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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HNoykann FOHHOp®, Tabu1eTku Aucneprupyemsbie [aas aereii|, 100 mr + 125 mr

'Batch No / Cepusi Ne : V2202333

Batch Quantity / O6bem naptun : 547.500kg

Analytical Report No / AHannTayeckuiif oryer Ne :
890001626767

Date of Analysis / laTa ananu3a: 13.1 12022

Date of Manufacture / lata npousBoactsa : Oct-2022

Date of Expiry / Cpok roanoctu : Sep -2027

Analysis performed according ND / Ananu3s nposenen mo HJ/I: 11 N011252/02-041021

Ne ’Test / Iloka3aTeanb Results / PesyabTaThl

Specification / Hopma

1 Description / Onucanue

one side and characteristic odor. /
Kpyrneie
TableTku

PO30BOTO oBCTa

OIHOI
C XapaKTEPHBIM 3aMaxoM.

Pink flat-faced beveled-edge tablets
with impregnations and a score-line onwith impregnations and a score-line on

nnockounmnHaApuueckueKpyrnsie

BKpanjeHusmu, ¢ hackoit U puckoi 1
Cmpone_.]o,cu{oi‘[

Pink flat-faced beveled-edge tablets

one side and characteristic odor. /
TUTOCKOLMJIMHAPHYECKHE

crabineTkit  po30BOr0  LBETa ¢
|BKpaI'IJ'I€HI/I$[MI/I, ¢ packoii u prcKoii Ha
CTOpOHe,

£ XapaKTEPHbIM 3al1aXOM.

T

Complies as prescribed/
COOTBETCTBYET

Identification /
IlogIMHHOCTD

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
aracetamol  reference  standards
solution (section Assay). / Bpemena
yIEPXKUBaHUS OCHOBHBIX NWKOB HA
XpomaTorpamme HCHBITYEMOTQ
pPacTBOpa JOJKHBI COOTBETCTBOBATH
BpeMeHaM yIepXKUBaHUS THMKOB Ha
XpoMaTOrpaMme pacTBopa
cTaHaapTHEIX obpasuoB ubymnpodeHa
il napayeramorna (paznen
«Konu4ectseHHOE ONpPEAENCHUE). J

Remarks : The Product conforms to ND/
ITpumeuanne: IIponyxT cooTBeTCTBYET Tpebosanusam HJ

Opinion : APPROVED
3axkmouenue: OJJOBPEHO

[ToarotoBneHo: [Tposepeno:

Prepared by / Checked by /

Approved by: Manager/Executive /
OpnobpeHo: MeHemxep /

Jara: 13.11.2022 Jara: 13.11.2022

Naresh Kumar @ Pardeep Kumar — PykoBonutens \'\";iﬂ':[—
Manoj Kumar &
Reprint Date: Reprint Date: Reprint Date:

Jarta:13.11.2022

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: L85195AP1984PLC0O04507
www.drreddys.com
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'Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxkann FOnnop®, tabaeTrkn aucnepriupyemsle [nas aeteii], 100 mr + 125 mr

Batch No / Cepus Ne : V2202333

Batch Quantity / Oobem naptumn : 547.500kg

890001626767

Analytical Report No / Ananutuueckuii oruyer Ne :

|Date of Analysi

s/ JlaTa ananuza: 13.11.2022 |

Date of Manufacture / Jlata nponssogcrsa : Oct-2022

Date of Expiry

/ Cpok roaHoceru : Sep -2027

[Analysis performed according ND / Anamns nposegen mo HJI: [T N011252/02-041021

Ne  [Test/ ITokazatenn

3 :Average weight of tablets /
Cpennssi Macea TablieTok

Results / Pe3y.m;rzﬁbl
363.4 mg/ 363.4 mr

Complies/cooTBeTCTBYET

357.7 mg t0 372.3 mg (365.0 mg +

§peci_fic_ation / Hopma

2.0 %). / Ot 357,7 mr go 372,3 mr
(365,0 Mr+2,0 %)

00 min:32 Seconds/00 muH 32 Sec

4 Disintegration /
[Pacnagaemocthb

5 Dissolution /
PacTBOpeHne

Not more than 3 min /
He 6onee 3 Mun

96 % to 101 %

95% to 100%

6 Dispersibility /
J{acnepcHocTh

Complies / CooTBeTCTBYET

Not less than 70% (Q) of C;3H50
(ibuprofen) after 30 min /

He wmenee 70 % (Q) CiHisO
(ndynpoden) uepes 30 muH

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

He wmenee 70 % (Q) CsHoNO,

_[(mapauertamou) yepe3 30 MuH

Uniform suspension passing through
the 710 um sieve is formed /
OGpasyercs OJHOPOAHAS CYCHEH3HS,
MPOXOJSIAs Yepe3 CHTO € pazsMepoM
oTBRepcTHIl 710 MKM

Remarks : The Product conforms to ND/
Ilpumeuanne: Ilpoayxr coorBercTBYET TpeGoBanusam HJ|

Opinion : APPROVED
3axaouenue: OJJOBPEHO

Jara: 13.11.2022

Hara: 13.11.2022

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

IToarorosneHo: IlpoBepeno: ) Onobperno: Menemxep / "

Naresh Kumar Pardeep Kumar <:t’;/ PyxoBogutens Vv 26 ul
Manoj Kumar

Reprint Date: Reprint Date: Reprint Date:

Hata:13.11.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykaun FOunop®, tabjerku nucneprupyemole [ais aereii], 100 mr + 125 mr

|{Batch No / Cepusa Ne : V2202333

Batch Quantity / O6bem nmaptum : 547.500kg

890001626767

Analytical Report No / Ananutuieckuii oTuer Ne :

Date of Analysis / lata anaam3a: 13.11.2022

Date of Manufacture / laTa npouseoacrna : Oct-2022

Date of Expiry / Cpok rogaoctu : Sep -2027

Analysis performed according ND / Ananu3z nposenen mo HJE: 1 N011252/02-041021

Ne Test / ITokasaTenn

7 Related substances /
Pogereennble npumecu

Method 1/ Meton 1 —
Determination of 4-Amino
Phenol content / Onpenenenue
coNlepXKaHusl COAEePIKaHUs
4-amuHOGbeHONa

Method 2 / Meton 2 —
Determination of Ibuprofen
and Paracetamol unidentified
impurities / Onpenenexue
HeUeHTUDUIIMPOBAHHBIX
npumecel ubynpodena u
rnapareramosna

Results / PesyanTaTh:

iSpecification / Hopma

0.0002%

0.06%

0.06%

4-aminophenol (paracetamol impurity)

4-amuHOGEeHON (npumech
napayeramona) - not more than
0.005% / ne 6onee 0,005 %

Any individual unidentified impurity
of (ibuprofen or paracetamol)
EnuHu4Has HeuIeHTUDHLUPOBAHHAS
MPHUMECH nbynpodeHa WY
napaueTraMmona -

not more than 0.2% / e 6onee 0,2%

Fotal impurities (Method 1+Method 2):
Y Cymma npumeceit (Meton 1 + MCTOI(|
2) - not more than 0.7% / He 6onee 0.7
%o

8 Microbial limits /
Mukpo6HoJioruuecKkas
UHCTOTA

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

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

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

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

Remarks : The Product conforms to ND/
IIpumeuanne: IIpoaykT cooTBeTcTBYeT TpeboBaHusIM HI

Opinion : APPROVED
3akmouenne;: OJOBPEHO

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

IToproroBnexo: IIposepeHo: f Opnobpeno: Menemxep /

Naresh Kumar @ Pardeep Kumar = PyxosoanTtens @L_JL
Manaj Kumar

Reprint Date: Reprint Date: Reprint Date:

Hata: 13.11.2022 Hata: 13.11.2022 Hata:13.11.2022
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CIN: L85195AP1984PLCO04507
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HNoyxnud IOaN0p®, Tabnerkn qucneprupyemsle [aast aereii], 100 mr + 125 mr

{Batch No / Cepust Ne : V2202333

Batch Quantity / O6nem mapruu : 547.500kg

890001626767

IAnalytical Report No / AnanuTudeckuii oTder Ne :

Date of Analysis / laTa ananuza: 13.11.2022

Date of Manufacture / lata npon3Boactra : Oct-2022

Date of Expiry / Cpok roagnoctH : Sep -2027

Analysis performed according ND / Ananuns nposeaen mo HJI: ITN011252/02-041021

a) Total aerobic microbial
ount / Ob1uee yucno
23pOOHBIX MUKPOOPraHiu3MOB

b) Total combined yeasts and
mould count / O61uee 4ucio
[IPOACKEBBIX U TJICCHEBBIX
rpu6GoB

c) E. coli

Absent

Shall be absent in 1g/ OtcyTcTsie B 1
r

0 Uniformity of dosage units /
OIHOPOAHOCTH 03U POBAHHS

!— Ibuprofen / udynpoden

- Paracetamol / napaietamon |

23

2.9

10 |Assay / KosinyecTBeHHOE i
lonpenenieHue

N

97.7 mg /97.7 mMr

1214 mg/121.4 mr

Acceplance value (AV) should be not
more than 15.0 / [lokazarens

npuemiiemoctd (AV) 10bKeH ObITh He
tonee 15,0
Acceptance value (AV) should be not
more than 15.0 / Ilokazarens)
npueMneMoctd (AV) nomkeH ObITh He
tosee 15,0

90.0 mg to 110.0 mg of Ci3H 30>
ft_ibuprofen) per tablet /

O1 90,0 Mr o 110,0 mr C3H 1502
I(1/16yr[p0q)eﬂ) B Tabnetke

paracetamol) per tablet /
T 112,5 mr 1o 137,5 mr CsHoNO,

112.5 mg to 137.5 mg of CsHoNO,
E)
‘(l'lapaLICTaMOII) B TabJieTke !

Remarks : The Product conforms to ND/
IIpumevanue: I[Ipoayxr coorsercTByeT Tpebopanusam HIT

Opinion : APPROVED
Saxmwyenne: OJOBPEHO

Jara: 13.11.2022

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

IToaroroenexo: IlpoBepeHno: Onobpeno: Menenxep /

Naresh Kumar @}L Pardeep Kumar Q[i" Pyxogoumenb \\M
= Manoj Kumar

Reprint Date: Reprint Date: Reprint Date:

Jara: 13.11.2022

Jata:13.11.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yxaun FOunop®, TabieTku jucneprupyemble [asa aereii], 100 mr + 125 mr

Batch No / Cepnsa Ne : V2202333

Batch Quantity / O6bem napruu : 547.500kg

890001626767

Analytical Report No / Anagutnyeckuii oryet Ne :

Date of Analysis / laTa ananu3za: 13.11.2022

Date of Manufacture / Jlara npouspoactra : Oct-2022

Date of Expiry / Cp(;l( roaHocTH : Sep -2027

Analysis performed according ND / Auanu3s nposeaen mo HJI: TIN011252/02-041021

11 Package / YnakoBka

10 tablets in PVC/ALl blister. 2 blisters]10 tablets in PVC/Al blister. 1. 2 or 20
and patient information leaflet in ablisters and patient information leaflet
carton pack. / Ilo 10 Tabnerok B_Lin a carton pack. / ITo 10 taGnerox B
Onuctep u3 IIBX/AL To 2 ﬁm-u:Tepalﬁmtc‘rcp u3 TIBX/AL Tlo 1, 2 uau 20
BMeECTe c HHCTPYKLHEH MOGAUCTEPOB BMECTE € HHCTPYKLMel no
MPHMEHEHHUIO B NIA4KY KapTOHHYIO. Eplmei-{emm B 1a4KYy KAPTOHHYIO.

'Labeling / Maﬁcupom«a

\According to ND. / B cootseTcTBun ¢ HJI.

13 Storage conditions /
XpaHneHue

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

B opurnHansHol ynakoske (6MCTep B Ia4Ke) P TEMIIEPAType HE BbIlE
25 °C.

14 Shelf life / Cpox roguocTn

5 years / 5 ner

Remarks : The Product conforms to ND/
M pumeyanue: [IpogykT cooTBeTCTBYET TpeboBaHHAM H/I

Opinion : APPROVED
3akniouenue: OJIOBPEHO

Prepared by /
TlogroToBneno: )
Naresh Kumar @
Reprint Date:

Hara: 13.11.2022

Checked by / Approved by: Manager/Executive /

Ipogepeno: Onobpeno: Menemxep /

Pardeep Kumar Q[/ Pykoroautens w
- B Manoj Kumar

Reprint Date: Reprint Date:

JaTa: 13.11.2022

Jata:13.11.2022
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