Dr.Reddy’s ‘_‘o

CERTIFICATE OF ANALYSIS

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
www.drreddys.com

CEPTUDUKAT AHAJIU3A

Page10f6/Ctp.1u36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HN6ykauH®, TabJeTKH, NOKPBIThHIE NIJIEHOYHOI 060104K0H, 400 Mr + 325 mr

Batch No / Cepust Ne : V2301086

Batch Quantity / O6bem nmaptuu : 715.4 Kg

040001919549

Analytical Report No / AHanuTn4yeckuii oTder Ne :

Date of Analysis / laTa ananu3a: 28.06.2023

Date of Manufacture / laTa npoussoacTsa : Jun.2023

Date of Expiry / Cpok roauoctu : May.2028

Analysis performed according ND / Ananus nposenen no HJI: I1 N011252/01-160123

Ne Test / [Toka3zaTeanb

Results/ Pe3yiibTaThl

Specification / Hopma

1 |[Description/ Onricanne

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnerku
KarncynoBUIHOH (hOpMbI, MOKPHITHIE
IUIEHOYHOH 000J104KOl OpaHXeBoro
L(BETa, C PUCKON HAa OJHOH CTOPOHE;
Ha IONEepevyHOM paspe3e — sapo
6eoro uBera.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
core at the cross-section. / Tabnerku
KancynoBUAHOH  (GOpMBI,  TOKDBITHIE
MJICHOYHOM  0OOJIOUKOH  OpamkeBOro
LIBETa, C PUCKOM Ha ONHOI CTOpOHE; Ha
NoTNepeyHoOM paspese — apo Oenoro Wiu
moytu 6esioro LBeTA.

2 |Identification /
TToanuHHOCTE

Complies as prescribed/
CooTtBetcTBYET

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 yaepxuBaHHs OCHOBHBIX ITHKOB

Ha XpoMaTorpaMmme HUCIIBITYEMOTO
pacTBopa  JO/DKHBI ~ COOTBETCTBOBATH
BpEMEHAM  YAEpXHMBaHHWsS NOHWKOB  Ha

XpOMAaTOrpaMMe pPacTBOpa CTaHAAPTHBIX
obpaziop ubynpodeHa u napaueraMmona

Hpumeuanne: [Iponykr coorBercTByeT TpeboBanusam HJI

(paznen «KonnuectBeHHOE
OTpeJieNICHUEY)
3 |Average tablets weight 973.6 mg/ 973.6 Mmr From 9409 mg to 9991 mg
CpenHss Macca (970.0 mg + 3.0 %) /
TabJIeToK Or 940,9 wmr go 9991 MT
(970,0 mMr + 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED

3axmouenue: OJJOBPEHO

Hara: 28.06.2023

Jara: 28.06.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarorosneHo; ﬂ_ [Tpoeepeno: Pardeep Kumar | Ono6peno: Menemxep / PykooauTens
Ramakant @A&/{, f Amit Kumar {E ““7

Reprint Date:. Reprint Date: Reprint Date: '

Jarta: 28.06.2023

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
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CEPTUDOHKAT AHAJIM3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOoykann®, TabieTkH, NOKPHITHIE IEHOYHOI 060104K0ii, 400 Mr + 325 mMr

Batch No / Cepust Ne : V2301086

Batch Quantity / O6bem naprun : 715.4 Kg

Analytical Report No / AHaanTu4eckuii oruer Ne :
040001919549

Date of Analysis / JlaTa anaau3za; 28.06.2023

Date of Manufacture / [laTa npoussoacrsa : Jun.2023

Date of Expiry / Cpok roanocru : May.2028

Analysis performed according ND / Ananus nposenen no HI: [T N011252/01-160123

4

Disintegration /
Pacnagaemocts

06 min 08 sec/ 06 muH 08 cex

Not more than 30 min /
He 6onee 30 mun

Dissolution /
PactBopenue

96 % To 101 %

96 % to 100 %

Not less than 70% (Q) of Cj3H;s0,
(Ibuprofen) after 30 min /

He wMenee 70 % (Q)
(ubynpoden) uepes 30 mun
Not less than 70% (Q) of CsHoNO,
(Paracetamol) after 30 min /
He wMmenee 70 % (Q)
(napaueramon) yepes 30 MUH

Ci3H150,

CsHoNO,

Remarks : The Product conforms to ND/
IIpumeuanne: [poaykr coorsercTByeT TpeGoanuam HJI

Opinion : APPROVED
3akmouenne: OMOBPEHO

Prepared by /
IMogroroeneno:
Ramakant

D

Checked by /
IIpoBepeno: Pardeep Kumar

<

Approved by: Manager/Executive/
Onobpeno: Menemkep / Pykosoaurens

Amit Kumar P N

Reprint Date:.
Hara: 28.06.2023

Reprint Date:
Hara: 28.06.2023

Reprint Date:
Hara: 28.06.2023

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CEPTUDUKAT AHAJTNU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOoykaun®, TabaeTkH, NOKPLITHIE NUIEHOYHOI 0060,109K0ii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2301086

Batch Quantity / O6bem naprun : 715.4 Kg

040001919549

Analytical Report No / Ananurnuecknii order Ne :

Date of Analysis / [laTa ananu3sa: 28.06.2023

Date of Manufacture / IaTa npousBojcTea : Jun.2023

Date of Expiry / Cpok roanocrtu : May.2028

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

6 |Related substances /

0.0003%

4-aminophenol (paracetamol impurity)

PoxacrBennble npumecu - not more than 0.005 % /
Method 1 / Meton 1 4-amuHoheHOoN (IPUMECH NapaneTamMorna)
- He Honee 0,005 %
Method 2 / Metop 2 0.03% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jlrobas €UHUYHas pUMECh
(ubynpodena unuM napaueramona) - He
oonee 0,3 %
Total impurities (Method 1+ Method 2)
0.03% - not more than 0.7 % /
Cymma npumeceii (Meron 1 + Meton 2)
- He 6onee 0,7 %
9 |Water/Bona 1.6% Not more than 5.0 % /

He Gouee 5,0 %

Remarks : The Product conforms to ND/
Hpumeuanne: ITpoaykT coorBeTcTBYeT TpeboBanusM HJT

Opinion : APPROVED
3axkmouenue: OJJOBPEHO

Hara: 28.06.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[Toarotosneno; ‘h ITposepeHo: Pardeep Kumar Onobpeno: Menemkep / PykoBoautess
Ramakant gﬂb ) f Amit Kumar g’;//

Reprint Date:. Reprint Date: Reprint Date:

Hara: 28.06.2023

Hara: 28.06.2023

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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CERTIFICATE OF ANALYSIS

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
www.drreddys.com

CEPTHUOUKAT AHAJIU3A

Page4 of 6/ Ctp. 4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyxkann®, TabieTk, MOKPLITHIE IJ1eHOYHO# 060104K0ii, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2301086

Batch Quantity / O0bem maprun : 7154 Kg

040001919549

Analytical Report No / AnanuTuuecknii oruer Noe :

Date of Analysis / Jlata ananu3a: 28.06.2023

Date of Manufacture / Jlata npoussoacrea : Jun.2023

Date of Expiry / Cpok rogaoctn : May.2028

Analysis performed according ND / Anann3z nposened mo HJI: I1 N011252/01-160123

10 |Uniformity of dosage

IJIECHEBBIX IPHUOOB

¢) E. coli

units /
OnHopoaHOCTB Acceptance value (AV) should be not
JO3UPOBAHUS 1.5 more than 15.0 /
- Ibuprofen /ubynpocden IToka3zatens npuemaemoctu (AV) nojnken
ObITh He Ooutee 15,0
- Paracetamol/ 1.5 Acceptance value (AV) should be not
napaneTamol more than 15.0 /
[Tokazarens npuemaeMocti (AV) nomxkeH
OBITEL He Boutee 15,0 -
11 |Microbiological purity / -
Mukpo6uosoriueckas
yucrora*
a) Total aerobic NA Not more than 1000 CFU/g /
microbial count / He 6onee 1000 KOE/r
O6bwee uncno
a3pobHBIX
MHKPOOpPraHU3MOB
NA
b) Total combined Not more than 100 CFU/g/
yeasts and mould count He 6onee 100 KOE/r
/ Obuiee umucno
JPOXOKEBBIX U NA

Shall be absent in 1g / OtcyrcTRHE B
1r

Remarks : The Product conforms to ND/
ITpumeuanue: [Mpoaykt cootBercTByeT TpeGoBanusm HJ[

Opinion : APPROVED
3akumouenune: OJIOBPEHO

Hara: 28.06.2023

JHara: 28.06.2023

Prepared by / Checked by / Approved by: Manager/Executive/
p g
IloproroBneng; r ITpoBepeno: Pardeep Kumar Onobpeno: Menemxkep / PykoBoaurens
Ramakant w I Amit Kumar N
— /
Reprint Date:. Reprint Date: Reprint Date:

Jara: 28.06.2023

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

CIN: L85195AP1984PLC0O04507

www.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykanu®, TabaeTkn, HOKPBITHIE IUIEHOYHOH 060104 K0ii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2301086

Batch Quantity / O6vem maptum : 715.4 Kg

040001919549

Analytical Report No / AHanuTHyecknii oTyer Ne : Date of

Analysis / lata ananmnsa: 28.06.2023

Date of Manufacture / lata npousBogcrsa : Jun.2023 |Date of

Expiry / Cpok rogaocts : May.2028

Analysis performed according ND / Ananus npoeenen no HJL: [1 N011252/01-160123

12 |Assay/
KonnyectBennoe
ornpeaeneHue

395.8 mg/395.8 mr

323.58 mg/ 323.58 Mr

From 360.0 to 440.0 mg of C;3H;;50,
(Ibuprofen) per tablet /

Or 360,0 mMr go 440,0 mr C;3H;s0,
(ubynpocden) B TabieTke

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

Or 292,5 mr mo 357,5 mr CgHoNO,
(rmapaueramon) B Tabnetke

13 | Package / Vnaxoska

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
Tadnerok B [IBX/Al Gnucrep. o 1
OnaMcTepy B Nauky KapTOHHYIO
BMECTE€ €  HMHCTPYKUUEH Mo
NPUMEHEHHIO.

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 ta6nerox B [IBX/Al
Oauctep. Ilo 1, 2 unu 20 Gaucrepos B
navky KapTOHHYIO BMECTE c
HHCTPYKLHMEN 110 NPUMEHEHHIO.

14 | Labeling / Mapkuposka

According to ND. / B COOTBETCTBHH C H/L.

15 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHUe [Ipu Temneparype He Boite 25 °C.
16 | Shelf life / Cpox 5 years /5 net
TOJHOCTHU

* 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. / ITposoauTCs MpoU3BOAUTENEM IIPH
BBbIITYCKE NEPUOAMHECKHU: JUld Kax 0k 20-0i cepun mian He MeHee 1 pasa B rof. IlokaszaTens MOXET ObITh
He BKJIIOYEH B CEPTU(UKAT aHaNH3a GUPMEIL

Remarks : The Product conforms to ND/
Ilpumeuanwue: Ipoaykr COOTBETCTBYET TpeboBanusam HJ

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[MoarorosneHo; t‘ ITposepeHo: Pardeep Kumar OnoGpeno: Menemiep / PykoBoauTeb
Ramakant ;@u&& 1 Amit Kumar x;’/

Reprint Date:. Reprint Date: Reprint Date:

Jara: 28.06.2023 Hara: 28.06.2023 Hara: 28.06.2023

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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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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Page 6 of 6/ C1p. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyxkanu®, TabaeTkH, NOKPbITHIE MJIEHOYHOIi 060104K0ii, 400 Mr + 325 mr

Batch No / Cepust Ne : V2301086

Batch Quantity / O6bem mapruu : 715.4 Kg

040001919549

Analytical Report No / AHanuTnuecknii oTyer Ne :

Date of Analysis / JlaTa ananu3a: 28.06.2023

Date of Manufacture / laTa nponsBoacTsa : Jun.2023

Date of Expiry / Cpok roagnocts : May.2028

Analysis performed according ND / Ananus nposeen no H/I: [1N011252/01-160123

API name (INN) /

Hamuvenosanmne ADGC (MEHH): Ibuprofen / U6ynpoden Paracetamol / [Tapaueramon
API manufacturer batch number /

Homep cepun mpousBoauTeis PIBM230100 1306/22-23

ADC:

FP Manufacturer API Batch

number / FEQA00184 FEQA00187

Homep cepun cyGcTaHIuu
npoussoauteas [JID:

API Manufactured by & country/
IIpouseoautens ADPC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa OkTuB
®apma Caiiencus Jlumuren,

Hunus

Sri Krishna Pharmaceuticals Ltd.,
India / Ilpun Kpuiuna
®apmacktotukanc Jlta., Uaaus

Remarks : The Product conforms to ND/
Ilpumeuanue: [Ipoaykr coorBercTByer TpeboBanusM HJI

Opinion : APPROVED
3axmouenue: OJIOBPEHO

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

[ToaroToBneHo: [IpoBepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoautens

Ramakant P‘ Amit Kumar N
Bkt . N

Reprint Date:. Reprint Date: Reprint Date:

Jara: 28.06.2023 Hara: 28.06.2023 Hara: 28.06.2023

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




