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'Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yxaun IOuuop®, Tabaerkn qucneprupyemste s aereii], 100 mr + 125 mr

Batch No / Cepnsi Ne : V2201332

Batch Quantity / O6bem naptun : 547.500kg

890001601566

Analytical Report No / AnanuTuveckui oryer Ne :

Date of Analysis / JlaTta ananuza: 15.07.2022

Date of Manufacture / JaTa npon3soacTsa : Jun-2022

Date of Expiry

/ Cpok rogHocTh : May-2027

Analysis performed according ND / Ananu3s nposegen no HJ: ITN011252/02-041021

Ne Test / Iloka3aTenb Results / Pe3ybTaThl Specification / Hopma -

1 Description / Onucanue Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tablets
with impregnations and a score-line on;[with impregnations and a score-line on
one side and characteristic odor. / one side and characteristic odor. /
Kpyrnsie IUIOCKOLMIMHAPUHECKIEKpYrible  MIOCKOLMIMHAPHUYECKHE
raGjeTKd  pO30BOro  LBera  crabieTkn  po3oBoro  lBera ¢
BKparnneHusMHu, ¢ Gackoi 1 pHcKoil HABKpanieHHsaMH, ¢ Gackol U pUcKoi Ha
loiHOM CTOPOHE,OAHOI CTOpOHE,

| C XapaKkTepHbIM 3a1aXOM. C XapaKTEpHbIM 3aIaXOM.

2 [dentification / Complies as prescribed/ The retention times of the main peaks

UoaauHHOCTD CooTBETCTBYET 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
yAEpIKIBaHiisi OCHOBHBIX [MHKOB Ha
XpomarorpaMme HCTBITYEMOI0
pacTBOpa [OJUKHBI COOTBETCTBOBATH
BpEMEHAM YICp/KABAHMS [MHKOB Ha
XpoMaTorpaMme pacTeopa
cTaHIapTHBIX 00pasioB noynpodeHa
i napaleramona (paznen
«I{on1ecTBeHHOE ONpeaeneHHey).

Remarks : The Product conforms to ND/
IIpumeuanue: [Iponykr coorBeTcTBYeT Tpebosannam HJT

Opinion : APPROVED
3akiouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosseHo: IIpoBepeHo: P OnobpeHo: Menemikep /
Ramakant Qw Pardeep Kumar [ Pykoeomutens [\ .

= - Amit Kumar [ “ e
Reprint Date: Reprint Date: Reprint Date:
Jata: 15.07.2022 Hata: 15.07.2022 Jara:15.07.2022

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
Ho6ykann IOruop®, Tabaerky qucneprupyemble [aas aereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2201332

Batch Quantity / O6bem naprau : 547.500kg

890001601566

Analytical Report No / AHanuTH4Yeckuii oTyer Ne :

Date of Analysis / JlaTa aHaam3a: 15.07.2022

Date of Manufacture / laTta nponssojicrsa : Jun-2022

Date of Expiry / Cpox rognoctu : May-2027

Analysis performed according ND / Anaau3s nposegen mo HJI: ITN011252/02-041021

Ne Test / [lokazaTenn

Results / Pe3yabTaTsl

Specification / Hopma

3 Average weight of tablets /
Cpennsist Macea Ta0JI€TOK

4 Disintegration /
[PacniagaemocThb

J Dissolution /
PacTBOpeHue

361.4 mg/ 361.4 mMr

Complies/cOOTBETCTBYET

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 %)

00 min:37 Seconds/00 mun 37Sec

98% to 101%

98% to 101%

Not more than 3 min /

He 6onee 3 MuH

Not less than 70% (Q) of Ci3Hs0O:
'l{ibuprofen) after 30 min /

He w™menee 70 % (Q) CizHiyOs
(1bynpoden) uepes 30 MUH |
Not less than 70% (Q) of CsHoNO:
(paracetamol) after 30 min /

He wmenee 70 % (Q) CiHoNO4

(napaueramod) yepes 30 MUH

6 Dispersibility /
ucrnepcHOCTh

Complies / CooTBETCTBYET

Uniform suspension passing through
the 710 um sieve 1is formed
Obpaszyercs OIHOPOAHAS CYCIeH3H,
MpOXO/isiiiias Yepe3 CHTO C pasMepoM
TBRepcTHii 710 MKM

Remarks : The Product conforms to ND/
ITpumeuanue: [Iponykr coorseTcTBYeT Tpebopanusm HJJ

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBNeHO: \)}\ ITposepeHo: / Onobpeno: MeHemiep /
Ramakant @y&}/ Pardeep Kumar ____\\L____ PykoBoautens \ i

Amit Kumar T
Reprint Date: Reprint Date: Reprint Date:
Jata: 15.07.2022 Jara: 15.07.2022 Jarta:15.07.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HU6yxaun FOrnop®, TabjieTKH gucreprupyevole [nnst pereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2201332

Batch Quantity / O6bem napruu : 547.500kg

890001601566

Analytical Report No / AHanuTH4yeckHii oryer Ne :

Date of Analysis / Jlata ananusa: 15.07.2022

Date of Manufacture / Iata npon3Bo/jicTsa : Jun-2022

Date of Expiry / Cpok rogsoctu : May-2027

Analysis performed according ND / Anaaus nposesten mo HJL: [T N011252/02-041021

Results / Pe3yJibTaThi

Specification / Hopma |

No Test / HokasaTens
7 %elated substances /
PoncTBeHHbIE npuMecH
|

Method 1/ Meton 1 —
Determination of 4-Amino

COAEPIKAHWS CONEPIKAHUSA
“-amuHodeHona

Method 2 / Meton 2 —
Determination of Ibuprofen

impurities / Onpenenenue
HenIeHTHHUIMPOBAHHBIX
mpumeceit HOynpodeHa u

napaleTaMmona

Phenol content / Onpexnenesne

and Paracetamol unidentified

0.00004%

BDL (Disregard Limit 0.05%)

0.00004%

4-aminophenol (paracetamol impurity)
If

M-amMmuHOGEHON (opumech
napaneramona) - not more than
0.005% / ue 6o1ee 0,005 %
Any individual unidentified impurity
of (ibuprofen or paracetamol) /|
ExvHuudas HeuwAeHTUPUUUPOBaHHAS
pUMech ubynpodena uiy
napaleTramMora -

inot more than 0.2% / He 6onee 0,2%

Total impurities (Method 1+Method 2)

Cymma npumeceii (Merog 1 +Meron
2) - not more than 0.7% / He 6onee 0.7
%

_60|

Microbial limits /
MukpoGHOJI0rHIecKast
4HCTOTA

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 6onee 100 KOE/r

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoayxt coorBeTCTBYeT Tpebosanusm HJT

Opinion : APPROVED
Zaxmouenue: OJOBPEHO

Prepared by / |
[Moarorosinexo:(\

Checked by /
IIposepeHo:

Approved by: Manager/Executive /
Onobpeno: Menemxep /

JHara: 15.07.2022

Ramakant Pardeep Kumar —~f PyxoBoauTtenn \ A
' Amit Kumar i
Reprint Date: Reprint Date: Reprint Date:

Hata: 15.07.2022

Jarta:15.07.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yknun FOuuop®, TabiieTk aucneprupyemble [uus aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2201332

Batch Quantity / O6bem napran : 547.500kg

890001601566

Analytical Report No / AHaauTHuecknii oTyer Ne :

Date of Analysis / lata ananuza: 15.07.2022

Date of Manufacture / Jlata llpUlBBOﬂ_CTBa : Jun-2022

Date of Expiry / Cpok roanoctu : May-2027

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

é) Total aerobic microbial
count / ObLiee yucno
A3pOOHBIX MUKPOOPIaHU3MOB |

b) Total combined yeasts and
mould count / Ob1ee UKcIO
POMOKEBBIX W MIIECHEBBIX
[rpu6oB

c) E. coli

OaHOpPOAHOCTb JO3MPOBAHUSA

- Ibuprofen / u6ynpocden

- Paracetamol / mapaueramoi

9 Uniformity of dosage units / '

Absent

Shall be absent in 1g/ OtcyrcTBue B 1
-

1.5

1.4

Acceptance value (AV) should be not
more than 15.0 / [Ilokasarens
npueMiaeMocTd (AV) nomkeH ObITh He
fonee 15,0

Acceptance value (AV) should be not
more than 15.0 / Ilokazarenb
npuemaeMoctu (AV) omKeH ObITh He
conee 15,0

10 |Assay / KosinuecTBenHoe

onpegejeHue

101.0 mg /101.0 mr

123.3mg/ 123.3 mr

90.0 mg to 110.0 mg of C13H;302

(ibuprofen) per tablet /

Ot 90,0 mMr g0 110,0 mr C13H 1302
ubynpoden) B Tabnerke

112.5 mg to 137.5 mg of CsHyNO:
(paracetamol) per tablet /

Ot 112,5 mr go 137,5 mr CsHoNO»

(napaueramon) B TabneTKe

Remarks : The Product conforms to ND/
I pumeuanne: [IpoaykT coorsercTByeT Tpebosannam HJL

Opinion : APPROVED
3Zaxmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
nOﬂI‘OT{)BHEHOIW IporepeHo: Onobpeno: Menemsep /
Ramakant Pardeep Kumar | PykoBoauTenb e

Amit Kumar 1,l
Reprint Date: Reprint Date: Reprint Date:
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6ykann IOunop®, TabaeTku ancneprupyembie [1s aereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2201332

Batch Quantity / O6bem maptuu : 547.500kg

890001601566

Analytical Report No / AHanuTHdeckuif oT4der Ne :

Date of Analysis / JlaTa ananausa: 15.07.2022

'Date of Manufacture / HMara nponssoacraa : Jun-2022

Date of Expiry

/ Cpox rogaoctu : May-2027

Analysis performed according ND / Ananu3 nposegen no HJI: I1N011252/02-041021

11 |Package / YnakoBka 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. / [lo 10 TaGnetok Bin a carton pack. / ITo 10 Tabnerok B
omucrep u3 [IBX/AL TTo 2 Gaucrepabdnucrep u3z IIBX/AlL Tlo 1, 2 unu 20
BMecTe c HHCTpYKUuei MOOJHCTEPOB BMECTE C UHCTPYKLMEHN 110
| MPHMEHEHNIO B MAYKy KAPTOHHYK).  [IPHMEHEHHIO B NMAYKy KAPTOHHYHO.
12 Labeling / MapkupoBka \According to ND. / B coorserctBuu ¢ HJL.
' |
13 Storage conditions / In the original packaging (blister in carton pack) at temperature below 25°C..
Xpanenne
i B opuriHaisHoil ynakoske (O1UCTep B IauKe) NpU TEMIIEPATYpe HE BbILIE
25 °C.
14 Shelf life / Cpok roanoctn |5 years /5 ner

Remarks : The Product conforms to ND/
IIpumeuanue: [ponyxt coorBeTcTBYET TpebopanusaM HJI

Opinion : APPROVED
Zakmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: ITpoepeHo: Onobpeno: Menemxep /
Ramakant Pardeep Kumar ~—+— Pykosomutens | N

Amit Kumar | ° —
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