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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyksmn FOunop®, TabneTky aucneprupyemble [ais gereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2202490

Batch Quantity / O6pem naptuu : 547.500kg

Analytical Report No / AHaimTHyecKkuii oryer Ne :

890001632623

Date of Analysis / Jlata anann3a: 13.12.2022

Date of Manufacture / lara npousBogctsa : Nov-2022

Date of Expiry / Cpox roanocts : Oct -2027

|Analysis performed according ND / Anasiu3 npoBejiet 1o HJ/1: I1N011252/02-041021

Ne  [Test/ Iloxasarenb

Results / PeayasTaTsl

Specification / Hopma

(1

Description / Onucanue

rabneTrku  po30BOrO

OIHOIT
C XapaKTepHbIM 3a1aXOM.

Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tablets
with impregnations and a score-line onwith impregnations and a score- -line onl
one side and characteristic odor. /
Kpyrmple  muiockouunHapiueckuekpyribsie  MIOCKOLUHIHHAPHYCCKHE

1BeTa

BKpanieHIaMH, ¢ Gackoi u pUCKOH HaBKparieHHsAMH, ¢ (hacxoii 1 puckoii 1a
CTOpPOHE,0HOI CTOpOHE,

one side and characteristic odor. /

crabnerkn  po3oBoro  UBETa ¢

C XapakTepHbIM 3al1axoM.

2 Identification /

[HoaauHHOCTH

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
JIEPACHBAHNSA OCHOBHBIX TMIKOB H
XpomarorpaMmme |-1cnbwyem0rj
PacTBOpa 0JDKHBI COOTBETCTBOBATEH
BpeMEHaM  YEPKMBAHHS [HKOB He

XpoMarorpamme pacr BUpa‘
CTAHAAPTHBIX 00pasoB IIOyﬂde)BH
1 napaueramona (pazaen

«Konu4ecTBEHHOE ONpPEEICHUED).

Remarks : The Product conforms to ND/
Ipumeuanue: [IponykT coorBercTByeT TpedosannsM HJ|

Opinion : APPROVED
Zamoyenue: OJJOBPEHO

Prepared by /

Checked by /

[ToaroroeaeHo: ( . ’{ [Iposepeno:Pardeep Kumar
Ramakant W ,’

Approved by: Manager/Executive /
Onobpeno: Mexemxep /

PykoBogutenb A Y
Amit kumar [‘x —

Reprint Date:
HaTa: 13.12.2022

Reprint Date:
JaTa: 13.12.2022

Reprint Date:
Jlara:13.12.2022

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: L85195AP1984PLC004507

www.drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Woykans I0unop®, TabueTku Ancneprupyemble [ass aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2202490

Batch Quantity / O6bem maprun : 547.500kg

890001632623

Analytical Report No / AnanmaTudecknii oryer Ne :

Date of Analysis / lata anammsa: 13.12.2022

Date of Manufacture / Jlata npon3Boactsa : Nov-2022

Date of Expiry / Cpok roanocts : Oct -2027

Analysis performed according ND / Ananu3 nposejes mo HJL: TIN011252/02-041021

Wg Test / ITokazaTejb Results / Pe3yabTaThl pecification / Hopma
B Average weight of tablets / 366.5 mg/ 366.5 Mr 357.7 mg to 372.3 mg (365.0 mg +
Cpennsist Macca TabJ1eTOK 2.0 %). / Ot 357,7 mr mo 372,3 mr
Complies/cOOTBETCTBYET (365,0 Mr £ 2,0 %)
|
4 Disintegration / 00 min:31 Seconds/00 muu 31 Sec [Not more than 3 min /
[PacnagaemMocTh He 6onee 3 MuH o
5 Dissolution / 98% to 102 % _[Not less than 70% (Q) of CiHisO4
PacTBopesHe (ibuprofen) after 30 min /
e wmewee 70 % (Q) CinHisOo
(nGynpoden) uepes 30 mMiH
97% to 100% Not less than 70% (Q) ot CsHoNO:
(paracetamol) after 30 min / |
He wmenee 70 % (Q) CsHoNO;
(napaueramon) uepes 30 MuH
6 Dispersibility / Complies / CoOTBETCTBYET Uniform suspension passing through
TucnepcHOCTh the 710 pm sieve is formed
O6pasyeTcst OJHOPOAHAS CYCMEH3HS,
[IPOXOjiAlias Hepes CHTO C pPasMepoM
B oteepetnii 710 Mxm B

Remarks ; The Product conforms

to ND/

Ipumeuanne: [Tponykr cooreTcTBYeT Tpebosanusm HJT

Opinion : APPROVED
3axmouenne: OJIOBPEHO

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

IloaroToBnexo: /. M IIpoeepeHo:Pardeep Kumar Onobpeno: Menenxep /

Ramakant E ;LJ"" . Pykosogutens [\ T\ -
Of«—f Amit kumar | & il

Reprint Date: Reprint Date: Reprint Date:

Harta: 13.12.2022 Jata: 13.12.2022 Jara:13.12.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
W6yiann FOrrop®, Tabserku mucneprupyembie [ans aereii], 100 mr + 125 mr

Batch No / Cepua Ne : V2202490

Batch Quantity / O6bem naprun : 547.500kg

890001632623

Analytical Report No / AHa/uTHYecKkHii oTueT No :

Date of Analysis / JlaTa anann3a: 13.12.2022

Date of Manufacture / Jlata npon3sojctea : Nov-2022

Date of Expiry / Cpox roasocts : Oct -2027

Analysis performed according ND / Anajin3 1ipoBeien no HJi: TIN011252/02-041021

No Test / IToka3areab

Results / PesynbTaThl

Specification / Hopma

7 Related substances /
IPocTBeHHBIE IPHMECH

Method 1/ Meton 1 —
Determination of 4-Amino
Phenol content / OnpeneneHue
comepxaHus ConepKaHus
4-amuHO(MEHONA

Method 2 / Meton 2 —~
Determination of Ibuprofen
and Paracetamol unidentified
impurities / Ompeneneuue
HenACHTUGUIMPOBAHHBIX
npumeceii n6ynpodena u
napaneTamorna

0.001%

0.09%

0.09%

4-aminophenol (paracetamcﬁmpurity]

Y-amuropeHon (npumech
mapaueramona) - not more than
).005% / ue 6onee 0,005 %

Any individual unidentified impurity
of (ibuprofen or paracetamol)
Enuunynas HeuIeHTUPULUHPOBAHHAS
npumech nbynpodpera HIIH
mapalleTamona -

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

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

%

S [Microbial limits /

MuxkpobHosorauecxkast
HCTOTA

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

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

INot more than 1000 CFU/g/
He 6onee 1000 KOE/r

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

Remarks : The Product conforms to ND/
Tpumeuanue: IIpoxykT coorBeTcTBYeT Tpedosanusm HJT

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by /

Checked by /

IToaroToBneHo: ITpoeepeHo:Pardeep Kumar
Ramakant , f

Approved by: Manager/Executive /
Onobpeno: Menemxep /

Jara: 13.12.2022

I PyxoBoputens A
N Amit kumar f&“’/
Reprint Date: Reprint Date: Reprint Date: i

Hara: 13.12.2022

Tara:13.12.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Woyxans IOunop®, TabaeTku gucneprupyemsle [ais aereii], 100 mr + 125 mr

Batch No / Cepusi No : V2202490 Batch Quantity / O6nem naprun : 547.500kg
Analytical Report No / Ananurnueckuii oryer Ne : Date of Analysis / [laTa anannza: 13.12.2022
890001632623

Date of Manufacture / Jlata npon3soactsa : Nov-2022 |Date of Expiry / CpoK rogHocTH : Oct -2027
Analysis performed according ND / Anayus nposesen no HJI: 11 NO1 1252/02-041021

a) Total aerobic microbial |
count / Ob1ee 4UCIO
@9pOOHBIX MUKPOOPTaHH3MOB Absent Shall be absent in 1g / OtcyTcTBHE B 1
| r
b) Total combined yeasts and
mould count / Obiiee uncio
NPOXKIKEBBIX U MIECHEBBIX
rpu6oB
¢) E. coli |
9 Uniformity of dosage units / Acceptance value (AV) should be not
QaHOPOIHOCTR INIUPORAHUSA 1.3 more than 15.0 / Tlokaszarenns
npuemiaemocts (AV) nomkeH OBITh HE
- Ibuprofen / ubynpoden ' Gonee 15,0
Acceptance value (AV) should be nof
more than 15.0 / Ilokasatens
1.3 npriemieMocTn (AV) HOKeH ObITh He
i - Paracetamol / mapaueTamol tonee 15,0
10 Assay / KonnaecTBeHHOE 90.0 mg to 110.0 mg of Ci3His0;
onpeaenene (ibuprofen) per tablet /
100.9 mg /100.9 mr OT 90,0 mr no 110,0 mr Ci3His02
(ubynpoden) B Tabnerke
112.5 mg to 137.5 mg of CsHyNO;
125.5 mg/ 125.5 mr (paracetamol) per tablet /
Ot 112,5 mr po 137,5 Mr CsHoNO»
(napaueramon) B Tabnerke
Remarks : The Product conforms to ND/ Opinion : APPROVED
Tpumeuanue: [Ipoaykr cootseTcTByeT TpeboBaHusm HJ 3akaouenue: OJJOSPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroieHo: n/d- ITpoeepeHo:Pardeep Kumar Onobpeno: Meremxep /
Ramakant PR [ PyKoBOaMTENb =
- Amit kumar [&‘ P
Reprint Date: Reprint Date: Reprint Date: )
Hara: 13.12.2022 Hara: 13.12.2022 Jlara:13.12.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Woykann IOnuop®, Tabaerky gucneprupyembie [aas aeveii], 100 mr + 125 mr

Batch No / Cepua Ne : V2202490

Batch Quantity / O6bem napruu : 547.500kg

Analytical Report No / Anaaurnyeckuii oruer Ne : Date of Analysis / lata anann3a: 13.12.2022
890001632623

Date of Manufacture / Jlata npon3ssoactea : Nov-2022 |Date of Expiry / Cpox roguoctu : Oct -2027

Analysis performed according ND / Anaan3 nposenen no HJI: TT NO1 1252/02-041021

|11 Package / YnakoBka 10 tablets in PVC/AL blister. 2 blistcrsill 0 tablets in PVC/Al blister. 1, 2 or 20
and patient information leaflet in ablisters and patient information leaflet
carton pack. / ITo 10 Ttabnerok Bin a carton pack. / TTo 10 Tabnerok B
Gnuctep u3 [IBX/AL Tlo 2 Gm-m’reparﬁnum'ep u3 [BX/AL Ilo 1, 2 unu 20
BMECTE c HHCTPYKLMEH noONMCTEPOB BMECTE C NHCTPYKUMEN M0
) NPUMEHEHHUIO B NayKy KapToOHHYI0.  MPHMEHEHHIO B Na4Ky KapTOHHYIO.
12 Labeling / MapkupoBsKa According to ND. / B cootserctBuu ¢ HJI.
13 Storage conditions / In the original packaging (blister in carton pack) at temperature below 25°C.
Xpanenue
B opurMHanbHOM ynakoske (OnMcTep B nauke) Npy TEMIEpaType HE BbliLe
25 °C.
14 Shelf life / Cpok roanocti S years / 5 et
|
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [TponykT cootBeTcTBYeT Tpebosaiam HJT Zakmouenne: OJOBPEHO
Prepared by / \ Checked by / Approved by: Manager/Executive /
IloaroToBeHo: g{ w Iposepeno:Pardeep Kumar Onobpeno: Menemxkep /
Ramakant WA Pykosoautenb -\
y C Amit kumar [l" y
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