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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOoyxkauua®, Ta0JeTKH, IOKPBIThIE MJIeHOYHOIi 000J104K0ii, 400 mr + 325 mr

Batch No / Cepns Ne : V2301355

Batch Quantity / O6bem naptum : 758.90 Kg

040002102469

Analytical Report No / Ananutudeckuii oTuer Ne :

Date of Analysis / laTa amanmsa: 11.09.2023

Date of Manufacture / laTa nponssoactsa : 08/2023

Date of Expiry / Cpok roanoctu : 07/2028

Analysis performed according ND / AnaJsiu3 nposeaen nmo HJI: [ N011252/01-160123

No Test / IToka3zaTean

Results/ PesyabTaThl

Specification / Hopma

1 |Description/ Onncanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnerku
KamcyJOBUOHOM (OPMBI, MOKPBITHIE
IJIEHOYHOU 000NI0YKOH OpaHKEBOro
LIBETa, C PUCKOH HA ONHOW CTOPOHE;
Ha MOMEpeYHOM paspe3e — SApO
6esoro BeTa.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
core at the cross-section. / Tabnerkn
KancyJloBHOHOH  (QOpMBL,  HOKPHITHIE
IUICHOUHOM  000JNOUYKOH  OpaHXeBOoro
I[BeTa, C PUCKOW Ha OAHOW CTOpOHE; Ha
MOTNIEPEYHOM paspese — sapo 6enoro uin
nmoutu besoro usera.

2 |Identification /
IMTognuHHOCTE

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) /

BpeMmeHa ynep»uBaHHs OCHOBHBIX MHKOB

Ha XpoMartorpamme UCIBITYEMOI'O
pacTBOpa JOJDKHBI COOTBCTCTBOBATH
BpEMCHaAM yAepXKUBaHUA MMUKOB Ha

XpoMaTorpaMMe pacTBopa CTaHOapTHBIX
obpaznos ubynpodeHa u mnapaueramona

TabneTox

Cpenuss macca

(pazmen «KonnyecreenHoe
OTIpESICIICHHE)
3 [Average tablets weight 975.7 mg/ 975.7 Mmr From 9409 mg to 999.1 mg

(970.0 mg £+ 3.0 %) /
Or 9409 wmr 1o
(970,0 mr £ 3,0 %)

999,1 MI

Remarks : The Product conforms to ND/
ITpumeuanue: [Tponykr coorBeTcTBYET TpeGoanusm H]I

Opinion : APPROVED
3akmouenue: OJOBPEHO

Hara: 15.11.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroromneHo: [Iposepeno: Santosh Kumar Onobpeno: Menemxep / Pykopoaurens
Rama kant / Maurya Q& Manoj Kumar iw

Reprint Date:. Reprint Date: Reprint Date:

Jata: 15.11.2023

Jata: 15.11.2023

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

CIN: L85155AP1984PLC0O04507
www.drreddys.com

Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykauu®, Ta61eTKH, NOKPBIThIE IIEHOYHOH 060J104K0ii, 400 Mr + 325 mMr

Batch No / Cepus Ne

: V2301355

Batch Quantity / O6sem napran : 758.90 Kg

040002102469

Analytical Report No / AHannTHYeckHii oTyeT Ne :

Date of Analysis / JJaTa anasmza: 11.09.2023

Date of Manufacture / lata npounssoactia : 08/2023

Date of Expiry / Cpox rogocts : 07/2028

Analysis performed according ND / Auann3 nposeger nmo HJI: I1 N011252/01-160123

4 |Disintegration /
PacnamaeMocThb

08 min 07 sec/ 08 muH 07 cek

Not more than 30 min /
He 6onee 30 mun

5 |Dissolution /
Pacteopenue

98 % To 101 %

101 % to 104 %

Not less than 70% (Q) of CisHisO2
(Ibuprofen) after 30 min /

He w™emee 70 % (Q)
(ubynpoden) gepe3 30 MUH

Not less than 70% (Q) of CsHoNO,
(Paracetamol) after 30 min /
He wMemee 70 % (Q)
(napaneramon) yepes 30 MHH

Ci;3H1502

CsHoNO,

Remarks : The Product conforms to ND/
Ipumeuanne: IIpoayxt cooTBeTcTBYET TpeboBaHUaM HJI

Opinion : APPROVED
3axmouenue: OIOBPEHO

Prepared by /

IloarorosieHo:
Rama kant /

Checked by /
[TpoeepeHo: Santosh Kumar

Maurya Ctg’/\

rrrre——

Approved by: Manager/Executive/
Ono6peno: Menemkep / Pykopoauressb

Manoj Kumar
b

Reprint Date:.
Hara: 15.11.2023

Reprint Date:
Jarta: 15.11.2023

Reprint Date:
Hara: 15.11.2023

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

CIN: L85155AP1984PLC0O04507
www.drreddys.com
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Distt. Soian, H.P., 173 205, INDIA

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

CEPTUOHUKAT AHAJIM3A

Page3 of 6/ CTp.3u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOoyxaun®, Ta6aeTKH, NOKPBITHIE MJIEHOYHOH 060a04K0#, 400 Mr + 325 mr

Batch No / Cepust Ne : V2301355

Batch Quantity / O6bem naptuu : 758.90 Kg

040002102469

Analytical Report No / AHanuTH4yecknii oTyeT Ne : Date of Analysis / [laTa ananun3za: 11.09.2023

Date of Manufacture / JaTa npoussogcrsa : 08/2023 | Date of Expiry / Cpok rogsocrts : 07/2028

Analysis performed according ND / Anasmu3 nposeaen mo HJT: ITN011252/01-160123

6 |Related substances /
PoncTBeHHbBIE IpUMECH
Method 1/ Meton 1

. 4-aminophenol (paracetamol impurity)
0.0001% - not more than 0.005 % /

4-amuHO(eHON (TIpUMECh NapaneTamona)
- He 6onee 0,005 %

Method 2 / Metogn 2 Below BDL (BDL= 6983) / Huxe |Any individual impurity (ibuprofen or
1opora perucTpanuu paracetamol) - not more than 0.3 % //
(TTP =6983) Jlrobas €IUHUYHAA TIPUMECH
(ubynpodeHa WM napauneramosa) - He
6onee 0,3 %

Total impurities (Method 1+ Method 2)
- not more than 0.7 % /
CymmMa npumeceil (Merton 1 + Merton 2)

0.0001% - He 6onee 0,7 %
9 |Water/Bona 1.7% Not more than 5.0 % /
He 6outee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [TponykT cootBercTByeT Tpebopauuam HJJ | 3axmoyenne: OTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
[Toarorosneno: ) ITpoeepeHo: Santosh Kumar Ono6peHo: Menemxkep / Pykosoauteins
Rama kant @,,,L . Maurya @' Manoj Kumar \ ; b
Reprint Date:. Reprint Date: Reprint Date:
Jata: 15.11.2023 Jlata: 15.11 2023 HaTa: 15.11.2023

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: L85155AP1984PLC0O04507
www.drreddys.com
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Formulation Unit-6
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykaun®, Ta6aeTKH, NOKPHITHIE MJeHOYHOH 060104K0ii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2301355

Batch Quantity / O6bem nmaptun : 758.90 Kg

Analytical Report No / AHamuTH4eckuii oTyet Ne :
040002102469

Date of Analysis / laTa anaau3za: 11.09.2023

Date of Manufacture / /Iata npouspoactra ;: 08/2023

Date of Expiry / Cpok roguoctu : 07/2028

Analysis performed according ND / Anasu3 npoeeaen mo HJI: [IN011252/01-160123

10 |Uniformity of dosage

units /

OxHOPOAHOCTh Acceptance value (AV) should be not

JI03UPOBAHUS 2.6 more than 15.0 /

- Ibuprofen /ubynpocden IMokazatens npuemiaeMocTd (AV) KobkeH
ObITEL He Oouee 15,0

- Paracetamol/ 1.6 Acceptance value (AV) should be not

Hapareramot more than 15.0 /
IToxasarenp rpaeMneMoctd (AV) nomkeH
66ITh He 6onee 15,0

11 |Microbiological purity /

Muxpobuonoruyeckas

qucToTa*

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

microbial count / He 6onee 1000 KOE/r

Ob1ee uncio

a3pobHBIX

MHUKPOOPraHU3MOB

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

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

/ Ob1uee YUCIo

JIPOXOKEBBIX

TJIECHEBBIX T'pubOB

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

1r

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykr coorBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3axmouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarotosieHo: W [IpoBepeHo: Santosh Kumar Ono6peno: Menenxep / Pykosoaurens
Rama kant Maurya QQ‘ Manoj Kumar K iacit

Reprint Date:. Reprint Date: Reprint Date:

Hata: 15.11.2023 Hara: 15.11.2023 Jara: 15.11.2023

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: L85

195AP1984PLC0O04507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd;,
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykann®, TabneTkH, NOKPHITHIE NIEHOYHOI 060/104K0H, 400 Mr + 325 mMr

Batch No / Cepust Ne : V2301355

Batch Quantity / O6nem maptuu : 758.90 Kg

040002102469

Analytical Report No / AHamuTHaeckuii oTder Ne : Date of

Analysis / {laTa anamuza: 11.09.2023

Date of Manufacture / Jlara npousBoacrsa : 08/2023  [Date of

Expiry / Cpok rogaocts : 07/2028

Analysis performed according ND / Anasn3 nposenen mo HJI: I1 N011252/01-160123

12 |Assay/
KonnuecTBEeHHOE
onpe/ieNieHue

391.8 mg/391.8 Mr

325.24 mg/ 325.24 mr

From 360.0 to 440.0 mg of Ci3Hi50:2
(Tbuprofen) per tablet /

Or 360,0 %1 i (0] 440,0 Mr C13H|302
(ubynpoden) B TabneTke

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

Or 292,5 mr mo 357,5 mr CgHoNO»
(maparieramon) B TabIeTKe

13 | Package / Ynakorka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tabserok B [IBX/Al 6nucrep. 1o 1
fmicTepy B MadKy KapTOHHYIO
BMECTe€ C  HHCTPYKIMEH  THO
NPUMEHEHHIO.

10 tablets in PVC/AI blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / Ilo 10 tabnerox B [IBX/Al
6mucrep. Ilo 1, 2 unu 20 6aucrepos B
naukKy KapTOHHYIO BMECTE c
HHCTPYKIMel Mo PUMEHEHHIO.

14 | Labeling / Mapkuposka

According to ND. / B coorsercteuu ¢ HJI.

15 | Storage conditions /

At temperature not more than 25 °C./

XpaHeHue I[Tpu Temneparype He Bbille 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. / TIpopoANTCS POU3BOAKUTENEM TIPH
BBINCKE MEPUOAMYECKM: IS Kaxcaol 20-0i cepun uiny He Menee 1 pasa B rofl. [lokasatens MoxeT ObITh
He BKJIIOYEH B CEpTUQUKAT aHaIHu3a QUPMBI

Remarks : The Product conforms to ND/
Ilpumeuanue: [TpoaykT cooTBeTcTBYET TpeboBanuam HJT

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarorosnieHo: ITpoeepeno: Santosh Kumar Ono6peno: Menemxep / Pykoeoanrens
Rama kant / Maurya C& Manoj Kumar )

Reprint Date:. Reprint Date: Reprint Date:

Jarta: 15.11.2023 Hata: 15.11.2023 Jara: 15.11.2023

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

CIM1 LBE10BEARLO8APLCO01607
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P., 173 205, INDIA

Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUDHUKAT AHAJIU3A

Page 6 of 6 / CTp. 6 13 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyxaua®, TabneTkH, NOKPbITHIE IUIEHO4YHOH 060104K0ii, 400 Mr + 325 mr

Batch No / Cepust Ne : V2301355

Batch Quantity / Oonem mapthu : 758.90 Kg

040002102469

Analytical Report No / AnaauTndecknii oTder Ne :

Date of Analysis / lata ananu3a: 11.09.2023

Date of Manufacture / /laTta mponzBoactsa : 08/2023

Date of Expiry / Cpok roguoctu : 07/2028

Analysis performed according ND / Anaus nposened no HJ[: TIN011252/01-160123

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

Ibuprofen / U6ynpoden

Paracetamol / ITapanetamon

API manufacturer batch number /
Homep cepun npounspogutensa
ADC:

PIBM230148, PIBM230171

4055/23-24, 4056/23-24

FP Manufacturer API Batch
number /

Homep cepun cyGcTaHmun
npousBoaureisi I' JID:

FEQA00220, FEQA00295

FEQA00240, FEQA00241

API Manufactured by & country/
IIpouszBoaurens A®C, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa 3xTuB
®apma Caitencus Jlumuren,
Wunus

Sri Krishna Pharmaceuticals Ltd.,
India / Ipu Kpuiina
®dapmacsrotukanc JIta., Uaaus

Remarks : The Product conforms to ND/
IIpumeuanue: [Tpoaykr coorBeTcTRYET TpeboBanusm HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
IToarotoBneHo: .* ITpoeepeHo: Santosh Kumar Ono6peno: Menemxep / PykoBoautens
Rama kant o) Maurya Manoj Kumar &

>4 pe
Reprint Date:. Reprint Date: Reprint Date:
JlaTta: 15.11.2023 Jara: 15.11.2023 Jara: 15.11.2023

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