyieTke

of CsHoNO,

13 | Package / Ynakoska

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
Tabnerok B [IBX/Al 6nuctep. o 1
Onucrepy B TMauyky KapTOHHYHO
BMECTE C  HHCTpyKUued 10
MPHMEHEHMUIO,

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / [To 10 Tabnerox B IIBX/Al
6nucrep. Ilo 1, 2 win 20 6nucrepos B
na4ky KapTOHHYIO BMECTe c
HHCTpYKLMeEH Mo MPUMEHEHHIO.

14 | Labeling / Mapkuposka

According to ND. / B cootBercTBHy ¢ H/I.

XpaHeHne

15 | Storage conditions /

IIpu TemnepaType He BoiLe 25 °C.

At temperature not more than 25 °C. /

FOOQHOCTH

16 | Shelf life / Cpoxk

5 years / 5 net

Remarks : The Product conforms to ND/
IIpumeuanue: [IponykT cooTBeTcTBYET TpeboBanusm HI{

Opinion : APPROVED
3axniouenue: OJJOBPEHO

Prepared by /

Ioarorosneno: Ankit
)

Checked by /
[TpoBepeHo : Narzh Kumar
N

A .

Approved by: Manager/Executive
/Ono6peto:Menemkep/PyKoBOAHT

enb Manoj Kumar Xtz 1
Ky

Jara:

Reprint Date: 28.01.2023

Reprint Date: 28.01.2023
Jarta:

Reprint Date: 28.01.2023
Jara:
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CIN: L85195AP1S84PLLCO04507
www.drreddys.com

=



