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Distt. Solan, H.P,, 173 205, INDIA
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Page1of5/Crp. 1135

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxann IOunop®, Tabnerku anacneprupyemslie [aas gereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2202144

Batch Quantity / O6bem napramu : 547.500kg

Analytical Report No / Ananmuraueckuii oraer Ne :
890001623087

Date of Analysis / lata anasnmsa: 26.10.2022

Date of Manufacture / lata npon3poactsa : Oct-2022

Date of Expiry / Cpok roanocru : Sep-2027

|Analysis performed according ND / Ananus mposeien mo HJI: T1N011252/02-041021

|

Test / IokasaTen Results / PesyabTaTsi

Specification / Hopma I

‘l Description / Onucanue E;nk flat-faced beveled-edge tabletsPink flat-faced beveledﬁge tabletsi

th impregnations and a score-line o
‘one side and characteristic odor. /
Kpyraele  nnockounnunnapuuecks
'[raﬁnen\'u po3oBoro  1Beta
BKparieHusamMu, ¢ Gackoi U puCcKoii H
oHOIT

|
C XapaKkTepHbIM 3aIaXO0M.

CTOpOHE,0/IHOIH

ne side and characteristic odor. /
eKpyribie TUTOCKOUMIHHAPHYECKHE)
cradneTk  po3oBOro  IiBeTa c‘
ﬂ[BKpElI]J‘IEH]IHMI-!, ¢ dackoii  puckoli Ha
CTOpPOHE,

nj':)vith impregnations and a score-line on

ic xapa KTEPHBIM 3amaxoM.

Identification /
MognnuuocTh

’Complies as prescribed/
CootBetcTByeT

The retention times of the main pem
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). / Bpemen&]

YACPHKIBAHNSA OCHOBHBIX ITHKOB ]—Ia|'
XpoMarorpamme HCILITYEMOTO|
pacreopa OOJDKHBI COOTBETCTBOBATH)
BPEMCHAM YIOCPXKHBaHUS IIMKOB Hal

XpomaTorpaMmme pacTeopa
CTAHMAPTHLIX 00pasuoB ndynpodena
i napateraMmosa (pazzen

«KonuuectseHHoOe onpeseneHue»).

Remarks : The Product conforms to ND/
Hpumeyanne: Iponykr cootercTayer TpedoBaHusM HJT

Opinion : APPROVED
3akaouenne: QJIOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

IHoarotosneHo: o ITpoepeno: OnobpeHo: Menemxep /

Kushal Kumar » 'W‘ ) Pravesh Rana - Pykosomurens ~ N—
C”J/f Amit Kumar i

Reprint Date: Reprint Date: Reprint Date:

JHara: 26.10.2022 Hara: 26.10.2022 Hara:26.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5

00034, 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 Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykmnn FOuuop®, Tadrerkn aucneprupyemsie [aas gerteii], 100 mr + 125 mr

Batch No / Cepus Ne : V2202144

Batch Quantity / O6bem naprTum : 547.500kg

890001623087

Analytical Report No / Ananutuyeckuii oTuet No :

Date of Analysis / lata ananuza: 26.10.2022

Date of Manufacture / lara npoussoactsa : Oct-2022

Date of Expiry / Cpok roanocts : Sep-2027

Analysis performed according ND / Ananus nposenen o

o HJI: TIN011252/02-041021

Ne Test / IMoxazatenn

Results / PesyibTaTh!

Specification / Hopya N

3 }Average weight of tablets /
Cpennsist macca TabieTok

‘ 361.3 mg/ 361.3 mr

Complies/cooTeTcTBYET

357.7mgto372.3 mg (365.0 mg = |
2.0 %). / Ot 357,7 mr 10 372,3 Mr
(365,0 Mr + 2,0 %)

4 Disintegration / 00 min:37 Seconds/00 mun 37 Sec |Not more than 3 min /

| Pacnagaemocrs | He 6onee 3 mun ]

5 Dissolution / 95% to 98% Not less than 70% (Q) of C;H 0,
PacrBopenne ( ibuprofen) after 30 min /

94% to 97%

He wmenee 70 % (Q) CuHi04
L[:IGynpoq)eH) yepe3 30 MUH

Not less than 70% (Q) of CsHoNO,
(paracetamol) after 30 min /

He wmemee 70 % (Q) CsHoNO-
L[nz@p’aue*ramon} uepes 30 MuH

Dispersibility /
Tucrepenocers

- Complies / CootsetcTByeT

Uniform suspension passing through
}the 710 um  sieve is formed /
OOpasyetcst oaHoposHas cycneHsiis,
‘npumﬂﬁmaﬁ Hepe3 CHTO € pasmMepom
pTBepeTHii 710 Mkm |

Remarks : The Product conforms to ND/
Ipumeuanne: [ponykr COOTBETCTBYET TpedboBanusm HJJ

Opinion : APPROVED
3aknwyenue: OJJOBPEHO

Prepared by /
IMoarorosneno:
Kushal Kumar

Checked by /
Iposepeno:
Pravesh Rana

A

Approved by: Manager/Executive /

OnoGpero: Menegxep /
PykoBoauTens "Nh—

Amit Kumar

Reprint Date:
Hara: 26.10.2022

Reprint Date:
Hara: 26.10.2022

Reprint Date:
Hata:26.10.2022

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykmnn IOunop®, radrerku BHCIIepTHpYeMble [1ast gereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2202144

Batch Quantity / O6bem napruu : 547.500kg

890001623087

Analytical Report No / AnatnTu4eckuii orger Ne :

Date of Analysis / lata ananusa: 26.10.2022

Date of Manufacture / lata npousBoacTea : Oct-2022

Date of Expiry / Cpok rognocrs : Sep-2027

|Analysis performed according ND / Anaaus NpOBefeH I

o HJI: TIN011252/02-041021

rl"est / IlokazaTean

Results / PesyabTaTsl

;Specification / Hopma

F@
7 ?elat&d substances /
PoxerBennnie npumecn

Method 1/ Meton 1 —
Determination of 4-Amino

COAEPAKAHHA CONEPIKAHUS
4-amunoerona

Method 2 / Meton 2 —

‘ etermination of Ibuprofen
and Paracetamol unidentified

‘impurities / Onpeneneuune

HEMJAEHTH(PULHPOBAHHBIX

‘npl-lmecei‘l ubympodena u

maparieramosna

|
|

Phenol content / Onpenenerue

0.0002%

0.07%

0.07%

4-aminophenol (paracetamol impurity)!
!

Ll-aMHHocbeHon (npumech
[fapaneramona) - not more than
0.005% / ne Goxee 0,005 %

‘Any individual unidentified impurity
of (ibuprofen or paracetamol) |
Ennnnunas  Henpentuguumporannas
i‘npumcv.:b ubynpodena |1.rmi
mapateramorna -

inot more than 0.2% / ve 6onee 0,2% ‘

Total impurities (Method 1+Method 2)‘
/ Cymma npumeceii (Merox 1 + Meton
’2) - not more than 0.7% / e 6Gonee 0.7
R

70 ‘

8 Microbial limits /
Mukpodnonornueckas
YHCTOTA

L |

Less than 100 CFU/g /
Menee 100 KOE/r

Less than 100 CFU/g /
Menee 100 KOE/r

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

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

Remarks : The Product conforms to ND/
[Ipumeuanne: [pogyxt CooTBETCTBYET TpedoBaniam HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Hara: 26.10.2022

Prepared by / Checked by / ) Approved by: Manager/Executive /

IoarotorneHo: o~ IIpoBepeHo: / Ono6peno: Menemxep /

Kushal Kumar s Pravesh Rana /é, Pyxosogurens A
Amit Kumar =

Reprint Date: Reprint Date: Reprint Date;

Hara: 26.10.2022

Hata:26.10.2022

Registered Nffice: 8-2-327, Road Me. 3, Banjara Hills, Hydcrabad £00034, Telangaiia, lndia
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
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CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJH3A

Page4 of 5/ Crtp. 4 3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxann FOunop®, Tabrerku Aucneprupyemble [mis gereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2202144

Batch Quantity / O6bem naprun : 547.500kg

Analytical Report No / Ananuruuecknii orger Ne :
890001623087

Date of Analysis / JIaTa anamu3za: 26.10.2022

Date of Manufacture / Jlata npoussoacrsa : Oct-2022 |Date of Expiry / Cpok rognocrs : Sep-2027

|Analysis performed according ND / Anaaus nposeaen mo HJI: TTN011252/02-041021

‘ a) Total aerobic microbial
count / Ob1ee uncno
‘ a5pO0HbIX MHKPOOPTraHHU3MOB

b) Total combined yeasts and
mould count / OB1wuee uucno
[IPOIHKEBBIX U [IJIECHEBBIX
rpiuboB

} €) E. coli |

Absent

Shall be absent in 1g / OtcyTcraue B |
-

9 'Uniformjt_v of dosage units / |
‘ ‘O,[[IIO[]O,ZIHOCTB AO3HPOBAHHUS

‘ |- Ibuprofen / ubynpodpen ‘

Acceptance value (AV) should be not
more than 15.0 / ITokazarens
E’lpﬂeMneMOCTH (AV) nomxeH GbITb He
Donee 15,0

Acceptance value (AV) should be not
I;nore than 15.0 / Tlokasatens
EpneMneMocm (AV) nomken 6biTh HE

‘ - Paracetamol / napaugeramon | onee 15,0
10 Assay / KoinuecTBenHoe | 90.0 mg to 110.0 mg of C3H 30, ‘
‘ onpeaeJeHUe L'ibuprofen) per tablet /

99.2 mg /99.2 Mr iOT 90,0 mr 10 110,0 mr Ci3H 50,

J 121.8 mg/ 121.8 mr

(ubynpoden) B Tabnetke
112.5 mg to 137.5 mg of CSHNO, |
Lparacetamol) per tablet /
Or 112,5 mr 510 137,5 mr CsHoNO, |
knapaueramon} B TalJieTke !

Remarks : The Product conforms to ND/

IMpumeuanne: [ponykr COOTBETCTBYET TpeboBanusam HJ|

Opinion : APPROVED
3akmodenue: OJOBPEHO

Checked by /
IIpogepewno:
Pravesh Rana

Prepared by /
Ioarorosneno:

Kushal Kumar V

{
Ap Pykosogurens J “g‘_.\'.-_:-"

Approved by: Manager/Executive /
Opnobpeno: Menemxep /

Amit Kumar

Reprint Date:
Jara: 26.10.2022

Reprint Date:
Hara: 26.10.2022

Reprint Date;
Jara:26.10.2022

Registered Ofiice: 3-2-337, Road No. 3, Banjura Hills, Hyderabad - 50C024, Telanzana, India
Tel: +91 40 4500 2900, Fax: +91 40 3500 2099, Ernail: mail@dr) cddys.com
CIN: L85195AP1984PLCOO4507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT

AHAJIU3A

Page5of 5/Crp.5u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

- [Moyknus FOuHOp®, TabeTkn Ancneprupyemole [ais aereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2202144

Batch Quantity / O6bem naprun : 547.500kg

Analytical Report No / Anaautnueckuii oTuer No :
890001623087

Date of Analysis / JaTa ananusa: 26.10.2022

Date of Manufacture / Jata npou3BoacTBa : Oct-2022 |

Date of Expiry / Cpok rognoern : Sep-2027

[Analysis performed according ND / Anayus nposenen mo HJI: TTNO011252/02-041021

“ JLc)ar‘rr;m pack. / Tlo

qncrep u3 [IBX/AL

‘ [TPHMEHEHHIO B NAYKy

‘ ‘BMECTG c HHCTpYKLHEH n

11 Package / Vnakosxa How&&émPVQAHMWm2me@anwmmpvaAnm&&fLi&iﬁ
and patient information leaflet in a!b

listers and patient information leaflet
10 Tabnetox Bin a carton pack. / ITo 10 Ta6netox »
o 2 GnnerepaGnucrep us IMBX/AL To 1, 2 um 20

(I:%ﬂncrepoa BMECTE C HHCTPYKUHUEt nu‘
KAPTOHHYIO.  [IPHMEHEHHIO B MAYKY KAPTOHHYIO. |

12 Labeling / Mapkuposxka According to ND. / B

cooTBeTCTBHU ¢ HI.

‘13 }S'torage conditions / ,
Xpanenue '

| 25 °C.

[n the original packaging (blister in carton pack) at temperature below 25°C.

[B OPUTHHAIBHOM ymakoske (611cCTep B nauke) NIpYA TeMIIEpaType HE BbILle ‘

14 Shelf life / Cpox roanocts "5 years / 5 ner

|

Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpumeuanue: [ponykr COOTBETCTRYET TpeboBanusm HJJ 3aknovenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IoarotosneHo: \ ITpoBepeno: / Onobpeno: Mewnemxep /
Kushal Kumar (\w{2 Pravesh Rana /A PykoBogutens ——

Amit Kumar et
Reprint Date: Reprint Date: Reprint Date:
Hara: 26.10.2022 Hara: 26.10.2022 Hara:26.10.2022

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