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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykauu®, TabieTku, NOKPLIThIE IICHOYHOH 060104K0i, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400151

Batch Quantity / O6bem naptuu : 768.35 Kg

040002423061

Analytical Report No / AHajauTH4Yeckuii oTyer Ne :

Date of Analysis / lata anaau3a: 22.02.2024

Date of Manufacture / lata npoussoacrea : 02/2024

Date of Expiry / Cpok rogunoctu : 01/2029

Analysis performed according ND / Ananus nposefen mo HJI[: TIN011252/01-160123

Ne |Test/Iloka3aTennb

Results/ Pe3yabTaThl

Specification / Hopma

1 |Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnerku
KarncyJNoBUAHO! (OPMBI, MOKPBITHIE
NJIeHOYHOH 0060J1049KOi OpaHkeBOro
LIBETa, ¢ PUCKON Ha OJHOW CTOPOHE;
Ha TONEpeYHOM paspe3e — sIapo
0eJI0ro 1BETA.

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

core at the cross-section. / Tabnerku
KarcyJoBHOHOH  (OpPMBI,  MOKPBITHIE
nJeHo4HOH  OOONOYKOH  OpaHXEBOro

[[BETa, C PUCKOW Ha OOHOH CTOPOHE; Ha
MOTIEpevHOM paspese — AApo Oesnoro wiu
no4tu 6enoro UBeTa.

2 |Identification /
ITomTMHHOCTD

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) /
BpemeHa ynepxuBaHUsi OCHOBHBIX NMHUKOB
Ha XpoMaTorpaMmme UCTIBITYEMOTO
pacTBopa  OJDKHBI  COOTBETCTBOBATH
BpeMeHaM  YIep)KMBaHHS THKOB Ha
XpoMmarorpaMMme pacTBOpa CTaHAApPTHBIX
obpasios HOynpodeHa W napaneraMmosna
(pazznen «onuyecTBeHHOE
OTpeieNIeHUE)

TabjeTok

3 |Average tablets weight
Cpennsist Mmacca

972.4 mg/ 972.4 mr

From 9409 mg to
(970.0 mg £3.0 %) /
Or 940,9 |0 o) (o}
(970,0 Mr + 3,0 %) .

9991 mg

999,1 ML

Remarks : The Product conforms to ND/
Hpumeuanue: [Iponykr coorBercTByeT TpeboBanusam HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by /

Approved by: Manager/Executive/

Reprint Date:.
Hara: 22.02.2024

Checked by /
HOHFOTOBneHo:_,Ep&‘_DpOBepeHO: Rama Kan
Anjali Dhiman f}i

Reprint Date: )
Jata: 22.02.2024

Opobpeno: Menemxkep / PykoBojgurens
Manoj Kumar @ Zﬂﬁfé

Reprint Date:
Hata: 22.02.2024

Registered Office: 8-2-337, Road o %, Banjara Hills, Hyderabad - 500034, Telangana, india

Tel: +91 40 4900 2600, Fz

CiNg 8519

004507
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hﬁymmn@, Ta0JIeTKH, MOKPBbITHIE INIEHOYHOH 000/104K0ii, 400 mr + 325 mr

Batch No / Cepust Ne : V2400151

Batch Quantity / O6nem napTuu : 768.35 Kg

040002423061

Analytical Report No / AnanuTudeckuii order Ne :

Date of Analysis / laTta ananu3a: 22.02.2024

Date of Manufacture / /laTa npousBoacrsa : 02/2024

Date of Expiry / Cpok rogsocTtH : 01/2029

Analysis performed according ND / Auanus npoeegen mo H: T1 N011252/01-160123

4

Not more than 30 min /
He 6onee 30 Mmun

Disintegration / 07 min 32 sec / 07 mun 32 cek
Pacnagaemocts

5 |Dissolution / 97% To 100 %
PacteopeHune

99 % to 102 %

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

He wmenee 70 % (Q)
(ubynpoden) uepes 30 MHH

Not less than 70% (Q) of CsHoNO»
(Paracetamol) after 30 min /
He w™enmee 70 % (Q)
(napaueramon) 4yepe3 30 MuH

CizH150

CsHgNO»

Remarks : The

Product conforms to ND/

IIpumeuanue: IIpoaykT coorBeTcTBYET TpeboBaHuam HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Hara: 22.02.2024

Jlara: 22.02.2024

Prepared by / Checked by / Approved by: Manager/Executive/
HOHFOTOBHCHO:_&:\;&/ [Tposepeno: Ramg Kant Onob6peno: Menemkep / Pykopoauresns
Anjali Dhiman M Manoj Kumar R

Reprint Date:. Reprint Date: s Reprint Date: =

JlaTta: 22.02.2024

Registered Office: 8-2-337, Road Mo 2,
Tel: +91 40 49C0 290¢ d

[+5]

Sunjuin Hills, Hyderabad - 500034, Telangana, india

), Email: mail@drreddys.com
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Product: Ibuclin

, film-coated tablets, 400 mg + 325 mg

Moykanu®, Tab1eTKH, NOKPLITHIE NIEHOYHOH 0005104K0ii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2400151

Batch Quantity / O6bem naptun : 768.35 Kg

Analytical Repor
040002423061

t No / AHaauTH4ecKHii oTdyet No :

Date of Analysis / JaTa ananu3za: 22.02.2024

Date of Manufacture / laTta nponssoactsa : 02/2024

Date of Expiry / Cpok rogsocts : 01/2029

Analysis performed according ND / Ananu3s nposegen mo HJI: I1 N011252/01-160123

6 |Related substances / :
PoxcTeeHHble npumecu 0.0001%
Method 1/ Meton 1

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

4-aMmuHobeHoN (pUMech NapaleTaMmoia)
- He 6onee 0,005 %

Method 2 / Metogn 2 0.04% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jlrobas €IMHUYHAS NIPUMECE
(ubynpodeHa unM mnapaneTamora) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)
0.04% - not more than 0.7 % /
Cymma npumecei (Meton 1 + Metog 2)
- "He 6onee 0,7 %
9 |Water/Boga 1.5% Not more than 5.0 % /

He 6onee 5,0 %

Remarks : The

Product conforms to ND/

IIpumeuanue: [Iponykt coorBercTByeT TpeboBaHnaM HJT

Opinion : APPROVED
3akmouenune: OJJOBPEHO

Hata: 22.02.2024

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarorosneHo: _g&, [Iposepeno: Ramg Kant OnobpeHo: Menemxep / Pykorguurens
Anjali Dhiman M{j‘ Manoj Kumar @zﬂ
Reprint Date:. Reprint Date: Ve Reprint Date: )

Hara: 22.02.2024

Jata: 22.02.2024

Registerea Office: 8-2-337, Read Mo 2, Eanjara Hills, Hyderabad - 500034, Telangana, India

Tel: +81 40 4900 2001

s driediyz.com

, Erail: mail@drreddys.com
12604507
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyxkaun®, TabeTKH, NOKPLITHIE MIeHoYHOH 000J104K0i, 400 mr + 325 mr

Batch No / Cepus Ne : V2400151

Batch Quantity / O6bem naptnu : 768.35 Kg

Analytical Report No / AHanuTnuecKHii oTyer Ne :

040002423061

Date of Analysis / Jlata ananu3a: 22.02.2024

Date of Manufacture / laTa npounzsogersa : 02/2024

Date of Expiry / Cpok rogHocTH

: 01/2029

Analysis performed according ND / Ananns nposegen nmo HJI: [1N011252/01-160123

10 |Uniformity of dosage

units /

OOHOPOAHOCTH Acceptance value (AV) should be not

JIO3UPOBaHUS 1.4 more than 15.0 /

- Ibuprofen /ubynpoden [Tokazatens npuemyieMoctd (AV) f1omkeH
OwITh He Oouee 15,0

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

napaneTamon more than 15.0 /
[TokazaTess npuemneMocTd (AV) nomkeH
OBITE He Ooee 15,0

11 |Microbiological purity /

Mukpobuoioraueckas

yucrora* NA

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

microbial count / He 6osee 1000 KOE/r

Ob1ee uucno

a3p0o6HBIX

MHKpPOOPraHHU3MOB NA

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

yeasts and mould count He 6onee 100 KOE/r

/ Obluee yucio

JPOMOKEBBIX H

MJIECHEBBIX 'PUOOB NA

¢) E. coli

Shall be absent in lg / OtcyrcTBHE B
Ir

Remarks : The Product conforms to ND/

Ipumeuanune: [poaykr coorBercTBYeT TpeboBaHusaM HJI

Opinion : APPROVED
3akiaouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
HOILFOTOBneHo;-‘hS\j&/ IIposepeHo: Kan Ono6peno: Menemkep / Pykosoaurenn
Anjali Dhiman % Manoj Kumar M%{QE%Q
Reprint Date:. Reprint Date: s Reprint Date: .

Jara: 22.02.2024

Jara: 22.02.2024

Jata: 22.02.2024

Registered Office: 8-2-337, Read ido 2, F“HJ 2 Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 280

049, Email:

mail@drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykanu®, Ta6/1eTKH, TOKPHIThIE NJIeHOYHOH 000/104K0it, 400 mr + 325 Mr

Batch No / Cepust Ne : V2400151 Batch Quantity / O6bem naptuu : 768.35 Kg
Analytical Report No / Auanurnyeckuii oryer Ne : Date of Analysis / lara anann3za: 22.02.2024
040002423061

Date of Manufacture / lata npon3soncrsa : 02/2024 | Date of Expiry / Cpok roanocrs : 01/2029

Analysis performed according ND / Ananus nposegen no HJI: T1N011252/01-160123

12 |Assay/ 396.1 mg/396.1 Mmr From 360.0 to 440.0 mg of Ci3HisO»
KonnuecTBenHOE (Tbuprofen) per tablet /
onpeaeneHue Or 360,0 mr pmo 440,0 mr CisHizO,
(ubynpodeH) B TabneTke
322.38 mg / 322.38 Mr From 292.5 to 357.5 mg of CgHoNO;

(Paracetamol) per tablet /

Or 2925 mr go 357,5 mr CsHoNO,
(napaueramodn) B TabneTke

13 | Package / YnakoBka 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/AI blister. 1, 2 or 20
blister and a patient information |blisters and a patient information leaflet
leaflet in a carton. / Ilo 10 [in a carton. / [To 10 Tabnerok B [IBX/Al
tabnetok B [IBX/Al 6nucrep. ITo 1 |6nuctep. Ilo 1, 2 unu 20 6aucTEPOB B

omicTepy B NayKy KapTOHHYIO |HauKy KapTOHHYIO BMECTE c
BMECTE C  HHCTPyKUHEH MO |UHCTPYKLMEH MO MPUMEHEHHIO.
NPUMEHEHHIO.

14 | Labeling / MapkupoBka| According to ND. / B cootsetctBuu ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /

XpaHeHHe ITpu Temnepatype He Bbiwie 25 °C.
16 | Shelflife / Cpoxk 5 years/ 5 ner
FOAHOCTH

* 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 NPOM3BOANTENEM TMPH
BBINYCKE NEPUOJMYECKH: JUIsl Kakaoil 20-o#i cepuu wiu He MeHee 1 pasa B roj. Ilokasatens MOXeT ObITh
He BKJIIOYEH B cepTUdHKAT aHaIU3a QUPMBL

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanue: [TpoaykT cooTBeTcTBYyeT Tpebopanusam HJl | 3axmouenne: OJJTOBPEHO

Prepared by / &) Checked by / Approved by: Manager/Executive/
HO,HFOTOBJ‘[CHOZ*L\:AL,’,’—— [Iposepeno: Rapa d_ Onobpeno: Menemxep / PykoBganrens
Anjali Dhiman m Manoj Kumar {'h.m!muz

Reprint Date:. Reprint Date: Reprint Date:

Hata: 22.02.2024 Hara: 22.02.2024 Hata: 22.02.2024

Registered Office: 8-2-337, Ra
Tel: +91 40 44900 2600, §
Chit:

2, Banjara Hills, Hvderabad - 560034, Telangana, India
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykaun®, TableTKH, NOKPBITHIE JIEHO4YHOH 000104K0ii, 400 mr + 325 mMr

Batch No / Cepus Ne ; V2400151 Batch Quantity / O6bem naprtuu : 768.35 Kg
Analytical Report No / AHanuTH4ecknii oTuer Ne : Date of Analysis / [laTa ananu3a: 22.02.2024
040002423061

Date of Manufacture / Iata npouseoacrsa : 02/2024  |Date of Expiry / Cpok rognocth : 01/2029

Analysis performed according ND / Ananus npoeeaen mo HJI: [1N011252/01-160123

ﬁgi;:ﬁigﬂl}i) 1( ®C (MHH): Ibuprofen / U6ynpoden Paracetamol / [Tapauetamon
API manufacturer batch number /
Homep cepun npousBogutens PIBM230404 0883-23-24
ADC:
FP Manufacturer API Batch
number /
Howmep cepun cy6cTanuuu FEQA00582 FEQA00650
npouspoauTtess I'JIdD:
Solara Active Pharma Sciences Sri Krishna Pharmaceuticals Ltd.,
API Manufactured by & country/ | Limited, India / Conapa OkTuB India / Ilipu Kpuinna
IIpouseogurens ADC, crpana: ®apma Caitencus Jlumuren, ®apmacsrotukanc Jita., Maaus
Wnnus
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [TpoaykT cooteercTByeT Tpebosanusam HJl | 3akmodenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
[ToarorosJeHo: ' ITposepeHo: Rama Kant Onobpeno: Menemkep / PykoBgaureib
Anjali Dhiman s Manoj Kumar i f
Reprint Date:. Reprint Date: L Reprint Date: s
Hara: 22.02.2024 Jara: 22.02.2024 Hara: 22.02.2024
Registered Office: 8-2-337, Rond o 2, Banjara Hills, Hydarabad - 500034, Telangana, India

Tel: 491 40 1000 2 40 &8 Y, Email: meil@drreddys.com

4507




