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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Noyxnun IOHnop®, TabseTkn Aucneprupyemsle [aas aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2300650

Batch Quantity / O6bem maptuy : 537.200kg

890001658971

Analytical Report No / Ananutn4decknii oryer Ne :

Date of Analysis / /laTa anann3za: 27.04.2023

Date of Manufacture / lata npoussoacrsa : Apr-2023

Date of Expiry / Cpok rogaoctu : Mar-2028

Analysis performed according ND / Anasus npoeaen no HJ/I: T1 N011252/02-041021

8 Microbial limits /
MukpoouosornyecKas
YMCTOTA

a) Total aerobic microbial
count / Ob1iee yucao
a3pOOHBIX MUKPOOPTaHU3MOB

b) Total combined yeasts and
mould count / O6uiee yucno |
IMPOXOKEBBIX U TJIECHEBBIX

50 CFU/g /
50 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

Shall be absent in 1g/ OtcyTcTBHE B 1 T

- Paracetamol / mapaneramon

IToxasarens

[Tokazarens
npuemneMoctd (AV) pomxeH OBITh He
bonee 15,0

rpr6oB
Absent
c) E. coli
9 Uniformity of dosage units / IAcceptance value (AV) should be noé
OaHOPOTHOCTH T03HPOBAHHUS 1.7 more than 15.0 /
npuemieMocTH (AV) nomkeH ObITH He
- Ibuprofen / uéynpoden 6onee 15,0
Acceptance value (AV) should be nof
more than 15.0 /
1.6

Remarks : The Product conforms to ND/
Ipumeuanne: [IpoayKkT cooTBeTCTBYET TpeboBanusm HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroroeneno: IIposepeHo: Ankaj Verma OnobpeHo: Menemxep /

Pawan Kumar *~/‘?i LL‘fffj : PyxoBoautens Manoj Kumar W
Reprint Date: ' Reprint Date: Reprint Date: e
Jata: 27.04.2023 Hara: 27.04.2023 Jarta: 27.04.2023
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykmim FOunop®, Tabaerku qucneprupyembie [aist pereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2300650 Batch Quantity / O6bem naprun : 537.200kg
Analytical Report No / Ananmarnyeckuii oryer Ne : Date of Analysis / JlaTa asayim3a: 27.04.2023
890001658971

Date of Manufacture / lata npoussonctea : Apr-2023 |Date of Expiry / Cpok roasocrs : Mar-2028

Analysis performed according ND / Ananus nposejen no HJL: I1 N011252/02-041021

10 Assay / KoinyecTBeHHOE

onpeaeeHne
99.5 mg /99.5 mr
124.7 mg/ 124.7 mr
11  |Package / YnakoBka 10 tablets in PVC/Al blister,

[lo 2 Onucrepa BMecCTe
HHCTPYKUMEH MO MPUMEHEHUIO
nayKy KapToHHYIO.

blisters and patient informationblisters and patient information leafletina
leaflet in a carton pack. / ITo 10carton pack. / ITo 10 Tabnerok B GancTep
tabnetok B 6muctep m3 INBX/Aluz IIBX/AL Tlo 1, 2 unm 20 dauncrepos

90.0 mg to 110.0 mg of C13H1302
(ibuprofen) per tablet /

O1 90,0 mr g0 110,0 mr C13HiO2
(u6ynpoden) B TabneTKE

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

Or 112,5 mr g0 137,5 mr CsHgNO,
(napaiieramoi) B TabeTke

2110 tablets in PVC/Al blister. 1, 2 or 20

¢BMeCTe C HHCTPYKLHEH N0 NPHMEHEHHAIO B
j‘naq KY KApTOHHYIO.

12 [Labeling / MapkupoBKa IAccording to ND. / B coorBetctauu ¢ HJI.

XpaHeHue

25 °C.

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

B opuruHaNBbHOM yriakoBke (6MCTep B Mavke) NPH TEMNEPATYpe HE BBILIE

14 [Shelf life / Cpok roanoctn |5 years /5 jiet

Remarks : The Product conforms to ND/
IMpumeyanue: IIpooyKT COOTBETCTBYET Tpebosarnsm HJ

Opinion : APPROVED
3axmouenue: OJJOEPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: | IIposepeHo: Ankaj Verma Opnobpeno: Menemxep /
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
No6ykann FOunop®, TabyeTkH aucneprupyemble [ais aerei], 100 mr + 125 mr

Batch No / Cepus Ne : V2300650 Batch Quantity / O6bem napruu : 537.200kg
Analytical Report No / Ananurnyeckuii oTyer Ne Date of Analysis / lata ananu3a: 27.04.2023
890001658971

Date of Manufacture / Jlata npoussoactsa : Apr-2023 |Date of Expiry / Cpok rogaocty : Mar-2028

Analysis performed according ND / Ananns nposesen no HJL: IT1N011252/02-041021

Ne  [Test/ IToka3zarenb Results / Pe3ybTaThbl Specification / Hopma

L Description / Onucanne 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. /

prl".ﬂble MAOCKOUMIHHAPH '-leL'KHery]'.ﬂ bl€ MIOCKOUUJIUHAPHYECCKHUE,

TabneTkd  po3oBOro  nBerta  crabmeTkn  poO30BOro  LBETa ¢
BKparIeHHAMH, ¢ pacKoil ¥ PUCKOi HABKpanneHHAMH, ¢ packod U puckoi Ha
onHOM CTOPOHE.O/IHOM CTOpOHE,|
| B € XapaKTePHBIM 3aMaXOM. € XapaKTEpHbIM 3allaXxOM.
2 Identification / Complies as prescribed/ The retention times of the main peaks
[MopnnHHOCTH iCOOTBeTCTByeT on the chromatogram of the test

solution should correspond to the
| retention times of the peaks on the
chromatogram of ibuprofen and

iparacctamol reference  standards
' solution (section Assay). / BpeMCHa|
lyIepXXUBaHHsI OCHOBHBIX IHKOB Ha
XpomarorpaMme HCTIBITYEMOTO
pacTBOpa JODKHBI COOTBETCTBOBATH
BpEMEHaM YIEep)KMBaHUS IMKOB Ha
XpomaTorpaMmme pacmopai
CTaHAAPTHBIX 00pa3noB H6ynpo¢)eﬂa‘
1

1 napaueTamosa (pa3ze
«KomyecTBeHHOE ONpejie/IeHHEN).

Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpumeuanue: [IpogykT cooTBeTcTBYeT TpeboBanusamM HJJ 3akiouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykiann I0unop®, TabaeTku aucneprupyemsle [aas gereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2300650

Batch Quantity / O6bem napruu : 537.200kg

890001658971

Analytical Report No / AHasurH4yeckuii order Ne ;

Date of Analysis / laTta ananu3za: 27.04.2023

Date of Manufacture / laTa npoussoactsa : Apr-2023

Date of Expiry / Cpok rognoctu : Mar-2028

|Analysis performed according ND / Ananu3s nposegen mo H: ITN011252/02-041021

Test / loxazaTenn

e
3 lAverage weight of tablets /
Cpennsis macca TabieTok

Results / Pe3yabTaThl
364.3 mg/ 364.3 mr

Complies/cooTBeTcTBYET

 B57.7mgto372.3 mg (365.0 mg+ |

Specification / Hopma

2.0 %). /Ot 357,7 mr no 372,3 mr
(365,0 Mr = 2,0 %)

‘ 00 min:28 Seconds/00 muu 28 Sec

4 Disintegration /
PacnagaemocTh |

5 Dissolution / | 99% to 102 %
PacrBopeHue

98% to 100%

INot more than 3 min /
He 6onee 3 MuH

Not less than 70% (Q) of C;3H;s0;
(ibuprofen) after 30 min /

He wmenee 70 % (Q) Ci3HisO;
(16ynpoden) yepes 30 Mu=

Not less than 70% (Q) of CsHyNO;
(paracetamol) after 30 min /

He wmenee 70 % (Q) CsHyNOy
(napaueramou) yepe3 30 MuH [

6 Dispersibility /
JlucnepcHOCTD

Complies / CooTBETCTBYET

Uniform suspension passing through
the 710 um sieve is formed /
O6pasyercsi OAHOPOAHAN CyCMEH3MHS,
NPOXOASALLAS Yepes CHTO C pasMepom
orBepeTiii 710 MM

Remarks : The Product conforms to ND/
IIpumeuanue: IIponykT cootBeTcTBYeT TpeboBanusam HJT

Opinion : APPROVED
3axkmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loaroToBieHo: / IIpoBepeno: Ankaj Verma Onobpeno: Meremxep /
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HNoykans Ounop®, TabaeTku aucneprupyemsle [nias gereii|, 100 mr + 125 mr

Batch No / Cepus Ne : V2300650

Batch Quantity / O6bem napruu : 537.200kg

890001658971

Analytical Report No / AHanuTHYecKkHif oTyeT No :

Date of Analysis / laTta ananm3a: 27.04.2023

Date of Manufacture / Jlara nponssoactsa : Apr-2023

Date of Expiry / Cpok rogHoctn : Mar-2028

Analysis performed according ND / Ananu3 nposeses mo HJI: [T N011252/02-041021

Ne est / Ilokaszarenn

Results / Pe3yabTaThl

Specification / Hopma

7 elated substances /

Poncreentsie HpUMECH

Method 1 / Meton 1 —
Determination of 4-Amino

COAEPAAHNUS COAEPKAHUS
H-amunoperona

Method 2 / Meton 2 —
Determination of Ibuprofen

impurities / Onpenenexne
' enieHTHOULIIPOBAHHBIX
Epumecei& ubynpodena u
fnapaueramona

Phenol content / Onpenenenue

nd Paracetamol unidentified

0.0002%

0.07%

0.07%

4-aminophenol (paracetamol impurity) /
4-amuHOdeHON (MpUMech napalneTamoria)
- not more than 0.005% / He 6onee 0,005
a |

Any individual unidentified impurity of
(ibuprofen or paracetamol) / Enqunudnas
HeuJeHTHDUIIMPOBAHHAS TIPUMECH
ubynpodena uimu napaneramona -

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

Total impurities (Method 1+Method 2) /{
{Cymma npumeceii (Meron 1 +Merton 2) -
not more than 0.7% / He 6onee 0.7 %

Remarks : The Product conforms to ND/
IIpumeyanne: TlpoaykT cooTBeTcTBYeT TpeGoBanusm HJT

Opinion : APPROVED
3akiawouenue: OJJOBPEHO
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