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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6ykaun FOunop®, Tabaerku aucneprupyemble [ng aereii], 100 mr + 125 mr

/Batch No / Cepus Ne : V2202240

Batch Quantity / O6nem naprnu : 547.500kg

890001626365

Analytical Report No / Ananurudeckuii otyer N :

Date of Analysis / /lata anammsa: 10.11.2022

Date of Manufacture / Jlata npoussogcrsa : Oct-2022  |Date of Expiry

/ Cpok roanoctH : Sep -2027

Analysis performed according ND / Ananu3 nposeaen no HI: T1 NO11252/02-041021

~Z

iTest / Tloka3aTenb
Description / Onucanue

2 "fIdentiﬁcatio;l /

[MogIHMHHOCTD

Results / Pe3yabTaTbl

one side and characteristic odor. /

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

Specification / Hopma |

one side and characteristic odor. /

Kpyrnsile  mockoLumnHapuueckneKpyrisie MAOCKOLMIIHAPHYECKHE,
rTabneTkn po3oBOoro  1iBeTa ci'r-aﬁne'rm-i pozoBoro  UBeTa C
BKparuiecHHAMN, ¢ GacKod U PUCKON HABKPATIEHHAMY, C hackoii 1 puckoii Ha
OIHOI CTOPOH &, 0/THOI CTOpOHE,

C XapaKTepHbIM 3allaXoM.

Complies as prescribed/
CooTBeTCTBYET

(C XapaKTEpHBIM 3a11aXOM.

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 an
paracetamol  reference  standards
solution (section Assay). / ]3[:1-:|vrem1
VACPKHBAHNS OCHOBHBIX MNHKOB HE
XpoMmarorpamme HCTBITYEMOTO,
pacTBopa JIO/DKHbI COOTBETCTBOBATH
BpEMeHaM  yAepKHBaHHs TTHKOB |-|-|
Xpomarorpamme pacTeopa
craHaapTHBIX 00pasuos HOynpoden
i napateramona (paznen
«KonuyecTBenHOE ONpeneneHuey). |

Remarks : The Product conforms to ND/
ITpumeuanue: [Tponykr cooTBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Hara: 10.11.2022

Hata: 10.11.2022

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

[loaroroeiyieHo: IIpoBepeHo: Onobpeno: Menenxep /

Naresh Kumar é/ Pardeep Kumar <>I.’— PykoBoaurens @:’LEJ,_LQ
— - Manoj Kumar

Reprint Date: Reprint Date: Reprint Date:

Hara:10.11.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

CIN: L85195AP1984PLC0O04507
www.drreddys.com

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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"Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxaun FOBnop®, TabaeTku aucneprupyemble [aias aereii], 100 mr + 125 mr

Batch No / Cepusa Ne : V2202240

Batch Quantity / O6bem maptun : 547.500kg

890001626365

Analytical Report No / Ananutudeckuii otuer Ne :

Date of Analysis / /laTa anasnu3sa: 10.11.2022

Date of Manufacture / JlaTa npouspoacrtra : Oct-2022

Date of Expiry / Cpok rogHocts : Sep -2027

Analysis performed according ND / Ananu3s nposenen mo HJ/I: [T N011252/02-041021

Ne  [Test/ITokazaTenn

Results / PesynsTaTnl

3 ']_Average weight of tablets /
Cpeansisi macca TabJyieTok

363.1 mg/ 363.1 Mr

Complies/cooTBeTcTBYET

}Speciﬁcat’ion / Hopma |
1357.7 mg t0 372.3 mg (365.0 mg +

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

00 min:28 Seconds/00 mun 28 Sec

4 Disintegration /

. PacnagaeMoctb

5 Dissolution /
PacTBOpeHue

6 Dispersibility /
{ucnepcHOCTD

97 %10 101 %

96% to 99%

Corﬁplies / COOTBETCTBYET

Not more than 3 min /

He 6onee 3 mun

Not less than 70% (Q) of C;3:H50:
‘ibuprofen) after 30 min /

He wmenee 70 % (Q) CisHizOs
‘udynpodeH) uepes 30 MHH

Not less than 70% (Q) of CsHoNO-
(paracetamol) after 30 min /

He w™enee 70 % (Q) CsHoNO;
(napaueramoi) yepes 30 MuH
[Uniform suspension passing through
the 710 um sieve is formed
OO0pazyercs OIHOpOLHAS CYCTECH3NS,
MPOXOAsLAs Yepes CHTO ¢ paMepoM
oteepcTitii 710 MM

Remarks : The Product conforms to ND/
Hpnmeganne: IIponykT cooTBeTcTBYeT TpeboBanusm HJ|

Opinion : APPROVED
3akmoyenue: OJJOBPEHO

JlaTta: 10.11.2022

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

Iloarorosnexo: ITpoeepeno: Onobpeno: Menemxep /

Naresh Kumar é{/ Pardeep Kumar Oﬁ/’ PykoBoautens @Uﬁ_@
B Manoj Kumar

Reprint Date: Reprint Date: Reprint Date:

Jlara: 10.11.2022

Jarta:10.11.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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'Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
MNoykaun JOHnop®, TabaeTku aucneprupyemsle [as aereii], 100 mr + 125 mr

'Batch No / Cepusi No : V2202240

890001626365

'Xnalytical Report No / AHanuTuyecknif otyer No :

Batch Quantity / O6bem napruu : 547.500kg
Date of Analysis / JlaTta ananusa: 10.11.2022

Date of Manufacture / lata npouzBoactsa : Oct-2022

Date of Expiry / Cpok rognocty : Sep -2027

Analysis performed according ND / Anasu3 nposegen nmo HJI: I1 N011252/02-041021

LNQ Test / Moka3zaTenn

7 Related substances /
' PoacTBeHHbIE TPHMECH

Method 1/ Meton 1 —
Determination of 4-Amino
Phenol content / Onpenenenue
CoIepkKaHns coepkKaHus
4-aMrHOpeHONA

Method 2 / Meton 2 -
[Determination of Ibuprofen
fand Paracetamol unidentified
|impurities / Onpenenexne
HeUNeHTUDULHPOBAHHBIX
npumMeceit nbynpodena u
mapateramosia

8 Microbial limits /
Muxpoouoiornyeckas
YHCTOTA

Results / Pe3yabsTaThl

Specification / Hopma |

0.0002%

BDL(Below Disregard Limit 0.05%)%

0.0002%

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

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

4-aminophenol (paracetamol impurity)i
/

4-amiHObEHON (npumecs,
nmapaueramona) - not more than
0.005% / ue 6onee 0,005 %

|Any individual unidentified impurity
of (ibuprofen or paracetamol) /
EnuHu4Has HeuOeHTHQUUUPOBAHHAS
MpuMech nbynpocena WJTH
Mmapaueramona - |
not more than 0.2% / He 6onee 0,2% |

Total impurities (Method 1+Method 2)
{ Cymma npumeceit (Meton 1 + Merton|
2) - not more than 0.7% / He 6onee 0.7
\

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

|

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Remarks : The Product conforms to ND/
IIpumeuanne: [ponyxT cootBeTcTBYET Tpebopanusam HJI

Opinion : APPROVED
3axkmouenue: OJJOBPEHO

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

[NoaroroBneHo: : IIposepeno: J Onobpeno: Menemxep /

Naresh Kumar @/ Pardeep Kumar (:‘J.’— PykoBoautens @"."ﬁ’p”
- Manoj Kumar

Reprint Date: Reprint Date: Reprint Date:

Hara: 10.11.2022 Hara: 10.11.2022 Hara:10.11.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HNoykaun Ounop®, TadaeTku aucneprupyemsle [aasa aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2202240

Batch Quantity / Oobem nmaptuu : 547.500kg

[890001626365

Analytical Report No / AHanuTudeckuii oryer No :

Date of Analysis / JlaTa ananuza: 10.11.2022

:Date of Manufacture / [{lata npouspoacrna : Oct-2022

Date of Expiry / Cpok rognoctn : Sep -2027

[Analysis performed according ND / Ananus nposeaen mo HJ: I1 N011252/02-041021

[ ) Total aerobic microbial
| ount / Obuiee 4ucno
3pOOHBIX MHKPOOPraHM3MOB

| ) Total combined yeasts and
imould count / Obiee yncio
[TpONOKEBBIX W NINIECHEBBIX
rpuboB

c) E. coli

9 Uniformity of dosage units /
O1HOPOAHOCTL JO3UPOBAHUSA

- Ibuprofen / ubynpoden

- Paracetamol / napaueramon

Absent

23

23

Shall be absent in 1g / OtcyTcTeue B 1
r

\Acceptance value (AV) should be not
more than 15.0 / [loxazarens
npuemiemocTit (AV) gomkeH ObiTh He
oonee 15,0 |
Acceptance value (AV) should be not
more than 15.0 / [llokazatens
npuemiieMmocti (AV) nomked ObITh HE
oonee 15.0

10 Assay / KonuuecTtBenHoe
ompeaeseHne

99.3 mg /99.3 mMr

125.2 mg/ 125.2 mr

90.0 mg to 110.0 mg of C;3Hi50:

(ibuprofen) per tablet /

OT1 90,0 mr g0 110,0 mr C13Hi50»
ubynpodeH) B TabneTke

112.5 mg to 137.5 mg of CsHoNO>

(paracetamol) per tablet /

Ot 112,5 mr go 137,5 mr CgHoNO»

(mapaueramon) B TableTKe

Remarks : The Product conforms to ND/
ITpumevanue: IIponyxT cooTBeTcTBYET TpeboBaHuam HJ|

Opinion : APPROVED
3akmwuenne: OJOBPEHO

Prepared by /

IToarorosieHo:
Naresh Kumar @

-

Checked by /
[TpoBepeHo:
Pardeep Kumar

.

Approved by: Manager/Executive /

Onobpeno: Menemxep /

Pykosoautent
Manoj Kumar

Reprint Date:
Jara: 10.11.2022

Reprint Date:
Hata: 10.11.2022

Reprint Date:
HaTa:10.11.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
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'Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykaun FOnuop®, Tadbnerku gucneprupyemble [ass gereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2202240 Batch Quantity / O6bem nmapruu : 547.500kg
Analytical Report No / Anajauruueckuii oryer Ne : Date of Analysis / JlaTa ananau3a: 10.11.2022
890001626365

Date of Manufacture / lata nponssoacria : Oct-2022 |Date of Expiry / Cpok rognoctn : Sep -2027

Analysis performed according ND / Ananu3 nposegen mo HJ: I[1N011252/02-041021

11 !Package / 'YnakoBka 10 tablets in PVC/ALl blister. 2 blisters10 tablets in PVC/Al blister. 1, 2 or 20
and patient information leaflet in ablisters and patient information leaflet
carton pack. / Ilo 10 tabnerok gin a carton pack. / ITo 10 TabGnerok B
onucrep uz IIBX/Al Ilo 2 Gauctepabnnctep us IIBX/AL Ilo 1, 2 umu 20
BMECTE c HHCTpYKLHEH MOGANCTEPOB BMECTE ¢ MHCTPYKIMeH 1o
_ - MPYMEHEHHIO B NAYKy KAPTOHHYIO.  MPHMEHEHHIO B NA4Ky KAPTOHHYH.
(12 Labeling / MapkupoBka According to ND. / B coorsetcteuu ¢ H/I.

13 Storage conditions / In the original packaging (blister in carton pack) at temperature below 25°C.
XpaHeHHe /
B opurnHanbHo# ynaxoske (614CTEp B aUKe) IIPU TEMIIEPATYPE HE BbilIE
25 °C.

14 Shelf life / Cpok roqgHocTu |5 years / 5 ner

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanue: [Iponykt cootseTcTBYeT TpeboBanusm HJ| 3akmwouenue: OJOBPEHO

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

IToaroTorneno: ‘ ITpoBepeHo: Onobpeno: Menemxkep /

Naresh Kumar @ Pardeep Kumar Ot’,— PykoBoautens @d‘
Manoj Kumar

Reprint Date: Reprint Date: Reprint Date:

Hara: 10.11.2022 Hara: 10.11.2022 Hara:10.11.2022
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