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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories td
Formulation Unit-6

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

CEPTHUOUKAT AHAJTU3A

Page10of 6 /Crp.1u36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyknu®, Tab1eTKH, NOKPHITHIE INIEHOYHOH 060.104K0ii, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2400142

Batch Quantity / O6bem naptun : 768.9 Kg

040002421978

Analytical Report No / Ananutuuecknii oTaer Ne :

Date of Analysis / [laTa ananunsa: 21.02.2024

Date of Manufacture / Jlata npoussoacrsa : 01/2024

Date of Expiry / Cpok rogHocts : 12/2028

Analysis performed according ND / Anann3 nposeaen mo HJI: II N011252/01-160123

No Test / IToka3aTean

Results/ Pe3ynabTaThl

Specification / Hopma

1 |Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabaetku
KalCyJOBUAHOM (OPMbl, NOKPHITHIE
IUICHOYHOH 060JI0YKOH OpaHKeBOTO
L[BETa, C PHCKOI Ha OJHO#M CTOPOHE;
Ha TONEepeYyHOM paspese — sapo
6eoro 1BETA.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
core at the cross-section. / Tabnerku
KancyJloBHUIHOH  (OpPMBI,  TIOKpBITEHIE
IeHoYHolt  o6ojouykodf  OpaHXeBOro
I[BETa, C PUCKOH Ha OJHOH CTOpOHE; Ha
MoTIepeyHOM paspese — sApo Oenoro unu
MOYTH Gesioro IBeTa.

2 |Identification /
IMopnuHHOCTH

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) /

BpeMena ynepxuBaHHs OCHOBHBIX IIHMKOB

Ha XpoMartorpamme HCIIBITYEMOTI'O
pacTBOpa JAOJDKHBI COOTBCTCTBOBATH
BpEMCHAM  YJAEpXXUBaHUA  ITHKOB Ha

XpOMaTorpaMMe pAacTBOpa CTaHIAPTHBIX
obpazuoB ubynpodeHa M mapaneramorna

(paznen «KonmnyecTBeHHOE
olpe/ieICHUE))
3 |Average tablets weight 971.3mg/971.3 mr From 9409 mg to 999.1 mg
Cpennsist Mmacca (970.0 mg+3.0 %)/
TabneTox Or 940,9 MI 10 999.1 MI
(970,0 Mr + 3,0 %)

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoaykT coorBeTcTBYET TpeboBaHusaMm H]

Opinion : APPROVED
3akmouenue: OJOBPEHO

Opobpeno: Menemxep / PykoBgaurens
Manoj Kumar @ 2!!25@

Jlara: 21.02.2024

Jara: 21.02.2024

Prepared by / Checked by / Approved by: Manager/Executive/
[Toarorosneno: M\.&yf INposepeno: Pardeep Kumar

Rama Kant

Reprint Date:. Reprint Date: Reprint Date:

Hara: 21.02.2024

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

CIN: LS51S85AP1984PLCO04507
www.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykaun®, TabaeTKH, MOKPBITHIE MIEHOUHOM 060104K0ii, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2400142

Batch Quantity / O6bem naptuu : 768.9 Kg

040002421978

Analytical Report No / ArannTH4eckuif oTdeT Ne :

Date of Analysis / /laTa ananusza: 21.02.2024

Date of Manufacture / laTa npousBoactBa : 01/2024

Date of Expiry / Cpok rogHoctu : 12/2028

Analysis performed according ND / Anasu3 nposeaen no HJI: IT N011252/01-160123

PactBopenue

98 % to 101 %

4 |Disintegration / 08 min 29 sec / 08 muu 29 cex  |Not more than 30 min /
PacnaziaeMocTs He 6onee 30 mun
5 |Dissolution / 99% To 102 % Not less than 70% (Q) of CiHi50;

(Tbuprofen) after 30 min /

He wmenee 70 % (Q)
(ubynpoden) uepez 30 MuH
Not less than 70% (Q) of CsHoNO,
(Paracetamol) after 30 min /
He wmenee 70 % (Q)
(napaueramon) yepe3 30 MUH

Ci3HisO2

CsHoNO,

Remarks : The Product conforms to ND/
Ilpumeuanue: IIpoaykT cooTBeTcTBYET TpeboBanusm HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
TMoatoroBieHL: W [Mposepeno: Pardeep Kumat Ono6peno: Menenxep / Fykosoaurtens
Rama Kant _ Manoj Kumar

Reprint Date:. Reprint Date: Reprint Date: =

Jlara: 21.02.2024 JHarta: 21.02.2024 JHara: 21.02.2024

Registered Office: 8-2-337, Road No. 2, Ranjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: <91 40 4900 2992, Emait: mail@drreddys,com

CIN: L85195AP19E24PLCO04507
vwww.drieddys.com
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Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,

Distt. Solan, H.P., 173 205, INDiA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS wwyy.drreddys.com
CEPTHO®UKAT AHAJIN3A

Page3 of 6/ CTp.3 u3 6

[Product: Tbuclin, film-coated tablets, 400 mg + 325 mg
H6ykaun®, TabJeTKH, MOKPbIThIE NIEHOYHOH 000/109K0ii, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2400142

Batch Quantity / O6bem naptun : 768.9 Kg

040002421978

Analytical Report No / AnasnTH4ecknii oTuer Ne :

Date of Analysis / JlaTa anaau3za: 21.02.2024

Date of Manufacture / Jlata npousBoactsa : 01/2024

Date of Expiry / Cpok rognoctH : 12/2028

Analysis performed according ND / Anauu3 nposegen no HJI: TIN011252/01-160123

——

6 |Related substances /

0.001%

4-aminophenol (paracetamol impurity)

PoncreenHeie ipumecH - not more than 0.005 % /
Method 1 / Meton 1 4-amuHOdeHON (MpUMeCh TapalieTaMo1a)
- He 6onee 0,005 %
Method 2 / Meton 2 0.04% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jobas eAUHNYHAA TIPUMECH
(ubynpodena unM mapaneTamosia) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)
0.04% - not more than 0.7 % /
Cymma npumeceii (Meton 1 + Meron 2)
- He 6onee 0,7 %
9 |Water/Bona 1.2% Not more than 5.0 % /

He 6onee 5,0 %

Remarks : The Product conforms to ND/

Opinion : APPROVED

Ipumeuanue: [Tpoxykr cooTBeTcTBYeT TpeGopanmsaM HJI' | 3aKiiouenne: OJAOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
TTuyrurvBieH. W [Mpusepenv. Pdllll;c:{ Kuia OnoGpeno: Mencmxep / P}'lconbuvwcﬂb

Rama Kant Manoj Kumar
Reprint Date:. Reprint Date: Reprint Date:
Jara: 21.02.2024 Hata: 21.02.2024 Hara: 21.02.2024

Registered Office: 3-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel; #9140 4900 2500, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L35195aP1534PLCTC04507
voww.drreddys.com
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Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badli,
Distt. Salan, H.P., 173 2G5, INDIA
Tei: +91 98166 56001-02

CERTIFICATE OF ANALYSIS ., i roidye com
CEPTHUOHKAT AHAJIM3A

Page 4 0of 6/ Ctp.4 3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykauu®, TabeTKH, MOKPLITHIE IJIeHOYHOH 000J104K0ii, 400 mr + 3235 mr

Batch No / Cepust Ne : V2400142

Batch Quantity / O6bem napruu : 768.9 Kg

Analytical Report No / AnanmuTuuecknif otuer Ne : Date of Analysis / [laTa ananusa: 21.02.2024
040002421978

Date of Manufacture / Jlata npon3soactsa : 01/2024  [Date of Expiry / Cpok rogHocru : 12/2028

Analysis performed according ND / Ananu3 nposegen mo H/I: T1 N011252/01-160123

10 |Uniformity of dosage

units /

OaHOPOIHOCTH Acceptance value (AV) should be not

JO3MPOBAHHS 1.0 more than 15.0 /

- Ibuprofen /ubynpocden ITokazarens npuemneMoctd (AV) nomxeH
O5ITh He Oonee 15,0

- Paracetamol/ 1.0 Acceptance value (AV) should be not

napaneTamot more than 15.0 /
IMoxazarens npuemnemoctd (AV) noykexn
ObBITH He Oonee 15,0

11 |Microbiological purity /

Mukpobuoaoruieckas

yucroTa® NA

a) Total aerobic Not more than 1000 CFU/g/

microbial count / He 6onee 1000 KOE/r

O61ee uucio

aspobHBIX

MUKpPOOPTaHU3MOB NA

b) Total combined Not more than 100 CFU/g/

yeasts and mould count He 6onee 100 KOE/r

/ Ob11iee yucio

JIPOXKKEBBIX U

TJIECHEBBIX TPHOOB NA

c) E. coli Shall be absent in lg / OtcyrcTBHE B
Ir .
Remarks : The Product conforms to ND/ Opinion : APPROVED

Tpumeuanue: [IpoaykT cooTBetcTByeT Tpebosanusam HJI | 3akmodenue: OHOBPEHO

Prepared by /
IToarorosnexo: W
Rama Kant

Checked by /

Approved by: Manager/Executive/

Reprint Date:.

Jara: 21.02.2024

IMposepeno: Pardeep Kumar | Ono6peno: Menemxep / PykoBojurens
= Manoj Kumar Ef-' ’ j;!! EQ

Reprint Date:
Jarta: 21.02.2024

Reprint Date:
Hara: 21.02.2024

Registerad Officer 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 500034, Telangana, India
Tel: +21 40 4900 2900, Fax: 291 40 4900 299¢, Email: mail@drreddys.com
CIN: L85195AP1484PLCNO04507
www.drreddys.com




Dr.Reddy’s Q':'.

Dr. Reddy's Laboratories Lid
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS .\ ireqdys.com
CEPTUOUKAT AHAJIM3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
UOoykaun®, TabeTKH, NOKPHITHIE IVIEHOYHOH 000/104K0ii, 400 mr + 325 mr

Batch No / Cepus Ne : V2400142

Batch Quantity / O6sem naptun : 768.9 Kg

040002421978

j&nalytical Report No / Ananurnyecknii order N : Date of

Analysis / lata ananu3a: 21.02.2024

Date of Manufacture / Jlata nponzBoactsa : 01/2024  |Date of

Expiry / Cpok roguocty : 12/2028

Analysis performed according ND / Anasns nposeaen no HJI: T N011252/01-160123

12 |Assay/
KonudecTBeHHOE
oTipeJieNieHre

393.8 mg/393.8 Mmr

324.59 mg / 324.59 mr

From 360.0 to 440.0 mg of C;3zHis0,
(Tbuprofen) per tablet /

Or 360,0 MIT OO 440,0 MIr C13H1302
(ubynpodeHn) B Tabnetke

From 292.5 to 357.5 mg of CsHoNO,
(Paracetamol) per tablet /

Or 292,5 Mr po 357,5 mr CgHoNO;
(napaueTraMon) B TabJIETKE

13 | Package / Ynakopka 10 tablets in PVC/Al blister. 1

blister and a patient information
leaflet in a carton. / Ilo 10
tabierok B [IBX/Al 6nucrep. Ilo 1
6nuctepy B MNayKy KapTOHHYIO
BMECTE C  MHCTpyKUMe#ll  mo
IPUMEHEHHUIO.

10 tablets in PVC/ALl blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 Tabnerok B IIBX/Al
omuctep. ITo 1, 2 unu 20 6imctepoB B
nayky KapTOHHYIO BMECTE c
MHCTPYKLHMEH IO IPUMEHEHHIO.

14 | Labeling / MapkupoBka

According to ND. / B cootBeTcTBiM ¢ H]I.

15 | Storage conditions / At temperature not more than 25 °C. /

Xpanenue ITpu Temnepatype He Boile 25 °C.
16 | Shelf life / Cpoxk 5 years / 5 net
T'OIHOCTH

* Performed by the manufacturer at release periodically: every 20-th batch or at least once a year. The
parameter may be absent from the Company's certificate of analysis. / [IpoBoauTCsi NPOM3BOAUTENEM MPH
BBIILYCKE MEPUOJMUECKHU: IS Kol 20-o#f cepur uiM He MeHee 1 pasa B roj. Ilokasarens MOXeT ObITh
He BKJTIOYEH B cepTU(HKAT aHaIH3a QUPMBL

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoaykT cooTBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3axmouenue: OAOBPEHO

Rama Kant

Prepared by / Checked by /
IToarorosneHo: W IIposepeHo: Pardeep Kumar

<

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

Reprint Date:.
Jara: 21.02.2024

Reprint Date:
Harta: 21.02.2024

Manoj Kumar @m' A
Reprint Date: T
Jara: 21.02.2024

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

CIN: L85195AP1924P1.CO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS wwv.drreddys.com
CEPTUDPHUKAT AHAJIU3A

Page 6 0of 6/ CTp. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yxaun®, TabieTku, NOKPBIThIE IJIEHOYHOH 060104K0i, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2400142 Batch Quantity / O6bem maprum : 768.9 Kg
Analytical Report No / Agajuru4deckuii oTuer No : Date of Analysis / JlaTa ananu3za: 21.02.2024
040002421978

Date of Manufacture / JaTta npousBogcrsa : 01/2024  |Date of Expiry / Cpok rogHoctu : 12/2028

Analysis performed according ND / Ananus nposeaen mo HJI: TTN011252/01-160123

ﬁlz::l;z::;g}l:ﬂ:) 1( @OC (MHH): Ibuprofen / U6ynpodex Paracetamol / TTapaueTamon
API manufacturer batch number /
Homep cepun npoH3BOAUTENSA PIBM230404 0883-23-24
ADC:
FP Manufacturer API Batch
number /
Howmep cepun cyGerannun FEQAO00582 FEQAO00650
npoussoauTens I'JID:
Solara Active Pharma Sciences Sri Krishna Pharmaceuticals Ltd.,
API Manufactured by & country/ | Limited, India / Conapa OkTuB India / pu Kpumua
HpousBoputens ADC, cTpaHa: ®apma Caitencus Jlumuren, ®apmacetorukaic Jita., Uaaus
Hunus
Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanue: [Tpoaykr cooteTcTByeT TpeboBanusam HJI | 3axmouenne: OHOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
IMoaroroBncHo: W ITposcpcHo: Pardeep Kumar | Ono6peno: Menemkep / Pykosogutenn
Rama Kant cif Manoj Kumar /\E ZL!!EE lj
Reprint Date:. Reprint Date: Reprint Date:
Jara: 21.02.2024 Hara: 21.02.2024 Hara: 21.02.2024
Registored Office: $-2-337, Read No, 3, Eanjara Hills, Hyderabad - 500034, Telangana, India

Tals =91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drraddys.com
CIN: L85195AP1534PI.C004507
www.drreddvs.com




