Dr.Reddy’s €5

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 yy drreddys.com
CEPTHOUKAT AHAJIN3A

Page 10f6/Ctp. 1136

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
M6yk1uH®, Ta/1eTKH, IOKPbIThIe IIeHOYHOH 000104K0H, 400 Mr + 325 mr

Batch No / Cepus Ne : V2301741

Batch Quantity / O6bem naptuu : 714.25 Kg

040002113891

Analytical Report No / AHaanTHuecKHii oTder Ne :

Date of Analysis / JlaTa ananu3za: 19.09.2023

Date of Manufacture / lata npon3soacrsa : 08/2023

Date of Expiry / Cpox rogaoctn : 07/2028

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

Ne Test / ITokazaTennb

Results/ Pe3yJbTaThl

Specification / Hopma

1 |Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the  cross-section../  Tabnetku
KancyJIOBUJAHOH (OPMBI, MOKPBITHIE
IUICHOYHOH 060104KOH OpaHXkeBOro
IIBeTa, C PHCKOIl Ha OJHOH CTOpPOHE;
Ha TMOMEpeYyHOM pa3pese — sIpo
6enoro nBeTa.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
core at the cross-section. / TaOneTku
KarcynoBHAHOH  GOpMBI,  MOKpHITHIE
IJIEHOYHOM  00O0JIOUKOH  OPaHXKEBOTrO
[[BETA, C PUCKOH Ha OJHOW CTOpPOHE; Ha
IIOTIEpEYHOM paspese — sApo 6enoro unu
mouTH 6esoro upera.

2 |Identification /
[TopnuHHOCTD

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 ynep>KMBaHUsI OCHOBHBIX IIMKOB

Ha XpoMarorpamme HCIBITYEMOI'O
pacTBopa JOJDKHBI COOTBETCTBOBAThH
BpEMEHaM YACpXKUBAHUA ITHKOB Ha

XpOMarorpaMme pacTBOpa CTaHIAPTHBIX
obpasuos ubynpotdeHa U mapauneramosna

(pazmen «KonuuecTBeHHOE
OMNpeAeICHUEN)
3 |Average tablets weight 974.1mg / 974.1 mr From 9409 mg to 9991 mg
Cpennsis Macca (970.0 mg £3.0 %) /
TabJIeTOK Or 940,9 wMr go 999,1 MT

(970,0 Mr + 3,0 %)

Remarks : The Product conforms to ND/
IMpumeuanne: [TpoaykT cooTBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3axiaouenue: OJJOBPEHO

Prepared by /
Iloarorosneno:
Pravesh Rana

A

Checked by /
[TpoeepeHo: Santosh Kumar

Maurya in

-

Approved by: Manager/Executive/
Onobpeno: Menemxep / PykoBoaureb
Manoj Kumar

Reprint Date:.
Jara: 01.12.2023

Reprint Date:
Hara: 01.12.2023

Reprint Date:
Hata: 01.12.2023

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,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS \yyw.drreddys.com
CEPTAPHUKAT AHAJIU3A

Page2 of 6/ Ctp. 2 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NUO6yxkaun®, TabaeTKH, MOKPHITHIE IIEHOYHOH 0001049K0#, 400 Mr + 325 Mr

Batch No / Cepust No : V2301741

Batch Quantity / O6wem naprum : 714.25 Kg

040002113891

Analytical Report No / AHanuTHYecknii oTder Ne :

Date of Analysis / {aTa ananmza: 19.09.2023

Date of Manufacture / JaTa npou3Bojcrsa : 08/2023

Date of Expiry / Cpok rogsoctu : 07/2028

Analysis performed according ND / Anaiu3s nposeaen mo HJI: TI N011252/01-160123

4 |Disintegration /
PacnagaeMocTth

05 min 07 sec/ 05 muH 07 cek

Not more than 30 min /
He 6onee 30 MuH

5 |Dissolution /
PactBopenue

98 % To 103 %

99 % to 101 %

Not less than 70% (Q) of Ci;:His0;
(Ibuprofen) after 30 min /
He wmenee 70 % (Q) CisHisO:2
(ubynpoden) uepes 30 MuH
Not less than 70% (Q) of CsHsNO,
(Paracetamol) after 30 min /
He wMenmee 70 % (Q) CsHoNO;
(mapaueramoi) yepe3 30 MHH

Remarks : The Product conforms to ND/
Ipumeuanue: [Tpoaykr cooreercTByeT Tpebopanusam HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /

IToarorosneHo:
Pravesh Rana ]

Checked by /
[TpoBepeHo: Santosh Kumar

Maurya m/

CR——

Approved by: Manager/Executive/
Ono6peHo: Menemkep / PykoBonurens
Manoj Kumar

Reprint Date:.
Hara: 01.12.2023

Reprint Date;
Jara: 01.12.2023

Reprint Date:
Jara: 01.12.2023

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: 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

CEPTUOUKAT AHAJIM3A

Page30f 6/ Ctp.3 43 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykaun®, TabieTKH, NOKPbITHIE IUICHOYHOH 000,104K0ii, 400 mr + 325 mr

Batch No / Cepus Ne : V2301741

Batch Quantity / O0bem maptuu : 714.25 Kg

040002113891

Analytical Report No / AHaanTu4decKHi oT4eT Ne :

Date of Analysis / JlaTa ananusa: 19.09.2023

Date of Manufacture / Jata npousBoacrsa : 08/2023

Date of Expiry / Cpok roanoctn : 07/2028

Analysis performed according ND / Anauu3s nposesen mo HJI: [T N011252/01-160123

6 |Related substances /
PojcTBeHHbIE TPUMECH
Method 1/ Merton 1

0.0002%

4-aminophenol (paracetamol * impurity)
- not more than 0.005 % /

4-aMuHOdeHoN (MpUMech NapaneraMmona)
- He 6outee 0,005 %

Method 2 / Merton 2 Below BDL (BDL= 6883) / Huxe |Any individual impurity (ibuprofen or
II0POra perucTpaniuu paracetamol) - not more than 0.3 % //
(ITP =6883) JIrobas eIUHNYHas pUMeCh
(ubynpodeHa wid mnapaleraMmona) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)
- not more than 0.7 % /
Cymma npumeceit (Meton 1 + Metoxn 2)
0.0002% - He 6onee 0,7 %
9 |Water/Boaa 1.6% Not more than 5.0 % /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykr cootBeTcTBYeT Tpebopanuam HJJ | 3axmouenne: ONOBPEHO

Opinion : APPROVED

Prepared by / / Checked by / Approved by: Manager/Executive/
IToarorosneno: / IIpoBepeno: Santosh Kumar Ono6peHo: Menemxkep / PykoBonutens
Pravesh Rana Maurya 1 el Manoj Kumar

Reprint Date:. Reprint Date: Reprint Date:

Jara: 01.12.2023 Jarta: 01.12.2023 Jara: 01.12.2023

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

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

CERTIFICATE OF ANALYSIS yyw.drreddys.com
CEPTHOUKAT AHAJIU3A

Page 4 of 6/ CTp. 4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
M6ykaus®, TabieTKH, NOKPBIThIE NIEHOYHOH 060/104K0H, 400 mr + 325 mr

Batch No / Cepus Ne : V2301741

Batch Quantity / O6bem naptuu : 714.25 Kg

Analytical Report No / AnannTudeckuii otder Ne :
040002113891

Date of Analysis / laTa ananu3a: 19.09.2023

Date of Manufacture / JIlata npousBoactBa : 08/2023

Date of Expiry / Cpok rogHoctn : 07/2028

Analysis performed according ND / AnaJin3 nposesen mo HJI: TI N011252/01-160123

10 |Uniformity of dosage

units /

OnHOpPOAHOCTH Acceptance value (AV) should be not

JIO3UPOBAHUS 1.3 more than 15.0 /

- Ibuprofen /ubynpoden IMokazaTenb mpreMieMocTH (AV) nomkeH
ObITE He Oonee 15,0

- Paracetamol/ 1.3 Acceptance value (AV) should be not

napaieTamo more than 15.0 /
IMokazatens npueMiIeMocTH (AV) JomkeH
ObITE He H6onee 15,0

11 |Microbiological purity /

Mukpobuonoruieckas

yrcrora*

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

microbial count / He 6onee 1000 KOE/r

O61uee yucno

a3pOOHBIX

MHKpPOOPTaHHU3MOB

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

yeasts and mould count NA He 6o1ee 100 KOE/r

/ Ob1ee YucIo

JPOXOKEBBIX U

IUIECHEBBIX IPUOOB

¢) E. coli NA Shall be absent in lg / OrcyTcTBHE B

1r

Remarks : The Product conforms to ND/
Hpumeuanue: [Tpoayxt cooTBeTcTByeT Tpeboanusam HJI

Opinion : APPROVED
3akmouenune: OJIOBPEHO

Prepared by / '
I[MonrorosieHo: y
Pravesh Rana /[,

Checked by /
ITpoeepero: Santosh Kumar
Maurya &

——

Approved by: Manager/Executive/
Ono6peno: Menemxkep / Pykosoaurensb
Manoj Kumar

Reprint Date:.
Hara: 01.12.2023

Reprint Date:
Hara: 01.12.2023

Reprint Date:
Jlara: 01.12.2023

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,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS . drreddys.com
CEPTHOHKAT AHAJIH3A

Page50f6/Ctp. 5u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykaun®, Tal/1eTKH, NOKPLITHIE IVIEHOYHOH o0o1ouxoii, 400 mr + 325 mr

Batch No / Cepus Ne : V2301741

Batch Quantity / O6bem naptuu : 714.25 Kg

040002113891

Analytical Report No / AHanuTHYecKHii oT4yeT No : Date of

Analysis / Jlata anamuza: 19.09.2023

Date of Manufacture / lara npousBoacrsa : 08/2023  |Date of

Expiry / Cpok rognocts : 07/2028

Analysis performed according ND / Ananu3 nposenen nmo HJI: I1 N011252/01-160123

12 |Assay/
KonuuectsenHoe
onpeesieHne

399.3 mg/399.3 Mr

324.66 mg/ 324.66 mr

From 360.0 to 440.0 mg of Ci3His0:
(Ibuprofen) per tablet /

Or 360,0 mr go 440,0 mr C;3HisO;
(ubympoden) B Tabnerke

From 292.5 to 357.5 mg of CsHyNO:
(Paracetamol) per tablet /

Or 292,5 mr po 357,5 mr CsHoNO;
(napaiieTaMour) B TabNETKE

13 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tabnerok B [IBX/Al 6muctep. Io 1
Onuctepy B NauKy KapTOHHYIO
BMecTe C  MHCTpyKUWEeH IO
TIPHMEHEHHIO.

10 tablets in PVC/AI blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 Tabnerok B [IBX/Al
omucrep. ITo 1, 2 unu 20 OnucrepoB B
MauKy KapTOHHYO BMECTE c
HHCTpYKLHER 110 TPUMEHEHHIO.

14 | Labeling / MapkupoBka

According to ND. / B cootserctuu ¢ HJI.

15 | Storage conditions /

At temperature not more than 25 °C. /

XpaHenue [Tpu Temneparype He Boine 25 °C.
16 | Shelflife / Cpox 5 years / 5 ner
TOJJHOCTH

* 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. / [IpoBoguTCsl IPOU3BOAUTENIEM TIPH
BBIITYCKE MEPHONMYECKHU: 1T Kol 20-0i cepun unu He MeHee 1 pasa B rol. IokasaTenb MOXeT OBITH
He BKJIIOYEH B cepTU(HKAT aHanu3a GupMbl

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykt coorBercTByeT TpeboBanuam HJI

Opinion : APPROVED
3akmouenne: OJOBPEHO

Hata: 01.12.2023

Hara: 01.12.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarorosieHo: [TposepeHo: Santosh Kumar Ono6peHo: Menemxep / PykoBoautens
Pravesh Rana Maurya 945 Manoj Kumar

e———
Reprint Date:. Reprint Date: Reprint Date:

Jata: 01.12.2023

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 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

CERTIFICATE OF ANALYSIS ywuw.drreddys.com

CEPTU®HUKAT AHAJINU3A

Page 6 of 6/ CTp. 6 M3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykauna®, Tab/1eTKH, IOKPbIThIE IIIEHOYHOH 060/104K0#, 400 Mr + 325 Mr

Batch No / Cepusa Ne : V2301741

Batch Quantity / O6weM mapTnu : 714.25 Kg

040002113891

Analytical Report No / AHaanTH4ecKuid oryer Ne :

Date of Analysis / JlaTta anammza: 19.09.2023

Date of Manufacture / lata npon3soacrsa : 08/2023

Date of Expiry / Cpok rogaocts : 07/2028

Analysis performed according ND / Ananu3z nposeaen mo HJI: [1N011252/01-160123

API name (INN) /
HaumenoBanue A®C (MHH):

Ibuprofen / U6ynpoden

Paracetamol / [lapaneramon

API manufacturer batch number /
Homep cepun IpOH3BOIHTEISA
ADC:

PIBM230173

APAPE2023060681

FP Manufacturer API Batch
number /

Homep cepun cyGcTaHnHH
nponzpoautens I'JID:

FEQA00296

FEQA00328

API Manufactured by & country /
Ilpouzeogurens ADC, ctpaHa:

Solara Active Pharma Sciences
Limited, India / Conapa OktuB
®apma Caiiencus Jlumuresn,
Wnpns

Granules India Ltd., India /
I'panynec Unnus JIta., Muaus

Remarks : The Product conforms to ND/
ITpumeuanue: [Tpoaykr coorBercTBYeT TpeboBanuam HJI

Opinion : APPROVED
3axmouenue: OJIOBPEHO

Prepared by / 2 Checked by / Approved by: Manager/Executive/
[ToarorosieHo: ITpoeepeHo: Santosh Kumar Ono6peno: Menemxep / PykoBoaureinsb
Pravesh Rana Maurya Manoj Kumar

Reprint Date:. Reprint Date: Reprint Date:

Hara. 01.12.2023 Hara: 01.12.2023 Hara: 01.12.2023

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: L85195AP1984PLCO04507
www.drreddys.com




