Dr.Reddy’s Q‘!‘

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
CEPTUDPUKAT AHAJIU3A

Page 1 of 5/ Crp.1u35

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykaun®, TabneTkn, NOKPHITHIE NIEHOYHOI 060/104K0i, 400 Mr + 325 mr

Batch No / Cepusi No : V2300466

Batch Quantity / O6bem napruu : 761.30KG

040001803525

Analytical Report No / Ananutnyecknit oryer Ne :

Date of Analysis / [laTa anaausa: 09.04.2023

Date of Manufacture / lata npoussoncrsa : Mar-2023

Date of E

xpiry / Cpok roanoct : Feb-2028

Analysis performed according ND / Anasu3 nposegen no HJI: IT1 N011252/01-300522

No Test / Iloka3aTeinb

Results/ PesyabTaTh!

[Specification / Hopma

1 [Description/ Onucanne

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section — white core. /TabneTku
KarncynoBUAHOH (HOpMbl, MOKPLITHIE
IUJICHOYHOH 000JI0UKOI OpaHKEBOTO
L[BETa, ¢ PUCKOH Ha OJHOH CTOPOHE;
Ha TIONEPEYHOM pa3pe3e — sIpo
6enoro 1BeTa.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
Tabnetku  kancynoBUAHOU thopMbl,
HOKPBITHIE TUIEHOYHOMH obonoukoii
OpaHXEBOro LBETa, C PUCKOW Ha ONHOH
CTOPOHE; Ha IOIEPEUHOM pa3pese — spo
6enoro uiau nouTu 6€10ro LBETA.

Remarks: The Product conforms to ND/ Opinion: APPROVED

IIpumeuanne: IIpoaykT cooTBeTcTBYeT TpeboBanusm HJI 3axurouenne: OJOBPEHO

Prepared Checked by / Approved by: Manager/Executive

bylloarotorgeHo: Ankit [Ipoeepeno: Naresh Kumar /OnobpeHo:Menepkep/PyKoBOANT
M. enb : Ajay Sharma

Reprint Date: 09.04.2023 Reprint Date: 09.04.2023 Reprint Date: 09.04.2023

Jlara: Hara: Jlata:

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

Vill. Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

Page 2 of 5/ Crp.2 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykauH®, TabJeTKH, HOKPHITHIE IIeHOYHOH 000104K0i#i, 400 mr + 325 mr

Batch No / Cepus Ne : V2300466

Batch Quantity / O6bem naptuu : 761.30KG

040001803525

Analytical Report No / AHanuTHyeckuii oTder Ne :

Date of Analysis / laTa anaau3sa: 09.04.2023

Date of Manufacture / Jlata npoussoacrsa : Mar-2023

Date of Expiry / Cpok rognoctu : Feb-2028

Analysis performed according ND / Ananu3 nposexen no HJI: [1N011252/01-300522

2 Identification /
IMTopnuHHOCTD

Complies as prescribed/
CooTBETCTBYET

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 ynepxMBaHUSI OCHOBHBIX NMUKOB

Ha XpomarorpamMme UCIBITYEMOI'O
pacTteopa JOJIKHBI COOTBETCTBOBATh
BpEMEHaM  YIACPXKHUBaHWA TITHUKOB Ha

XpoMmatorpaMMe pacTBOpa CTaHIAPTHBIX
obpasiioB ubynpodeHa u napaieramona

TIpumeyanne: [Iponykt cooTBeTcTBYeT TpeboBanusaM HJI

(paznen «KonuuecTBeHHOE
OTIpeJieICHUE»)
3 |Average tablets weight 969.1 mg/ 969.1 mr 940.9 mg to 999.1 mg
CpenHss macca (970.0 mg = 3%) /
TabneToK Or 9409 wmMr pmo 999,1 Mr
(970,0 Mr £ 3 %)
Remarks: The Product conforms to ND/ Opinion: APPROVED

3akmouenue: OJJOBPEHO

Prepared Checked by / Approved by: Manager/Executive
bylloarorosneHgs Ankit [Tpoepeno: Naresh Kumar /Ono6peno:Menenxep/Pykosoaur
/R 'L enb : Ajay Sharma f&/
/ -

Reprint Date: 09.04.2023
Jara:

Reprint Date: 09.04.2023
JHara:

Reprint Date: 09.04.2023
Hara:
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Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

Page3 of 5/ Ctp.3 u35

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykauu®, TabaeTky, NOKpPLIThie NIEHOYHOH 060s109Koii, 400 mr + 325 Mr

Batch No / Cepusi Ne : V2300466

Batch Quantity / O6bem naptun : 761.30KG

040001803525

Analytical Report No / AnanuTayeckuii oruer No :

Date of Analysis / JlaTa anainsa: 09.04.2023

Date of Manufacture / Jlata nposnsgoacrea : Mar-2023

Date of Expiry / Cpok rognocts : Feb-2028

Analysis performed according ND / Ananu3s nposefen mo HJ: ITNO1 1252/01-300522

4 |Disintegration /
PacnanaemocTh

07 min /mu / 56 sec/MmuH

Not more than 30 minutes /
He 6onee 30 MuH

5 |Dissolution /
PactBopenue

96% to 100 %

98 % to 101 %

Not less than 70% (Q) CpiHisOs
(Tbuprofen) dissolved in 30 minutes /

He wmenee 70 % (Q) CisHiOq
(ubynpoden) uepes 30 MuH

Not less than 70% (Q) CsHoNO;

(Paracetamol) dissolved in 30 minutes /
He w™enee 70 % (Q) CsHoNO;
(napaneramon) uepe3 30 MUH

6 |Related substances /
PoncteeHHbIE TpUMECH
Method 1/ Meton, 1

Method 2 / Metopn 2

0.0002 %

0.04%

0.04%

4-aminophenol (paracetamol impurity) /
4-amuHodenon (MpUMech MapaieTamoa)
- not more than 0.005% /

ue 6ouee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jobas  exuHUYHAs
pHMeECh (ubynpodeHa WY
napaneramona) - not more than 0.3% /

He 6onee 0,3 %

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

Remarks: The Product conforms to ND/
Ilpumeuanue: [Tpoaykt coorsercTayeT Tpedosanuam HIL

Opinion: APPROVED
3akmouenue: OJJOBPEHO

Prepared

byl’lomtmﬁoz Ankit

Checked by /
ITporepeHo: Na?:sh Kumar

(e
<

Approved by: Manager/Executive

/Onob6peHo:MeneKkepdP’yKoBOAUT
enb : Ajay Sharma

Reprint Date: 09.04.2023
Jlata:

Reprint Date: 09.04.2023
JlaTa:

Hara:

Reprint Date: 09.04.2023
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www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIMU3A

Paged of S/ Ctp.4 35

rI;;duct: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykiann®, TabeTKH, MOKPHIThIE NJIeHO4YHO#H 060J104K0ii, 400 mr + 325 mr

Batch No / Cepusi Ne : V2300466

Batch Quantity / O6bem naptuu : 761.30KG

040001803525

Analytical Report No / AnanuTuyeckuii oryer Ne :

Date of Analysis / lata anaansa: 09.04.2023

Date of Manufacture / /lTara npou3Boacrsa : Mar-2023

Date of Expiry / Cpox roanoctu : Feb-2028

Analysis performed according ND / Anaaus npoeeaen no HJI: IT N011252/01-300522

a) Total aerobic
microbial count /
O611ee yucno
aspobHBIX
MHKPOOpPraHH3MOB

b) Total combined
yeasts and mould count
/ Obee yucno
JPOKKEBBIX U
TIECHEBBIX IPUOOB

¢) E. coli

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

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

Absent / OTcyTcTBYET

7 |Water/Boga 1.4 % Not more than 5.0% /
He 6onee 5,0 %
8 |Uniformity of dosage Acceptance value (AV) should be not
units / 2.2 more than 15.0/
OnHOPOAHOCTD Ilokazarens npuemneMoctd (AV) nomken
JO3UPOBAHUS 6bITh He Honee 15,0
- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
1.8 more than 15.0/
- Paracetamol/ [TokazaTens npuemyieMocTd (AV) noskeH
napaleramort ObITE He Honee 15,0
9 |Microbial limits /
MukpobHronoruueckast
YUCTOTA

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 / OtcyTcTBHE B
Ir

Remarks: The Product conforms to ND/
Ipumeuanne: IlpoaykT cooTBeTcTBYET TpeboBaHUsAM H]|

Opinion: APPROVED
3aknawuenue: OJJOBPEHO

Prepared

bylloaroto B%Aﬂkit

Checked by /
[TpoBepeno: Naresh Kumar
Y

Approved by: Manager/Executive
/Opnobpeno:Menemxep/PykopoauT
enb : Ajay Sharma

Reprint Date: 09.04.2023
Jara:

Reprint Date: 09.04.2023
Jlara:

Reprint Date: 09.04.2023
Jlara:
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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
CEPTUPHKAT AHAJIU3A

Page S of 5/ Crp.5u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MO6ykauu®, TabieTKy, MOKPBIThIE MJIEHOYHOH 060104 Kkoii, 400 mr + 325 mr
Batch No / Cepus Ne : V2300466 Batch Quantity / O6bem naprun : 761.30KG
Analytical Report No / AnamnTudeckuii orqyer Ne : Date of Analysis / laTa ananuza: 09.04.2023
040001803525
Date of Manufacture / Jlata npon3sojictea : Mar-2023 |Date of Expiry / Cpok roanocts : Feb-2028
Analysis performed according ND / Ananus nposenen no HJI: [T N011252/01-300522
10 |Assay/ 360.0 to 440.0 mg of Ci;3His0:
KonwuecTBeHHOE 392.5 mg/392.5 Mr (Tbuprofen) per tablet /
onpeaeneHue Ot 360,0 mMr mo 440,0 mr C;3sHisO2
(ubynpodeH) B Tabnerke
292.5 to 3575 mg of GCHoNO;
325.14 mg/325.14 mr (Paracetamol) per tablet /
Ot 292,5 mr mo 357,5 mr CsHoNO;
(mapaneramol) B TabJeTke
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. / ITo 10 Tabnerok B IIBX/Al
tabnerox B [IBX/Al 6nuctep. ITo 1 [6nuctep. Ilo 1, 2 unu 20 6iuctepos B
OnucTepy B IMayky KapTOHHYIO |MaykKy KapTOHHYIO BMECTE c
BMECTe C UHCTPYKIHEN WHCTPYKLMEH 110 NTPUMEHEHHIO.
0 MPUMEHEHHUIO.
12 | Labeling / Mapxuposka| According to ND. / B cootserctsuu ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C./
Xpanenue ITpu Temnepatype He Bbluie 25 °C.
14 | Shelf life / Cpoxk 5 years / 5 net
r'OJTHOCTH

Remarks: The Product conforms to ND/
ITpumeuanue: [TpoaykT coorBeTcTBYET TpeboBanusm HJL

Opinion: APPROVED
3axmouyenue: OJJOBPEHO

Prepared

byl‘lo,urorosKAnkjt

Checked by /
IMTposepeno: Nargsh Kumar

%

Approved by: Manager/Executive

/OnobpeHo:Menemxep/PyKoBOIUT
enb : Ajay Sharma

Reprint Date: 09.04.2023
Jara:

Reprint Date: 09.04.2023
Hara:

Reprint Date: 09.04.2023
JaTa:
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