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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6ykann FOunop®, TabaeTku aucneprupyemble [nas aereii], 100 mr + 125 mr

Batch No / Cepus No : V2200342

Batch Quantity

/ O6bem napruu : 547.500kg

890001577479

Analytical Report No / AHaauTH4Yeckuii oryer Ne :

Date of Analysis / /laTa ananusa: 07.03.2022

Date of Manufacture / JlaTa npousgoacrsa : Feb-2022

Date of Expiry

/ Cpoxk rogsoctd : Jan-2027

Analysis performed according ND / Anann3 nposeaen no HJL: [TNO1 1252/02-041021

.N‘_g Test / IlokazaTesn

Results / Pe3ybTaThl

Specification / Hopma

1 Description / Onucanne

with impregnations and a score-line on
one side and characteristic odor. /
Kpyrsle
TabneTkit  PO30OBOro  LBETA
OJ1HOIi

C XapaKTepHbIM 3a11aXOM.

CTOpOHE,

Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tablets

mockounanaapudeckneKpyribie
crabneTkn _
BKPAIJIEHHUAMH, C GacKoil U pUCKOit HABKpATIEHHSMH, ¢ (hackoil il prcKoii Ha

with impregnations and a score-line on
one side and characteristic odor. /
MUIOCKOHIHHAPHYECKHE
po3oBoro  lUBera  C
|
OHOH

C XapaKTEPHbIM 3araxoM.

CTOpPOHE,

[dentification /
MMogJuHHOCTH

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
YAEPAHBAHIS OCHOBHBIX THKOB Ha
XpoMaTorpamme HCOBITYEMOTO
pacTBOpa JOMKHBI COOTBETCTBOBATH)
BpEMEHAM YACPKHBAHHA NHKOB HA

XpomarorpamMmme pacTBopa
cTaHaapTHeIX 00pasuos udynpodena
i mapaueramona (paznen

«KonnuecTBeHHOE ONpeeIeHHe).

Remarks : The Product conforms to ND/
Hpumeuanue: IIpoaykr cooreTcTBYeT TpeboBatusam HJ

Zaxmouenue: OJJOBPEHO

Opinion : APPROVED

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

IToarorosneHo: IIpoBepeHo: Onobpeno: Menenxep /

Naresh Kumar @? Pardeep Kumar Qﬁ—— PykoBonurens : /
S~ B Abhishek Chauhan B

Reprint Date: Reprint Date: Reprint Date:

Hara: 07.03.2022 Hata: 07.03.2022 Jata: 07.03.2022

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
Hoyxnnn FOuuop®, Tab1eTkn gHeneprupyembie (s aereiil, 100 mr + 125 mr

Batch No / Cepus Ne : V2200342

Batch Quantity / O6bem naptun : 547.500kg

Analytical Report No / Anasmruueckuii order Ne :
890001577479

Date of Analysis / lata ananu3a: 07.03.2022

Date of Manufacture / JIata npon3Boacrsa : Feb-2022

Date of Expiry / Cpok rogHocTH : Jan-2027

Analysis performed according ND / Ananus nposeaen no HJI: II NO1 1252/02-041021

3 verage weight of tablets / 365.4 mg/ 365.4 Mr 357.7 mg to 372.3 mg (365.0 mg +
Cpennsst Macca TabJIeTOK 2.0 %). / Ot 357,7 mr o 372,3 Mr
Complies/coOTBETCTBYET (365,0 Mr + 2,0 %)
|
4 Disintegration / 00 min:34 Seconds/00 mun 34Sec  [Not more than 3 min /
| [PacnmagaeMocTh He 6onee 3 MuH
Ne Test / IlokasaTeib Results / PesynabTaThl Specification / Hopma
5 Dissolution / 100% to 101% Not less than 70% (Q) of C;3sHisO:
PacTBOpeHHE (ibuprofen) after 30 min /
He wmenee 70 % (Q) CiHpO
(nbynpoden) uepes 30 miH
99% to 101% Not less than 70% (Q) of CsHyNO,
(paracetamol) after 30 min /
He wmenece 70 % (Q) CsHoNOs
| {_napaueTamon) uepes 30 MIH |
6 Dispersibility / Complies / CoOTBETCTBYET Uniform suspension passing through
/TucnepcHOCTD the 710 yum sieve is formed /
Obpasyercst OLHOPO/HAs CYCIEH3HA,
NpOXOALILAs YEPE3 CHTO € pasMepoM
otepctiii 710 MkM

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoaykT cooTeTcTBYeT Tpebosannsm HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToneHo: IIposepeHo: Onobpeno: Menemxkep, ,
Naresh Kumar é/ Pardeep Kumar Q‘f_‘ PykoBoauTeins i .

- Abhishek Chauhan
Reprint Date: Reprint Date: Reprint Date:
Jata: 07.03.2022 Hata: 07.03.2022 Jata: 07.03.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6yknun FOunop®, TabneTKu gucneprupyemsle [aus aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2200342 Batch Quantity / O6bem naprun : 547.500kg
Analytical Report No / AnasnuTHuecKuii oTyeT Ne : Date of Analysis / Jlata ananu3za: 07.03.2022
890001577479

Date of Manufacture / Jlata npoussosicTsa : Feb-2022 [Date of Expiry / Cpok roanoers : Jan-2027

Analysis performed according ND / Anaaus npoeegen mo HJI: TIN011252/02-041021

i7 fRelated substances /
PoAacTBeHHBIE IPHMECH

Method 1/ Meton 1 —
Determination of 4-Amino
Phenol content / Onpezenenue |
cofepXKaHusI COAEePIKaHUS
4-amuHodesONa

0.0002%

Method 2 / Meron 2 — 0.07%
Determination of Ibuprofen

and Paracetamol unidentified
impurities / OnpenencHue 0.1%
HeMICH THQUIIMPOBAHHBIX
npumeceit ubynpodeHa u

4-aminophenol (paracetamol impurity)

4-aMHHOPEHO (npuMech
nmapaueramona) - not more than
0.005% / ue 6osee 0,005 %

Any individual unidentified impurity|
of (ibuprofen or paracetamol) /J
!EHI/IHI/I‘{HaH HenAeHTUGHIMPOBAHHAS]
MPUMECH ubynpodeHa HITH
mapaieramona -

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

Total impurities (Method 1+Method 2)
Cymma npumeceii (Merox 1 + Metoz
2) - not more than 0.7% / ne 6onee 0.7

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

Mmapaieramorna
%o
Ne  Test/ IloxasaTeis Results / Pe3ynbTaThl Specification / Hopma
8 Microbial limits / "
MukpobuoaoruyecKkas Less than 100 CFU/g/ Not more than 1000 CFU/g/
YHCTOTA Menee 100 KOE/r He 6onee 1000 KOE/r

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

Remarks : The Product conforms to ND/
Ilpumeuanue: ITpoaykr coorBeTcTByeT TpeboBanusam HII

Opinion : APPROVED
Zaxmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotosneHo: IIposepeHo: P Ono6peno: Menemxkep /
Naresh Kumar @/ Pardeep Kumar L_, Pykosoautens Z‘ _ (
] Abhishek Chauhan
Reprint Date: Reprint Date: Reprint Date:
JHata: 07.03.2022 Jara: 07.03.2022 Jara: 07.03.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxnun FOaHop®, Tab/IeTKH qucneprupyemble [ais aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2200342

Batch Quantity / O6bem naptus : 547.500kg

890001577479

Analytical Report No / Ananuruyeckuit oryer No :

Date of Analysis / JlaTa ananu3za: 07.03.2022

Date of Manufacture / lara npon3Boacrsa : Feb-2022

Date of Expiry / Cpok roanoctu : Jan-2027

Analysis performed according ND / Ananus nposenen mo HJI: [1N011252/02-041021

a) Total aerobic microbial
count / Obmiee yucio

OInpeaejIeHue

@a3pOOHBIX MEUKPOOPTaHU3MOB Absent Shall be absent in 1g / OtcyTcTBuEe B 1
[ r
‘ b) Total combined yeasts and
mould count / O61ee 4ucio
INPOXCKEBBIX U MIJIECHEBBIX
rpuboB
c) E. coli
9 Uniformity of dosage units / /Acceptance value (AV) should be not
OIHOPOAHOCTH uosnpOBaHnﬂi 2.1 more than 15.0 / TIloka3artenn
| ripuemiieMocti (AV) fo/mkeH ObITh He
- Ibuprofen / ubynpoden [ Gonee 15,0
Acceptance value (AV) should be nof
more than 150 / Tloka3aTeny
2.2 npuemnemMocty (AV) noikeH ObITh He
| i- Paracetamol / mapareramon bonee 15,0
Ne Test / IToxazareas Results / PesyabTaThl Specification / Hopma
10  Assay/ KoauuyecTBeHHOE 90.0 mg to 110.0 mg of C;3H 302

100.3 mg /100.3 mr

125.9 mg / 125.9mr

(ibuprofen) per tablet /

Ot 90,0 Mr 1o 110,0 mr Ci3H130,
(nbynpoden) B Tabnerke

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

Ot 112,5 mr 0 137,5 Mr CsHsNO;
(napaiieTamor) B TaGJeTKe

Remarks : The Product conforms to ND/
ITpumeuanne: IIpoaykT cooTeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3axmouenue: OJIOBPEHO

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

IToarorosneHo: ITposepeHo: D OnobpeHo: Menemxep /

Naresh Kumar @/ Pardeep Kumar “_11——‘ = Pykosonutesnp (L :
Abhishek Chauhan

Reprint Date: Reprint Date: Reprint Date:

Hara: 07.03.2022 Jara: 07.03.2022 JHata: 07.03.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Ho6ykans IOEnop®, TabneTku Aucneprupyemsble [aus gereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2200342

Batch Quantity / O6bem naprtun : 547.500kg

890001577479

Analytical Report No / AHannTu4ecknii or4er Ne :

Date of Analysis / laTa anaanza: 07.03.2022

Date of Manufacture / JlaTta npoussojcTia : Feb-2022

Date of Expiry / Cpok roasocru : Jan-2027

Analysis performed according ND / Anann3 nposeaen no HJ: [T N011252/02-041021

il 1 |Package / YnaxoBka

10 tablets in PVC/AI blister. 2 blisters|10 tablets in PVC/Al blister. 1, 2 or 20
and patient information leaflet in ablisters and patient information leaflet
carton pack. / Ilo 10 rabnerok Bin a carton pack. / ITo 10 TabneTtok B
onuctep uz IIBX/AL Ilo 2 Gnuctepabmuctep us [IBX/AL Ilo 1, 2 wiu 20
BMECTe  C HHCTpYKLIHEi no0/IHCTEPOB BMECTE C HHCTPYKIHUEH 110
NPUMEHEHHIO B MAYKY KapTOHHYH.  [PUMEHEHHIO B NIaYKy KapTOHHYIO.

12 |Labeling / MapkHpoBKa

IAccording to ND. / B coorsetctrn ¢ HJI.

13 Storage conditions /
XpaneHue

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

B opurnHambHON ynakoske (OJucTep B Mauke) MU TeMIEPAaType He BBILIE
259,

14 Fhelf life / Cpoxk rogHocTH

5 years / 5 ner

Remarks : The Product conforms to ND/
Hpumeuanne: [Tponykr coorsercTByeT TpeboBaHusiM HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Jarta: 07.03.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroeneHo: IIpoeepeno: Onobpeno: Menemxep
Naresh Kumar @/ Pardeep Kumar Qf—/ Pykosogurens ,-"I /
o Abhishek Chauhan =~
Reprint Date: Reprint Date: Reprint Date:

Jata: 07.03.2022
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