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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Noyxann IOunop®, tabaerku Ancnepripyemsie [a4s jgereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2300075

Batch Quantity / O6wem naprum : 547.500kg

Analytical Report No / Ananuruyeckuii oruer Ne :
890001640158

Date of Analysis / JJaTa ananuza: 19.01.2023

Date of Manufacture / Jlata npon3rogersa : Dec-2022 |Date of Expiry / Cpok roamoers : Nov-2027
Analysis performed according ND / Anasins nposeaen mo H/I: TTNO011252/02-041021

Results / PesynbraTer

Specification / Hopma

1& Test / IlokazaTenn

1 Description / Onucanne
‘ with impregnations and a score-line o
‘ ne side and characteristic odor. /

‘c_xapamepnmm 3anaxom,

Pink flat-faced beveled-edge tabIetsP’ink flat-faced beveled-edge tablets

PYTIIBIE  TIOCKOUHAHHAPHUYECKHEKPYTIblE  NOCKOUMIUHAPHYECKHE

abneTkn  po3oBoro  uBera  craGaeTki po3oBoro  uBera !

‘ BKPATTEHHAMH, C GACKOH U PHCKON HABKPANNEHUsAMH, C dackoit u puckoi 1-{3
OJTHOI CTDpOHEjOJlHOﬁ CTOpPOHE,

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

C XapaKTepHEIM 3a11axoM.

N

Complies as prescribed/
CoorsercTayer

Identification /
MognuuaocTs

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). / Bpemend
[YICP)KUBAHUST OCHOBHBIX IHKOB Ha
XpomaTorpaMme UCIBITYEMOTQ
pacTBopa IOJKHBI COOTBETCTBOBATE
‘B})CMEH&M YAEpXUBaHUST NHKOB Ha
XpoMaTorpamMmme pn.cTRﬂ]’lJ

CTaHAapPTHBIX 06pa3uoB ndynpodena
i napaueramona (paszen
«KomuectBenHoe onpeseneHue»),

Remarks : The Product conforms to ND/
Hpumeusanne: [TpoaykT cootBeTcTRYET Tpebopanuam HI

Opinion : APPROVED
3akmouenne: OAOBPEHO

Prepared by / Checked by /
[Toarorosneno: ){ — INpoepeno: Ramakan f

Shivani Devi [ ﬂ o
WA
N

Approved by: Manager/Executive /
OnoGpeno: Menemiep /

Pyropogirrony 3
Manoj Kumar

]

(e

Reprint Date: Reprint Date:

Hata: 19.01.2023 Hara: 19.01.2023

Reprint Date;

Hata: 19.01.2023
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxaun FOunop®, TabdaeTku qucneprupyemmie [ais aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2300075

Batch Quantity / O6bem napruu : 547.500kg

890001640158

Analytical Report No / Ananuruyeckuii oruer No : Date of Analysis / /laTa anamsa: 19.01.2023

Date of Manufacture / /lata npoussoactsa : Dec-2022 |Date of Expiry / Cpox rogsoctu : Nov-2027

Analysis performed according ND / Anasu3 nposexen mo HJI: [1N011252/02-041021

No Test / IToxazaTean

3 Average weight of tablets /
Cpeansis Macca T201eTOK

‘ Results / Pe3yabTaTsl Specification / Hopma
365.8 mg/ 365.8 mr 357.7 mgto 3723 mg (365.0 mg+ |
2.0 %). / Ot 357,7 mr o 372,3 mr
Complies/cooTBeTcTBYET (365,0 Mr £+ 2,0 %)

4 Disintegration /
Pacnagaemoctb

| 00 min:26 Seconds/00 muH 26 Sec INot more than 3 min /
He 6ornee 3 MUH

Dissolution /
PacTBopeHue

=

98% to 101 % Not less than 70% (Q) of C:H 504
(ibuprofen) after 30 min / i
He wmenee 70 % (Q) CiHisO:
(1dynpoden) vepes 30 MuH
97% to 99% [Not less than 70% (Q) of CiHoNO:
(paracetamol) afier 30 min /
He menee 70 % (Q) GCsHsNOs
(mapaueramon) qepes 30 MiH

6 Dispersibility /

Complies / CooTBeTCTBYET Uniform suspension passing through

JlucrepcHOCTD the 710 pm sieve is formed
O6pazyercst OJHOPOJIHAS CYCIIEH3HS,
MPOXOASIUAs Yepe3 CHTO C pasMepoM
oteepetitii 710 mkm
Remarks : The Product conforms to ND/ Opinion : APPROVED
TMpumeuanne: TTponykT conTrReTCTRYET TpefoBaHnam HI 3akmouenue: OHOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarororneno: 7 [Tposepeno: Ramakant WL Onobpeno: Menemxep / ,
Shivani Devi T @ .ht@,l‘.-"'{__ PyKOBOZIMTEb ‘f};ﬁb/"(/
\J W~ Manoj Kumar :
Reprint Date: Reprint Date: Reprint Date:
Hata: 19.01.2023 Jata: 19.01.2023 Hara: 19.01.2023
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyraun I0Ounop®, tabaerku qucneprapyemsie s aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2300075

Batch Quantity / O6bem nmaptum : 547.500kg

890001640158

Analytical Report No / AnanurHueckuii oraer Ne :

Date of Analysis / JlaTta ananu3za: 19.01.2023

Date of Manufacture / Jlata nponssoacrsa : Dec-2022

Date of Expiry / Cpox rogunoctu : Nov-2027

Analysis performed according ND / Ananus nposened mo HJI: TT1 N011252/02-041021

1)

Test / IokasaTesn

Results / Pe3yabTaTsl

Specification / HOpMi_l

3]

?elated substances /
PojcrBenabIe IpHMecH
Method 1/ Meton 1 —
Determination of 4-Amino
Phenol content / Onpesenenue
COAEPIKAHIS CONePKAHUS
4-amitHOdeHoa

Method 2 / Meropn 2 —
Determination of Ibuprofen
and Paracetamol unidentified
impurities / Onpexnenenue
HEHACHTH(QHIHPOBAHHbIX
npumeced noynpocdena u
rnapareTamosa

0.00002%

0.06%

0.06%

.4-amihophenoi (paracetamol impurity)

4-aMUHODEHON (npumecy
napaneramona) - not more than
0.005% / ue 6omnee 0,005 %

Any individual unidentified impurity
of (ibuprofen or paracetamol)
EnvHuuHas HeuaeHTUDUIMPOBAHHAS]
MpUMech ubynpodena W
mapaneramona - [
not more than 0.2% / He 6onee 0,2%

Total impurities (Method 1+Method 2)
/ Cymma npumeceii (Meton 1 + Meton

2) - not more than 0.7% / He Gonee 0.7

I
)0

8 Microbial limits /
MuxpoGnoaornueckas
HMHCTOTA

Less than 100 CFU/g/
Menee 100 KOE/r

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

INot more than 100 CFU/g/
He 6onee 100 KOE/r

Remarks : The Product conforms to ND/
ITpumeramio: Iponyir coornerernyet Tpe6oBarmam 11]]

Opinion : APPROVED
Barswuenne: OMOBPEHO

Prepared by /

ITogrorosnexo: e
Shivani Devi /f /

Checked by /
ITpoeepeno: Ramakant t
Y

/
o s

Approved by: Manager/Executive /
Onobpeno: Menemxep /

PykosognTens \\B:M

Manoj Kumar

Reprint Date:
Hara: 19.01.2023

Reprint Date:
Hara: 19.01.2023

Reprint Date:

Jara: 19.01.2023
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Ho6yknun IOnHop®, TabaeTku Jucneprupyemble [nis aereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2300075

Batch Quantity / O6bem naptuu : 547.500kg

890001640158

Analytical Report No / AHanuTH4eckuii oTyer No :

Date of Analysis / JlaTa ananu3a: 19.01.2023

Date of Manufacture / /lata npon3BoacrTsa : Dec-2022

Date of Expiry / Cpok rognoctu : Nov-2027

Analysis performed according ND / Ananus nposeaen no HJI: TI N011252/02-041021

a) Total aerobic microbial
count / Ob1uee yucio
A3pOOHBIX MHKPOOPraHU3MOB

b) Total combined yeasts and
mould count / Ob1ee yncio
e NPOXOKEBBIX U MIECHEBBIX
rpubos

c) E. coli

~ Less than 100 CFU/g /
Menee 100 KOE/r

Absent

Shall be absent in 1g/ OtcyrcTare B 1
8

9 Uniformity of dosage units /
OaHOpOAHOCTL 103 POBAHMS

- Ibuprofen / ubynpoden

- Paracetamol / maparieramon

1.7

1.7

10 Assay / KosndecTrBeHHOe
onpeesieHue

k=

100.0 mg /100.0 mr

124.1 mg/ 124.1 mr

190.0 mg to 110.0 mg of Ci3H;50;

Acceplance value (AV) should be not
more than 15.0 / Ilokasarens
npuemaemocti (AV) 1omkeH O6bITh He
OGonee 15,0

Acceptance value (AV) should be not
more than 15.0 / Ilokazarens
npuemneMocti (AV) aomkeH SEITE He)
conee 15,0

(ibuprofen) per tablet /

Ot 90,0 Mr 1o 110,0 mr C13H 130,
(nGynpoden) B TabneTke

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

O1 112,5 Mr o 137,5 mr CsHoNO,
(nmapaneramon) B Tabnerke |

Remarks : The Product conforms to ND/
Llpumeuannue: | lpoaykT cooTBeTcTBYeT TpeboBanusM H /|

Opinion : APPROVED
3akmouenue: OJJOGPEHO

Prepared by /
[TonrotoBnexo:
Shivani Devi

A

Checked by /
ITpoBepeno: Ramakant

4 l.U-a

ot

Approved by: Manager/Executive /
Onobpeno: Menemxep /
PykosoauTens : N
Manoj Kumar h =

Reprint Date:
Jara: 19.01.2023

Reprint Date:
Hara: 19.01.2023

Reprint Date:
Hara: 19.01.2023
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Page 5 of 5/Ctp.5u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxnun IOunop®, TabneTku aucneprapyemblie [1s aereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2300075

Batch Quantity / O6bem napruu : 547.500kg

Analytical Report No / AnanuTnyecknii oruer Ne :

890001640158

Date of Analysis / JlaTa ananu3za: 19.01.2023

Date of Manufacture / /lata npon3Boacrsa : Dec-2022 |Date of Expiry / Cpok rognoctu : Nov-2027

Analysis performed according ND / Ananu3 nposegen mo HJI: I1 N011252/02-041021

11 Pacl;age / 'YnakoBka

10 tablets in PVC/ALl blister. 2 blisters1 0 tablets in PVC/Al blister. 1, 2 or 20
and patient information leaflet in abhsters and patient information leaflet]
carton pack. / Ilo 10 Tabnerok aln a carton pack. / ITo 10 tabnerok B
Gaicrep w3 TIBX/AL Tlo 2 QHIlCTLpB]UﬂHCTCP us TIBX/AL To 1, 2 umm 20
BMECTE  C  HHCTpYKLHEH noOAHCTEPOB BMECTE C MHCTPYKLIKEH 1Mo
NPUMEHEHHIO B N1a4KY KapTOHHYIO. !npnmeHeHmo B MMA4Ky KapTOHHYIO.

12 Labeling / MapkupoBka

/According to ND. / B cootBetctBuu ¢ HJI.

13 Storage conditions /
XpaHeHHe

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

B opuruHanbHO# ynakoBke (6MCTep B Nayke) Ipy TEMIEpaType He Bhillie
25 °C.

4 Shelf life / Cpok roxsocTu

S years / 5 net

|

Remarks : The Product conforms to ND/
Ilpnmertanne: ITpoayxkr coornercrBycT TpcGoarmam 1171

Opinion : APPROVED
Barawuenne: OJJOBPEHO

Prepared by /
IoaroTosnexo: -
Shivani Devi A ]

Checked by /
ITpogepeno: Ramalxli

Approved by: Manager/Executive /
Onobpeno: Menemxep / {‘|
(e

ol Pykopogutens
/ Manoj Kumar '-\l”

Reprint Date:
Hara: 19.01.2023

Reprint Date:
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Reprint Date:
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