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!Product { Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
|A6ykann FOunop®, TabueTku aucieprupyemele [ans aereii], 100 mr + 125 mr

|Batch No / Cepusi Ne : V2201618

Batch Quantity / O6bem naprun : 547.500kg

890001610535

'Analytical Report No / Ananuruyecknii oryer Ne :

Date of Analysis / JlaTa ananmsa: 29.08.2022

Date of Manufacture / JlaTa npouspoacTsa : Aug-2022

Date of Expiry / Cpok rogaocru : July-2027

Analysis performed according ND / Anaym3 nposenen o HJI: 1 NO11252/02-041021

_-_'Lest / Iloka3aTesnnb

Results / Pe3yabTaThl

|Sp_e_ciﬁc_at_ion / Hopma

N
|l

Description / Onucanue

Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tablets
with impregnations and a score-line onwith impregnations and a score-line on

ione side and characteristic odor. /
Kpyrasie
rabJeTku po30BOTO BETa
OIHOM

C XapaKTEPHbIM 3aIaxOoM.

nnockouuInHApHueckeKpyrnele

BKparieHUsIMH, ¢ $ackoii ¥ pucKoii HaBKparieHUusIMH, ¢ Gackol U pucKoii Ha
CTOPOHE,0/IHOF

one side and characteristic odor. /
NUIOCKOLHJINHAPHUECKHE
crabneTkH  pO30BOMO  UBETA ¢

CTOpPOHE,
C XapaKTepHbIM 3aMaxoM.

Identification /
[MoaJUHHOCTD

Complies as prescribed/
COOTBETCTBYET

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
yAepaHuBaHHa OCHOBHBIX ITHKOB Ha
XpomaTorpamMme HCIBITYEMOTO
pACTBOPA JO/KHBI COOTBETCTBOBATH
BPEMEHAM  YJICPKUBAHUS TMHKOB HA
Xpomarorpamme pacTsopa
CTaHAapTHLIX 00pasuos noynpodena
a1 napaueramona (pazpen

Remarks : The Product conforms to ND/
IIpumeuanue: [IponykT coorBeTcTByeT TpeboBaHusam HJL

Opinion : APPROVED
3aknwuenne: O/IOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroeneHo: IlpoBepeHo: OnobpeHo: Menemip/
Pardeep Kumar QI/ Himesh KW Pykosogurens [\ b

- Amit Kumar § T
Reprint Date: Reprint Date: Reprint Date:
Jata: 29.08.2022 Hata: 29.08.2022 Jara:29.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel. +91 40 4900 2900, Fax: +91 40 3900 2399, Lmail: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxaun FOunop®, Tabserku aucneprupyemsle [as aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2201618

Batch Quantity / O6bem naprus : 547.500kg

890001610535

Analytical Report No / AHanuTH4eckuii oTyeTr Ne :

Date of Analysis / /IaTa ananu3a: 29.08.2022

Date of Manufacture / lata npow

13BOACTBA : Aug-2022

Date of Expiry / Cpok rognoct : July-2027

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

Results / PeaynbTaThl
361.3 mg/ 361.3 mMr

Complies/cooTBeTcTBYET

'Specification / Hopma
357.7 mg to 372.3 mg (365.0 mg +

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

N Test / MoxasaTennb

3 Average weight of tablets /
Cpeansist Macca Ta0J1€TOK

f Disintegration /

_ PacnagaemocTb

5 Dissolution /
PacTBopeHue

6 Dispersibility /
JIcrepcHOCTD

00 min:34 Seconds/00 MmuH 34Sec

Not more than 3 min /
He 6onee 3 MuH

96% to 99%

95% to 97%

Not less than 70% (Q) of Ci3H 30,
(ibuprofen) after 30 min /
He Menee 70 % (Q) CiHis0;
(ubynpoden) uepes 30 MuH
Not less than 70% (Q) of CsHoNO,
((paracetamol) after 30 min /
[He ™enee 70 % (Q) CsHoNO;
(nmapaueramon) uepes 30 MuH

Complies / CootBercTByeT

EJniform suspension passing through
he 710 pum sieve is formed
OpasyeTcs OJHOPOJAHAA CYCRAEH3MA,
MPOXOAALLAS YEPe3 CHTO ¢ pasMepoMm|
oTeepcTHii 710 MM |

Remarks : The Product conforms to ND/
IIpumeuanne: IIpogykT cooTBeTCTBYET TpeboBanusam HJI

Opinion : APPROVED
Jaxkmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarororneHo: Qf’/_ ITpoBepeHo: Onobpeno: Menemkep /
Pardeep Kumar g Himesh Kun’&:l,/—'ﬂ) PyxoBonutens &_ﬁ L

) Amit Kumar / e
Reprint Date: Reprint Date: Reprint Date:
Hara: 29.08.2022 Hata: 29.08.2022 Hata:29.08.2022
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|[Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyknun YOuuop®, Tadaerku aucneprupyemsie [ais aereii], 100 mr + 125 mr
Batch No / Cepus Ne : V2201618

Batch Quantity / O0bem maptuu : 547.500kg

Analytical Report No / AHanuTHYeckHif oTuer Ne :
890001610535

Date of Analysis / JlaTta ananusa: 29.08.2022

Date of Manufacture / lata npon3BoacTea : Aug-2022

Date of Expiry / Cpok roanoctu : July-2027

Analysis performed according ND / Anaau3s nposeaen mo H: I1 N011252/02-041021

Ne

Test / IlokasaTean

7

Related substances /
PoncrBeHHbIE MpHMeECH

Method 1/ Merton 1 —
[Determination of 4-Amino

COZEPIKaHUS COZlepIKaHusl
4-amuHopeHoNa

Method 2 / Meropn 2 —
[Determination of Ibuprofen

and Paracetamol unidentified

impurities / Onpenenenue
HEeHACHTHOUIHPOBAHHBIX
npumeceli ubynpodeHa u

mapaueTraMmona

|

Phenol content / Onpenenenue

Results / PesynbTaTsi

0.0001%

BDL (Disregard Limit: 0.05%)

0.0001%

Microbial limits /
Muxpobuoaornyeckas
4HCTOTa

pecification / ioplv_la_ - ‘
-aminophenol (paraceta@l impurity)
/

-aMHHOdEHON (npumecs
mapaieramona) - not more than
.005% / e 6oiee 0,005 %
Any individual unidentified impurity
of (ibuprofen or paracetamol)
EnunuuHas HeuaeHTHOMUIMPOBaHHES
puMech nbynpodena U
napaieTraMmorna -
not more than 0.2% / He Gonee 0,2%

Total impurities (Method 1+Method 2)

Cymma npumeceit (Meton 1 + Meron,
2) - not more than 0.7% / ve 6onee 0.7
i |

Less than 100 CFU/g /
Menee 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 6omee 100 KOE/r

Remarks : The Product conforms to ND/
IIpumeuanne: IIpoaykTt cooTBeTcTBYET TpeboBanusm HJJ

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Hata: 29.08.2022

Picpaied Ly / Cliecked by / Approved by: Manager/Executlve /
IloarorosneHo: IposepeHo: Onobpeno: MeHnemxep /
Pardeep Kumar ci—’/ Himesh K%P_ﬁ: PykosoauTens & S

- ’ ) Amit Kumar P ap———
Reprint Date: Reprint Date: Reprint Date:

Hara: 29.08.2022

Harta:29.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel. 91 40 4900 2200, Taa. +91 40 4900 2999, Lingil. el @diieddys.cun
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‘Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyknann JOBnop®, TabneTku Ancneprupyemsle [aas aereii], 100 mr + 125 mr

Bateh No / Cepus Ne : V2201618

Batch Quantity / O6bem naptum : 547.500kg

890001610535

'Analytical Report No / Aranutnuecknii oryet No :

Date of Analysis / lara ananuza: 29.08.2022

Date of Manufacture / /lata npon3soacrsa : Aug-2022

Date of Expiry / Cpok roaaocru : July-2027

Analysis performed according ND / Anasu3 nposeaen mo H/[: I1N011252/02-041021

a) Total aerobic microbial
count / ObLuee yueno
a3pOOHbBIX MUKPOOPraHW3MOB

b) Total combined yeasts and
mould count / Ob1ee uucno
IMPOMOKEBBIX W MJIECHEBBIX
rpubos

) E. coli

OaHOpOAHOCTH 103HPOBaHUS

- Ibuprofen / ubynpoden

- Paracetamol / mapanetramoi

9 Uniformity of dosage units /

Absent

Shall be absent in 1g / OTcyTCTBUE B 1|

ir

1.9

1.9

Acceptance value (AV) should be not
more than 15.0 / [Ilokazarens
npuemaemocty (AV) nomkex ObITL He
oonee 15,0
Acceptance value (AV) should be not
more than 15.0 / Tlokazarens)
npuemnemoct (AV) nonxeH ObITh HE
Oonee 15,0

Assay / KosinyecTBeHHOE
onpejaeneHue

99.8 mg /99.8 mr

123.0 mg/ 123.0 Mr

90.0 mg to 110.0 mg of C;3H 50,
(ibuprofen) per tablet /
Ot 90,0 mr 10 110,0 Mr Ci3Hs0»
!(ssﬁynpoQJeH) B TabneTke
112.5 mg to 137.5 mg of CzHsNO»
(paracetamol) per tablet /
T 112,5 mr no 137,5 mr CsHoNO;
mapateramon) B Tadnerke

Remarks : The Product conforms to ND/
Ipumeyanne: IIponykt coorBeTcTBYET TpebOBaHUsaM HJI

Opinion : APPROVED
3axkmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: c;ﬁ,/ INposepero: Onobpeno: Menemxep /
Pardeep Kumar 7 Himesh W PykoBonutens & N

) AmitKumar [~ —
Reprint Date: Reprint Date: Reprint Date:
[Hara: 29.08.2022 Hara: 29.08.2022 Jata:29.08.2022
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[Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykann FOunop®, TabjeTkn qucneprupyemsle [aas gereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2201618 Batch Quantity / O6bem naptun : 547.500kg
Analytical Report No / AHauTH4YeckHii oTuer Ne : Date of Analysis / laTa anaau3za: 29.08.2022
890001610535

Date of Manufacture / Jlata npoussoacrsa : Aug-2022 |Date of Expiry / Cpok roanocth : July-2027

Analysis performed according ND / Auajun3 nposenen no HJI: 1 N011252/02-041021

11 Package / YnakoBka 10 tablets in PVC/AI blister. 2 blisters10 tablets in PVC/AI blister. 1, 2 or 20
and patient information leaflet in ablisters and patient information leaflet
carton pack. / ITo 10 Tabnerok Bin a carton pack. / Ilo 10 taGnerox B
Gaucrep uz [IBX/Al ITo 2 Gnucrepabnucrep ns [MBX/AL Ilo 1, 2 unu 20
BMecTe c HHCTpVKLHE] NeONAHCTEPOB BMECTE € MHCTPYKLHER no)
MPUMEHEH IO B MAYKy KAPTOHHYIO.  [TPHMEHEHHIO B Ma4Ky KapTOHHYIO.

12 Labeling / MapkupoBKa IAccording to ND. / B cootBerctsuu ¢ HJI.

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

XpaneHue
B opurnHansHoit ynakoske (6J1ucTep B IAUKE) NPH TEMIEPATYPE HE BhILLE

25 °C.
14 Shelf life / Cpok rogxoctu |5 years / 5 net

Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanue: [TponykT coorsercTByeT TpeboBanuam HII 3akaouenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Exccutive /

[MoarotosaeHo: IIpoBepeHo: | Onobpeno: Memﬁi /
Pardeep Kumar Qf—/ Himesh Ku‘@{__—,;_,)'-”"’—,) PykoBoauTtens “\—
- K Amit Kumar | =
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