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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125

Hoykaun FOunop®, TabaeTkn aucneprupyemsie [nis pereii], 100 mr + 125 mr

mg

Batch No / Cepus Ne : V2202234 Batch Quantity

/ Obbem naptTum : 547.500kg

|Analytical Repa‘t No / AHanuTH4eckuii oTyet No : Date of Analysi

1890001623526

s / Jlata anamm3sa: 29.10.2022

[pate of Manufacture / lata npousBoacTea : Sep-2022

Date of Expiry / Cpok rogHoctn : Aug-2027

[Analysis performed according ND / Anasus nposenen no HJI: 11 N011252/02-041021

iNg [Test / ITokazaTen ]Results / Pe3yabTaTbl

Specification / Hopma

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

with impregnations and a score-line onwith impregnations and a score-line on

1 Description / Onucanne
one side and characteristic odor. /
Kpyrnple  MIOCKOLMIMHAPUYECKHE

' ' rabnetku  po3oBOro  LBeTa ¢
BKpanieHusMH, ¢ hackoid W puckoii Ha
O HOM CTOPOHE,

| C XapaKTEPHBIM 3aI1aXOM.
2 Identification / Complies as prescribed/
MMogHHHOCTB CoOTBETCTBYET

one side and characteristic odor. /

Kpyrisie  MIOCKOUWAUHAPUYECKHE
TabneTku  po30BOTO  [[BETa ¢
BKparjieHuamMi, ¢ dackoil M puckoii Ha
0/THOH CTOPOHE,

C XapaKTEpPHBIM 3aM1aXOM. _
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). / Bpemena
YIAEPAKUBAHHS OCHOBHBIX INHMKOB Ha
Xpomarorpamme UCTIBITYEMOT'O
pacTBopa JOJDKHBI COOTBETCTBOBATH,
BpemMeHaM YIEp)KHBAaHMs MNUKOB Ha

Xpomarorpamme pacTBopa
cTanpapTHeIX 00pa3uoB nOynpodena
1" napaneramorsa (paznen

«KonnuecTBeHHOE OnpeaeneHue»). |

Remarks : The Product conforms to ND/
IIpumeyanwue: IlpoaykT coorBeTcTBYeT Tpebosanusam HJT

3axkmouyenne: OJOBPEHO

Opinion : APPROVED

Prepared by / Checked by / Approved by: Manager/Executive /
TTopraTnrmeH TTpnrepeno; P Onobpeno; MeHegxep /
Ankit A Pardeep Kumar <—:I/— Pykosonurens " N—

Amit Kumar —
Reprint Date: Reprint Date: Reprint Date:
Hara: 29.10.2022 Hata: 29.10.2022 JaTa:29.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@
CIN: L85195AP1984PLC0O04507
www.dieddys.cuim

drreddys.ccm
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'Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
TabJeTky Aucneprupyemsie [aas gereii|, 100 mr + 125 mr

Hoyxann IOunop®,

Batch No / Cepus .N'o V2202234

Batch Quantity / O6bem maprun : 547.500kg

890001623526

Analytical Report No / Ananurudecknii oTuer Ne :

Date of Analysis / JlaTa ananusza: 29.10.2022

Date of Manufacture / lata nponssoactsa : Sep-2022

Date of Expiry / Cpok roanocru : Aug-2027

|Amlv515 performed according ND / Anasus nposeaen no HJI: [T N011252/02-041021

i.NQ Fest / Tloka3zaTteJn

Results / PezynsTaTn!

3 ‘ verage weight of tablets /
Cpennsis Macca TableToK

 363.4mg/ 363.4 Mr

Complies/cooTBercTByeT

357.7mg 103723 mg (365.0 mg + |

Specification / Hopma

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

4 Disintegration /

00 min:34 Seconds/00 Muu 34 Sec

Not more than 3 min /

N Pacnagaemoctn He 6onee 3 muH
5 Dissolution / 100% to 102% ot less than 70% (Q) of C;3H ;0
PacTBopenne (ibuprofen) after 30 min /

97% to 99%

He menee 70 % (Q) Ci3Hjis04
(ubynpoden) yepes 30 MuH
Not less than 70% (Q) of CyHNO;
(paracetamol) after 30 min /
He w™enee 70 % (Q) CsHoNO4
(napaueramon) yepes 30 MuH

6 Dispersibility /
ucnepcHocTh

Complies / CooTBeTtcTByeT

[Uniform suspension passing thmugh
the 710 pm sieve is formed /
O0pa3syercst 0AHOPOAHAS CYCTICH3MSI,
[POXOASALIAs YEPE3 CHTO C Pa3Mepom
oteepeTiii 710 Mxm

Remarks : The Product conforms to ND/
ITpameuanne: [TpoaykT cooTBETCTBYET Tpe6OBAHUAM HT

Opinion : APPROVED
3akmouenne: OJJOBPEHO

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

Ioarotoenexo: ITposepeno: OnobpeHo: Menemkep /

Ankit Pardeep Kumar ¢3f,,. Pykosonutens ~ \—
_ﬂ; - Amit Kumar {l(‘ —

Reprint Date: - Reprint Date: Reprint Date:

Jara: 29.10.2022 Hata: 29.10.2022 Hata:29.10.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyrann IOuuop®, TadieTku qucneprupyembie [aas aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2202234

Batch Quantity / O6bem mapruu : 547.500kg

Analytical Report No / AnannTuueckuii oryer No :
890001623526

Date of Analysis / laTa ananu3za: 29.10.2022

Date of Manufacture / lata npon3Bogctsa : Sep-2022

Date of Expiry / Cpok roanoctu : Aug-2027

(Ne
7

Analysis performed according ND / Auanns nposeaen mo HJ: [1N011252/02-041021

Tl-"est / ITokazaTennb

Related substances /
PoacTeennsie npumecu

Method 1/ Meton 1 —
Determination of 4-Amino
Phenol content / Onpenenenue
COAEPIKAHUS CONEPKAHUS
4-amuHodeHona

Method 2 / Meton 2 —
Determination of Ibuprofen
and Paracetamol unidentified
impurities / Onpenenenue
HeMIEeHTUGULHUPOBAHHBIX
nprumecei nbynpohena n
napaueraMmosa

Results / Pe3yabTaTh!

0.0001%

0.05%

0.05%

Microbial limits /
Mukpoouonornyeckas
YHCTOTA

:Speciﬁcation / Hopma

4—a1ninop11enol (paracetamol impurity)
v

-aMUHObEHON (mpumecs
napaueramona) - not more than

| .005% / He 6onee 0,005 %

Any individual unidentified impurit
of (ibuprofen or paracetamol)
[EnuanyHas HeweHTHHIHPOBaHHAs
NpUMech ubynpodena WK
napaueTramorna -

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

Total impurities (Method 1+Method 2)|
/ Cymma npumeceii (Metog 1 + MeTto
2) - not more than 0.7% / ve 6onee 0.7
)

Less than 100 CFU/g/
Mewnee 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/
IIpumeuanue: [Ipoaykr cooTBeTcTBYET TpeboBanuam HJJ

Opinion : APPROVED
3akarwuyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosnexo: IIposepeHo: V) Onobpeno: Menemxep /
Ankit & Pardeep Kumar P — PykxoBoautens N

Amit Kumar P‘h —
Reprint Date: Reprint Date: Reprint Date:
Hata: 29.10.2022 Hara: 29.10.2022 JaTa:29.10.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HUoyxkmun FOunop®, TabseTkn aucneprupyemsle [nis aereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2202234

Batch Quantity / O6bem napruu : 547.500kg

890001623526

Analytical Report No / AHaanTH9ecKuid oT4eT No :

Date of Analysis / IaTa anaauza: 29.10.2022

Date of Manufacture / lata npon3Boacrsa : Sep-2022

Date of Expiry / Cpox rognoctu : Aug-2027

Analysis performed according ND / Anaaus nposeaen no HJ: I N011252/02-041021

" N if'i) Total aerobic microbial
count / Ob1ee ynucio
23p0OHBIX MUKPOOPraHU3MOB

b) Total combined yeasts and
mould count / O6lLee Yucino
IMPO%OKEBBIX U MJIECHEBBIX
rpu6os

©) E. coli -
9 Uniformity of dosage units /

- Ibuprofen / nbynpoden

- Paracetamol / mapaueramon
10 Assay / KosmwecTBeHHOE
onpeeiieHHe

Shall be absent in 1g / OtcyTcTBie B 1

O}IHOPOIIHOCTB A03UpOBaHHS

Absent
g
2.0
Bonee 15,0
2.0
— B Gonee 15,0
100.0 mg /100.0 mr

123.6 mg/ 123.6 mr

\Acceptance value (AV) should be not
more than 15.0 / IlokazaTenn
npuemaeMocti (AV) fo/keH ObITh He

\Acceptance value (AV) should be not
more than 15.0 / TokasaTes,
npinemMiaeMocTl (AV) nomxeH OblTh He

00.0 mg to 110.0 mg of C;3Hyis0: |
(ibuprofen) per tablet /

OT 90,0 mr o 110,0 mr C13H,30; |
(ndynpoden) B Tabnetke

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

Ot 112,5 mr go 137.5 mr CsHoNO>
(napaueTamoJ) B TabneTKe

Remarks : The Product conforms to ND/
llpumeyanne: llpoaykt coorsercTByeT Tpebosanuam H/L

Opinion : APPROVED
3axmouenne: OJOBPEHO

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

Ioarorosnexo: f IIpoBepeHo: Onobpeno: Menemxep /

Ankit Z A - | Pardeep Kumar (>ff:' PykoBoputens A’:‘y
i Amit Kumar

Reprint Date: Reprint Date: Reprint Date:
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6y FOHnop®, TadneTku aucneprupyemsie [ans pereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2202234

Batch Quantity / O6bem maprum : 547.500kg

890001623526

Analytical Report No / Anamutuueckuii order No :

Date of Analysis / llaTa ananuza: 29.10.2022

Date of Manufacture / lata nponssoacrsa : Sep-2022

Date of Expiry / Cpok rogaoctn : Aug-2027

| Analysis performed according ND / Anauz nposenen no HJI: 1 N011252/02-041021

11 |Package / YnakoBka
|

12 Labeﬂg / MapxupoBka

10 tablets in PVC/A blister. 2 blisters10 tablets in PVC/Al blister. 1, 2 or 20
and patient information leaflet in ablisters and patient information leaflet
carton pack. / Tlo 10 Tabnerox mn a carton pack. / Ilo 10 Tabnerok B
oanerep n3 TIBX/AL Tlo 2 mnnrrepan"mCTep u3 [IBX/AL Ilo 1, 2 unu 20
BMEcTe c HHCTpYKUMEH OHCTEPOB BMECTE ¢ MHCTPYKLMEH No
NPUMEHEHHIO B aYKy KapTOHHYIO. j

iAccording to ND. / B cootBercTBHM ¢ H/I.

13 -.Storage conditions /
XpaHeHne

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

B opurnHaibHOl ynakoske (OiMcTep B Mauke) NpU TEMIEPATYPE HE BbILIE
25 °C.

NPUMEHEHHIO B Na4YKy KADTOHHYIO. |

14 IShelflife / Cpok roaHocTd

5 years / 5 net

Remarks :

The Product conforms to ND/

IIpumeuanue: IIpoaykr cootBeTcTBYET TpeboBaHusaM HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToareTosneHo: [ﬁ“ [IposepeHo: D OnobpeHo: Menenxep /
Ankit | Pardeep Kumar C\,t__, Pykosonutens N

i Amit Kumar A_m g
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