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CEPTUDPHUKAT AHAJIM3A

Page L of 5/ Crp. 1 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykanu®, TabueTKky, NOKPbIThIe MJeH0UHoMH 060/104K0ii, 400 mr + 325 mr

Batch No / Cepus Ne : V2300265

Batch Quantity / O6bem naprum : 727.5 KG

040001772179

Analytical Report No / AHanuTHueckni oTuyer No :

Date of Analysis / laTa anaiau3a: 24.02.2023

Date of Manufacture / laTta nponssoacrsa : Feb-2023

Date of Expiry / Cpok rogdoctd : Jan-2028

Analysis performed according ND / Anamu3 npoeenen no HJI: 11 N011252/01-300522

Ne Test / [lokazaTenan

Results/ PesyapTaTh

Specification / Hopma

1 |Description/ Onucasue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section - white core. /TabneTku
KarncyjJoBUIAHONH (QOpPMBI, TMOKPHITHIE
nieHoYHOH 000s04KOi OpaHKeBOro
1{BETA, C PUCKOH HAa ONHOH CTOPOHE;
Ha TIOMEpEeYHOM pazpese A]1po
Oenoro uBera.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
Tabnerku  KancynoBUIHOM popmbi,
MOKPBIThIE [IJIEHOYHOI obonoykoi
OpaHXEBOro LBETA, C PUCKOH Ha OIHOMN
CTOpOHE; Ha MOIMEPEUHHOM pazpese — AaApo
Oesnoro UM Mo4YTH GENoro useTa.

Remarks: The Product conforms to ND/
Hpumeyanne: [lpoaykr cooTBeTcTBYeT TpeboBaHusm HJI

Opinion: APPROVED
3akarwuenne: OJJOGPEHO

Prepared by /
IToarotosneno: Shivani

Devi );’/

Checked by /
[IposepeHno: Pardeep Kumar

a4

Approved by: Manager/Executive
/Onobpeno:Menemxep/PykoBoant
enb : Amit Kumar

A

Reprint Date: 24.02.2023
JlaTa:

Reprint Date: 24.02.2023
Jarta:

Reprint Date: 24.02.2023
Jara:
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NoykauH®, Ta01eTKH, NOKPBIThIE NJIeHOYHOoH 060104K0ii, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2300265

Batch Quantity / O6bem napruu : 727.5 KG

040001772179

Analytical Report No / Ananurndeckuii oryer Ne :

Date of Analysis / JlaTa ananusa: 24.02.2023

Date of Manufacture / Jlata npousBoacTsa : Feb-2023

Date of Expiry / Cpok rogaoctn : Jan-2028

Analysis performed according ND / Auasnn3 nposenen no HJ/I: 11 N011252/01-300522

2 Identification /
[TognuHHOCTE

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 yJiepk1BaHUsI OCHOBHBIX MTHKOB
Ha XpoMaTorpaMme UCIBITYEMOTO
pacTBopa  JOMKHBI  COOTBETCTBOBAThH
BpeMeHaM  YACpXKHBaHHS ITMKOB  Ha
XpOMaTorpaMMe pacTBopa CTaH/AAPTHBIX
00pa3uos udynpodeHa u napaneramona
(paznen «KonuuecTBeHHOE
oTipeieNIeHHEY)

CpenHsist Macca
TabJeTox

3 |Average tablets weight

966.1 mg/966.1 mr

940.9 mg to 999.1 mg
(970.0 mg £ 3%) /

Or 940,9 ML JI0 999,1 MI
(970,0 mr £+ 3 %)

Remarks: The Product conforms to ND/
Ipumeyanne: [Ipoaykr coorBercTByeT Tpeboauusam HJ

Opinion: APPROVED
3axkarouenue: OJIOGPEHO

Prepared by /
IMoxrorosneno: Shivani

Devi /-}-’

Checked by /
[Iposepeno: Pardeep Kumar

n

Approved by: Manager/Executive
/Ono6peno:Menemxep/Pykooaur
enb : Amit Kumar

o

Reprint Date: 24.02.2023
Jara:

Reprint Date: 24.02.2023
Jara:

Reprint Date: 24.02.2023
Jara:
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NOoyknH®, Tab1eTKH, TOKPbIThIE MJIEHOYHOH 060/104K0ii, 400 Mr + 325 mr

Batch No / Cepust Ne : V2300265 Batch Quantity / Oobem maprun : 727.5 KG
Analytical Report No / AHanuTH4eckuii oTuer No : Date of Analysis / Jlata ananusa: 24.02.2023
040001772179

Date of Manufacture / lata npousBoacria : Feb-2023 |Date of Expiry / Cpox rogHoctu : Jan-2028

Analysis performed according ND / Anaaun3s nposexen mo HJ/I: 11 NO11252/01-300522

4 |Disintegration / 06 min /06 mu Not more than 30 minutes /
]PacnaﬂaeMOCTb He Gonee 30 mun

5 IDissolution / Not less than 70% (Q) Ci3HisOx
PacTBOpeHHE 96 % to 103 % (Tbuprofen) dissolved in 30 minutes /

He MECHEE 70 % (Q) C13H1303
(nbynpoden) uepes 30 MuH

Not less than 70% (Q) CsHoNO,
98% to 106 % (Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) CsHoNO:
(napauetamod) yepes 30 MUH

6 |Related substances / 4-aminophenol (paracetamol impurity) /
PoncrBeHHbIe TPUMECH 0.0002 % 4-amuHodeHon (npuMech napaieramona)
Method 1/ Meron 1 - not more than 0.005% /

He 6oee 0,005 %

Method 2 / Meton 2 0.03% Any individual impurity (of ibuprofen or
y purity p

paracetamol) / Jhobas  eauHu4Has

nprHMech (ubynpodena HIJIH

napareramosa) - not more than 0.3% /
He 6osee 0,3 %

Total impurities (Method 1+ Method 2) /
0.03% Cymma npumeceii (Metoa 1 + Mertoa 2) -
not more than 0.7% / ve 6onee 0,7 %

Remarks: The Product conforms to ND/ Opinion: APPROVED
IIpumeyanne: [Iponykr cooTBercTBYeT TpeboaHusam HJJ 3akmouenue: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[lonrotosneHo: Shivani [IpoBepeHo: Pardeep Kumar /Opno6peno:Menemxep/PykoBoaut
Devi A v E enb : Amit .Kiiar

’ - [&' /
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NoyxkauH®, TabaeTkH, NOKPbIThIE IeHO4HOH 060/104Koii, 400 mr + 325 mr

Batch No / Cepusi Ne : V2300265

Batch Quantity / Oobsem maprau : 727.5 KG

Analytical Report No / AHanuTuuyecknii otuer Ne :
040001772179

Date of Analysis / Jlata anaausa: 24.02.2023

Date of Manufacture / /lata npoussoacta : Feb-2023

Date of Expiry / Cpok roanocty : Jan-2028

Analysis performed according ND / Ananns npoBegen no H/: TT N011252/01-300522

a) Total aerobic
microbial count /
Ob1ee yucno
a’pOOHBIX
MHKPOOPraHHu3MOB

b) Total combined
yeasts and mould count
/ Obee uncio
JIPOMOKEBBIX H
JIECHEBBIX TpUOOB

¢) E. coli

Less than 10 CFU/g/
Menee 10 KOE/r

Less than 5 CFU/g/
Menee 5 KOE/r

Absent / OTcyTCTBYET

7 |Water/Bona 1.3% Not more than 5.0% /
He 6onee 5,0 %
8 |Uniformity of dosage Acceptance value (AV) should be not
units / 1.0 more than 15.0/
OnHOPOHOCTD [Toxasarens npuemiemoctyt (AV) nomxkex
JI03UPOBAHHS ObITh He Dosee 15,0
- Ibuprofen /udynpoden
Acceptance value (AV) should be not
1.0 more than 15.0/
- Paracetamol/ [ToxazaTess npuemMneMocTH (AV) fomkeH
napayeraMos ObITb He OoJiee 15,0
9 |Microbial limits /
Mukpobuonorunueckas
YUCTOTA

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

Not more than 100 CFU/g/
He 6onee 100 KOE/r

Shall be absent in lg / OrcyrcTBHE B
Ir

Remarks: The Product conforms to ND/
IIpumenanme: Iponykr coorsercTnyet Tpeboparmsm HIL

Opinion: APPROVED
3akmouenue: OJOBPEHO

Prepared by /
IMogroroeneno: Shivani
Devi

I

Checked by /
[Tposepeno: Pardeep Kumar

.-

Approved by: Manager/Executive
/Ono6peHo:Menemxep/Pykosoant
enb : Amit Kumar

po
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JlarTa:

Reprint Date: 24.02.2023

Reprint Date: 24.02.2023
Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 81 40 1900 2800, Fax: +01 10 1900 202, Email: mail@drraddyc.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s “:'.

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyxaun®, TabaeTkH, NOKPHIThIE NJEHOYHOI 000104K0it, 400 Mr + 325 mr

Batch No / Cepust Ne : V2300265

Batch Quantity / Oovem naptuu : 727.5 KG

040001772179

Analytical Report No / AHanuTH4YecKuii oT4eT No :

Date of Analysis / JlaTa ananuza: 24.02.2023

Date of Manufacture / lata npon3Boactia : Feb-2023

Date of Expiry / Cpok roasoctu : Jan-2028

Analysis performed according ND / Ananus nposegen mo HJ/I: IT N011252/01-300522

10 |Assay/
KonnuectBenHoe
ornpeneneHue

401.4 mg /401.4 mr

323.18 mg/323.18 mr

360.0 to 440.0 mg
(Ibuprofen) per tablet /
Ot 360,0 mr po 440,0 mr C;3His0;
(ubynpodeH) B Tabnerke
2925 to 3575 mg
(Paracetamol) per tablet /
Ot 292,5 mr po 357,5 mr CsHoNO;
(napaueramon) B TabneTke

of CisHiO;

of CxHoNOZ

11 | Package / Ynakoeka

leaflet in a carton. / Tlo

BMECTE ¢ HHCTpYKUHeil
10 NPUMEHEHHIO.

10 tablets in PVC/AI blister.
blister and a patient information

1

10

tabnerok B [IBX/Al 6nuctep. Io 1
OaucTepy B Mauky KapTOHHYHO

10 tablets in PVC/AI blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 tabnerox B [1BX/Al
onuctep. Ilo 1, 2 nwiu 20 O6aucrepoB B
nauky KapTOHHYIO BMECTE c
UHCTPYKIMEH 0 IPHMEHEHHTO.

12 | Labeling / MapkupoBka

According to ND. / B cootsercteiu ¢ HI.

13 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHue IIpu Temnepatype He Bbiie 25 °C.
14 | Shelf life / Cpoxk 5 years /S ner
TOJIHOCTH

Remarks: The Product conforms to ND/
IIpumeuanue: [TpoaykT coOTBETCTBYET TpebOBaHUIM H /|

Opinion: APPROVED
3akawuyenue: OJOBPEHO

Prepared by /
IoxrorosneHo: Shivani

Devi A,}/

Checked by /
IIposepeHo: Pardeep Kumar

L

Approved by: Manager/Executive
/Ono6peHo:Menemxep/PykoBoaut
enb : Amit Kumar
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