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[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyxaun®, TabieTKH, MOKPBITHIE MIeH04Hoi 06004K0i, 400 Mr + 325 mr

Batch No / Cepus Ne : V2400151

Batch Quantity / O6bem naprum : 768.35Kg

040002423061

Analytical Report No / AnanaTudeckuii oTuer Nt :

Date of Analysis / JJaTa ananausa: 22.02.2024

Date of Manufacture / laTta npoussoacrsa : 02/2024

Date of Expiry / Cpox roguocts : 01/2029

Analysis performed according ND / Ananus nposegen no H: ITTN011252/01-160123

Ne  |Test/ ITokazaTtein

Results/ PesyasTaTsi

Specification / Hopma

1 |Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the  cross-section../  TabneTku
KancynoBuAHOH (GOpMBI, MOKPHITHIE
[IEHOYHOH 060/104Kk0o# OpaHXXeBoro
1[BETA, C PUCKOH Ha OfHOH CTOpOHE;
Ha [ONEPeYyHOM paspese — SApo
besioro 1BeTA.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
core at the cross-section. / Tabreriu
kancynoBuAHoH  QOpMBI,  TIOKPEITHIE
nmaerouHoii  ofonoukoil  opaHMeBoro
1Bera, ¢ pHCKodl HA ofiHOH CTOpOHE; Ha
noriepevHoM paspese — aapo bemoro MM
mouTtH Henoro ugera.

2 |Identification /
TToaMHHHOCTE

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) /

Bpemena yjepicHBaHus OCHOBHBIX THKOB
Ha XpomarorpaMme HCTIBITYEMOro
pacteopa  [OMKHBI  COOTBETCTBOBATh
BpEMEHaM  yAEpiKHMBAHUA MHKOB Ha
XpOMaTorpamMMe pacTBOpa CTAHAAPTHBIX
obpastos ubynpodena u mapaneramona
(pasgen «KonuuecTBeHHOE
onpefienennen)

3 |Average tablets weight
Cpennsan Macca

972.4 mg/972.4 Mr

From 9409 mg to 9991 mg
(970.0 mg+3.0 %) /

Ipumeuanue: [Tpoaykr cootreTcTBYeT TpebobanuaM HJL

TabNeToK Or 9409 wMr gmo 9991 Mr
(970,0 Mr+ 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED

3akawuenue: OJIOBPEHO

Prepared by /

Checked by /
Honroromeﬁo:‘,@’_',ﬂposepeﬂo: Rapma Kant
Anjali Dhiman W

Approved by: Manager/Executive/
Ono6peno: Menemxep / PykosoguTens
Manoj Kumar j

Reprint Date:.
Jara: 22.02.2024

Reprint Date: |
Hata: 22.02.2024

Reprint Date:
Jara: 22.02.2024

Registered Office; 8.2-337,

Tel: +21 40 49C0
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yicana®, TabaeTki, NOKPHIThIE MIIeH0IHO 000.104K0ii, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2400151

Batch Quantity / O6bem napran : 768.35 K

040002423061

Analytical Report No / AnanmuTuyeckuii oTyer Ne :

Date of Analysis / lata ananusa: 22.02.2024

Date of Manufacture / lata nponssoacrea : 02/2024

Date of Expiry / Cpox rogsgocty : 01/2029

Analysis performed according ND / Ananns npoBegen mo HJI: ITN011252/01-160123

4 |Disintegration /
Pacmianaemocts

07 min 32 sec/ 07 muH 32 cex

Not more than 30 min /
He 6onee 30 Muu

5 |Dissolution /
Pacreopcetne

97% To 100 %

99 % to 102 %

Not less than 70% (Q) of CiaH;50,
(Ibuprofen) after 30 min /

He wmenee 70 % (Q)
(ubynpoden) yepes 30 MuH

Not less than 70% (Q) of CsHoNO;
(Paracetamol) after 30 min /
He wmewee 70 % (Q)
(mapaneramon) 4epe3 30 MHH

Ci3H 50,

CsHoNO,

A0

Remarks : The Product conforms to ND/
Ipumeuanne: [Iponykr cootrercTryet Tpebosanuam HII

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Approved by: Manager/Execﬁtive/

Prepared by / Checked by /

ﬂonmmsneﬁo;_w_,. [Tpoeepeno: R Kant Onobpeno: MeHemwkep / PyKoBaAMTEND
Anjali Dhiman % Manoj Kumar é ;EE!EEE
Reprint Date:. Reprint Date: s Reprint Date: '

Hata: 22.02.2024 Jarta: 22.02.2024 Hara: 22.02.2024

Registered Offica: 8-2-337, Road Ra 3, Gan}

Tel: +81 40 4900 2900, Fax: +01 40

CHN LERLOSAPLOY

LC004507
om

o

-2 Hills, Hyderabad - 500034, Telarganag, India
00 295, Email:
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

H6yrmun®, TabaeTki, NORPHITHIC MIeH0MHOI 000/10ukoii, 400 mr + 325 Mr

Batch No / Cepust Ne : V2400151

Batch Quantity / O6bem naprun : 768.35 K g

Analytical Report No / Ananurudyecknii oraer No :

040002423061

Date of Analysis / lata ananmza: 22.02.2024

Date of Manufacture / lata npouzsoacrsa : 02/2024

Date of Expiry / Cpok rogrects : 01/2029

Analysis performed according ND / Anann3s mposejen mo HJI: I1 N011252/01-160123

6 |Related substances /

0.0001%

4-aminophenol (paracetamol impurity)|

PoncreeHHble IPUMECH - not more than 0.005 % /

Method 1/ Meron 1 4-amuHOdeHON (MPHMECE MapaleTaMona)
- He 6onee 0,005 %

Method 2 / Metog 2 0.04% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jobas eNUHHYHAs IPUMECH
(ubynpodeHa MAM mMapalleTaMona) - H
6ouee 0,3 % '
Total impurities (Method 1+ Method 2)

0.04% - not more than 0.7 % /
Cymma npumeceit (Metop 1 + Mertox 2)
- He 6onee 0,7 %
9 [Water/Bona 1.5% Not more than 5.0 % /

He 6omnee 5,0 %

Remarks : The Product conforms to ND/

Ilpameuanne: [Ipoaykr coorBercTByeT TpeGosanusaM HJT

Opinion : APPROVED
3axmouenue: OJOBPEHO

Checked by /

Prepared by /
IToarororneHo:; .&g',,
Anjali Dhiman

[Tposepeno: Ram!
s

Approved by: Manager/Executive/

Ono6peno: Menemxep / PykosgiuTens
Manoj Kumar @J

Reprint Date:. Reprint Date:

Hara: 22.02.2024

V&~
Hara: 22.02.2024

Reprint Date:
JHara: 22.02.2024

Registerea Office: 8-2-337, Road! i
Tel: +91 40 4900 2949, ¥

Ch:

91042

{io 3, Banjara Hills, Hyderabad - 00034, Telangana, India
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyranu®, TabaeTkH, NOKPLITHIE IJIeHOYHOH 060104K0ii, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2400151 Batch Quantity / O6bem naprun : 768.35 Kg
Analytical Report No / Ananuruyecknii otdyer N : Date of Analysis / Jlata ananuza: 22.02.2024
040002423061

Date of Manufacture / lata npounsgogcrsa : 02/2024 | Date of Expiry / Cpox roguoctn : 01/2029

Amnalysis performed__ according ND / Anann3s nposeaes o HI: [T N011252/01-160123

10 |Uniformity of dosage

units /

OnHOpOIHOCTD Acceptance value (AV) should be not

JNIO3UPOBAHHSA 14 more than 15.0 /

- Ibuprofen /ubynpoden [Mokazarens npuemaemocts (AV) aomkex
ouits He Gonee 15,0

- Paracetamol/ 1.3 Acceptance value (AV) should be niot

napaueTamont more than 15.0 /

[Toxazatens npuemneMoctd (AV) nomKeH
6uiTh He Oonee 15,0

11 |Microbiological purity /
Muxpobuonoruieckas
yucToTa* NA
a) Total aerobic Not more than 1000 CFU/g /
microbial count / He 6onee 1000 KOE/r
O61uee yncio
a3p0oOHBIX
MHKpPOOPTaHU3MOB NA

b) Total combined Not more than 100 CFU/g /
yeasts and mould count He 6omnee 100 KOE/r

/ Ob1ee YucIiio
IOPOOKEBBIX U

NJIECHEBEIX IpHOOB NA
c) E. coli Shall be absent in 1g / OtcyrcrBhe B
lr
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipnmeuanue: [Tpoaykr coorsercreyer Tpeboranusm HI| | 3akmoyenne: OHOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
Hom‘ommex—xos@'/ [lporepeHo: R Kan Ono6peno: Menemikep / PykosojguTenn
Anjali Dhiman m Manoj Kumar ?{’]1 &@E;é
Reprint Date:. Reprint Date: ' Reprint Date:
Hara: 22.02.2024 Hara: 22.02.2024 Harta: 22.02.2024

Registered Office: *-2
Tel: +61 46 2
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

Hoykann®, TabneTKkH, NOKPLITEIE NIeH0YHOH 060.104K0ii, 400 mr + 325 Mr

Batch No / Cepus Ne : V2400151 Batch Quantity / O6wem naprun : 768.35Kg

Analytical Report No / AHasuTHuecknii oTueT No :
040002423061

Date of Analysis / TaTa anannza: 22.02.2024

Date of Manufacture / Jlata npoussoacrsa : 02/2024

Date of Expiry / Cpok roguocts : 01/2029

| Analysis performed according ND / Ananus nposenen no H/I: TI N011252/01-160123

12

Assay /
KomnuecTeHHoe
OHPEHCHGHHC

396.1 mg/396.1 mr

322.38 mg/ 322.38 Mr

From 360.0 to 440.0 mg of C3H30,
(Tbuprofen) per tablet /

Ot 360,0 mr go 440,0 mMr C;sHs0;
(nbynpodeH) B TabneTke

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

Ot 2925 mr pgo 357,5 mr CsHoNO,
(mapaueramoun) B TabieTke

13

Package / Ynakogka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tabnetok B [IBX/Al 6nucrep. o 1
OIHCTepY B MAYKy KapTOHHYIO
BMECTE €  HMHCTpyKUHed 1o
NPUMEHEHHIO.

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 Ttabnetok B [IBX/Al
Gaucrep. o 1, 2 unn 20 6mucrepos B
nayKy KapTOHHYIO BMECTe c
HMHCTPYKUHMEH 1O TPUMEHEHHIO.

14 | Labeling / MapkupoBka

According to ND. / B cooteercTBuHu ¢ HJI.

15 | Storage conditions /

At temperature not more than 25 °C. /

XpaneHue ITpu Temnepatype He Boie 25 °C.
16 | Shelf life / Cpox 5 years/ 5 net
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. / IIpoBOAHTCS NPOU3BOAMTENEM IIDH
BBIILYCKE TIEPHOANYECKH: IS kKakjoit 20-0if ceprn umy He MeHee 1 pasa B roJ. ITokasartesne MOxeT ObITh
He BKJIIOYeH B cepTHduKaT aHanu3a GHUpME!

Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeyanue: [ponykr cooTsercTBYeT Tpe6opannsm HII | 3akmouenue: ONOEPEHO
Prepared by / &) Checked by / Approved by: Manager/Executive/
Houromnneﬁo&.hzxg,',— IIposepeno: Rama Kan Ono6peno: Menemxep / Pykosgaurens
Anjali Dhiman m Manoj Kumar @1 Zg_ﬂ_!éif L
Reprint Date:. Reprint Date: \ 7 Reprint Date:

| Hara: 22.02.2024 Hara: 22.02.2024 Hara: 22.02.2024

Registerad Officer 8-2-337, Rond 0. 3, Rujara Hiils, Hydarabad - 500034, Telangana, India

Tel: +91 40 4000 2600, 73

!, Email: mail@drreddys.com

2l 604507
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykana®, Ta0jeTKH, IOKPHLITHIE ILVIEHO4YHOM 000104K0#, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2400151

Batch Quantity / O6bem naprun : 768.35 Kg

040002423061

Analytical Report No / AvaianTudeckuit oTuer No :

Date of Analysis / laTa anannsa: 22.02.2024

Date of Manufacture / lata npoussoacrsa : 02/2024

Date of Expiry / Cpok roguocrn : 01/2029

Analysis performed according ND / Anamus nposegen mo HJI: ITN011252/01-160123

et

API name (INN) /
Haumenosanue AOC (MHH):

Ibuprofen / U6ynpoden

Paracetamol / Ilapaueramon

API manufacturer batch number /
HomMep cepun npou3BogHTENA
ADC:

PIBM230404

0883-23-24

FP Manufacturer API Batch
number /

Homep cepun cydcraHnuu
npoussoguTens I'JIMD:

FEQAO00582

FEQA00650

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

Solara Active Pharma Sciences
Limited, India / Conapa Oxtus
®apwma Caitencus Jlumuren,
Hupnsa

Sri Krishna Pharmaceuticals Ltd.,
India / pu Kpuiza
®apmacesrotakainc JIta., Uaaus

Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpumeyanne: Ilponykr coorsercryeT Tpebosanuam HJ | 3axmouenne: OHOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
IMoaroToBneHo: : IIpoeepeno: Rama Kant Onobpeno: Menemxep / PykopguuTeis
Anjali Dhiman m Manoj Kumar " jﬂ
Reprint Date:. .Reprint Date: s Reprint Date:

Jara: 22.02.2024 Hata: 22.02.2024 Hara: 22.02.2024

Registered Office: 8-2-337, Rand ido &
Tel: +91 4049002800 ¢

2507

lills, Hyderabad - 500034, Telangana, India
, Email: mzil@drreddys.com




