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Page 1 of 5/ CTtp. 1135

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykamnn FOunop®, rabuerky gucneprupyemsie [aust aereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2201335

Batch Quantity

/ O6bem mapruu : 547.500kg

[890001602666

Analytical Report No / AHagnTHyeckuii oTyer Ne :

Date of Analysis / {ara ananusza: 21.07.2022

|Date of Manufacture / Jlata npoussozictsa : Jul-2022

Date of Expiry / Cpok roguocty : Jun-2027

IAnaIysis performed according ND / Anaauns nposesen mo HJI: I1N011252/02-041021

}Speciﬁ:ation_/ Hopma

Ne Test / llokazaTtean Results / PesynbTaThi
1 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)
one side and characteristic odor. / one side and characteristic odor. /
Kpyrneie riockoLHapHyecknelpyrisie MJIOCKOLMJTMHAPHUUECKHE
TabneTky ~ poO30BOrO  1Be€Ta  CTabNeTkH  pO30BOro  UBETa ¢
BKpanjeHusmMH, ¢ Gackod 1 PUCKOH HABKpaIIEHUAMH, ¢ hackoil i pUCKol Ha
OJHOH CTOPOHE,OAHOI] CTOPOHE,
C XapaKTepHbIM 3aM1aXO0M. C XapaKTEPHHIM 3aM1aXOM.
2 Identification / Complies as prescribed/ The retention times of the main pLJI\S-
| MoANHHHOCTD CooTeeTCcTBYET 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). / Bpemeﬂa
YICp/KIBAHUA OCHOBHBIX MHKOB HA
XpoMaTorpamme HCIBITYEMOTO
lpacTBOpa MOJDKHLI COOTBETCTBOBATH
BpeMeHaM YAepKHBAaHHA [MHKOB HA
Xpomarorpamme pacTeapa
cTaHAapTHBIX o0pasuoB nOynpodena
10 napateraMmona (paznen
«KonnuecTseHHOE OMpeae/eHnen»). |
Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpumeuanue: [Tpogykt coorBercTByeT TpeboBanusm HJT

Zakmoyenue: OJJOGPEHO

Hara: 21.07.2022

Prepared by / Checked by / Approved by: Manager;’]:m?i_utlve /
[ToarotosneHo: IIposepeHo: Opobpeno: Menemxep / | ——
Ankit @ Pardeep Kumar Pykosoautens

B Pavan Kumar Sharma
Reprint Date: Reprint Date: Reprint Date:

Jata: 21.07.2022

Hata:21.07.2022

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: L85195AP1984PLC0O04507
www.drreddys.com
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|Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Noyknun FOuuop®, rabaerku gucneprupyemsie [aas aerei], 100 mr + 125 mr

Batch Quantity / O6bem napruu : 547.500kg

[Batch No / Cepus Ne : V2201335
(Analytical Report No / Ananntuueckuii order Ne :

890001602666

Date of Analysis / {laTa ananuza: 21.07.2022

Date of Manufacture / Jata npouseogcrsa : Jul-2022

Date of Expiry / Cpok rogsocts : Jun-2027

Analysis performed according ND / Anasnn3 nposegen mo HJI: TTN011252/02-041021

0 Test / IToxazaTtenn

Results / PesyabTaTel

3 |Average weight of tablets /
Cpennsisi Macca TabJIeTOK

363.7 mg/ 363.7 Mr

Complies/cOOTBETCTBYET

Specification / Hopma
357.7 mg to 3723 mg (365.0 mg £

2.0 %). / Ot 357,7 mr o 372,3 mr
(365,0 mr £+ 2,0 %)

4 Disintegration /
PacmagaemMocThb

00 min:31 Seconds/00 muH 31Sec

b

Dissolution /
PacTBopeHne

96% to 99%

96% to 98%

Not more than 3 min /
He bonee 3 mun ]
iN'o{ less than 70% (Q) of C;:HuiO2
(ibuprofen) after 30 min /
He wmenee 70 % (Q) Cp:HisO
(ubynpoden) vepes 30 Mun
Not less than 70% (Q) of C:HoNO:
(paracetamol) after 30 min /
He wmenee 70 % (Q) CsHoNO;
(napauetamon) gepes 30 MiH

ispersibility /

|
]
rncnepmocn,

Complies / COOTBETCTBYET

Uniform suspension passing through
the 710 um sieve is formed
Obpa3syercst OJHOPOAHAA CYCNEH3Ms,
NpoXoslias Yepes CHTO ¢ pasMepoM
oTeepetiii 710 MKM

Remarks : The Product conforms to ND/
Ilpumeuanue: [TpoxykT coorBercrryeT Tpedosanusam HJT

Opinion : APPROVED
Zaknouenne: OJOBPEHO

Hara: 21.07.2022

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

I[ToAroToBNEHO: TIpoBepeHo: / Onobpeno: Menemxep/ [* |

Ankit @ Pardeep Kumar <~ PykoBonutens _r/l’ll
' Pavan Kumar Sharma

Reprint Date: Reprint Date: Reprint Date:

Hara: 21.07.2022

Hata:21.07.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykaun IORmOp®, TabjeTky gucneprupyemsie [1s gereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2201335

Batch Quantity / O6nem naprun : 547.500kg

890001602666

Ealytical Report No / AHanuTudecknii ordyer Ne :

Date of Analysis / laTa ananamsa: 21.07.2022

Date of Manufacture / Jlata npon3soactsa : Jul-2022

Date of Expiry / Cpok rogsoctu : Jun-2027

Analysis performed according ND / Ananu3 nposenen no HJI: ITNO1 1252/02-041021

Ne

Test / Iloka3zaTeanb

Results / PeayasraThl

Sp'eciﬁcatia / Hopma

] Related substances /
PoacTBeHHbIE IPUMECH

I'.Method 1/Merton 1 —
Determination of 4-Amino
Phenol content / Onpenenexye
COAepaHWsl CONePKaHNs
4-amuHO(eHONa

Method 2 / Meton 2 —
Determination of Ibuprofen
and Paracetamol unidentified
impurities / Onpenenexue
HEeUIEHTU(QULMPOBAHHBIX
npuMecei nbynpodena u
mapaueramosa

0.00004%

0.06%

0.06%

4-aminophenol (paracetamol impurity)

{
4-amMuHOEHON (npumecs
napaitietamona) - not more than

0.005% / ne 6onee 0,005 %

Any individual unidentified impurity
of (ibuprofen or paracetamol)
EquHnybas HenaeHTH(MHIIPOBaHHAs
npHMech ubynpodena Wi
napateraMora -

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% / ne 6onee 0.7

%o

8 Microbial limits /
MuKpoGHOJIOTHYeCKAs
HCTOTA

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

Less than 100 CFU/g/
Meuee 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: [IpoaykT cooTBeTCTBYeT TpeboBanuaM HJI

Opinion : APPROVED
Zaxmouenne: OJOBPEHO

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

[TogrorosneHo: IlposepeHo: ; Opnobpeno: Menemxep / n

Ankit (A _ Pardeep Kumar <>t_—/ PykoBoauTeb %
. Pavan Kumar Sharma

Reprint Date: Reprint Date: Reprint Date:

Hara: 21.07.2022 Hara: 21.07.2022 Hara:21.07.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6yknus FOnnop®, TaGueTky aucneprupyemble [ais aereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2201335

|Batch Quantity / O0bem DapTuu : 547.500kg

890001602666

Analytical Report No / AnaauTrndeckuii oraer Ne :

Date of Analysis / lata anammu3a: 21.07.2022

Date of Manufacture / JIata npon3soacrsa : Jul-2022

Date of Expiry / Cpok roasoctn : Jun-2027

Analysis performed according ND / Anasnu3 nposenen mo HJI: [T N011252/02-041021

;a) Total aerobic microbial
ount / Obee yucio

5pOGHBIX MUKPOOPraHU3MOB Absent Shall be absent in 1g / OtcyTcTBue B 1
r
) Total combined yeasts and
mould count / Ob1iee yucno
[TpOMOIKEBBIX U TINECHEBBIX
rpu6oB
|
c) E. coli
9 Uniformity of dosage units / Acceptance value (AV) should be not
OaHOPOAHOCTD X03MPOBAHHUS 1.3 more than 15.0 / llokasareins)
npuemaemocti (AV) pomked ObiTh He
- Ibuprofen / ubynpoden Gonee 15,0
Acceptance value (AV) should be nof
more than 15.0 / [Ilokasarens
' 1.3 rnpuemiemoctu (AV) nomkeH ObITh He
- Paracetamol / mapaueramon | ponee 15,0
|10 |Assay / KosinuecTBeHHOE 00.0 mg to 110.0 mg of C13His02
omnpeaeseHue (ibuprofen) per tablet /
Ot 90,0 MI' 4O 110,0 MI C13H1302
100.9 mg /100.9 mr (nbynpoden) B TabneTke

124.5 mg/ 124.5 mr

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

Ot 112,5 Mr go 137,5 mr CsHoNO>
(mapaueramon) B Tabretke

Remarks : The Product conforms to ND/
IIpumeuanue: [Iponykt cootBeTcTBYeT Tpebosanusam H/L

Opinion : APPROVED
3akmoyenue: OJJOBPEHO

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

[ToaroroeneHo: Iposepeno: ; Onobpeno: Menemxep / /)

Ankit @ Pardeep Kumar 2 o PyxoBomuTeis i
Pavan Kumar Sharma=

Reprint Date: Reprint Date: Reprint Date:

Hara: 21.07.2022 JHara: 21.07.2022 Jata:21.07.2022
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CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJINM3A

Page5of5/Crp. 5u35

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyiann IOunop®, Tabaerku aucneprupyemble [uis aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2201335

Batch Quantity / O6bem napruu : 547.500kg

890001602666

Analytical Report No / AHanuTudeckuii oryer Ne :

Date of Analysis / Jlata ananun3sa: 21.07.2022

Date of Manufacture / Jlara npou3ssogcrsa : Jul-2022

Date of Expiry / Cpox roanoetn : Jun-2027

Analysis performed according ND / Anasus nposenes no HJL: ITN011252/02-041021

11 Package / YnakoBka 10 tablets in PVC/Al blister. 2 b]islers‘ilo tablets in PVC/Al blister. 1, 2 or 20
and patient information leaflet in ablisters and patient information leaflet
carton pack. / I[lo 10 Tabnerox Lan a carton pack. / ITo 10 taGnerok B
onmerep w3 [IBX/AL Tlo 2 Gnncmpu:'inucTep u3 TIBX/AL Ilo 1, 2 unu 20

mecte c UHCTPYKLUHEH noOJIHCTEPOB BMECTE C UHCTPYKUMEH 110

[ NpHMEHEHITIO B MAYKy KAPTOHHYIO. l;npnmcnem-no B AYKY KAPTOHHYIO.

12 Labeling / MapkupoBKka |According to ND. / B coorercteun ¢ HJI.
|

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

XpaHeHue

B opuruHanbHOM ynakoBke (OnMcTep B Nauke) NPy TeMIepaType HE BbllIe
25 °C.

14 Shelf life / Cpok roaguocTs |5 years / 5 JeT -

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoxykT coorBeTcTBYeT TpeboBanusam H/T

Opinion : APPROVED
Sakawuenne: OJOBPEHO

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

[ToaroroBneHo: | [IposepeHno: )y Ono6peno: Menemxep / [/ o

Ankit CA ‘ Pardeep Kumar o— PyxoBoauTENb Cﬁ%f’”” |
- ) Pavan Kumar Sharma ~

Reprint Date: Reprint Date: Reprint Date:

Hara: 21.07.2022 Hata: 21.07.2022 JaTta:21.07.2022
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