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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJII3A

Page 10fS/Ctp. 1 M35

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykaun®, TabaeTKu, NOKPbIThIE MIEHOYHOI 060J104K0ii, 400 mr + 325 mr

Batch No / Cepusi Ne : V2300464

Batch Qu

antity / Oobem mapruu : 764.10 KG

040001801675

Analytical Report No / AnanuTu4eckuii oTuer Ne

Date of A

nalysis / [lata aHanu3a: 06.04.2023

Date of Manufacture / Jlata nponzsoactsa : Mar-2023

Date of Expiry / Cpox roanoctu : Feb-2028

Analysis performed according ND / Ananns nposeen no HJI: [TNO1 1252/01-300522

Noe Test / IlokazaTesnb

Results/ Pe3yabTaThl

Specification / Hopma

1 |Description/ Onucanue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section — white core. /TabneTku
KarcyJOBUIHONH (OPMBI, MOKPBIThIE
nJieHouHOH 060JI0YKOi OpaHXEBOTO
11BeTa, C PUCKOW Ha OJHON CTOpPOHE;
Ha [OMEpeYyHOM paspe3e — SAApO
OeJoro 1BeTa.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
TabneTk¥  KamncyJloBHJHOH dopmbl,
TMIOKPBITBIE  [UIGHOYHOH  06ONIOYKOM
OpaHXEBOro LIBETA, C PUCKOH Ha OIHOM
CTOpOHE; Ha MONEPeYHOM pa3pese — npo
6€710ro MM Mo4TH 6EeNoro LUBeTa.

Remarks: The Product conforms to ND/
Ipumeuanue: IIpoaykr coorBercTByeT Tpedopanam HJI

Opinion: APPROVED
3akmaouenue: OJJIOBPEHO

Prepared

bylloarorosneno:
Ramakant W

Checked hy /
INpoeepeno: Himesh Kumar

oy

Approved by: Manager/Executive
/Ono6peHo:Menemxep/Pykosoaut

enb : Amit Kumar /&,}—f/

Reprint Date: 06.04.2023
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NOoykaun®, TabjaeTkH, NOKPLITHIE NJIEHOYHOI 0001049K0ii, 400 Mr + 325 mr

Batch No / Cepns Ne : V2300464

Batch Quantity / O6bem naptuu : 764.10 KG

Analytical Report No / AHanuTHyeckui oruer Ne :
040001801675

Date of Analysis / lata anaau3a: 06.04.2023

Date of Manufacture / laTa npousBoacrsa : Mar-2023

Date of Expiry / Cpok rogHocts : Feb-2028

Analysis performed according ND / Anann3 nposeaen mo H/I: [1 N011252/01-300522

2

Identification /
[TopnuHHOCTH

Complies as prescribed/
CootaeTcTBYET

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 ynep)xuBaHUs! OCHOBHBIX MTHKOB
Ha XpoMarorpamme HCIIBITYEMOTO
pacTBopa  JOJKHBI  COOTBETCTBOBATH
BpeMeHaM  YIep)KUBaHHUA IHKOB  Ha
XpoMmarorpaMMe pacTBOpa CTaHIapTHBIX
obpasuoB ubynpodeHa U mnapaneramona
(paznen «KonuuecTBeHHOE
oTipesieNieHUE»)

3 |Averago tableto woight
Cpeunsist Maced
TabJIeToK

976.9 mg / 976.9 mr

240.9 mg to 099.1 mg
(970.0 mg +3%) /

Or  940,9 MI 10 999,1 MI
(970,0 Mr + 3 %)

Remarks: The Product conforms to ND/
IIpumeuanue: IIpoaykt cooTBeTcTBYET TpeboBanusim HJI

Opinion: APPROVED
3akawuenue: OJIOGPEHO

Prepared

bylloarorosneHo:
Ramakant Q\W‘J ){JK

Checked by /
[Ipoeepeno: Himesh Kumar

—-\_‘

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

enb . Amit Kumar N T
/li» P
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Page 3 of 5/ Ctp.3 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg"
NoykauH®, Tab1eTKH, NOKPBITHIE MJIeHOYHOH 060s104K0#, 400 mr + 325 mr

Batch No / Cepust Ne : V2300464

Batch Quantity / O0bem naptuu : 764.10 KG

040001801675

Analytical Report No / Asajaurndeckuii oryer No :

Date of Analysis / /laTa ananm3a: (06.04.2023

Date of Manufacture / lata nponsBoacrsa : Mar-2023

Date of Expiry / Cpok rognocts : Feb-2028

Analysis performed according ND / Ananu3 nposeaen no HJ/I: ITN011252/01-300522

4 |Disintegration /
Pacnagaemoctb

07 min /Mu / 06 sec/MuH

Not more than 30 minutes /
He 6onee 30 mun

5 |Dissolution /
PactBopenue

99% to 104 %

100 % to 103 %

Not less than 70% (Q) Ci3Hiz0;
(Tbuprofen) dissolved in 30 minutes /

He wMenee 70 % (Q) Ci3HisOs
(ubynpogden) yepes 30 MUH :
Not less than 70% (Q) CsHoNO,
(Paracetamol) dissolved in 30 minutes /
He wMenee 70 % (Q) CsHoNO,
(nmapaueramon) yepe3 30 MUH

6 |Related substances /
PojcTBeHHbie MpUMecH
Method 1/ Merton 1

Method 2 / Meton 2

0.0003 %

BDL (Disregard area 6980)

0.0003%

4-aminophenol (paracetamol impurity) /
4-amuHOGEeHON (IPUMECH NapaueTamoia)
- not more than 0.005% /

He 6ouee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jliobas  exuHHYHas
IpPUMECH (ubynpodena W
napaueramona) - not more than 0.3% /

He boiee U,3 %

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

Remarks: The Product conforms to ND/
IIpumeuanue: [Ipoaykrt coorBeTcTBYET TpeboBanusam HJL

Opinion: APPROVED
3akiawouenune: OJJOBPEHO

Prepared
bylloarorosneHo:

Ramakant %\w&'a&

Checked by /
[TpoeepeHo: Himesh Kumar
v —

Approved by: Manager/Executive
/Opo6peHo:Menemxep/PykoBoaut

enb : Amit Kumar A_;\\/
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CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

Page 4 of 5/ Crp. 4 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yknuu®, TabIeTKH, NOKPLITHIE IIEHOYHOM 000J104KOii, 400 mr + 325 mr

Batch No / Cepust Ne : V2300464

Batch Quantity / O6bem naprau : 764.10 KG

Analytical Report No / Ananurnyeckuii oryer Ne :
040001801675

Date of Analysis / /lata anannsa: 06.04.2023

Date of Manufacture / laTa npoussoacTsa : Mar-2023

Date of Expiry / Cpok roaunoctu : Feb-2028

Analysis performed according ND / Anasn3 nposeaen no HJI: TTN011252/01-300522

a) Total aerobic
microbial count /
O611ee uncno
a’pobHBIX
MHUKPOOPTaHHU3MOB

b) Total combined
yeasts and mould count
/ Ob1uee 4ucno
JPOXOKEBBIX U
IJIECHEBBIX TPUOOB

¢) E. coli

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

Less than 5 CFU/g/
Memnee 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 / 1.0 more than 15.0/
OnHOPOAHOCTD ITokasaTens npuemMneMocTy (AV) nomxex
JO3MPOBAHUS ObITh He bonee 15,0
- Ibuprofen /uGynpoden
Acceptance value (AV) should be not
1.0 more than 15.0/
- Paracetamol/ IMoxasarens npueMseMoctd (AV) noymkeH
napaleTamol 6nITh He Hotee 15,0
9 |Microbial limits /
Miukpobuosnorunyeckas
YHCTOTA

Not more than 1000 CFU/g/
He Gonee 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/
I pumeuanne: [TpoaykT cooTBeTcTBYET TpeboBanuam HJI

Opinion: APPROVED
3axmoyenue: OJJOBPEHO

Prepared
bylloarororneHo:
Ramakant

ol

Checked by /
[TpoepeHo: Himesh Kumar

CE== } =

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

enb : Amit Kumar [&_;\\_ﬁ.
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Reprint Date: 06.04.2023

Jlara:

Reprint Date: 06.04.2023
Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507

www.drreddys.com




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
CEPTUDPUKAT AHAJIU3A

PageSof 5/Ctp.5u35s

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykaun®, Tab1eTKH, NOKPbIThIE IIEHOYHOI 0060/104K0ii, 400 Mr + 325 mr
Batch No / Cepus Ne : V2300464 Batch Quantity / O6bem naptuu : 764.10 KG
Analytical Report No / AnanuTuyeckuii order Ne : Date of Analysis / Jlata anann3a: 06.04.2023
040001801675
Date of Manufacture / JlaTa npousBoacTsa : Mar-2023 |Date of Expiry / Cpok roanocru : Feb-2028
Analysis performed according ND / Anann3s nposeaed no HJI: 1 N011252/01-300522
10 |Assay/ 360.0 to 440.0 mg of C;3His0;
KonuuectsenHoe 396.9 mg/396.9 mr (Tbuprofen) per tablet /
olnpejieNeHNe Ot 360,0 mr pno 440,0 mr C;3HizO;
(ubynpoden) B Tabnerke
292.5 to 3575 mg of CgHoNO,
327.65 mg/327.65 mr (Paracetamol) per tablet /
Or 292,5 mr pmo 357,5 mr CgHoNO,
(mapauetamorn) B TabneTke
11 | Package / YnaxkoBka 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 Tabnerox B IIBX/Al
tabnetok B [IBX/Al 6aucrep. [To 1 |6mucrep. [To 1, 2 unu 20 6auctepoB B
OnMcTepy B MayKy KapTOHHYIO |[auKy KapTOHHYIO BMECTE c
BMECTE C MHCTPYKLUEH HHCTPYKLUMEN 10 NPUMEHEHHIO.
IO IPUMEHEHHIO.
12 | Labeling / Mapkuposka| According to ND. / B cootBercTBuu ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue IIpu Temneparype He Boiue 25 °C.
14 | Shelf life / Cpox 5 years / 5 net
T'OJIHOCTH

Remarks: The Product conforms to ND/

IIpumeuanue: [IpoaykT coorBeTcTByeT TpeboBaHusM HJI

Opinion: APPROVED
3axmouenue: OJJOGPEHO

Prepared
bylloarorosnewo:

Ramakant U&Qﬁ’t

Checked by /
[Tpoeepeno: Himesh Kumar

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

enb : Amit Kumar N—
[&" /
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