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Page 1 of 5/Crp. 1135

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HGykann FOnnop®, Tabaerku Ancueprupyemste [nas aerveii], 100 mr + 125 mr

Batch No / Cepusa Ne : V2202026

Batch Quantity / O6bem napruu : 547.500kg

890001621754

Analytical Report No / Ananutuyeckuii oTyer No :

Date of Analysi

s/ laTa ananu3a: 19.10.2022

Date of Manufacture / JaTa npoussoicrsa : Sep-2022

Date of Expiry / Cpox rogmnoctn : Aug-2027

Analysis performed according ND / Ananus nposegen nmo HJT: T1 N011252/02-041021

Jj‘e Test / TlokazaTen

Results / PesynsraTs:

Specification / Hopma

Description / Onucanue

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

Kpyrnele  nnockouuanHApUYECcKHe
Ta0leTKH ~ pO30BOr0  LBETA  ©
BKparjeHusaMu, ¢ ¢hackoii n piuckoil Ha
oI CTOPOHE,

C XapaKTepHbIM 3al1axoM.

Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tablets

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

Kpyriible  NiocKOLUMIMHAPHUYECKHE
TaOJIETKK ~ PO30BOrO  LBETA  (
BKPATUIEHHAMH, C $ackoii i puckoii Ha
0ziHO# CTOpOHE,

C XapaKTepHbIM 3aMaxoM.

Identification /
MoganuHoCTh

=]

Complies as prescribed/
CooTtseTcTBYET

The retention times of the main pmﬂ
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). / Bpemena
YAEPAKHBAHIA OCHOBHBIX TIHKOB Ha
XpomaTorpaMmme MCTBITYEMOT 0|
pacTBopa [O0JKHEI COOTBETCTBOBATH
[BpemMeHaM yAep:KHBAHHA OHKOB Ha
xpomarorpamme pacTeOpa
CTaHAAPTHEIX 0Opasuos udynpodena
i napateramona (pazzen
«KonuyecTrenHoe onpeaenexiey).

Remarks : The Product conforms to ND/
Ipumeyanune: [TpoaykT coorsercTBYeT TpeboBanuam HJJ

Opinion : APPROVED
3axmouenue: OJJOSPEHO

Prepared by /

IToAroToBNEHO: &
Naresh Kumar

Checked by /

IIposepeHo:
< Pardeep Kumar QL,,

—

Approved by: Manager/Executive /

Onobpeno: Menemxkep /- L(
PyxoBoguTens / l"i‘“ A
Manoj Kumar : -

Reprint Date:
JlaTa: 19.10.2022.

Reprint Date:
Hara: 19.10.2022

Reprint Date:

Hara:19.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4500 2900, Fax: +31 40 4900 2998, Email: mail@drreddys.com

CIN: L§5195AP1984PLCO04507
www.drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Moy ks FOrnop®, Tabaerku jucneprupyemsie [ais aereii], 100 mr + 125 mr

Batch No / Cepusg Ne : V2202026

Batch Quantity / O6wem naprun : 547.500kg

890001621754

Analytical Report No / AnannTudeckuii oruer No :

Date of Analysis / laTa ananmsa: 19.10.2022

Date of Manufacture / /lata npousBoacTsa : Sep-2022

Date of Expiry / Cpok roanocrn : Aug-2027

Analysis performed according ND / Anaans nposeaen no HJI: [1NO11252/02-041021 |

Ne Test / MokaszaTenp

Results / PesyabTaTh!

iSpeciﬁcation / Hopma

’3 Average weight of tablets /
Cpennsist macca TabiieTok

362.9 mg/ 362.9 mr

Complies/cooTBeTcTBYET

357.7 mg to 372.3 mg (365.0 mg+
2.0 %). /Ot 357,7 mr 10 372,3 mr
(365,0 Mr = 2,0 %)

4 Disintegration / 00 min:32 Seconds/00 muu 32 Sec  Not more than 3 min /
Pacnagaemocrs __‘_He 6onee 3 MUH -
5 Dissolution / 96% to 98% Not less than 70% (Q) of Ci3H ;50
[PacTBOpEHHe (ibuprofen) after 30 min /
| He wmenee 70 % (Q) Ci3Hi30»
(nbynpoden) uepes 30 Mun
95% to 98%

Not less than 70% (Q) of CyH/NO
(paracetamol) after 30 min /

He wmewee 70 % (Q) CsHoNO,
(napaueramon) yepes 30 MuH

6 Dispersibility /
/IncrepcHoCTh

Complies / CooTBeTCTBYET

Uniform suspension passing through!
the 710 pm sieve is formed /
ObpasyeTcsi 0AHOpOAHAS CycHeHzus,
MPOXOJALIas Yepes CHTO ¢ pasmMepoM|
oTBepcTHii 710 MxM |

Remarks : The Product conforms to ND/
Ipumeuanne: [TpoaykT cOOTEETCTBYET TPeGOBAHUAM HJT

Opinion : APPROVED
3aknouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo; @ IlposepeHo: Onobpeno: Menemxep /
Naresh Kumar Pardeep Kumar C;{_, Pykosonurens 58 il

= ' Manoj Kumar ‘}*—‘L’i”"f
Reprint Date: Reprint Date: Reprint Date:
Hata: 19.10.2022 Hara: 19.10.2022 Hata:19.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykann FOunop®, tabretku gucneprupyemsie [aas gereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2202026

Batch Quantity / O6vem naprus : 547.500kg

890001621754

Analytical Report No / Ananurnuecknii oTyer Ne :

Date of Analysis / Jlata anaanza: 19.10.2022

Date of Manufacture / lata npoussoactsa : Sep-2022

Date of Expiry / Cpok rognoctu : Aug-2027

Analysis performed according ND / Anasus nposeen mo HI: T1N011252/02-041021

!.N'g Test / IlokazaTean

‘ Results / Pe3yabraTbl

Specification / Hopma |

7 Related substances /
PoacTeennble npumecn

Method 1/ Meton 1 —
Determination of 4-Amino

COLePIKaHNs comepaHus
#-amiHoerona

Phenol content / Onpenenenne

0.000003%

4-amfnnpl1cuul (paracetamol_impuril_y)'
/
4-amunodeHon (npumech
napauneramona) - not more than
0.005% / He 6onee 0,005 %

Any individual unidentified impurity
of (ibuprofen or paracetamol)
Eannnutas HenaeHTHOULMPOBAHHAS

Method 2 / Meron 2 — 0.08% npHUMech ubynpodena HIn
‘Dclcrminntion of Ibuprofen napaueramona -
and Paracetamol unidentified not more than 0.2% / e 6onee 0,2%
impurities / Onpenenenue
HEUAEHTUDULHPOBAHHBIX 0.08% Total impurities (Method 1+Method 2}|
npumMeceit uOynpodena u / Cymma npumeceit (Meron 1 + Metop
napateramona 2) - not more than 0.7% / ”e 6osee 0.7
%o
8 Microbial limits /
Muxkpobuosornyeckas Less than 100 CFU/g/ Not more than 1000 CFU/g /
YUCTOTA 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/
Ipumeuanne: [Ipoaykr coorsercrayer Tpeboanusam HJI

Opinion : APPROVED
3akmoyenue: OJIOBPEHO

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

Ioarotosneno: é IIposepeHno: OnobpeHo: MeHemxep /

Naresh Kumar /V Pardeep Kumar - ' PyxoBoautens U oy L
- - Manoj Kumar ==

Reprint Date: Reprint Date: Reprint Date:

Hata: 19.10.2022 Hata: 19.10.2022 Hata:19.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 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
Hoykaun IOunop®, Tabaerkn gucneprupyemble [wis gereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2202026

Batch Quantity / O6bem mapruu : 547.500kg

890001621754

Analytical Report No / AHasutnyeckuii oryer No ;

Date of Analysis / Jlata anaanza: 19.10.2022

Date of Manufacture / JlaTa npoussojcrsa : Sep-2022

Date of Expiry / Cpok roanocrs : Aug-2027

Analysis performed according ND / Anasns nposeien mo HJI: IT N011252/02-041021

-}a) Total aerobic microbial
count / Obuiee uucio
a3pOOHBIX MUKPOOPraHH3MOB

b) Total combined yeasts and
mould count / O6inee uncno
JPOXOKEBBIX M MJIECHEBBIX
rpu6oB

|
c) E. coli

Absent

Shall be absent in 1g / OtcyTcTBHe B 1|
r

0 Uniformity of dosage units /

- Ibuprofen / ubynpoden

- Paracetamol / napaueramon

OZIHOpOIlHOCTb AO3HPOBAHMS

1.3

1.1

Acceptance value (AV) should be not
more than 15.0 / Tlokasarens
npuemnemoctu (AV) 10JKeH ObITh He
Oonee 15,0

IAcceptance value (AV) should be ot
more than 15.0 / [lokasaTtens
npuemnemocti (AV) nomkeH ObITh He
Gonee 15,0

10 Assay / KotnuecTBenHoe
onpene/ieHue

98.1 mg /98.1 mMr

122.8 mg/ 122.8 mr

90.0 mg to 110.0 mg of C3H,50,
{ibuprofen) per tablet /

O1 90,0 mr g0 110,0 mr C;3H 30,
(néynpoden) B Tabierke

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

Ot 112,5 mr go 137,5 mr CgHoNO»
(mapaueramodn) B Tabnetke

Remarks : The Product conforms to ND/
IIpumeuanmue: [Tpoaykr cootBetcTBYET TpeGoBaHmsM HJT

Opinion : APPROVED
3akawuenne: OJOBPEHO

Prepared by /
IMoarorosneno:
Naresh Kumar

a

Checked by /
ITposepeno:
Pardeep Kumar

L

-—

Approved by: Manager/Executive /
Onobpero: Menemxkep /

PykoBoaurens [ h’_% EBJ}(J'_—

Manoj Kumar

Reprint Date:
Hara: 19.10.2022

Reprint Date:
Jara: 19.10.2022

Reprint Date:
Hu14:19.10.2022

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)_IOO mg + 125 mg
Hoyxmin FOunop®, Tadierku aucneprupyemsie [aas aereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2202026 Batch Quantity / O6bem napruu : 547.500kg
Analytical Report No / AnajauTHueckuii oryer Ne : Date of Analysis / /laTa anaau3a: 19.10.2022
890001621754 ;

Date of Manufacture / [laTa npousBoacTsa : Sep-2022 |Date of Expiry / Cpok roanoct : Aug-2027

Analysis performed according ND / Ananu3s nposeaen mo H/I: [T N011252/02-041021

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

and patient information leaflet in ablisters and patient information Ieaﬂcli
carton pack. / [lo 10 Tabnerok gin a carton pack. / TTo 10 TaGnerok B
Omncrep us IIBX/AL o 2 61111L:Tepa]!6m|c1‘cp 13 NIBX/AL Tlo 1, 2 wau 20
BMECTE  C  HHCTPYKLHeH NOOIHCTEPOB BMECTE C HHCTPYKLHEH 10
o NPUMEHEHHIO B 4Ky KAPTOHHYID.  NIPHMEHEHHIO B NAuKy KapTOHHYIO.
12 Labeling / MapkupoBka According to ND. / B coorserctaun ¢ HJI.

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

B opurnHansHoi ynakoske (611cTep B Ha4uke) Npyu TEMNEPATYpPE HE Bblllie
25 °C.
14 Shelf life / Cpok roanoctn |5 years / 5 net

Remarks : The Product conforms to ND/ Opinion : APPROVED

Hpumeuannue: Ilpoaykr cooTBeTcTByeT TpeboBanusm HJJ 3akmouenue: OJOBPEHO

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

IToarorosnexo: . IIpoeepeHo: > Onobpeno: Menemxep /

Naresh Kumar @ Pardeep Kumar Q\C—/j Pykosoaurens }L;" l (
Manoj Kumar UL et

Reprint Date: Reprint Date: Reprint Date:

Hara: 19.10.2022 Hara: 19.10.2022 Hara:19.10.2022
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