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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxnun IOHHOp®, TabneTku qucneprupyemble [ans pereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2202489 Batch Quantity / Oobem napruu : 547.500kg
Analytical Report No / Ananmurudecknii oruer Ne ; Date of Analysis / [laTta ananu3za: 15.12.2022
890001632803

Date of Manufacture / JaTa npousponacta : Nov-2022 |Date of Expiry / Cpok rogaocTn : Oct -2027

Analysis performed according ND / Arann3 npopeaen mo HJI: 11 N011252/02-041021

Ne Test / IlokasaTenn Results / Pe3VJ'IbTaTbI -

one side and characteristic odor. /

TabJeTKH  pO30BOr0  I[BETA

~ [Specification / Hopma |

prFHLIe MNIOCKOUMIMHAPHYECKHE

C

BKparuieHUAMH, ¢ acKkoil U pUCKOH Ha

. . OHOM CTOPOHE,

| [c XapakTepHBIM 3alaxoM.

2 [dentification / Complies as prescribed/
[MopIMHHOCTL CooTBeTcTBYET

1 Description / Onucanne ,P1nk flat-faced beveled-edge tabletsPink flat-faced beveled-edge tablets
with impregnations and a score-line on

with impregnations and a score-line on,
one side and characteristic odor. /
Kpyrnsie TJIOCKOLIUITMHAPUYECKHE

TabneTki  po3oBOro  IBeta ¢
BKpArJICHUsMH, ¢ PacKol U PUCKOH Ha!
0HOIH CTOpOHE,

C XapaKTEpHBIM 3allaXOM.
The retention times of the main peakg
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
VIEPXKHUBaHUSI OCHOBHBIX IHUKOB HA
XpomMarorpamMmme UCIIBITYEMOTQ
pacTBoOpa IOJDKHBI COOTBETCTBOBATH
BpeMeHaM yAep)KMBaHHS IHKOB Ha

Xpomarorpamme pacTBopa
CTaHNapTHBIX 00pasnoB ubynpodeHa
I napateTramoa (paznen

«[KonnuecTBEHHOE ONpPENENCHUE).

Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpumeuanne: [Iponykr coorBercTByeT Tpebosanusm H]J 3akawuyenne: OJOBPEHO

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

[MonrotosnieHo: ﬂ IIpoBepeno:Ramakant W OnobpeHo: MeHemKep/

Ankit | Pykosoautens = -
Amit kumar f\ /

Reprint Date: Reprint Date: Reprint Date: ‘

Hara: 15.12.2022 Hara: 15.12.2022 Hara:15.12.2022

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
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxnun IOunop®, TadieTku AucneprupyemMsle [nis pereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2202489

Batch Quantity / O6bem naptuu : 547.500kg

890001632803

Analytical Report No / AHanuTn4ecknii oTyeT Ne :

Date of Analysis / JIaTa ananu3sa: 15.12.2022

Date of Manufacture / Jlata npon3sozacTsa : Nov-2022

Date of Expiry / Cpok roanoctu : Oct -2027

Analysis performed according ND / Anaaun3 nposenen mo HJI: T1 N011252/02-041021

Ne Test / IlokazaTenn | Results / PesynbTaThl ‘Speciﬁcation / Hopma

3 Average weight of tablets / 364.2 mg/ 364.2 mr 357.7 _mg to 372.3 mg (365.0 mg +
Cpeanssi Macca Tabj1eToX 2.0 %). / Ot 357,7 mr no 372,3 mMr

Complies/cOOTBETCTBYET (365,0 Mr +2,0 %)

4 Disintegration / 00 min:31 Seconds/00 muH 31 Sec |[Not more than 3 min /

| |PacmagaemMocTtb He 6osiee 3 MUH

5 Dissolution / 98% to 101 % Not less than 70% (Q) of CuI1;50,
Pacrsopenne (ibuprofen) atter 30 min /

98% to 100%

He wenee 70 % (Q) CiHigOs
(nbympoden) yepes 30 mun

Not less than 70% (Q) of CyHoNO:
(paracetamol) after 30 min /

He wmenee 70 % (Q) CsHoNO:
(nmapaueramon) yepes 30 mun

6 Dispersibility /
' {ucnepcHOCTD

| Complies / CooTBeTCTBYET

Uniform suspension passing through
the 710 um sieve is formed

OGpasyercsi 0fHOPOHAs CYCTIEH3HA,
TpoxosLlas Yepes ciTo ¢ pawepon&%
oTteepcTii 710 MKM |

Remarks : The Product conforms to ND/
Ipumevanne: IIponykT cooTBeTcTBYET TpeboBanusam HJL

Opinion : APPROVED
3akmaouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Honarorosnexo: &‘ IIposepeHo:Ramakant W Onobpeno: Menemxep /
Ankit PykoBoauTens N

Amit kumar F( =
Reprint Date: Reprint Date: Reprint Date:
Hata: 15.12.2022 Hata: 15.12.2022 Hata:15.12.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Ho6yxann FOunop®, Tabaerkn nucneprupyemsle [aas aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2202489

Batch Quantity / O6bem naptun : 547.500kg

Analytical Report No / AHanuTn4eckuii oTyer Ne :
890001632803

Date of Analysis / JlaTa ananu3a: 15.12.2022

Date of Manufacture / /lara mponssoacrsa : Nov-2022

Date of Expiry / Cpok rognoct : Oct -2027

Analysis performed according ND / Ananns nposeaer no HJI: IIN011252/02-041021

Ne Test / IloxazaTenn | Results / Pe3yabTaThl Specification / Hopma
7 Related substances / | " 4-aminophenol (paracetamol impurity)
PojcTBeHHBIE IpHMeECH ‘ /
4-aMiHOQEHON (npumecs
Method 1/ Metop 1 — ' . mapaneramona) - not more than
Determination of 4-Amino | 0.001% 0.005% / ne Gonee 0,005 %
Phenol content / Onpeenenue |
COZlepXKaHUs COAEPIKaHUS ‘ Any individual unidentified impurity
4-amuHO(dEeHONa of (ibuprofen or paracetamol)
| EnuHuyHas HeuJeHTHPULUIPOBaHHAs
Method 2 / MeTon 2 — | 0.08% puUMech ubynpodena WIH
Determination of Ibuprofen | napaleTamona -
and Paracetamol unidentified | not more than 0.2% / He 6onee 0,2%
impurities / Onpexnenexue
HEeUTeHTU(DUITHPOBAHHBIX 0.08% Total impurities (Method 1+Method 2)
npumMecell nbynpodena u | Cymma npumeceii (Meron 1 + Metogz
napaneraMmona ' 2) - not more than 0.7% / He Gosee 0.7
| %o
|
! ]
8 Microbial limits / |
MHKpPOOHOJIOrHYecKast Less than 100 CFU/g/ Not more than 1000 CFU/g/
4HCTOTA Menee 100 KOE/r He 6onee 1000 KOE/r
Less than 100 CFU/g / Not more than 100 CFU/g /
Memnee 100 KOE/r He Gonee 100 KOE/r

Remarks : The Product conforms to ND/
Ipumeuanue: [TponykT cooreTcTBYeT Tpebopanusm HJI

Opinion : APPROVED
Zaxaouenne: OJJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IoarorosneHo: & Iposepeno:Ramakant W Onobpeno: Menemxep /
Ankit PyxoBonuTens N

) Amit kumar />( =
Reprint Date: Reprint Date: Reprint Date: !
JHara: 15.12.2022 Jara: 15.12.2022 Jata:15.12.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6ykans IOunop®, TabieTkn aucneprupyemsie [nas gereit], 100 mr + 125 mr

Batch No / Cepusi Ne : V2202489

Batch Quantity / O6bem naptuu : 547.500kg

890001632803

Analytical Report No / AHanuTH4ecknii oTder Ne :

Date of Analysis / [laTa anamsa: 15.12.2022

Date of Manufacture / /lata npousBojacTsa : Nov-2022

Date of Expiry / Cpok rogaoctu : Oct -2027

Analysis performed according ND / Anaau3s nposexen no HJI: ITN011252/02-041021

) Total aerobic microbial
‘ ’count / Obee yucno
a3pO6HBIX MHKPOOPTaHHU3MOB

b) Total combined yeasts and
mould count / Ob1iee yucio
IMPOMOKEBBIX U TIJIECHEBBIX
rpuboB

c) E. coli

O}.IHOPO}IHOCTB A03HUpOBaHUS

- Ibuprofen / ubynpocden

- Paracetamol / napaneramoJ

9 Uniformity of dosagé units / |

Shall be absent in 1g / OtcyTcTBUE B 1

IAcceptance value (AV) should be not
than 15.0 / llokazarens
npuemaemocti (AV) nomkeH OpITh He

|Acceptance value (AV) should be not
than 15.0 / Ilokasartens

Absent
i
14 more
ponee 15,0
more
1.4

10 Assay / KonmnyecTBeHHOe
onpezaejeHHe

101.3 mg/101.3 mr

125.4 mg/ 125.4 mr

npuemiiemocti (AV) nomkeH ObITh He

Ponee 15,0

%90.0 mg to 110.0 mg of C13H130,

i(.ibuprofen) per tablet /

Ot 90,0 MI J0 110,0 Mmr C13H1802
néynpoden) B TabneTke

112.5 mg to 137.5 mg of CsHyNO» |
paracetamol) per tablet /

o1 112,5 Mr go 137,5 Mr CoHoNO,

(mapaueramon) B TabneTke

Remarks : The Product conforms to ND/
Ipumedanne: [Ipogykt cooTBeTcTBYET TpebOBaHusM H]I

Opinion : APPROVED
3akmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: IIpoeepeno:Ramakant 4 Onobpeno: Menemxep /
Ankit & Q&LW PykoBoauTeNnb 'lﬁ: =

; Amit kumar 1 \/'
Reprint Date: Reprint Date: Reprint Date:
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HUoykmun IOanop®, TabxeTxn aucneprupyemsble [aas aereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2202489

Batch Quantity / O6nem napruu : 547.500kg

890001632803

Analytical Report No / AHaauTH4ecknit oTder Ne :

Date of Analysis / [laTta ananuza: 15.12.2022

Date of Manufacture / lata npou3zBoacTsa : Nov-2022

Date of Expiry / Cpok rogaoctn : Oct -2027

Analysis performed according ND / Anann3 nposenen no H/: 11 N011252/02-041021

11 Package / YnaxoBka

12 Labeling-/ MapkupoBka

10 tablets in PVC/ALl blister. 2 blisters|10 tablets in PVC/Al blister. 1, 2 or 20
Lzmd patient information leaflet in atﬁhslers and patient information leaﬂeh
carton pack. / Ilo 10 Tabnerok Bin a carton pack. / I1o 10 Tabnerok B
omctep u3 1IBX/AlL Tlo 2 L)m{c:"repﬂ]ownﬂep uz MBX/AL Tlo 1, 2 uan 20
BMECTE  C  HHCTpPYyKUMeH NoOJHCTEPOB BMECTE C HHCTPYKLEli no
MPUMEHEHHIO B MAYKy KAPTOHHYIO.  [IpHMEHEHHIO B NAYKy KapTOHHYIO.
|According to ND. / B cootBetctBuu ¢ HJI.

13 Storage conditions /
Xpanenne

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

B opurnHansHO# yrnakoBke (6aUCTep B 1a4Ke) NPH TEMIIEPATYPE HE BBIIIE
25 °C.

14 Shelf life / Cpok rogHocTu

5 years / 5 ner

Remarks

: The Product conforms to ND/
IIpumeuanue: [IponyxT coorBeTcTBYET TpeboanusM HJT

Opinion : APPROVED
Zaxauyenne: OJOBPEHO

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

Ilogrorosnexo: IlpoBepeno:Ramakant Opobpeno: Menemxep /

Ankit & Pyxosoguteins “Ne—
Amit kumar /\ il
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