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Viil. Khol, Nalagarh Road, Baddj,
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Page1of 5/Crp.1u35

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
NG6ykaua®, TabIeTKH, NOKPBITHIE IIEHOYHOI 06004uK0#, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400701

Batch Quantity / O0bem naptuu : 766.5 Kg

040002524677

Analytical Report No / Ananutnueckuii oryer Ne :

Date of Analysis / JlaTa ananu3a: 21.05.2024

Date of Manufacture / Jlata npoussojctsa : 04/2024

Date of Expiry / Cpox rognoctH : 03/2029

Analysis performed according ND / Anaau3 nposenen no HJI: IINO11252/01-160123

Ne | Test/ IlokazaTennb

Results/ Pe3yabTaThl

Specification / Hopma

1 |Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnetku
KarcynoBUAHOH (GOPMBbI, MOKPBITBIE
TUIEHOYHOM 000J104KOH OpaHXeBOro
1IBETa, C PUCKOH HA OJHOW CTOPOHE;
Ha TMOMepeyHoOM paspe3e — SApO
6eroro 1BeTa.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white

core at the cross-section. / Tabnerku
KancyJnoBUAHOH  GOPMBI,  TIOKPBITbIE
IUICHOYHOM  000JI04YKOM  OpaHXeBOro

L[BETa, C PUCKOW HA OJIHOHM CTOpOHE; Ha
TIONIEPEYHOM pazpese — Aapo 6esoro unu
nouTtH 6enoro uBeTa.

2 |Identification /
[TopnuHHOCTH

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) /

BpeMmena ynepxuBaHus OCHOBHBIX IHKOB

Ha XpoMaTorpaMme HCIBITYEMOI'O
pactBopa JOJDKHBI COOTBETCTBOBATH
BpeME€HaM YAEPKUBAHUSA ITHKOB Ha

XpoMaTorpaMMe pacTBOpa CTaHAAPTHBIX
obpaznoB ubynpodeHa M NapaueraMmoia

Ipumeuanue: Ilpoayxr coorsercTyeT TpeboBanuam HJL

3akmoyenue: OJJOBPEHO

(pazmen «KonMyecTBEHHOE
OInpefeNeHIE)
3 |Average tablets weight 968.2 mg/ 968.2 mr From 9409 mg to 999.1 mg
Cpennsist Macca (970.0 mg + 3.0 %) /
TabneTok Or 940,9 wmr go 999,1 MT
(970,0 mr = 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED

Hara: 21.05.2024

Prepared by / Checked by / Approved by: Mapager/Executive
[ToarorosneHo Rama ITpoeepeno: Pardeep Kumar | /Ono6peno: Mengxep /

Kant E_VLT t PykoBoautens Abhishek Chauhan
Reprint Date: Reprint Date: Reprint Date:

Hara: 21.05.2024

JMara: 21.05.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4500 2300, Fax: +51 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Qf'

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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Page 2 of S/ Crp.2 u3 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
UG6ykaua®, TabaeTku, NOKPHITHIE IIEHOYHO# 060104K0M, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400701

Batch Quantity / O6bem maprum : 766.5 Kg

040002524677

Analytical Report No / AHanuTHyeckuii oTyer No :

Date of Analysis / /laTa ananu3a: 21.05.2024

Date of Manufacture / laTa npousBoacrsa : 04/2024

Date of Expiry / Cpok rogsoctu : 03/2029

Analysis performed according ND / Ananu3 nposegen mo HJI: II N011252/01-160123

4 |Disintegration /
Pacmagaemoctb

06 min 47 sec / 06 MuHn 47 cex

Not more than 30 min /
He 6onee 30 Mmun

5 |Dissolution /
PactBopeHue

98 % To 102 %

99 % to 103 %

Not less than 70% (Q) of Cp;3Hi30;
(Ibuprofen) after 30 min /

He wmenee 70 % (Q)
(ubynpoden) uepes 30 MUH

Not less than 70% (Q) of CsHoNO,
(Paracetamol) after 30 min /

CiH 30,

0.0004%

He wMenee 70 % (Q) CsHoNO,
(nmapaueramon) yepes 30 MUH
6 |Related substances / 4-aminophenol (paracetamol impurity)

IIpumeuanue: IIponykT coorBeTcTBYET Tpebosanuam HJI

PoncTBeHHBIE TPUMECH - not more than 0.005 % /
Method 1 / Meton 1 4-amunodeHon (MpuMech MapameTamMmona)
- He 6osee 0,005 %
Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Method 2 / MeTon 2 0.04 % JIrobas eTMHUYHAS MIPUMECH
(ubynpodeHa MM mnapaineramosna) - He
oonee 0,3 %
Total impurities (Method 1+ Method 2)
0.04% - not more than 0.7 % /
CymmMa mpumeceii (Meron 1 + Metog 2)
- He boiee 0,7 %
9 |Water/Bona 1.4% Not more than 5.0 % /
He 6onee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED

3akmouenue: OJJOBPEHO

Jlarta: 21.05.2024

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

[ToarororneHo Rama ITposepeno: Pardeep Kumar | /Onobpeno: Menejuxep /

Kant d\ : I Pykosoautens Abhishek Chauhan
/ = (

Reprint Date: - Reprint Date: Reprint Date: '

Tata: 21.05.2024

Jlara: 21.05.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5000234, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507

www.drreddys.com
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Dr. Reddy's Laboratories (td.
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUHOUKAT AHAJIU3A

Page3 of 5/Crp.3 u3 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyxkanu®, TabaeTKH, MOKPLIThIE IUIEHOYHOI 060/1049K0#, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2400701

Batch Quantity / O6bem naptuu : 766.5 Kg

Analytical Report No / Ananmmtuyecknii oryer Ne :

040002524677

Date of Analysis / /Iata ananu3a: 21.05.2024

Date of Manufacture / lata npousBoacra : 04/2024

Date of Expiry / Cpok rogunocts : 03/2029

Analysis performed according ND / Ananu3 nposeaen nmo HJI: [T N011252/01-160123

10 |Uniformity of dosage

units /
OnHOpPOAHOCTH Acceptance value (AV) should be not
JIO3UPOBAHUS 1.5 more than 15.0 /
- Tbuprofen /ubynpoden ITokasarenps npuemiieMocTd (AV) noyxeH
ObITh He Ooutee 15,0
- Paracetamol/ 1.5 Acceptance value (AV) should be not
napaneramos more than 15.0 /
INokazaresb npuemaeMocTd (AV) nojkeH
ObITH He Oonee 15,0
11 |Microbiological purity /
Mukpobuosnorudeckas
yuctoTa*
a) Total aerobic NA Not more than 1000 CFU/g/
microbial count / He 6onee 1000 KOE/r
OO61uee yucno
a3pobHBIX
MHUKpPOOPTraHU3MOB
NA
b) Total combined Not more than 100 CFU/g /
yeasts and mould count He 6onee 100 KOE/r
/ Ob1iee yucio
JPOXOKEBBIX H
IJIECHEBBIX IpUbOB
¢) E. coli NA Shall be absent in 1g / OrcyrcTBHE B

Ir

Remarks : The Product conforms to ND/

Ipumeuanne: [poaykT cooTBeTcTBYCT TpcbosaHmam 11]1

Opinion : APPROVED
3armonenne: OJTOBPEHO

Prepared by /
IMoxrorosneno Rama

Checked by /
[Tposepeno: Pardeep Kumar

P

Approved by: Mdnager/Executive
/Onobpeno: Menkemxep /
Pyxosoautesns Abhishek Chauhan

Kant W
Reprint Date: =

Jara: 21.05.2024

Reprint Date:
Jara: 21.05.2024

Reprint Date:
Jlara: 21.05.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2500, Fax: +51 40 4960 2299, Email: mail@direddys.com

CIN: L85195AP1984PLCO04507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Page4 of 5/ Crp.4 u3 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykaun®, TabjieTKH, IOKPbIThIE NIeHO4YHOMH 000104K0ii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2400701

Batch Quantity / O6bem napruu : 766.5 Kg

040002524677

Analytical Report No / Ananuruaeckmii oryer Ne :

Date of Analysis / lata anannsa: 21.05.2024

Date of Manufacture / Jlata npoussoactsa : 04/2024

Date of Expiry / Cpok rognoctu : 03/2029

Analysis performed according ND / Auanu3 nposeaen mo HJ[: [1N011252/01-160123

12 |Assay/

OIIpEncICHUE

KonnuecTBeHHOE

398.5mg/398.5 Mr

326.80 mg/ 326.80 mr

From 360.0 to 440.0 mg of C;3H;30,
(Ibuprofen) per tablet /

Or 360,0 mr mo 440,0 mMr C;3HizO;
(ubynpoden) B Tabnerke

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

Or 292,5 mMr mo 357,5 mr CsHoNO,
(mapaneramon) B TabneTke

13 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Tlo 10
tabnerok B [IBX/Al 6mucrep. [o 1
fmicrepy B Nayky KapTOHHYIO
BMECTE C  MHCTPYKUHEH 1Mo
TIPHUMEHEHHUIO.

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 tabnerox B [IBX/Al
onucrep. Ilo 1, 2 wiu 20 6nucTepoB B
Mayuky KapTOHHYIO BMeCTe c
HUHCTPYKIKeH 10 MPUMEHEHHIO.

14 | Labeling / MapkupoBka

According to ND. / B coorerctuu ¢ HJ/I.

XpaHeHue

15 | Storage conditions /

ITpu Temnepatype He Bhille 25 °C.

At temperature not more than 25 °C. /

TOOHOCTH

16 | Shelf life / Cpox

5 years / 5 net

* 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. / [IpoBoguTCsT IPOU3BOAUTENEM TIPH
BBIMYCKE NEPHOJMUECKHU: IS Kaxaoh 20-0#f cepun uiu He MeHee 1 pa3a B rof. [lokazaTenb MOXeET OBITH
He BKJIIOUEH B cepTHhUKAT aHANIH3a HUPMBI

Remarks : The Product conforms to ND/
IIpumeuyanue: [Ipoaykt cooTBeTcTBYET TpeboBaHusam HJ{

Opinion : APPROVED
3akiawouenue: OJOBPEHO

Prepared by /

Kant

IToarorosineHo Rama

et

T

Checked by /
ITpoBepeHo: Pardeep Kumar

=L =

Approved by: Manhager/Executive
/OnobpeHo: Mengmxep /
PykoBoautens

) than

Reprint Date:
Jlata: 21.05.2024

Reprint Date:
Hara: 21.05.2024

Reprint Date:
JlaTa: 21.05.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




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

@e
Dr. Reddy’s ‘.... Viil. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A Page 5of S/ Crp.5u3 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
MOykIMH®, Ta61eTKH, MOKPBITHIE MJ1eHOYHOI 060/104K0H, 400 Mr + 325 Mr

Batch No / Cepusi Ne : V2400701 Batch Quantity / O6sem naptuu : 766.5 Kg
Analytical Report No / Ananutnyecknii orer Ne : Date of Analysis / laTa anannsa: 21.05.2024
040002524677

Date of Manufacture / Jlata npon3soacrsa : 04/2024 Date of Expiry / Cpok rognocru : 03/2029

Analysis performed according ND / Ananu3 nposegen no HJI: [1N011252/01-160123

API name (INN) /
Hanvenosanue AGC (MHH): Ibuprofen / U6ynpoden Paracetamol / [Tapanieramon
API manufacturer batch number / PIBM230460 1163/23-24

Howmep cepuu npoussoautenss A®C:

FP Manufacturer API Batch number /
Homep cepun cyGcTaHIInH FERA00049 FERA00084
nponspopuTens I'JID:

Solara Active Pharma Sciences Sri Krishna Pharmaceuticals

API Manufactured by & country / Limited, India / Conapa DxTHuB Ltd., India / Illpu Kpuuina
IIpouseoautenn ADPC, cTpana: dapwma Caitencus Jlumuren, Uuaus | ®apmacsrotuxaic Jita., Unaus

Remarks : The Product conforms to ND/ Opinion : APPROVED

[pumeuanue: [Ipoayxt cooTBeTcTBYeT TpeGoBanuam 11]] | 3akmodenne: ONOBPEHO

Prepared by / Checked by / Approved by: Magager/Executive

[Toarotoneno Rama [Iposepeno: Pardeep Kumar | /Onobpeno: Mengmxep /

Kant W ﬁ Pykosoautens Abhishek Chauhan

Reprint Date: Reprint Date: Reprint Date: — '

Hata: 21.05.2024 Hara: 21.05.2024 Jara: 21.05.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2300, Fax: +51 40 4900 2999, Email: mail@drreddys.com
CiN: L85195AP1984PLCO04507
www.drreddys.com




