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Moy kauu FOuROp®, Tabaerkn wicie

[Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
prupyemble faas nereii|, 100 mr+ 125 mr

Batch No / Cepns Ne : V2201387

Batch Quantity / O6sem naprun : 547.500kg

890001602066

Analytical Report No / Ananuruaeckuii otyer No ;

Date of Analysis / laTa anannsa: 22.08.2022

Date of Mamifacg_lre / Hara npouzgo

Jersa : Jul-2022

Date of Expiry !'Cpozc roasocTy : Jun-2027

Analysis performed according ND / Ananus nposegen mo HJL: TINO1 1252/02-041021

o

1

__[Test/ MokasaTens
Description / Onucanue

| with impregnations and a score-line onwith impregnations and a score-line an,

B :@Eﬁ}ts / Peayﬁuzrry

one side and characteristic odot. /

Kpyrnsie
TabnetTku

pososoro  upera

ITOCKOLMNHHAPHYECKHE Kpy rilkie

Eﬂ;eciﬁczi(i'uii?“ﬁopMa - |

Pink flat-faced beveléd-edge iablcls;]‘ink ﬂatifaced_beveled-edggﬁtﬁbiets:

one side and characteristic odor. / :

[JTOCKOUMIIHHAPHYECK e

cTadacTry po3oBOro  1BeTa C

BKpanneHuaMH, ¢ hackoH u puckoi HaRKpAILICHUSMIL, C dackoii ¥ puckoit na

OOHOH
€ XapaKTepHbIM 3amaxoM.

Complies as prescribed/
CooTsercTByer

dentification /
OAJHHHOCTE

CTOPOHE, 0,110
€ NAPIAKTEPHLIN 3aMaXoM,

cTopoNe,

The retention times of the main peaks
on the chromatogram of the 1est
solution should correspond to (lie
retention times of the peaks on {he
chromatogram  of  ibuprofen and!
paracetamol  reference  standards
olution (section Assay). / Bpemeiia
‘NEPKUBAHMUST OCHOBHBIX NHKOB Ha
\pomMarorpaMmme HCTIBITY MO0
PACTBOPA JOMKHBL COOTBETCTBOBATH
BpeMEHaM  YIEpKMBAHHS [MKOB 113
XPOAIATOTPAMME pacTsop
CTaHuapriblX o0pasuoB HOynpodieH
I mapateramosna (pas3ne
[«Konnuectenoe onpeneneHHe»).

Remarks : The Product conforms to ND/
Npumeyanue: [TpoaykT cooTeTcTBYET TpeGOBAHHAM HI

Opinion : APPROVED
3axnroyenne: OJIOBPEHO

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

[ToproTosneso: @ tJJ-o [Tporepeno: lg/’_,_: Onodpeno: Menemiep /“\\

Ramakant 12 Himesh Kumar . ‘ P__Wco BO1IITEND —\EJ_%;:/_,
Kusum Lata
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Product : Ibuclin Junior, disbérsible tablets (for children) 100 mg + 125 mg
UGyxnnn FOunop®, Tabaerku Ancneprupyembie [as aerei]. 100 mr + 125 mr

Batch No / Cepusa No : V2201387

1890001602066

Analytical Report No / AnaguTuuecknit order No :

Batch Quantity

/ 66;.&_\4 nrz_;lpnm': 547.500kg

'Date of Analysis / Jata ananusa: 22.08.2022

|Date of Manufacture / /lata npc_n_rmn,qc{n:;: Jul-2022

L
fDate of Expiry / Cpow roasocty : Jun-2027

|Analysis performed according ND / Auanu3s nposeaen no H: T1N011252/02-041021

Ne  Test/ Moxasarens

3 MAverage weight of tablets /
Cpeanasi Macca Tabnerok

4 Disintegration /

. Pacnamaemocts

15 Dissolution /

- PacTBOpenne
|

6  |Dispersibility /

- JIHCIepCHOCTE

Results / Pe3ynbTaThbl
 363.9mg/3639mr

‘ Complies/cooTeTcTBYET
L

00 min:26 Seconds/00 MuH 26Sec

”_}Specificaﬁon / Hopma

(365,0 Mr % 2,0 %)

357.7 mg to 372.3 mg (365.0 mg +
2.0 %). /Ot 357,7 mr o 372,3 mr

Not more than 3 min /
He 6onee 3 Mmuu

LT 8% t099%

96% to 98%

Not less than 70% (Q) of Cualds0s
{ibuprofen) after 30 min /

He wmenee 70 % (Q)
(nGynpodent) uepes 30 amn
Not less than 70% (Q) of CiHsNO>
(paracetamol) after 30 min / i
l:-{e menee 70 % (Q) CylloNO,
napaueramon) qepes 30 M

CisHiO:

| Complies / CootBercrayer

niform suspension passing through]
the 710 um  sieve is formed /i
OGpasyeres oxHopoaias cycneuss,
MPOXOAALIAA YEPE3 CHTO C PAMEPOM
oreepeTiii 710 MrM |

Remarks : The Product conforms to ND/
IIpumeyanne: ITpoAyKT cOOTBETCTBYET TpeBOBAHHAM HJ

Opinion : APPROVED
3axmoyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ionrorosneno: WJ ITpoBepeHo: : ___| Oaodpetio: Merenicep /
Ramakant / Himesh KM‘_"P}’KUB{JL{HT&H&: L
) Kusum Lata
Reprint Date: Reprint Date: Reprint Date:
Hara: 22,08.2022 Hara: 22.08.2022 Hara:22.08.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg+125mg
| Hoykaun KOnuop &, tabaerku Aucnepripyesbie {nas gered|, 100 mr + 125 mr

‘Batch No / Cepust Ne : V2201387 ) Batch Quantity / O6bem maprinm : 547.500ks
Analytical Report No / AnanuTHyeckuii otuer No : Date of Analysis / lata ananusa: 22.08.2022
890001602066
Date of Manufacture / Iara uponssoucrea : Jul-2022  |Date of Expiry / Cpox FOAHOCTH : Jun-2027

Analysis performed according ND / Anaaus uposeaen no H1: TINO1 1252/'02-(_).41021

Ne  [Test/Tlokasatens ‘Results / Pesyabtater

7 Related substances /
PoacTeeHHbIe npEMecH

Specification / Hopma

J

! 4-aMHHOQEHON (mpumecs
Method 1/ MeTon 1 - R napauetamona) - not more than
Determination of 4-Amino : E 0.005% / He 6onee 0,005 %
Phenol content / Onpenenenne '
COIEpXaHHs COMEPKAHUS Any individual unidentified impurity
4-amuHoderona f (ibuprofen or paracetamol) |
Envununas HewneHTHdUMUMpPOBaHHAS
Method 2 / MeTon 2 — BDL (Disregard Limit: 0.05%) PHMECh ubynpodena WK
Determination of Ibuprofen napaueramona -
and Paracetamol unidentified not more than 0.2% / ne Gonee 0,2%
impurities / Onpenenenue -
HEHWAEHTHOULHPOBAHHBIX 0.00003% Total impurities (Method 1+Method 2)
npumeced nbynpodena u { Cymma npumeceii (Merox 1 + Metog
napaueramona 2) - not more than 0.7% / ue Gonee 0.7
Z |
|
8 Microbial limits / l ‘
MukpobHonoruyeckas Less than 100 CFU/g / ;LNot more than 1000 CFU/g /
HCTOTA 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 Bonee 100 KOE/r

Remarks : The Product conforms to ND/
pumeyanne: [Tpoayxr coorBercTBYeT TpebopaHuaM HJT

Opinion : APPROVED
3axmwuenue: OQJOBPEHO

Prepared by / 4 J Checked by /
[ToarotoBneto: &U’ (_,d [TpoBepeHo: i
Ramakant Himesh Kutrm,r;f,!—/‘ %

Approved by: Manager/Executive /
. Onodpeno: Menemiep /

PykosoanTens N ‘\'\Q\ -

Kusum Lala

Reprint Date: Reprint Date:
Hara: 22.08.2022 Hara: 22.08.2022

Reprint Date:
Hata:22.08.2022
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[Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
{Hoyxann FOunop®, Tabaerku aucneprupyemeie [ans nereit], 100 mr + 125 mr

\Batch No / Cepus Ne : V2201387

Batch Quantity / O6nem napruu : 547.500kg

Analytical Report No / Ananutuueckui otuer No -
890001602066

Date of Analysis / IaTa ananuza: 22.08.2022

Date of Manufacture / Hara uponsponcrsa : Jul-2022

Date of Expiry / Cpok rogsocts : Jun-2027

Analysis performed according ND / Anaan3 nposenen no HJL: I1 N011252/02-041021

a) Total aerobic microbial
count / O6uiee yucno

A3POBHBIX MHKPOOPIaHH3MOB Absent Shall be absent in 1g/ OtcyTcTBUE B l
| r
b) Total combined yeasts and |
mould count / O6uee uncno ?1
OPOMKEBBIX U NIIECHEBBIX ‘
| rrpubos i
|
_ lc) E.coli - ‘
9 Uniformity of dosage units / Acceptance value (AV) should be not
AHOPONHOCTH KO3HPOBAHHSA L5 more  than 15.0 / Tlokazarems
| rnpHemneMocty (AV) nomxes 6sITh ne
= Ibuprofen / ubynpoden oaJiee 15,0
‘ Acceptance value (AV) should be not
more than 15.0 / T[lokasarens
155 inpl:cmncmocw (AV) nomxeH 6bITs Hel
- Paracetamol / napaueramon . . Oonee 15,0 )
10 Assay / KonnuecrTeennoe 90.0 mg to 110.0 mg of C)3H 30,
onpenesieHHe i(‘ibuprofen) per tablet /
OT 90,0 Mr o 110,0 mr Cj3H 50,
100.7 mg /100.7 mr {n6ynpoden) B Tabnetke
112.5 mg to 137.5 mg of CgHsNO,
(paracetamol) per tablet /
1239 mg/ 123.9 Mr Ot 112,5 mr no 137,5 mr CgHoNQ,
| | (napaueramon) B Tabnerke

Remarks : The Product conforms to ND/

ITpumeyanmue: [Iponaykt coorsetcTByeT TpeGoBaHMIM HI

Opinion : APPROVED
3axniouenue: OJJOBPEHO

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

[MonrorosneHo: w -TTposepeno: _—|. Onodpeno: Menemsep /

Ramakant ; Himesh WT}(KOBQQHT&HL ': ] 5:3‘ o
Kusum Lala e

Reprint Date: Reprint Date: Reprint Date:
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HGyrnun I0unopi, Tadnericu Auncnepripvesioie |aas gereii|. 100 mr + 125 mr

‘Batch No / Cepust No : V2201387 7 |Batch Quantity /0615(:1\4 naprim : 547, S00kg
'Analytical Report No / Ananuraueckuii orTyeT Ne : Date of Analysis / lata ananu3sa: 22.08.2022
890001602066

|Date of Manufacture / Jlata npomssoacraa ; Jul-2022  Date of Expiry / Cpowr FO,[IHOCTH Jun-2027
| Analysis performed accor ding ND / Ananus uposeaen no HJT: TI NO11252/02-041021

11 Package / ¥nakoska 10 tablets in PVC/AI blister. 2 blisters 10 tablets in n PVC/Al blister. 1, 2 or 20
and patient information leaflet in ablisters and patient mformatlon leaflet
carton pack. / Ilo 10 rtabnerox gin a carton pack. / Ilo 10 TaGnetok @
Jmum_p u3 TIBX/AL Tlo 2 6nucrepadamcrep ua [IBX/AL o 1, 2 win 1().
BMCCTE € WHCTpYKUMel  noSAHCTepoB BMECTE ¢ MHCTPYKUMeH no
l NPUMEHEHUIO B NAYKY KAPTOHHVI.  [IPIIMEHEHHEO 8 NayKy KapTomiyio.
12 Labeling / MapknpoBka ’\uordm" to ND. / B cooteeTcrenn ¢ HJI.

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

| B opurkHansHoil ynakoske (6nnctep B nauke) Npu TeMnepatype He Boile

‘ | 23 °C,

14 Shelf life / Cpox rogsocTst 5 years / 5 ner

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: IMpoaykr cooree: reTeyeT Tpebosanuam HJT 3axmoyenne: OJJOBPEHO

Prepared by / 7 Checked by / Approved by: Manager/Executive /

TlogroToeneso: ( U;LB_ [Tpoeepeno: | .Onodpero: Menemiep /
Ramakant Himesh Kl@lmt:g/—”“. ~PykoBoanTens }g:ﬁé’fg'/

3 Kusum Lata
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