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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxaun YOnuop®, TabneTkn aucneprupyemble [ais gereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2201848

Batch Quantity / O6bem mapram : 547.500kg

890001614795

Analytical Report No / Anamutuuecknii oTuer Ne :

Date of Analysis / laTa ananmu3za: 22.09.2022

Date of Manufacture / Iata npoussoacrsa : Aug-2022

Date of Expiry

/ Cpok roaunoctu : July-2027

Analysis performed according ND / Anaaus nposeaes mo HJI: IT1 NO11252/02-041021

Ne [Test / Ilokazatenn _iResults / PesyabTaThl Specification / Hopma B B
1 Description / Onucauue Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tablets
with impregnations and a score-line onwith impregnations and a score-line on
' ne side and characteristic odor. / lone side and characteristic odor. /
Kpyrneie  nnockouumuuapivieckieKpyrnble  NIOCKOLMIHHAPHYECKHE
TabNeTkh  po3oBOro  uUBera  cra0ieTku  po30BOMO  UBETA ¢
BKPanJieHHsIMH, ¢ packoli U puckoit HaBkparuieHusiMK, ¢ Gackol ¥ PUCKOit Ha
OLHOI CTOPOHE,0/THOM CTOpOHE,
€ XapaKTEpHBIM 3a11aXOM. C XapaKTEpHBIM 3aMaxoMm. |
2 Identification / Complies as prescribed/ The retention times of the main peaks

TognuuHoCTH

CooTreTcTBYET

«KonnuecrseHHoe onpeneneHies).

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
YACPKHBAHNA OCHOBHBIX [MHKOB Ha
XpomaTorpaMme HCIIBITYEMOTO
pacTBOpa JOJKHBI COOTBETCTBOBATL
BPEMEHAM YIEPKHBaHHA MHKOB Ha
pomaTtorpamme pacTeopa
cTaHaaptrblx oOpasuos nOynpodena
1 napateramona (pasnen

Remarks : The Product conforms to ND/
ITpumeyanne: IIponykr coorBeTcTBYeT TpeGoBanusam HJJ

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Monrorosnexo: f ITposepeno: Onobpeno: Menemxep / ;
Pardeep Kumar — Himesh I{&m;ﬂt:l\”/,/;‘ PykoBoautens X ’2 L
. . (Dpabferti-
Manoj Kumar S
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykimun IOunop®, TabaeTku aucneprupyemble [aas jgereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2201848
Analytical Report No / AHaanTHyeckuit oTyer No :
890001614795

Batch Quantity / O6nbem naprun : 547.500kg

Date of Analysis / /IaTa ananu3a: 22.09.2022

Date of Manufacture / lata npousBoacTsa : Aug-2022

Date of Expiry / Cpok roguoctn : July-2027

Analysis performed according ND / Ananus nposegen mo HJ{: I1 N011252/02-041021

No Test / IlokazaTenn Results / PesyabTaThl Specification / Hopma
3 Average weight of tablets / 364.0 mg/ 364.0 mr 357.7 mg to 372.3 mg (365.0 mg+ |
Cpennsisi Macca TaGieToK 2.0 %). / Ot 357,7 mr o 372,3 mr
Complies/cooTBeTcTBYET (365,0 Mr + 2,0 %)
4 Disintegration / 00 min:36 Seconds/00 MuH 36Sec P\Iot more than 3 min /
PacnagaemocTn | He 6onee 3 mun !
5 Dissolution / | 97% to 102% Not less than 70% (Q) of Ci3H 50,
PacrBopeHue (ibuprofen) after 30 min /
He menee 70 % (Q) Ci3HisOs
(ubynpoden) uepes 30 MuH
98% to 101% Not less than 70% (Q) of CsHoNO;
(paracetamiol) after 30 min /
He wmenee 70 % (Q) CsHoNO;
o _ (mapaueramoit) yepes 30 MUH
6 Dispersibility / Complies / CooTBeTCTBYET Uniform suspension passing through
JlucnepcHOCTD the 710 pm sieve is formed
OOpa3yeTca ONHOPOAHAA CYCTHEH3H,
MPOXOASAIIAS HEPEe3 CHTO C pasMepoM
orsepctiii 710 Mkm |

Remarks : The Product conforms to ND/
ITpumeuanne: [Ipoaykr coorsercteyer TpeGoBanusam HJT

Opinion : APPROVED
3akmodenue: OJJOBPEHO

Prepared by / Checked by /

[ToaroToBieHo: \ IIpoepeHo: =
Pardeep Kumar | Himesh Kg:‘l”/_ﬂ PyxoBoautens ), 4’; (it |(
- ) Manoj Kumar I

Approved by: Manager/Executive /
Onobpeno: Menemxep /

)] A
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoy ks FOunop®, Tabaerku aucneprapyemble [aas gereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2201848

Batch Quantity / O6bem mapruwu : 547.500kg

890001614795

Analytical Report No / AHamuTHYecKkuii oTyeT No :

Date of Analysis / lata ananusa: 22.09.2022

Date of Manufacture / Jlata npousBoacTsa : Aug-2022

Date of Expiry / Cpok rogHoct : July-2027

Analysis performed according ND / Ananus nposenen mo HJI: T N011252/02-041021

Ne Test / IlokazaTenn Results / Pe3yabTaThl Specification / Hopma
i7 Related substances / 4-aminophenol (paracetamol impurity)
Pogersednbie npuMecu
4-amunodeHon (npumech
Method 1/ Metoa 1 — . napaueramona) - not more than
Determination of 4-Amino 0.0001% 0.005% / ne 6oinee 0,005 %
Phenol content / Onpejenene |
COZNEPIKAHNST CcONeKaHns ' Any individual unidentified impurity
d-amunodenona of (ibuprofen or paracetamol)
EnnHu4Has HeuJeHTUOULHPOBAHHAS
Method 2 / Meton 2 — | BDL (Disregard Limit: 0.05%) puMech ubynpodena unu
Determination of Ibuprofen napaueTramona -
and Paracetamol unidentified not more than 0.2% / He 6onee 0,2%
impurities / Onpenenenue
HeUASHTUDUIMPOBAHHBIX 0.0001% Total impurities (Method 1+Method 2)
npumeceld ubynpodena u Cymma npumeceii (Meropn 1 + Metog
napaieraMosia 2) - not more than 0.7% / He Gonee 0.7
%
8 Microbial limits /
Mukpoduosoruyeckas Less than 100 CFU/g/ Not more than 1000 CFU/g/
YHCTOTA Menee 100 KOE/r He 6onee 1000 KOE/r
Less than 100 CFU/g/ 'lNot more than 100 CFU/g/
Menee 100 KOE/r He 6onee 100 KOE/r
L I _ ~
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanne: [IponykT cooreTcTBYeT TpeboBanusam HJJ 3akmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarotoBnexo: IlpoBepeno: Onobpeno: Menemxep / _
Pardeep Kumar Qi’"‘ Himesh KM/_D PyKOB‘O,ZlI/ITeJ'[B s 4 ik L
b Manoj Kumar T
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'Product : Ibuclin J unior, dispersible tablets (for children) 100 mg + 125 mg
Ubyxaun FOunop®, TabseTkn ancneprupyemsle [ais gaereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2201848

Batch Quantity / O0wem napruu : 547.500kg

890001614795

Analytical Report No / Ananuraueckuii otuer Ne ;

Date of Analysis / [lata anaau3za: 22.09.2022 N

Date of Manufacture / JaTa npoussoacrsa : Aug-2022

Date of Expiry / Cpok rogsoctu : July-2027

Analysis performed according ND / Ananus nposejien no HJI: I1 N011252/02-041021

a) Total aerobic microbial
count / Obuiee uucno

a3pOOHBIX MUKPOOPraHU3MOB Absent Shall be absent in 1g / Otcyrcraue B 1
-
b) Total combined yeasts and
mould count / Ob1nee yncno
}ﬂpO)K)KCBbIX U [UJIECHEBBIX
rpnbos
!c) E. coli B
9 ‘Uniformity of dosage units / Acceptance value (AV) should be not
' OAHOPOAHOCTH NO3UPOBAHHUS 1.5 more than 15.0 / Tloka3atens
NnpueMneMoctH (AV) f1o/okeH ObITh He
- Ibuprofen / ubynpoden ponee 15,0
Acceptance value (AV) should be no|
more than 150 / Tlokasareinp)
1.4 MpHeMJIEMOCTH (AV) RoJKeH ObITh He
| - Paracetamol / napauetamon | ponee 15,0
10 Assay / KomnyecTBennoe ' 90.0 mg to 110.0 mg of Ci3H,302
onpeaeaeHue (ibuprofen) per tablet /
: 99.6 mg /99.6 mr Ot 90,0 Mr no 110,0 mr Cy3H 305

123.1 mg/ 123.1 mr

(nbynpoden) B Tabnerke

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

O1 112,5 Mr go 137,5 mr CsHyNO,
(napaueramon) B Tabnerke

Remarks : The Product conforms to ND/
Ilpameuanne: IIponykt cootBeTcTBYET TpeboBanusm HJT

Opinion : APPROVED
3akiawuenue: OJJOBPEHO

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

IloaroroneHo: f IIpogepeHo: i Onobpeno: Menemxep / .

Pardeep Kumar . Himesh K%L”_SV/—._Z\ P)’KOB.OIII/ITCJ'IB lﬂﬁiﬁ"(
= Manoj Kumar k =
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxkans IOHHOp®, Tabnerkn ancnepripyemeie [aas gereii]|, 100 mr + 125 mr

Batch No / Cepusi Ne : V2201848

Batch Quantity / O6bem naprumu : 547.500kg

890001614795

Analytical Report No / AnasmTudeckuii oryer Ne : Date of Analysis / Jlata anannsa: 22.09.2022

Date of Manufacture / Jlata npoussoncrsa : Aug-2022 |Date of Expiry / Cpox roguocTs : July-2027

Analysis performed according ND / Anaans nposeaed mo HA: ITN011252/02-041021

‘1 1 IPackage / Ynakoeka

10 tablets in PVC/AI blister. 2 blisters10 tablets in PVC/Al blister. 1,2 or 20
ﬁnd patient information leaflet in ablisters and patient information leaflet|

arton pack. / Tlo 10 Tabnerok q!in a carton pack. / [1o 10 tabnetok &
Ganctep us MBX/AL o 2 Gnuc*repa]'(mUCTep u3 [IBX/AL Tlo 1, 2 i 20
[BMECTE € WHCTPYKUMEH  MOOJMCTEPOB BMECTE C HHCTPYKLHUEi no‘
[nptmene{-uuo B N2YKY KaPTOHHYIO.  [IPHMEHCHUIO B MIAYKY KAPTOHHYIO.

12 !Laheling / MapkHpoBka

’Accm'ding to ND. / B coorBerctauu ¢ HJI.

!F Storage conditions /
| I&paﬂeﬂne

i |

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

B opuruHaneHol ynakoske (6mmcTep B nauxe) npu TEMIIEPATYPE HE BhILLIE
25 °C.

‘14 alsihelf life / Cpok rognocTn

5 years / 5 ner

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanne: IMponykr cooTBeTcTBYeT TpedoBaHnsmM HJ 3akitoyenne: OJJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
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