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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykann IOunop®, TabsieTku Jucneprupyemolie [ais aerei], 100 mr + 125 mr

Batch No / Cepus Ne : V2300447

Batch Quantity / O6bem naprnu : 547.500kg

890001653079

Analytical Report No / AHajqaTUYeCKHIH oT4eT Ne :

Date of Analysis / laTta ananuza: 31.03.2023

Date of Manufacture / JlaTa npoussoacrsa : Mar-2023

Date of Expiry / Cpok rognoctu : Feb-2028

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

Results / PesyabTaThl

|Speciﬁcation / Hopma

one side and characteristic odor. /
Kpyrnsie
rabneTkn po30BOrO  LBETa
o HOI

C XapaKTepHbIM 3aMaxOM.

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

mlocmmlmumpuqecxnel{pymue

one side and characteristic odor. /
TUTOCKOLMJIMHAAPHYECKHE

po3oBOrO  LBeTa ¢

crabnerkn

BKpaIIEHHsIMHU, ¢ packoit 1 PUCKON HABKpanneHuaMy, ¢ Gackoi U puckoi Ha
CTOPOHE.0AHOI

CTOpOHE,|
¢ XapaKTEepHbIM 3aMaXOM.

Ne Test / lloxazaTenn

1 Description / Onucanue
|

|

]

2 [dentification /

TloaTHHHOCTH

Complies as prescribed/
COOTBETCTBYET

[The retention times of the main peaks
Eon 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
VAEP)XMBaHUS OCHOBHBIX TMHKOB Ha
XpomaTorpamme UCITBITYEMOT'O
pacTBopa JOJKHBI COOTBETCTBOBATH
BpEMEHaM YJepXKMBaHMA MHKOB Ha
XpomarorpamMme pacTtBopa
CTaHAApTHLIX 00pasnoB HOynpodeHa
i napateramoa (pazmen
«KomiuecTBeHHOE ONpEIeNIeHUe»).

Remarks : The Product conforms to ND/
ITpumeuannue: [Ipoaykr coorseTcTBYeT TpeboBanksm HJ

Opinion : APPROVED-
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IoaroroeneHo: v IIpoBepeno: Pardeep Kumar Onobpeno: Menemxep /

Naresh Kumar < Qﬁﬂ_, PykoBoauTens AMIR Chauhan
Reprint Date: Reprint Date: Reprint Date: A

Jata: 31.03.2023 JHara: 31.03.2023 Jara: 31.03.2023

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: L85195AP1984PLCO04507
www.drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6ykann FOHuop®, TabieTky aucneprupyembie (1 aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2300447

Batch Quantity / O6bem napruu : 547.500kg

890001653079

Analytical Report No / AHanuTHYecKkni oTyeT Ne :

Date of Analysis / JlaTa ananu3za: 31.03.2023

Date of Manufacture / JaTa npou3Boacrsa : Mar-2023

Date of Expiry / Cpok roagaocts : Feb-2028

Analysis performed according ND / Anaan3 nposesien mo HJ/I: TI N011252/02-041021

Ne  [Test/ Iokasatenn

Results / PesyabraThl

Specification / Hopma

3 Average weight of tablets /
Cpennsisi Macca Tabj1eTOK

364.2 mg/ 364.2 MT

Complies/coOTBETCTBYET

357.7 mg to 372.3 mg (365.0 mg =
2.0 %). /Ot 357,7 Mr 1o 372,3 mr
(365,0 Mr £ 2,0 %)

4 Disintegration / 00 min:26 Seconds/00 mun 26 Sec Not more than 3 min /
Pacnagaemocth He 6onee 3 muH |

5 Dissolution / 97% to 101 % Not less than 70% (Q) of Ci3Hi30:
PacTBopenne (ibuprofen) after 30 min /

97% to 101%

He memee 70 % (Q) CiHizOs
(n6ynpoden) uepes 30 MuH
Not less than 70% (Q) of CsHoNO;
(paracetamol) after 30 min /
He wmenee 70 % (Q) CsHoNO,
(napaueramon) yepes 30 MuH

6 Dispersibility /
JlacepcHOCTh

Complies / CooTBETCTBYET

Uniform suspension passing throughl
the 710 um sieve is formed
OGpasyercst OHOPOAHAS CyCTICH3HA,
POXO/SIIAs Hepes CHTO ¢ pasMepoM
orsepeTiii 710 MkM

rl‘est / TlokazaTepb

PVe

Results /] Pe3_an>TaTu

IS_peﬁcaﬁon / Hopma

Remarks : The Product conforms to ND/
ITpumeuanue: [IpoaykT coorBeTcTBYeET TpeboBanusm HJL

Opinion : APPROVED
Zaknrouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHO: C‘( [Tposepeno: Pardeep Kumar Onobpero: Menemiep /

Naresh Kumar L < ol — PykoBoauTenb A&ish%k Chauhan
Reprint Date: Reprint Date: Reprint Date: )

Jata: 31.03.2023 Jara: 31.03.2023 Jara: 31.03.2023
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxnun FOuuop®, Tabaerku Aucneprupyembie [1is aereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2300447 Batch Quantity / O6vem mapruu : 547.500kg
Analytical Report No / AnaauTH4yecknii oraer Ne : Date of Analysis / laTa ananu3za: 31.03.2023
890001653079

Date of Manufacture / lata npoussoictsa : Mar-2023 |Date of Expiry / Cpox roanocru : Feb-2028

Analysis performed according ND / Ananu3 nposeaen mo HJL: T N011252/02-041021

7 Related substances / i—/t-aminophenol (paracetamol impurity) /
[PoncTBeHHBIE IPUMECH |4-aMHHO(1)eHOJI (npuMmech napayeTamona)
1 - not more than 0.005% / He 6onee 0,005
Method 1/ Meron 1 - 0.0001% %o
Determination of 4-Amino ' ’ |
Phenol content / Onpenenenue |Any individual unidentified impurity of]
CozepXKaHusl CoAepIKaHUs (ibuprofen or paracetamol) / Ennnuunas
4-amnHobeHONA HeueHTU QU pOBaHHAS TIPUMECH
nbynpodeHa Uiy napaueTamona -
Method 2 / Meton 2 — 0.07% not more than 0.2% / ne 6onee 0,2%
. [Determination of Ibuprofen |
| land Paracetamol unidentified Total impurities (Method 1+Method 2) /
I impurities / Onpeaenenne Cymma npumeceii (Metoa 1 + Meron 2) -
1 Heu1eHTH UL POBAHHBIX 0.07% not more than 0.7% / ne 6osnee 0.7 %
npuMeceii HOynpodena u
‘ napaLeramosa -
Remarks : The Product conforms to ND/ Opinion : APPROVED
IMpumeuanue: [Ipoaykt cooTeTcTBYET TpeboBanusm HJI 3axmouenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosinexo: &( ITpoBepeno: Pardeep Kumar Onobpeno: Menemsxep /
Naresh Kumar pe (1."[4___ PykoBoauTens A@-ishe}( Chauhan
Reprint Date: Reprint Date: Reprint Date: )
Jlara: 31.03.2023 JHarta: 31.03.2023 Jara: 31.03.2023
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykand IOuuop®, TabaeTkn gucneprupyemble [1as aereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2300447

Batch Quantity / O6bem nmaptuu : 547.500kg

890001653079

Analytical Report No / AnasuTudecknii oryer Ne :

Date of Analysis / laTa ananu3za: 31.03.2023

Date of Manufacture / /laTa npousBoacrsa : Mar-2023

Date of Expiry / Cpok rogHoctH : Feb-2028

Analysis performed according ND / Ananns nposeged no H/I: 11 N011252/02-041021

1 F\’Iicrobial limits /
Muxpo6uoioruyeckasi

YHCTOTA

a) Total aerobic microbial

count / Ob11iee uncno

A3POOHBIX MUKPOOPraHH3MOB |

b) Total combined yeasts and
mould count / O61uee ynucno
MPOXOKEBBIX U MIECHEBBIX ‘

Less than 100 CFU/g/
Meunee 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

rpu6os Shall be absent in 1g / OtcyTctBUEe B 1 T

i Absent

¢) E. coli

9 Uniformity of dosage units / Acceptance value (AV) should be not

OAQHOPOIHOCTH 103UPOBAHUSA more than 15.0 /
npueMieMoctd (AV) nomkeH OBITh HE

- Ibuprofen / ubynpoden 2.0 bonee 15,0
lAcceptance value (AV) should be not
more than 150 /
npueMneMoctd (AV) nokeH ObITh He

- Paracetamol / mapaueTamon 2.0 Honee 15,0

[Tokazarenk

ITokazaTtens

Remarks : The Product conforms to ND/
ITpumeyanue: ITpoaykxT cooTBeTCTBYET TpeboBanuam HJI

Opinion : APPROVED
3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotoBneHo: [IpoBepeHo: Pardeep Kumar Onobpeno: Menemwxep /

Naresh Kumar < PykosoauTens A@s-h,e%( Chauhan
Reprint Date: Reprint Date: Reprint Date: \

Jata: 31.03.2023 Hara: 31.03.2023 Jlarta: 31.03.2023
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxmnn FOunop®, TadaeTkn aucneprupyemeie [aas aereii], 100 mr + 125 mr

Batch No / Cepus Nv : V2300447

Batch Quantity / O6bem nmapruu : 547.500kg

890001653079

Analytical Report No / Anaaurudeckuii oryer Ne :

Date of Analysis / lata ananu3sa: 31.03.2023

Date of Manufacture / /laTa npoussoacrBa : Mar-2023

Date of Expiry / Cpok rognoctu : Feb-2028

Analysis performed according ND / Ananau3 nposeaen mo HJI: I1 N011252/02-041021

10 Assay / KontnuecTBenHOE 90.0 mg to 110.0 mg of Ci3H 502
onpejeaeHHe (ibuprofen) per tablet /
100.5 mg /100.5 mr Ot 90,0 mr g0 110,0 Mr C)3H 30>
(ubynpotpen) B TabneTke
112.5 mg to 137.5 mg of CsHyNO>
123.1 mg/ 123.1 mr (paracetamol) per tablet /
Ot 112,5 mr go 137,5 mr CsHyNO,
o (mapauertamornt) B Tabnetke
11 Package / YmakoBka 10 tablets in PVC/AI blister. 210 tablets in PVC/Al blister. 1, 2 or 20
blisters and patient informationblisters and patient information leaflet in |
leaflet in a carton pack. / ITo 10carton pack. / ITo 10 Tabnerok B 6aucTep)
rabnerok B 6aucrep us [1BX/Aljuz IIBX/AL Ilo 1, 2 umu 20 6auctepos
[lo 2 OGauctepa BMeCTE  CBMECTE C HHCTPYKUMEH IO IPUMEHEHHIO B
HHCTPYKLHEiT 10 NMPHUMEHEHHIO BNa4Ky KapTOHHYIO.
MayKy KapTOHHYIO.
12 Labeling / MapkupoBka IAccording to ND. / B cootBercTBun ¢ HJI.
13 Storage conditions / In the original packaging (blister in carton pack) at temperature below 25°C.
XpaHeHne
B opurvHaneHo# ynakoBke (6IMCTep B mavke) MpH TEMIIEPATYPE He BhIILE
25 °C.
14 Shelf life / Cpox ropnoctn |5 years / 5 net

Remarks : The Product conforms to ND/
IIpumeyanue: IIpoaykr cooTBeTcTBYET TpebGoBanusm HJ[

Opinion : APPROVED
3axmwuenne: OJOBPEHO

Prepared by /
IToaroroBneHo:
Naresh Kumar

Checked by /
IIposepeno: Pardeep Kumar

Approved by: Manager/Executive /

Onoopeno: Menemxkep /

PykoBoauTens Akhishfk Chauhan
==

Reprint Date:
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