Dr. Reddy’s ":'

Dr. Reddy's Laboratories [td.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIM3A

Page10f8/Crp.1u3 8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HoyxnuH®, Tab/1eTKH, MOKPLITHIE INIEHOYHOH 000104K0H, 400 Mr + 325 Mr

Batch No / Cepusi Ne : V2400627

Batch Quantity / O6bem naptum : 717.5 Kg

040002495839

Analytical Report No / AnanuTnueckuii oryer Ne :

Date of Analysis / laTa ananusa: 23.04.2024

Date of Manufacture / /lata nponszBoacrsa : 04/2024

Date of Expiry / Cpok rognoctu : 03/2029

Analysis performed according ND / Anamm3 nposeged no H/I: I N011252/01-160123

Test / Ilokazaresn

Results/ Pe3yabTaThl

Specification / Hopma

[¥e
I’_I Description/ Onucanue |Orange film-coated, capsule-shaped,

one-side scored tablets; white core at
the cross-section. ./ Tabnetku
KancyjaoBHAHOW (HOpMBI, MOKpBITHIE
IJICHOYHOH 060JI0UKOH OpaH)XeBOro
I[BETa, C PUCKOH Ha ONHOW CTOPOHE;
Ha T[ONMEpPeYHOM paspe3e — sapo
6enoro nsera.

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

core at the cross-section. / Tabnerku
KarcynoBUIHOM  GOpMBI,  MOKPBITHIE
[UIEHOYHOH  000JIOUKON  OpPaHKEeBOro

[BETa, C PUCKOH Ha ONHOW CTOpOHE; Ha
[IONIEPEYHOM paspese — sfpo Oenoro uimm
mouTH OeNoro LBeTa.

Remarks : The Product conforms to ND/
Ilpumeuanue: [Ipoaykr coorBeTcTBYeT TpeboBanusm HJL

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /

I'Eo,uro*ronnen&ﬁnj eet

Checked by /
I[poBepeHo: Sa%sh Kumar
Maurya 35S

Approved by: Manager/Executive

/OnobpeHo: Meneﬂxeig//
Chauhan i /

Pyxosonurens: Abhisliek

Hara:

Reprint Date: 23.04.2024

Reprint Date: 23.04.2024
Jlara:

Reprint Date: 23.04.2024
Jlata:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@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 : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Page 2 of 8/ Crp. 2 u3z 8

Batch No / Cepust Ne : V2400627

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
I_/Iﬁylcmm®, TabJieTKH, NOKPBITHIE INIEHOYHOH 000/104K0ii, 400 Mr + 325 mr

Batch Quantity / O6wem maptuu : 717.5 Kg

040002495839

Analytical Report No / AnannTuyeckuii oryer Ne :

Date of Analysis / Jlata ananmsa: 23.04.2024

Date of Manufacture / lara npou3soacrsa : 04/2024

Date of Expiry / Cpox roguoctu : 03/2029

Analysis performed according ND / Ananu3 nposeaex mo HJI: I1 N011252/01-160123

2 |Identification /
ITonnuHHOCTH

Complies as prescribed/
CootBeTcTRyeET

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 ynepxuBaHUSl OCHOBHBIX [THKOB
Ha  XpoMarorpamme UCIIBITYEMOTO
pacTBopa  JOJDKHBI  COOTBETCTBOBATH
BpeMeHaM  yIepXWBaHWs [HKOB Ha
XpoMaTorpaMMe pacTBOpa CTaHJapPTHBIX
obpaszuoB ubynpodena u napareramona

(paznen «KonuuectBeHHOE
ONpeaesiCHUe»)

Remarks : The Product conforms to ND/ Opinion : APPROVED

ITpumeuanue: [Ipoaykr cootBercTByeT Tpebosanusm HJ[ | 3akmouenne: OIOBPEHO

Prepared by /

[Toarorosneno: Ranjeet

Checked by /
[Iposepeno: Santosh Kumar
Maurya {

Approved by: Manager/Executive

/Opobpeno: Menemkdp /
Pykosonurens: Abhighek
Chauhan -]

Hara:

Reprint Date: 23.04.2024

Reprint Date: 23.04.2024
JHara:

Reprint Date: 23.04.2024
Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr: Reddy’s ‘,’?

Dr. Reddy's Laboratories [td.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

Page3 of 8/ Crp.3 u3 8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HMoyxanH®, TabeTKH, NOKPBITHIE JIEHOYHOH 000104K0ii, 400 mr + 325 mr

Batch No / Cepusi Ne : V2400627

Batch Quantity / O6sem maptuu : 717.5 Kg

040002495839

Analytical Report No / AHanuTH4YecKnii oTyeT No :

Date of Analysis / lata anannsa: 23.04.2024

Date of Manufacture / lata npoussoacrsa : 04/2024

Date of Expiry / Cpox rognocts : 03/2029

Analysis performed according ND / Ananun3s npoeeaen no HJI: 1 N011252/01-160123

3 |Average tablets weight
Cpenusis Macca
TabieTok

972.5mg /972.5 mr

From 9409 mg to 9991 mg
(970.0 mg £+ 3.0 %) /
Or 940,9 wmMr go 999,11 MT
(970,0 mr = 3,0 %)

4 |Disintegration /
Pacnapmaemoctb

06 min 06 sec/ 06 muHn 06 cex

Not more than 30 min /
He 6onee 30 muu

5 |Dissolution /
PactBopenne

96 % To 101 %

99 % to 104 %

Not less than 70% (Q) of Ci3His0,
(Ibuprofen) after 30 min /

He w™enmee 70 % (Q) Ci3HisO;
(ubynpodeH) yepes 30 MUH

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

He wmenee 70 % (Q) CsHoNO,
(napayeramon) yepes 30 MUH

Remarks : The Product conforms to ND/
Ilpumeuanmne: [Ipoaykt cooTBeTCTBYET TpeboBaHusam HJT

Opinion : APPROVED
3akagyenne: OJOBPEHO

Prepared by /
[ToarororneHo: Ranjeet

(>

Checked by /
IIpoBepeno: Santosh Kumar

Maurya (E\i’

Approved by: Manager/Executive
/OnobpeHo: Menemkep /
Pykoroautesns: Abhighek /

Chauhan
Reprint Date: 23.04.2024 Reprint Date: 23.04.2024 Reprint Date: 23.04.2024
Jlara: JlaTa: JlaTa:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCD04507
www.drreddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories [td.
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
CEPTUDOUKAT AHAJIU3A

Page 4 of 8/ C1p. 4 u3 8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoyxauu®, TabeTKH, NOKPBIThIEe N1eHOYHOH 060/104KO0#, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2400627

Batch Quantity / O6bem naptuu : 717.5 K_g

040002495839

Analytical Report No / AHaguTHYecKHit oTyeT Ne :

Date of Analysis / /laTa ananu3za: 23.04.2024

Date of Manufacture / /lata npousBoacrsa : 04/2024

Date of Expiry / Cpok roauoctu : 03/2029

Analysis performed according ND / Ananun3 nposeaes nmo HJI: [1 N011252/01-160123

6 |Related substances /

0.0002%

4-aminophenol (paracetamol impurity)

IIpumedanue: [Iponykr coorBercTByeT TpeboBanusm HJ|

PozncTBeHHbIe NpUMecH - not more than 0.005 % /

Method 1/ Mertop 1 4-amuHo¢eHon (npuMeck napaleraMmona)
- He 6onee 0,005 %

Method 2 / Merox 2 0.03% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jio6ast eIMHUYHAs NpUMeECh
(ubynpodeHa i mapauneramona) - He
ooinee 0,3 %
Total impurities (Method 1+ Method 2)
- not more than 0.7 % /

0.03% CymmMma npumeceii (Meron 1 + Merton 2)
- He 6onee 0,7 %
9 |Water/Boga 1.4% Not more than 5.0 % /
He 6onee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED

3akawuenue: OJOBPEHO

Prepared by /

[ToaroroBneHo: Ranjeet

Checked by /
[IposepeHo:

Santosh Kumar

Approved by: Manager/Executive
/Onobpeno: Menemxeg/

' Maurya (’f" Pykosoautens: Abhighek /
Chauhan
Reprint Date: 23.04.2024 Reprint Date: 23.04.2024 Reprint Date: 23.04.2024
Hara: Jlara: JlaTa:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s €3

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
CEPTUO®UKAT AHAJIM3A
Page 5 of 8/ Ctp. 53 8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Moyxauu®, TabaeTKkH, NOKPHITHIE JIEHOYHOH 000104K0#, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400627

Batch Quantity / O6bem NApPTHH : 717.5 Kg

Analytical Report No / AHaJMTHYecKHii oT4yeT Ne : Date of Analysis / lata anaiauza: 23.04.2024

040002495839

Date of Manufacture / lata npou3soactea : 04/2024 Date of Expiry / Cpox ropaoctu : 03/2029

Analysis performed according ND / Anaan3 nposegen no HJI: TIN011252/01-160123

10 |Uniformity of dosage
units /
ORHOPOAHOCTH Acceptance value (AV) should be not
JIO3UPOBAHUS 0.7 more than 15.0 /
- Ibuprofen /u6ynpoden INokazarens npueMineMocTd (AV) nomkeH
ObITH HE Oonee 15,0
- Paracetamol/ 0.9 Acceptance value (AV) should be not
napaneTamolt more than 15.0 /
IMokasaTtenp npuemiieMocTd (AV) fomkeH
6bITH HE Honee 15,0
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [TponykT cooTBercTByeT Tpebosanusam HJI | 3akmoyenne: ONTIOGPEHO
Prepared by / Checked by /

Approved by: Managgr/Executive
[Toarotosneno: Ranjeet | [IpoBepeno: Santosh Kumar /Ono6peHo: Menemxgp /

Maurya : PykoBoautens: Abhishek /
(/D i OSS"’ Chauhan -

Reprint Date: 23.04.2024 Reprint Date: 23.04.2024 Reprint Date: 23.04.2024

Hara: Hara:

Jara:

Registered Office: 8-2-337, Road No. 3, Baniara Hills, Hyderahad - 500034, Telangana, Indiz
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@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

CEPTUOHUKAT AHAJINU3A

Page 6 of 8 / C1p. 6 u3 8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykauu®, TabiieTKH, NOKPLITHIE IIeHOYHOH 000/109K0i, 400 mr + 325 mr

Batch No / Cepust Ne : V2400627

Batch Quantity / O6sem naprtuu : 717.5 Kg

Analytical Report No / AHanuTu4decknii oTaet Ne :
040002495839

Date of Analysis / laTa ananu3a: 23.04.2024

Date of Manufacture / JJata npousBoacrsa : 04/2024

Date of Expiry / Cpok roanoct : 03/2029

Analysis performed according ND / Ananu3 nposegen no HJI: IIN011252/01-160123

11 |Microbiological purity /
Miukpobuosioruueckast
ypcToTa*
a) Total aerobic NA Not more than 1000 CFU/g /
microbial count / He 6onee 1000 KOE/r
O6iwee uncio
a’poBHBIX
MHKpPOOPraHH3MOB
NA
b) Total combined Not more than 100 CFU/g/
yeasts and mould count He 6onee 100 KOE/r
/ Ob1iee uuciIo
JIPOOKEBBIX U
IUIECHEBBIX IPHOOB
NA
¢) E. coli Shall be absent in lg / OrcyrcTBHE B
Ir
12 |Assay/ From 360.0 to 440.0 mg of Ci3sHi30;
KonuuecTBeHHOE (Ibuprofen) per tablet /
onpefeieHue 396.3 mg/ 396.3mr Ot 360,0 mr go 440,0 mMr CisHisOq
(ubynpocdeH) B TabneTke
From 292.5 to 357.5 mg of CzHoNO;
(Paracetamol) per tablet /
319.69 mg /319.69 mr Or 292,5 mr po 357,5 mr CsHoNO;

(napaneTtamo) B TabneTke

Remarks : The Product conforms to ND/
ITpumeuanue: [Ipoaykt coorBeTcTBYeT TpeboBanuaM HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by /

IToarororneno: Ranjeet

(>

Checked by /

[Tposepeno: Santosh Kumar

Maurya ™

—

Approved by: Manager/Executive
/Ono6peHo: Menemxep
PykoBoauTes: Abhisllé /
Chauhan

Reprint Date: 23.04.2024
Mara:

Reprint Date: 23.04.2024
Jara:

Reprint Date: 23.04.2024
Jlara:

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: maii@drraddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.
' , ®e Formulation Unit-6
Dr. Reddy’s ... Vill. Khol, Nalagarh Road, Baddi,
. Distt. Solan, H.P.,, 173 205, IND}A
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTA3A

Page 70of 8/ Crp.7u3 8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykaun®, Ta6iaeTKH, IOKPBIThIE MIeH04HOH 060.104K0ii, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400627 Batch Quantity / O6bem naptuu : 717.5 Kg
Analytical Report No / AHanuTHYecKuii oT4eT Ne : Date of Analysis / [laTa ananusa: 23.04.2024
040002495839

Date of Manufacture / lata npoussojacrea : 04/2024 Date of Expiry / Cpok rognocts : 03/2029

Analysis performed according ND / Anaan3 nposenen mo HA: TI N0O11252/01-160123

13 | 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. / ITo 10 |[in a carton. / ITo 10 Tabnetok B IIBX/Al
tabserok B [IBX/Al 6mucrep. [To 1 |6nuctep. ITo 1, 2 umm 20 Gnucrepos B

Oaucrepy B Tauyky KapTOHHYKO |Madvky KapTOHHYIO BMECTe c
BMECTe C  MHCTPYKUMeH MO |MHCTPYKLMEH MO NPUMEHEHMIO.
IIPUMEHEHHUIO.
14 | Labeling / MapkupoBka| According to ND. / B cootsetctsun ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C./
XpaHenue IIpu Temneparype He Bbinie 25 °C.
16 | Shelflife / Cpoxk 5 years / 5 net

TOOHOCTH

* 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. / [IpoBoaHTCS NPOU3BOAMTENEM MPH
BBIITyCKE MEPHOJMUECKU: JUis ka0l 20-0if cepun miy He mMeHee 1 pasa B rof. llokasaTens MOXET OBITh
He BKJIIOYEH B cepTH(UKAT aHanu3a GUpMBbI

Remarks : The Product conforms to ND/ Opinion : APPROVED
Tpumeuanue: [IpoayKT cooreTcTByeT Tpebosanusam HJ[ | 3axmouenue: ONIOPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[oarotosneso: Ranjeet | [IpoeepeHo: Santosh Kumar /Ono6peHo: Meneaxep /

Maurya _ PyxoBoauTens: Abhighek

@/ " Chauhan d . /

Reprint Date: 23.04.2024 Reprint Date: 23.04.2024 Reprint Date: 23.04.2024 =
Jlara: Jlara: Jlara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Ernail: maii@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr: Reddy’s Q':‘

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

Dr. Reddy's Laboratories [td.
Formulation Unit-6

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

Page 8 of 8 / Crp. 8 3 8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HMoykaun®, Tab1eTKH, NOKPBITHIE MJIEHOYHOH 0007104K0H, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400627

Batch Quantity / O6bem naptun : 717.5 Kg

040002495839

Analytical Report No / AHanuTH4yecknii oTder No :

Date of Analysis / laTa ananu3sa: 23.04.2024

Date of Manufacture / JlaTa npousBogcrsa : 04/2024

Date of Expiry / Cpok roanoct : 03/2029

Analysis performed according ND / Asann3 nposeaen no HJI: [1N011252/01-160123

API name (INN) /

Haumenopatne ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / [Tapaueramon
APl manufacturer batch number / PIBM230460 1163/23-24, 1167/23-24
Howmep cepun npoussoguteis ADC:

FP Manufacturer API Batch number /

Howmep cepun cydcTaHIHH FERA00049 FERA00084, FERA00085

npousBogutens I'JID:

API Manufactured by & country /
IIponseoaurens ADC, cTpana:

Solara Active Pharma Sciences

Caitencus Jlumuten, Muaus

Limited, India / Conapa OxtuB ®apma

Sri Krishna Pharmaceuticals Ltd.,
India / pu Kpumna
®apmackiotukanc Jltn., Magus

Remarks : The Product conforms to ND/
IIpumeuanne: Ilpoaykr coorBercTByeT TpeboBaHusm HJJ

Opinion : APPROVED
3axmwouenune: OJJOBPEHO

Prepared by /

Checked by /
[Tpoeepeno: Santosh Kumar

Approved by: Manager/Bxecutive
/OnobpeHo: Menemke /

Ho,uromsneszn/jcet

. Maurya (B Pykosoautens: Abhishek
= Chauhan

Reprint Date: 23.04.2024 Reprint Date: 23.04.2024 Reprint Date: 23.04.2024

Hara: JHara: JlaTa:

Registered Office: 8-2-337, Raad Na. 3. Ranjara Hills, Hydrrahad  S00N34, Telangana, indiz
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85155AP1984PLC004507

www.drreddys.com




