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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxaun FOuuop®, tabaeTku aucneprupyemble [aas gereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2202391

Batch Quantity / O6bem napruu : 547.500kg

Analytical Report No / Anannru4yecknii otder Ne :
890001629260

Date of Analysis / lata ananuza: 25.11.2022

Date of Manufacture / /laTa npoussoactsa : Nov-2022

Date of Expiry / Cpok roguoctn : Oct -2027

|Analysis performed according ND / Anaanz npoeeaen mo HJI: [T N0O11252/02-041021

Ne Test / H9K3321Te_J'lb [Results / Pe3yabTaTh!

1 Description / Onucanue

one side and characteristic odor. /
Kpyrnele
TabNeTKH

pO30BOTO LBCTa

OJHOM

€ XapaKTepHbIM 3aI1aXOM.
;Complies as prescribed/
CoorseTcTByeT

2 Identification /
I[lopHHHOCTD

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

rockouuanHaApHyeckne K pyrisie
CFHGﬂﬁTKH
BKpaIJICHUAMH, ¢ Backoii U PUCKOH HABKpAIJIEHHAMH, ¢ Gackoil U pucKkol Ha
CTOpPOHE OHOM

ISpeciﬁcation / Hopma

one side and characteristic odor. /
TUTOCKOUMIMHAPHYECKUE
pO30BOrO UBETa C

CTOpOHe,
€ XapaKTepHbIM 3aIaXOM.
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
VIEPIKIBaHUSI OCHOBHBIX IIHKOB H3
XpoMarorpamMMe UCTIBITYEMOT'Q
pacTBOpa JOJUKHBI COOTBETCTBOBATH
BpeMEHaM YINEepKUBaHUSL [IHKOB Ha
[XpomaTtorpamme pacTBopa
lcrannapTHsIX oOpasnos HOynpodeHa
il napaueraMmona (pazgen
(Koni4YeCcTBEHHOE ONPENENIEHUED). |

Remarks : The Product conforms to ND/
IIpumeuanne: IIpoaykT cootBeTcTBYeT TpeboBaHuAM HJ

Opinion : APPROVED
3axmouenue: OAOBPEHO

[Toaroroenexo [MpoBepeHo:

Prepared by / Checked by /
Pawan Kumar Z P}/\Jﬁ” Naresh Kumar @4"

Approved by: Manager/Executive /
OnoGpeno: Menemxep / ,
P}.-I\‘OEKIOJEHTBHI: N
Manoj Kumar

Reprint Date:
Hara: 25.11.2022

Reprint Date:
Hata: 25.11.2022

Reprint Date:
Hara:25.11.2022

Registered Office: 3-2-337, Road No. 3, Banjata Hills, Hyderabad - 500934, Telangana, India
Tel: 491 40 4900 2900, Fax: +31 40 4500 2299, Email: mail@drreddys.com

CIN: L35195AF1984FPLCC04507
www drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Uoyxkaun FOunop®, TabneTkn aucneprupyemsie [1as gereii], 100 mr + 125 mr

Batch No / Cepusa Ne : V2202391

Batch Quantity / O6bem naprum : 547.500kg

890001629260

Analytical Report No / AHaquTHYecKkuii oTdeT No :

Date of Analysis / /laTa ananu3za: 25.11.2022 |

Date of Manufacture / lara npoussogcrsa : Nov-2022

Date of Expiry / Cpok rognocru : Oct -2027

Analysis performed according ND / Anaqus nposeaen no H/: TT N011252/02-041021

Ne rest / Iloka3zarenn

l Results / PezyabraTs!

Specification / Hopma

3 Average weight of tablets /
Cpeansst Macca TabéneTox

| 365.4 mg/ 365.4 mr

Complies/cooTeTCTBYET

357.7 mg to 372.3 mg (365.0 mg +
2.0 %). /Ot 357,7 mr no 372,3 mr
(365,0 mr = 2,0 %)

4 Disintegration / 00 min:34 Seconds/00 M1 34 Sec |[Not more than 3 min /
Pacnanaemocts He donee 3 mun |

] Dissolution / 97% to 101 % Not less than 70% (Q) of C3H 505
PacrBopenne (ibuprofen) after 30 min /

97% to 99%

He wmenee 70 % (Q) Ci3H 5O
(n6ynpoden) uepes 30 muH
Not less than 70% (Q) of CsHoNO;
(paracetamol) after 30 min /
He wmenee 70 % (Q) CsHoNO,
(napaueramod) yepes 30 MHH

6 Dispersibility /
UlucnepcHocTb

Complies / CooTBeTCcTBYET

Uniform suspension passing through
the 710 um sieve is formed /
O0pazyetcs OAHOPOARAA CYCTIEH3HA,
MPOXOJAMAA Yepes3 CHTO € pazMepoM
oTBepetHii 710 Mkm

Remarks : The Product conforms to ND/
Ipumeuanne: [Tpoaykr coorserctayer TpeboBanuam HJT

Opinion : APPROVED
3akmouyenue: OJIOBPEHO

Hara: 25.11.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToBneHp; ITpoBepeHo: ~ Onobpeno: Menenxep / .
Pawan Kumar? U’,\ﬁtﬁ Naresh Kumar @ Pyxosonutens 'h‘ﬂg‘i’f L

?’ Manoj Kumar i E
Reprint Date: Reprint Date: Reprint Date:

Jara: 25.11.2022

Jata:25.11.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg +125 mg
Hoykann FOaHOp®, TadneTkH aucneprupyemsole [nis aereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2202391 Batch Quantity / O0bem naptum : 547.500kg
|Analytical Report No / Anaautndeckuii oruer Ne : Date of Analysis / lata anannsa: 25.11.2022 ]
890001629260

Date of Manufacture / {laTa npousBoacTia : Nov-2022 |Date of Expiry / Cpox rognoctu : Oct -2027

Analysis performed according ND / Anann3s nposenen no HJI: [T N011252/02-041021

i.N‘g Test / Iloka3zarenn Results / Pe3yabTaThl Specification / Hopma ]'
7 Related substances / 4-aminophenol (paracetamol impurity);
PoacTBeHHbIE IPHMeECH / |
“4-amuHodenon (mpumecsy
Method 1 / Meton 1 — Y mapaneramona) - not more than
Determination of 4-Amino OHI0S0Gk 0.005% / ne 6onee 0,005 %
Phenol content / Onpenenenue
conepKaHus collepKatis lAny individual unidentified impurity
4-amuHO(peHona iof (ibuprofen or paracetamol) /
[EniHnuHas HeuAeHTHOHUMPOBaHHAS
Method 2 / Meton 2 — 0.05% npumecs noynpodena 16M 1§
Determination of Ibuprofen napaneramona -
and Paracetamol unidentified not more than 0.2% / He 6osiee 0,2%
impurities / OnpeneneHie
HEHIEHTHHLIHPOBAHHBIX 005k Total impurities (Method 1+Method 2)
npumeceil nbynpodeHa u CymmMma npumeceii (Meton 1 + Meton
napaweTamoJia 2) - not more than 0.7% / ue 6onee 0.7
%o
8  Microbial limits /
MHukpooHoJoTHYecKan Less than 100 CFU/g/ Not more than 1000 CFU/g/ '
[MHCTOTA Menee 100 KOE/r He 6onee 1000 KOE/r
Less than 100 CFU/g/ Not more than 100 CFU/g /
Menee 100 KOE/r He 6onee 100 KOE/r
| - | -
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [Ipoayxr coorBercTyeT TpeboBanusm HJ 3axmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
n(},ﬂr()TDB.TIEi-I(}g// " [TpoBepeHo: Onobpeno: Menemxep/ )
Pawan Kumar K - o Naresh Kumar @ PykoBoanTens L
(v, = = ]\ganoj Kumar "l\ (e L
Reprint Date: Reprint Date: Reprint Date:
Jata: 25.11.2022 Jara: 25.11.2022 Hata:25.11.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
|Moyxaun I0unop®, TadaeTkn Ancneprupyemolie [a1s aeteii], 100 mr + 125 mr

|Batch No / Cepusi Ne : V2202391

Batch Quantity / Oobem naprumn : 547.500kg

890001629260

Analytical Report No / AHanuTHYecKH# oTyeT No :

Date of Analysis / /lata ananmu3za: 25.11.2022

Date of Manufacture / Jlata npousBoacrsa : Nov-2022

Date of Expiry / Cpok roauocru : Oct -2027

Analysis performed according ND / Anasnus nposegen mo H: ITNO11252/02-041021

a) Total aerobic microbial
count / O011ee uncio
A3pOOHBIX MUKPOOPraHH3MOB |

b) Total combined yeasts and
mould count / Oblee uncio
NPOMKEBBIX U TIECHEBBIX
rpudos

c) E. coli

Absent

9 Uniformity of dosage units /
OaHOpOAHOCTH N03MPOBaHHS

- Ibuprofen / ubynpoden

- Paracetamol / napaneramon

2.3

2.4

Shall be absent in 1g / OtcyreTsie B 1
.

Acceptance value (AV) should be not
more than 15.0 / TlokazaTtenn
npiemneMocTu (AV) nomken ObiTh He
Gonee 15,0

Acceptance value (AV) should be not
more than 150 / Ilokasarens
MpUEMJIEMOCTH (AV) NOJDKEH ObITh He)
oosee 15,0

10 Assay / KonnyecTBeHHOE
onpeaeseHne

99.8 mg /99.8 mr

125.1 mg/ 125.1 mMr

90.0 mg to 110.0 mg of C;3H,30-
(ibuprofen) per tablet /

Ot 90,0 Mmr o 110,0 Mr C;3H 50,
(nbynpodeH) B TabneTke

112.5 mg to 137.5 mg of CsHoNO>
(paracetamol) per tablet /

Ot 112,5 mr go 137,5 mr CzHoNO;
(napaueramon) B TabseTke

Remarks : The Product conforms to ND/
Ilpumeyanne: IIpoaykt cooTercTBYeT TpeOGOBaHuam HJI

Opinion : APPROVED
3akawuenune: OJOGPEHO

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

[Toarorosnexo: ITposepeHo: # OnobpeHo: Meunemxep / )

Pawan Kumar }, Ve Naresh Kumar C? PykoBognTess ' 1//
Zgufc/ il Nfanoj Kumar \35 LLJ

Reprint Date: Reprint Date: Reprint Date:

Hara: 25.11.2022 Hara: 25.11.2022 Hara:25.11.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyknun FOunop®, TabuaeTku gucneprupyemMsle [aas aereii], 100 mr + 125 mr

[Batch No / Cepus Ne : V2202391 Batch Quantity / Oobem naptuu : 547.500kg
|Analytical Report No / AnannTuueckuii oraer No : Date of Analysis / laTta ananusa: 25.11.2022
890001629260

Date of Manufacture / lata nponssoactsa : Nov-2022 |Date of Expiry / Cpok rogHoctn : Oct -2027

Analysis performed according ND / Anann3 npoeeaen mo HJI: 11 N011252/02-041021

11 Package / Ynakoska 10 tablets in PVC/AI blister. 2 blisters10 tablets in PVC/Al blister. 1, 2 or 20

| land patient information leaflet in ablisters and patient information leaflet
carton pack. / Ilo 10 Tabnetox Bgin a carton pack. / TTo 10 taGnerok B
oanctep uz NMBX/AL To 2 6nucrepadaucrep nz NMBX/AL TTo 1, 2 uan 20
BMecTe C  HHCTpyKUHeH noOANCTEPOB BMECTE C HHCTPYKIMEiT Mo,
NPUMEHEHUIO B Na4YKY KAPTOHHYIO,  NPHMEHEHHIO B NAYKY KapTOHHYIO.
12 Labeling / MapkupoBka |According to ND. / B coorBetctBuu ¢ HJI.

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

XpaHeHue
B opurnHankHON ynakoeke (OnucTep B nauke) Npu TeMIEepPaType He BhILUE

R5°C.
14 Shelf life / Cpoxk rognocTu |5 years /5 ner

Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpumeuanne: [IpoayxT coorBeTcTBYET Tpebosanusm HJJ 3axayenne: OJOBPEHO

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

IMoarorosaeHo; IIposepeno: @ Onobpeno: Menemkep /

Pawan Kumar Yy .~ Naresh Kumar Pyxosoautens ot
7 \&"y/t - N{anoj Kumar %ﬁi

Reprint Date: Reprint Date: Reprint Date:
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