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|Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HUobyxand FOBnop®, TabneTkn aucneprupyemble [aus gereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2202021

Batch Quantity / O6bem naptuu : 547.500kg

890001618057

Analytical Report No / AHaauTH4yeckuii oTuet Ne : Date of Analysis / lara apanausa: 130.09.2022

Date of Manufacture / Jlata npousBoactsa : Sep-2022 |Date of Expiry / Cpok rognoctn : Aug-2027

Analysis performed according ND / Ananu3s nposeaen mo HJ/I: 1T N(011252/02-041021

Ne  Test/ IloxasaTenn Results / Pe3VJIbTaTbl ]Spec1ﬁcat ion / Hopma
1 Description / Onucanue Pink flat-faced beveled-edge tabletsPink flat-faced beveled- edge tablets
with impregnations and a score-line onwith impregnations and a score-line on
one side and characteristic odor. / one side and characteristic odor. /
Kpyrneie  mnockounnuuapuveckeKpyraple  MaoCKOUMJIMHAPHYECKUE
TaGNeTkH ~ po30BOro  nBeta  crabneTkH  po30BOro  UBETa €
BKXpanieHusmMy, ¢ packoil U PUCKO HABKpaNIeHHIMH, ¢ hackoit H pHCcKoii Ha
OJTHOH CTOPOHE.OJIHOI CTOpOHE,
_ | € XapaKTEPHBIM 3a11axoM. C XapaKTEPHAIM 3aMaXOM.
2 Identification / Complies as prescribed/ The retention times of the main peaks
IoanuuHOCTH bOOTBeTCTByeT on the chromatogram of the tesl|
‘ solution should correspond to the
retention times of the peaks on the
chromatogram  of ibuprofen and
aracetamol  reference  standards
solution (section Assay). / Bpemena
VIASPKHBAHNS OCHOBHBIX [1HKOB Ha
XpomaTorpamme HETILITYEMOrQ)
pacTEOpa LOMKHbI coomenmoan
BpeMeHaM YIASpKHBaHMs [HKOB Ha
XpomaTorpaMme pacTBOpa
cTaHIapTHLIX 00pasuoB noynpoea
‘ ‘ 1 napateramona (paznen
«KonyecTBeHHOE OnpezeneHien).
Remarks : The Product conforms to ND/ Opinion : APPROVED
N pumeuanne: [IponykTt coorseTcTByeT Tpebopanusm HJI 3axmouenune: OJOBPEHO
Prepared by / Checked by / Approved by: Mangger/Executive /
IMoarorosneHo: IIpoeepeHo: Onobpeno: Menemiep /
Ankit /p? Pardeep Kumar | PyKOBOAMTEIb
(' - Abhishek Chauhan
Reprint Date: Reprint Date: Reprint Date:
Hata: 30.09.2022 Hara: 30.09.2022 Jara:30.09.2022

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
H6ykaun IOunop®, tabaerku aucneprupyemsie [aas aereii], 100 mr + 125 mr

Batch No / Cepus No : V2202021

Batch Quantity / O6bem naptuy : 547.500kg

890001618057

Analytical Report No / AHanuTH4YecKHH oTdeT Ne

Date of Analysis / Jlata ananusa: 30.09.2022

Date of Manufacture / lata npouspogctsa : Sep-2022

Date of Expiry / Cpok rogsoctu : Aug-2027

Analysis performed according ND / Ananu3 nposeaen no HJI: IT N011252/02-041021

Results / Pe3yabTaThl

iSpecification / Hopma

365.8 mg/ 365.8 mr

Complies/cooTBETCTBYET

357.7 mg to 372.3 mg (365.0 mg +

i.?.O %). / Ot 357,7 mMr no 372,3 mMr
(365,0 Mr = 2,0 %)

| 00 min:30 Seconds/00 mun 30 Sec

Not more than 3 min /
He bonee 3 MuH

97% to 99%

97% to 99%

INot less than 70% (Q) of Ci3HixOs

i(ibuprofen) after 30 min /
He wmenee 70 %
(n6ynpoden) yepes 30 MuH

Not less than 70% (Q) of CsHoNO,

(paracetamol) after 30 min /
He wmenee 70 % (Q) CzHoNO;
napaueramon) yepes 30 MuH

(Q) CizHis0:

Ne Test / HokasaTenn
3 _Average weight of tablets /
Cpeanss macca TabieTok
4 Disintegration /
| [PacnmamaemMocTh
5 Dissolution /
PacTreopenne
|
JucnepcHOCTH
|
|

Complies / CooTBETCTBYET

Uniform suspension passing through
the 710 pm sieve is formed
O6pasyercss OZHOPOJHAs CYCHEH3Ms,
POXOAALIAS YEPE3 CHTO C pPasMepoM

orsepetuit 710 MkM

Remarks : The Product conforms to ND/
Ilpumeyanue: [Iponykr cooTBeTcTBYeT TpeboBanuam HJJ

Opinion : APPROVED
Zaxmwuenue: OJJOBPEHO

Prepared by / Checked by / Approved by, Mayager/Cxecutive /
IToaroroBneHo: ITposepeHo: - Onobpeno: Menenyep /
Ankit A/ Pardeep Kumar N [ PyxoBoautenn \

= Abhishek Chauhan &
Reprint Date: Reprint Date: Reprint Date:
Hara: 30.09.2022 Jara: 30.09.2022 JHata:30.09.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HNoykann FOanop®, Tab/IeTKM AMCNeprupyeMble [nns pereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2202021

Batch Quantity / O6wem naprun : 547.500kg

890001618057

Analytical Report No / AHanuTHuyeckuii oryer Noe :

Date of Analysis / IaTa ananuza: 30.09.2022

Date of Manufacture / [lata npon3BoacTsa : Sep-2022

Date of Expiry / Cpox rognoctn : Aug-2027

Analysis performed according ND / Auaau3 nposegen no HJI: TIN011252/02-041021 ]

Ne Test / llokazaTenn

PoncTBeHHBIE IPUMeECH

Method 1/ Meton 1 —
Determination of 4-Amino

COJIEpKAHUS COAePKaHUs
4-amuHodeHOIa

Method 2 / MeTon 2 —
Determination of Ibuprofen

impurities / OnpeneneHue
HeHJeHTUHIINPOBAHHBIX
npumeceil u6ynpodena u

ILARF AL AN LA

v/ Related substances /

Phenol content / Onpenenenue

and Paracetamol unidentified

] " Results /] Pe3yabTaThl

Specification / Hopma

0.0002%

BDL (Disregard Limit 0.05%)

0.0002%

#-aminophenol (paracet_amol impurity)

-amMyHodeHoN (npumecs
napanieramona) - not more than
0.005% / ne 6omee 0,005 % |
Any individual unidentified impurity

f (ibuprofen or paracetamol) /
Enunnunas HeuneHTHQHUHPOBaHHAS
pUMech nbynpodena Ui
MmapaieTaMona -

ot more than 0.2% / ue 6onee 0,2%

Total impurities (Method 1+Method 2)
Cymma npumeceii (Meton 1 +Meton

?) - not more than 0.7% / 1ic Gonee 0.7

Yo

|

8 Microbial limits /
MukpoGHoJI0rH4ecKas
YUCTOTA

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

Less than 100 CFU/g/
Menee 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/
Hpumeuanne: [TponykT cooTBeTCTBYET TpebopaHiam HI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by / Clieeked Ly / Approved by: Manager/Exceutive /
[ToarotoBneHo: IIpoBepeno: OnobpeHo: Menenx
Ankit [/L Pardeep Kumar @L/ PykoBoautens
’ - Abhishek Chauhan
Reprint Date: Reprint Date: Reprint Date:
Jara: 30.09.2022 JaTa: 30.09.2022 Jata:30.09.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yinun FOuuop®, Tabaerku qucneprupyemble [aasa nerei], 100 mr + 125 mr

Batch No / Cepus Ne : V2202021

Batch Quantity / O6bem mapTuu : 547.500kg

890001618057

Analytical Report No / AHanuTnyeckmii otuer No :

Date of Analysis / Jlata ananusa: 30.09.2022

Date of Manufacture / Jlata nponssoacrsa : Sep-2022

Date of Expiry / Cpok roanoctn : Aug-2027

Analysis performed according ND / Anaau3 nposeaen no HJI: [T N011252/02-041021

a) Total aerobic microbial
count / ObLuee yucio
a9pOOHBIX MHKPOOPraHU3MOB

|
b) Total combined yeasts and
mould count / OblLee yucno
IPOMOKEBBIX W TJIECHEBBIX
rpiboB

¢) E. coli

Absent

9 Uniformity of dosage units / '
OaHOPOAHOCTHL NO3HPOBAHHUSA

- Ibuprofen / ubynpoden

- Paracetamol / uapaueramon |

2.7

2.7

Shall be absent in 1g/ OtcyTcTBue B 1
r

Acceptance value (AV) should be not
imore than 15.0 / [lokazarens
Inpne.\meMocm (AV) nomxeH ObITb HE
Oonee 15,0
Acceptance value (AV) should be not
imore than 15.0 / Iloxasarenn
npuemsiemocTd (AV) nokeH ObITh He
Bonee 15,0

10 Assay / KonndecrBeHHOE
onpeneaeHue

99.6 mg /99.6 mr

124.0 mg/ 124.0 mr

90.0 mg to 110.0 mg of C13H 1302
(ibuprofen) per tablet /

Ot 90,0 mr mo 110,0 mr C;3H 130,
(nbynpoden) B TabneTKe

112.5 mg to 137.5 mg of CsHyNO;
(paracetamol) per tablet /

071 112,5 mr po 137,5 mr CgHoNO»
(mapatetamon) B TabneTKe

Remarks : The Product conforms to ND/
ITpumeuanue: IIpogyKT COOTBETCTBYET Tpebosanusam HJI

Opinion : APPROVED
Zaxmouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Execulive /

[Toarorosaexo: A TIpoepeHo: i Onobpeno: Mewnemxgp /

Ankit é Pardeep Kumar (-HJr/_ o Pykosoautens 'I /
Abhishek Chauhan

Reprint Date: Reprint Date: Reprint Date:
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6ykann YOunop®, TabaeTKu aucneprupyemsble [as aereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2202021

Batch Quantity / O0bem mapTnn : 547.500kg

890001618057

Analytical Report No / AHasinTu4ecknif otyeT Ne :

Date of Analysis / [laTa ananusza: 30.09.2022

Date of Manufacture / laTa npousBoicTsa : Sep-2022

Date of Expiry / Cpok rognoctu : Aug-2027

Analysis performed according ND / Ananu3 nposeaen mo HJI: T1N011252/02-041021

110 tablets in PVC/Al blister. 2 blisters10 tablets in PVC/Al blister. 1, 2 or 20

11 Package / YmakoBka
fand patient information leaflet in a*blxslus and patient information leaflet
‘carton pack. / Tlo 10 rabnerok Elm a carton pack. / [lo 10 tadnerox B
onncrep us MBX/AL ITo 2 Gamctepabanerep u3 IIBX/AL Tlo 1, 2 unu 20
lBmMecTe ¢ MHCTpYKUHET no0JIICTEPOB BMECTE C HHCTPYKLHEH 1o
| NPHMEHEHH IO B NAYKy KAPTOHHYIO.  MPIMEHEHUIO B IaYKy KapTOHHYIO.
12 LLabeling / MapkupoBKka lAccording to ND. / B cootsercTBum ¢ HJI
13 Storage conditions / [n the original packaging (blister in carton pack) at temperature below 25°C.
XpaHeHue
B opuriransHoit ynakopke (OJIUMCTEp B Mauke) Npv TEMIECPATYPE HE BbILLIE
25 °C.
14 Shelf life / Cpok roasocTu S_years /5 ner
|
Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanne: [IpoayKT cooTBeTcTBYeT Tpedopauuam HJI Jukiwyenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: IIposepeHo: Onobpeno: Menesiiep /
Ankit /A; Pardeep Kumar fo/—' Pykosonntens \
Abhishek Chauhan
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