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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOHKAT AHAJIN3A

Page 1 of 5/ Ctp. 1 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNOoykaHH®, Tab1eTKH, NOKPbIThIE IJIeHO4YHOI 060J104K0ii, 400 Mr + 325 mr

Batch No / Cepnsa Ne : V2300259

Batch Quantity / O6sem naptuu : 727.5 KG

Analytical Report No / Ananntu4ecknii oTuer Ne ;
040001762239

Date of Analysis/ JlaTa ananu3za: 16.02.2023

Date of Manufacture / lata npouzBogacrsa : Feb-2023

Date of Expiry / Cpok rogHoctu : Jan-2028

Analysis performed according ND / Anaau3 npoeeaen no HJI: T1 N011252/01-300522

No

Test / Iloka3zaTenn

Results/ Pe3yabTaThl

Specification / Hopma

1

Description/ Onucanne

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section - white core. /Tabnerku
KancyJoBUIAHOH (OpMBI, MOKPBITHIE
IJIEHOHYHOH 00O0MOYKOH OpaHKEeBOro
IBETa, C PUCKOI Ha OJHOH CTOpOHE;
Ha TONEpPeYyHOM paspese — SAPO
6es0ro nBeTa.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
Tabnerkn  KxancynoBUAHOH  bopMmbl,
HOKPBITHIE IIEHOYHOR obonoukoi
OpaHKeBOTO 1IBETa, C PUCKON Ha OJHOM
CTOpOHE; Ha ITOMEPEHHOM paspese — sApo
6e510ro MK MouTH 6eNoro LBeTa.

Remarks: The Product conforms to ND/
Ilpumeuanue: [Iponykt coorBercTByeT TpeboBanusm HJT

Opinion: APPROVED
3akmouenue: OJOBPEHO

Prepared by / Checked by /
[Toarorosneno: Ramakant | IIpoeepeno: Pardeep Kumar

l'ad‘ 1 _

Approved by: Manager/Executive
/Onobpeno:Menemxep/PykoBoaur

enb : Manoj Kumar

Reprint Date: 16.02.2023
Jlara:

Reprint Date: 16.02.2023
Jara:

Reprint Date: 16.02.2023
Jlarta:

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 ":"

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

Vill. Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHO®UEAT AHAJTH3A

Page2 of 5/Crp.2 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
No6ykaun®, TabaeTKH, IOKPHITHIE I1eHouHOii 06010o4Koii, 400 Mr + 325 mr

Batch No / Cepust Ne : V2300259

Batch Quantity / O6sem naprtuu : 727.5 KG

040001762239

Analytical Report No / Ananurniecknii oT4yer Ne :

Date of Analysis / laTa ananu3a: 16.02.2023

Date of Manufacture / Jlata npou3BoacTa : Feb-2023

Date of Expiry / Cpok rogHoctH : Jan-2028

Analysis performed according ND / Ananu3 nposeges mo HJI: [T N011252/01-300522

2 Identification /
IMoguHHOCTE

Complies as prescribed/
CoOTBETCTRYET

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) /
BpeMmeHa ynep>KUBaHHA OCHOBHBIX MHKOB
Ha XpoMaTorpaMme HCTIBITYEMOTO
pactBopa  JOJDKHBl  COOTBETCTBOBATh
BpEMEHaM  YIEep)XMBaHHS TIMKOB  HA
XpOMaTorpaMMe pacTBOpa CTaHJapTHBIX
o6pasioB HOynpodeHa M napaneramosa
(pazaen «Kon4yecTBeHHOE
oTIpe/IeNIEHHEN)

3 |Average tablets weight
Cpennssa Macca
TabneTox

974.3 mg/ 974.3 mMr

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

OT 940,9 MI 70 999.1 MT
(970,0 Mr + 3 %)

Remarks: The Product conforms to ND/
ITpumeuanue: [Tponykr coorBeTcTByeT Tpebosanuam HJJ

Opinion: APPROVED
3akmouenne;: OJJOBPEHO

Prepared by /
[Moarotoeneno: Ramakant

foske

Checked by /
[poeepeno: Pardeep Kumar

Approved by: Manager/Executive
/O n06peHo:MeHemxep/PykoBoauT

enb : Manoj Kumar \ﬂ

Reprint Date: 16.02.2023
Hara:

Reprint Date: 16.02.2023
Jlata:

Reprint Date: 16.02.2023
Hara:
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Page 3 of 5/Ctp.3 n3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
A6ykanu®, TabneTKH, NOKPLITHIE NVIeHOYHOH 060104K0ii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2300259

Batch Quantity / O6bem napruu : 727.5 KG

040001762239

Analytical Report No / Ananntinyeckuii oryer Ne :

Date of Analysis / laTa ananu3a: 16.02.2023

Date of Manufacture / Jlata nponsBojacrsa : Feb-2023

Date of Expiry / Cpok rognocts : Jan-2028

Analysis performed according ND / Anayn3 nposejien no HJ/L: [1 NO1 1252/01-300522

4 |Disintegration /
PacnagaemocTb

05 min /05 mMu

Not more than 30 minutes /
He 6onee 30 MuH

5 |Dissolution /
PactBOpenue

93 % to 100 %

97% to 101 %

Not less than 70% (Q) Ci3H130,
(Ibuprofen) dissolved in 30 minutes /

He MCHEC 70 % (Q) Ci3Hi50,
(nOynpoden) uepes 30 MUH

Not less than 70% (Q) CsHoNO;
(Paracetamo}) dissolved in 30 minutes /
He wmemee 70 % (Q) CsHoNO:
(mapaneramon) 4epes 30 MHUH

6 |Related substances /
PonacreeHHble npuMecH
Method 1/ MeTon 1

Method 2 / MeTon 2

0.0002 %

0.03%

0.03%

4-aminophenol (paracetamol impurity) /
4-amuHOdEeHON (IPUMECh MapaueTamoa)
- not more than 0.005% /

ue 6onee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jhobas  enMHH4YHAS
npuMech (ubynpodena WK
napaietamona) - not more than 0.3% /

He 6onee 0,3 %

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

Remarks: The Product conforms to ND/

IIpumeuanue: [Ipoaykr coorBeTcTBYeT Tpebonannsm HJI

Opinion: APPROVED
3aknouenue: OJJOGPEHO

Prepared by /
IToarotorneHo: Ramakant

At

Checked by /
[Mposepeno: Pardeep Kumar

A

o

Approved by: Manager/Executive
/Opo6peno:Menemxep/PykoBoaut

ens . Manoj Kumar =

Reprint Date: 16.02.2023
Jara:

Reprint Date: 16.02.2023
Jara:
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOHKAT AHAJIN3A

Page4 of 5/ Ctp.4 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
No6ykaun®, TaGieTKH, IOKPHITHIE IeHOYHOl 060/1049K0#, 400 mr + 325 Mr

Batch No / Cepuss Ne : V2300259

Batch Quantity / O6bem naptuu : 727.5 KG

040001762239

Analytical Report No / AHaanTH4eckuii oTyeT Ne :

Date of Analysis / [lata anannza: 16.02.2023

Date of Manufacture / lata npon3Boacrsa : Feb-2023

Date of Expiry / Cpok rogdHocTts : Jan-2028

Analysis performed according ND / Anasnu3 nposeaen mo HJI: TTN011252/01-300522

a) Total aerobic
microbial count /
O61wee yucno
a9pOOHBIX
MHKpPOOPTaHU3MOB

b) Total combined
yeasts and mould count
/ Obuiee yucno
JIPOMOKEBBIX U
IUIECHEBHIX rpubOB

¢) 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 1.4 % Not more than 5.0% /
He 6onee 5,0 %
8 |Uniformity of dosage Acceptance value (AV) should be not
units / 1.8 more than 15.0/
OaHOpOAHOCTh ITokasatens npueMneMocTd (AV) nomxex
IIO3UPOBAHUS ObITH He Ooiee 15,0
- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
1.8 more than 15.0/
- Paracetamol/ IMokasaTens npuemyieMocT (AV) 10KeH
rapameTamMmont OBITH He Honee 15,0
9 [Microbial limits /
Muxkpobuonoruueckast
YUCTOTA

Not more than 1000 CFU/g/
He 6oaee 1000 KOE/r

Not more than 100 CFU/g/
He 6onee 100 KOE/r

Shall be absent in lg / OrcyTcTBHE B
Ir

Remarks: The Product conforms to ND/
IIpumeuanne: ITpoaykt cooTBeTcTBYeT TpeboBaHusaM HJL

Opinion: APPROVED
3akmouenue: OJOBPEHO

Prepared by /
IMoarorosneso: Ramakant

G

Checked by /
[TposepeHo: Pardeep Kumar

=l

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

eJb : Manoj Kumar 2 7
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Dr. Reddy's Laboratories Ltd.
Ferrulation Unit-6

Vill. Khol, Nelagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, iNDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOUKAT AHAJIN3A

Page Sof S/ Ctp.5u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykauH®, Ta61eTKH, NOKPITHIE INIEHO4HOI 060J1049K0M, 400 Mr + 325 Mr

Batch No / Cepusi Ne : V2300259

Batch Quantity / O6bem naptun : 727.5 KG

040001762239

Analytical Report No / AHanuTH4YecKHiH oT4eT Ne :

Date of Analysis / JaTa apaianza: 16.02.2023

Date of Manufacture / Jlata npousBosacTsa : Feb-2023

Date of Expiry / Cpok rogaocTH : Jan-2028

Analysis performed according ND / Auanu3 nposesen mo HJI: [T N011252/01-300522

10 [Assay/
KonnuectBeHHOE
onpezaesneHue

402.2 mg / 402.2 Mmr

324.58 mg / 324.58 Mr

360.0 to 440.0 mg of Ci;3Hi50;
(Ibuprofen) per tablet /

Or 360,0 mr go 440,0 mr C;3Hi30;
(ubynpoden) B TabneTke
2925 to 3575 mg
(Paracetamol) per tablet /
Or 292,5 mr go 357,5 mr CsHoNO,

(mapaneTtamon) B TabJeTKe

Of CsH9N02

11 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tabserok B [IBX/Al 6nuctep. o 1
OnucTepy B Nayky KapTOHHYIO
BMECTE C UHCTPYKLHUEH

10 IPUMEHEHHUIO.

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 Tabnetox B IIBX/Al
omuctep. ITo 1, 2 unu 20 6nuctepoB B
naukKy KapTOHHYIO BMECTE c
HHCTPYKLHEH N0 MPUMEHEHHUIO.

12 | Labeling / MapxupoBka

According to ND. / B cootBetctBuu ¢ HJI.

13 | Storage conditions /

At temperature not more than 25 °C./

XpaHeHue [Tpu Temneparype He Bbilue 25 °C.
14 | Shelf life / Cpoxk 5 years /5 net
TOHOCTH

Remarks: The Product conforms to ND/
Ilpumeuanne: Ilpoaykr coorBeTcTBYeT TpeboBanusam HJL

Opinion: APPROVED
3axkmouenne: OJJOBPEHO

Prepared by /
[Toarorosneno: Ramakant

Checked by /
[TpoBepeHo: Pardeep Kumar

i

Approved by: Manager/Executive
/Onpo6peHo:Menemxep/PykoBoaut

enb : Manoj Kumar "

Reprint Date: 16.02.2023
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