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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NoykauH®, TabJIeTKH, NOKPHIThIE IIeHOYHOH 000/104K0H, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2302020

Batch Quantity / O6bem naptun : 760.0 Kg

040002217895

Analytical Report No / Ananutndeckuii oryer Ne :

Date of Analysis / Jlata anaamsa: 19.10.2023

Date of Manufacture / lata npousBoacTsa : Aug.2023

Date of Expiry / Cpok rognocts : Jul.2028

Analysis performed according ND / Ananns nposened no HJ/I: II N011252/01-160123

No  [Test / Iloka3areanb

Results/ Pe3yabTaThl

Specification / Hopma

1 |Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnerku
KancyjaoBUAHOH (OPMBI, TOKpPBITHIE
IUIEHOYHOH 000JIOUKOH OpaH)XEeBOTO
L[BETa, C PUCKOM Ha OJJHOH CTOPOHE;
Ha IIOIEpeYyHOM paspe3e — SApo
Oesoro LBeTAa.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
core at the cross-section. / Tabnerku
KancyJloBUAHOW  (GOpPMBI,  TOKpPHITBIE
MJICHOYHOM  O0OJIOUKOl  OpaHKeBoro
[[BeTa, C PUCKOH Ha OAHON CTOpOHE; Ha
MOMEPEYHOM paspese — SApo Oenoro unu
MOYTH 0€JIOro LiBETA.

2 |Identification /
IMToanuHHOCTE

Complies as prescribed/
CooTBercTByET

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 ynep>XHUBaHUS OCHOBHBIX [MHKOB

Ha XpoMartorpamme UCIIBITYEMOI'O
pacTBOpa JOJDKHBI COOTBETCTBOBATH
BpEMCHaAM YAEPXHUBaHUA IMHKOB Ha

XpoMaTrorpaMMe pacTBOpa CTaHIAPTHBIX
obpasiop ubympodeHa u napaueramona

Ipumeyanne: [Ipoaykt cooTBeTcTBYET TpeboBaHuaM HJL

(pasgmen «KonuuecteHHOE
olnpeneyieHUuE»)
3 |Average tablets weight 967.1 mg/967.1 mr From 9409 mg to 999.1 mg
Cpenusist 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

3akmouenune: OJJOBPEHO

JlaTa: 19.10.2023

Prepared by / Checked by / Approved by: Manager/Executive/
IMogrorosneno: Ipogepeno: Sant?ﬁtliumar Opno6peno: Menemxep / PykoBoaurens
Ankaj Verma ' Maurya Amit Kumar - -

jVema | /i) | Maury 4 s
Reprint Date: Reprint Date: Reprint Date:

Jara: 19.10.2023

Jata: 19.10.2023

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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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykanu®, TabneTKH, NOKPbIThIE MNIEHOYHOH 000/104K0H, 400 mr + 325 mr

Batch No / Cepusi Ne

1 V2302020

Batch Quantity / O6bem maptuu : 760.0 Kg

040002217895

Analytical Report No / ABamaTH4Yeckuit oryet Ne :

Date of Analysis / JlaTta anaanza: 19.10.2023

Date of Manufacture / /lata npon3BojacTsa : Aug.2023

Date of Expiry / Cpok rogunocrt : Jul.2028

Analysis performed according ND / Ananus nposegen mo HJI: ITTN011252/01-160123

4 |Disintegration /
PacnamaemocTh

07 min 20 sec/ 07 muH 20 cex

Not more than 30 min /
He 6onee 30 mun

5 |Dissolution /
PactBopeHue

98 % To 101 %

98 % to 101 %

Not less than 70% (Q) of C;3sH;50:
(Ibuprofen) after 30 min /

He wmenee 70 % (Q) CuiHisO2
(ubymnpoden) yepes 30 MuH
Not less than 70% (Q) of CsHoNO,
(Paracetamol) after 30 min /
He wMenee 70 % (Q)

(napaueramont) yepes 30 MUH

CsHyNO,

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykrt coorsercrByeT TpeOoBanusam HJ

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[loarorosneHo: ITpoepeno: Santgsh Kumar | Onobpeno: Menemxep / PykoBoaurens
Ankaj Verma ﬂ Maurya (k& Amit Kumar ,\ e

/ / J‘_ s T
Reprint Date: Reprint Date: Reprint Date:
JaTa: 19.10.2023 Jata: 19.10.2023 JHara: 19.10.2023
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. 5olan, H.P., 173 205, INDIA
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNOoykaun®, TabJieTKH, NOKPbIThIE 1EHOYHOH 000104K0i#i, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2302020

Batch Quantity / O6nem maptuu : 760.0 Kg

040002217895

Analytical Report No / Ananurudeckunii oruer No : Date of Analysis / /laTa ananuza: 19.10.2023

Date of Manufacture / llata npoussoactsa : Aug.2023 |Date of Expiry / Cpok rogsoctu : Jul.2028

Analysis performed according ND / Anasm3 nposeaen mo HJI: [T N011252/01-160123

6 |Related substances /
PoncTBeHHbIE TpUMECH
Method 1/ Meton 1

Method 2 / Meton 2

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

4-amuHo(deHo (IpUMech NapalietaMmona)
- ge 6omee 0,005 %

0.03% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jlrobas eIMHUYHas npuMech
(ubynpodena unu mapaneramosna) - He
6onee 0,3 %

Total impurities (Method 1+ Method 2)
0.03% - not more than 0.7 % /

Cymma npumeceii (Meton 1 + Merog 2)
- He 6onee 0,7 %

9 |Water/Bona 1.4% Not more than 5.0 % /
He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ilpumeuanue: [Tpoaykr cootBeTcTBYeT Tpebopanuam HJ[ | 3akmouenune: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
[TogroTtoBneHo: [Tpoepeno: Santosh Kumar | Omobpeno: Menemxep / PykoBoguresb
Ankaj Verma [A“ Maurya Amit Kumar N
Reprint Date: Reprint Date: Reprint Date: I
JaTta: 19.10.2023 Jara: 19.10.2023 Jara: 19.10.2023
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS "¢l : +91 98166 56001-02
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NoyxkauH®, TabeTKH, NOKPLITHIE MJIEHOYHO# 0001049K0i, 400 Mr + 325 mr

Batch No / Cepus Ne : V2302020

Batch Quantity / O6nem naprtuu : 760.0 Kg

040002217895

Analytical Report No / AnaanTH4uecknii oryer No :

Date of Analysis / laTta anaausza: 19.10.2023

Date of Manufacture / lata npousBoacrsa : Aug.2023

Date of Expiry / Cpok rogaoctu : Jul.2028

Analysis performed according ND / Anann3 nposeaen mo HJI: TI N011252/01-160123

10 |Uniformity of dosage

units /

OnHOPOJHOCTE Acceptance value (AV) should be not

JIO3UPOBAHUS 0.9 more than 15.0 /

- Ibuprofen /ubynpoden ITokazatens npuemiaemocty (AV) 1oJbkeH
6bITh He Gonee 15,0

- Paracetamol/ 0.9 Acceptance value (AV) should be not

napaneramo more than 15.0 /
ITokazarens npuemaemocts (AV) nomkeH
6bITH He 6oniee 15,0

11 |Microbiological purity /

Muxkpobuonoruyeckas

yuctora*

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

microbial count / He 6onee 1000 KOE/r

Ob1uee yucio

a’po6HBIX

MHKpPOOPraHU3MOB

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

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

/ Ob1ee uucio

JPOAOKEBBIX U

NJIECHEBBIX TPUOOB

¢) E. coli NA Shall be absent in 1g / OTcyTcTBHE B

Ir

Remarks : The Product conforms to ND/
IIpumeuanue: Ilpoaykt coorBeTcTBYET TpeboBaHusm HJ[

Opinion : APPROVED
3akmouenue: OJJOBPEHO

JHara: 19.10.2023

Hata: 19.10.2023

Prepared by / Checked by / Approved by: Manager/Executive/
y pPp y
IloaroToBneHo: ITpoBepeno: Santosh Kumar | Ono6peno: Menemxkep / PykoBoautens
Ankaj Verma ﬁ __. | Maurya Amit Kumar R
,.-""/- f&‘- /
Reprint Date: Reprint Date: Reprint Date:

Jara: 19.10.2023

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

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

CERTIFICATE OF ANALYSIS Tel: +91 98166 56001-02
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykanH®, TabaeTKH, NOKPHITHIE MJIEHOYHOIH 000/104K0H, 400 Mr + 325 mr

Batch No / Cepust Ne : V2302020

Batch Quantity / O6bem naptuu : 760.0 Kg

040002217895

Analytical Report No / AHamuTHYecKui oT4eT Ne : Date of

Analysis / lara ananu3a: 19.10.2023

Date of Manufacture / /lata npoussoacrsa : Aug.2023 [Date of

Expiry / Cpok roguocts : Jul.2028

Analysis performed according ND / Ananus nposenen mo HJI: ITNO11252/01-160123

12 |Assay/
KonuyecTBeHHOE
oInpeJenicHue

399.3 mg/399.3 Mmr

328.96 mg/ 328.96 mr

From 360.0 to 440.0 mg of Ci3sHi30;
(Ibuprofen) per tablet /

Ot 360,0 MI' 10 440,0 MI C13H1302
(ubynpoden) B Tabnetke

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

Or 292,5 Mr go 357,5 mr CsHoNO;
(mapaueramod) B TabneTke

13 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tabnetok B [IBX/Al 6nuctep. I1o 1
O6nHcTepy B TNavyKy KapTOHHYIO
BMECTE C  HHCTpyKHHEH 1o
[PHMEHEHHIO.

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 tabnerox B IIBX/Al
Gnuctep. Ilo 1, 2 wiu 20 6aMcTepoB B
nayky KapTOHHYIO BMECTE c
HHCTPYKLUEH MO MPUMEHEHUIO.

14 | Labeling / MapkupoBka

According to ND. / B cootBerctBuu ¢ HJI.

15 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHue ITpu Temneparype He Bbiule 25 °C.
16 | Shelflife / Cpok 5 years / 5 ner
TOJHOCTH

* 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. / [IpoBoANTCS NPOU3BOAUTENEM MPU
BBIIYCKE TIEPUOJMYECKHU: JUTsl ka0 20-0it cepun unu He MeHee 1 pasa B rof. Ilokasarens MOXeT ObITh
HE BKJIOMEH B cepTUdUKAT aHaIr3a QUPMBL

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT coorBeTcTBYeT TpeboBanusam HJI

Opinion : APPROVED
3axiouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarorosneHo: ITpoeepeno: Santosh Kumar | Ogobpeno: Menemxep / PykoBoauTens
Ankaj Verma Maurya Amit Kumar S

Reprint Date: Reprint Date: Reprint Date: '

Hata: 19.10.2023 Jata: 19.10.2023 Jata: 19.10.2023

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
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Dr.Reddy’s ":'.

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

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

CERTIFICATE OF ANALYSIS Te! : +91 98166 56001-02

CEPTUOUKAT AHAJIM3A

www.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykanu®, Tabierkn, NORPLITHIE NUIEHOYHOH 060104K0i, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2302020

Batch Quantity / O6bem naptun : 760.0 Kg

040002217895

Analytical Report No / AnanuTnueckuii oryer No :

Date of Analysis / laTa ananu3a: 19.10.2023

Date of Manufacture / lata npousBoacraa : Aug.2023

Date of Expiry / Cpok rogaocts : Jul.2028

Analysis performed according ND / Auanms npoeegen mo HJI: ITN011252/01-160123

API name (INN) /

Haumenosanue AGC (MHH): Ibuprofen / U6ynpoden Paracetamol / [1aparieTamon
API manufacturer batch number /

Howmep cepun npousBoaureisi PIBM230173 4057/23-24

ADC:

FP Manufacturer API Batch

number / FEQA00297 FEQA00242

Homep cepuu cyGcTaHIMH
npouspoautes I'JIdD:

API Manufactured by & country /
pouseogurtesr ADC, crpaua:

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

Sri Krishna Pharmaceuticals Ltd.,
India / lpu Kpuiina
®apmackrotukaic Jita., Uuaus

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoaykT cooTBeTcTBYET TpeboBanusam HJJ

Opinion : APPROVED
3axiawuyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarotosieHo: J ITpoBepeno: Santosh Kumar | Omo6peno: Menemkep / PykoBoaureb
Ankaj Verma /) Maurya Amit Kumar o

A/ Jr__\'__.;’/
Reprint Date: Reprint Date: Reprint Date: '
Hara: 19.10.2023 Hata: 19.10.2023 Jara: 19.10.2023
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