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CERTIFICATE OF ANALYS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

IS  Tel:+91 98166 56001-02

CEPTUDUKAT AHANTN3A

www.drreddys.com

[Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
N6yknuH KOHMOp®, TabneTku gucneprupyemeble [ansa getei], 100 mr + 125 mr

Batch No / Cepusa Ne : V2200080

Batch Quantity / O6em naptumn : 547.500 KG

:890001570430

Analytical Report No / AHanuTu4yeckumn otyeT Ne

Date of Analysis / lata aHanuza: 30.01.2022

2022

Date of Manufacture / laTta npousBogcTtsa : Jan-

Date of Expiry / Cpok ronHocTu : Dec-2026

Analysis performed according ND / Avanus nposeaeH no HA: 1 N011252/02-021017

Ne  [Test/[lokasatenb Result / PesynbTaTh! Specification / Hopma -

1 Description / Onucarune Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tablets with
with impregnations and a score-line impregnations and a score-line on one
on one side and characteristic odor. side and characteristic odor.
Kpyrnele nnockouunuHapuyeckme  [Kpyrnble nnockouunuHapuyeckme
TabreTkn po3oBOro LBeTa ¢ TabneTky po3oBOro LBeTa C
BKpanneHusamu, ¢ hacko U pUCKOR BKpanneHNAMU, ¢ hackoin u pUCKOA Ha
Ha oHOW CTOpOHE, 0LHOW CTOPOHE,
C XapaKkTepHbIM 3anaxom C XapaKTepHbIM 3anaxom

2 Identification / [Complies as prescribed/ The retention time of the main peaks on

[NognnHHOCTL

B CcoOoTBETCTBUK C onncaHnem

the chromatogram of the test solution
should correspond to the retention times
of the peaks on the chromatogram of
ibuprofen and paracetamol reference
istandards solution (section Assay)./
BpemeHa yaep)knBaHns OCHOBHbIX MUKOB
Ha XpoMaTorpamme UCMbITyeMoro
pacTeopa AOSKHbI COOTBETCTBOBATb
BpPEMEHAM YAEPXKUBAHMWS NNKOB Ha
XpomaTorpamme pacteopa CTaHAaPTHbIX
obpasuos nbynpodeHa 1 napauetamona
(pazgen «Konn4yecteeHHoe
onpeaeneHvey)

Remarks : The Product conforms to ND/
MpumevaHue: Mpoaykr cooTeeTcTBYET TpeboBaHnam HL

Opinion : APPROVED
3aknwoyenue: OQOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

HaTa:30.01.2022

fata:30.01.2022

[MonaroToBnEHo: [poBepeHo: OpobpeHo: MeHepxep /
Naresh Kumar @/ Himesh Kumar PykoBoguTens
— Manoj Kumar 7
— - W
Print Date: Print Date: Print Date:

Harta:30.01.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2300, Fax: +91 40 4800 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
N6yknuH KOHnop®, Tabnetkn aucneprupyemsie [ana geten], 100 mr + 125 mr

'Batch No / Cepua Ne : V2200080 Batch Quantity / O6em naptuu : 547.500 KG
Analytical Report No / AHanutuueckuit otyet Ne |Date of Analysis / flaTta aHanusa: 30.01.2022

:890001570430
Date of Manufacture / [lata npou3sopncTea : Jan- |Date of Expiry / Cpok rogHocTu : Dec-2026
2022
Analysis performed according ND / AHanu3 npoBegeH no HO: M N011252/02-021017

3 Average weight and 362.7 mg/ 362.7 mr 357.7 mg to 372.3 mg (365.0 mg 2.0 |
uniformity of weight / %) / 357.7 mr to 372.3 mr(365,0 mr + 2,0
CpepnHsas macca um %)

O04HOPOAHOCTb MAacChl 18/20 tablets — NMT 5 % / 18/20 1abn. —
He Bonee + 5 % 2/20 tablets — NMT 10 %
~ Complies / 2/20 Tabn. — He Gonee + 10 %

4 Disintegration / 00 Minute 41 seconds Not more than 3 minutes /
Pacnagaemoctb He Gonee 3 MuH

5 Dissolution / 101% - 103% Not less than 70% (Q) of C1zH1g02
PacteopeHne (ibuprofen) after 30 min

Not less than 70% (Q) of CeHiNO3
99% - 100% (paracetamol) after 30 min /

He meHee 70 % (Q) Ci3HieO4
(nBynpodheH) yepes 30 MuH

He meHee 70 % (Q) CeHsNO2
- R - o __(napauetamon) Yepes 30 MUH
6 Dispersibility / Complies / CooTBeTCTBYET Uniform suspension passing through the
ncnepcHoOCTb 710 pm sieve is formed / O6pa3syeTtcs
oAHOpoAHasA cycneHsuns, npoxoasllas
Yepes CUTO ¢ pasMepom sueek 710 MKm
Remarks : The Product conforms to ND/ Opinion : APPROVED
MpumeuaHune: MNpoaykr cooTBeTCTBYET TpebosaHmam HI 3akntovyeHue: OQOBEPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
MoaroToBneHo: MpoBepeHo: OpobpeHo: MeHepxep /
Naresh Kumar (v Himesh Kumar PykosoguTens
(7 . = Manoj Kumar : &I“()
\__“.______._——'
Print Date: Print Date: Print Date:
Hata:30.01.2022 HNata:30.01.2022 [aTa:30.01.2022
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'Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
NoyknuH KOHKop®, TabneTku gucneprupyemble [Ana geten], 100 mr + 125 mr

Batch No / Cepusa Ne : V2200080

Batch Quantity / O6bem naptuu : 547.500 KG

Analytical Report No / AHanuTu4decknini otyeT Ne
:890001570430

Date of Analysis / [lata aHanu3a: 30.01.2022

Date of Manufacture / Jata npousBoacTBa : Jan-
2022

Date of Expiry / Cpok rogHocTu : Dec-2026

Analysis performed according ND / AHanu3 npoBeaeH no HAl: 1 N011252/02-021017

Related substances /
PoacTtBeHHbIe npymech

i) Highest individual
impurity/ ITio6as
eOViIHUYHAasA NpUMECh
noynpodceHa

BDL (Disregard limit 0.05%) i) Not more than 0.3% / e 6onee 0,3%

ii} Total impurities of
Ibuprofen / Cymma
npumecen nbynpodeHa

BDL

]

i) Not more than 1.0% / He 6onee 1,0 %

b)P-aminophenol
(Paracetamol impurity) /
4-amunHodeHon
(npumech

napateTamona)

0.0002%

b) Not more than 0.005% / He Gonee
0,005 %.

Microbial limits /
Mukpobuonorndyeckas
HucToTa
a) Total aerobic
microbial count / ObLee
Mucno aspobHbIX
MMWKPOOPraHM3mMoB

7

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

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

Remarks : The Product conforms to ND/

Mpumevanwue: Mpoaykr cooteeTcTBYET TPebOBaHMAM HI

Opinion : APPROVED
3aknruyeHue: OQOBPEHO

Checked by /
MposepeHo:

Prepared by /
[NogrorosneHo:

Approved by: Manager/Executive /
Opobpero: MeHenxep /

NaTa:30.01.2022 [lata:30.01.2022

Naresh Kumar @‘ Himesh Kumar PykoBoguTens
(/“5:—//’3 Manoj Kumar , ; iwb/
Print Date: Print Date: Print Date:

HaTta:30.01.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
N6yknuH FOHMOp®, TabneTkn aucneprupyembie [ana aeteun], 100 mr + 125 mr

Batch No / Cepus Ne : V2200080

Batch Quantity / O6em naptum : 547.500 KG

:890001570430

Analytical Report No / AHanuTuuyeckui otuyeT Ne

Date of Analysis / lata aHanu3sa: 30.01.2022

2022

Date of Manufacture / flata npousBoacTsa : Jan-

Date of Expiry / Cpok rogHocTu : Dec-2026

\Analysis performed according ND / AHanus npoeegeHd no HL: I N011252/02-021017

b) Total combined
yeasts and mould count
O6uwiee yncno
PONOKEBBIX W
nnecHesbIX rpnboB

c) E. coli

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

Absent / OTcyTtcTBYeT

9 Uniformity of dosage
units

OaHopoaHOCTb
[0,031MpPOoBaRUA
a) - Ibuprofen/
nbynpodeH

b) Paracetamol /
~_|napaueTamon
Assay /
KonnyecTteeHHoe
onpeaeneHne

3.0

1.4

Not more than 100 CFU/g/

He 6onee 100 KOE/r

Shall be absentin 1g/ OtcyTctBne B 11

a) Acceptance value (AV) should be not
more than 15.0

MokasaTens npuemnemocTtu (AV)
\nomxkeH 6bITb He Gonee 15,0

b) Acceptance value (AV) should be not
more than 15.0

Mokasatent Nnpuemnemoctu (AV)
0oOMmKkeH obITb He bonee 15,0

126.1mg/ 126.1mr

102.8 mg/102.8 mr

112.5 mg to 137.5 mg of CgHgNO:
(paracetamol) per tablet / Ot 112,5 mr go
137,5 mr CgHgNO,

|(napaLLeTamon) B TabneTtke

90.0 mg to 110.0 mg of C3H1802
(ibuprofen) per tablet /

Or 90,0 mr go 110,0 mr Ci3Hs02
(uGynpodpen) B Tabnetke

Remarks : The Product conforms to ND/
MNpumeyvaHue: MNpoaykr cooTeeTcTBYET TPeboBaHNAM HJ

Opinion : APPROVED
3axknrouenune: OQOBPEHO

Prepared by /
MNoaroToBneHo:;

Checked by /
MpoBepeHo:

Approved by: Manager/Executive /
Opobpero: Menepxep /

[NaTta:30.01.2022

Jata:30.01.2022

Naresh Kumar Himesh Kumar PykoBoguTens
. o Manoj Kumar :‘ ;:zu»d.
s S T /
Print Date: Print Date: Print Date:

HaTa:30.01.2022
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel:+91 98166 56001-02
CEPTUPUKAT AHAJIN3A www.drreddys.com

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
Noyknun KOHUOp®, TabneTku ancneprupyemsie [Ansa geten], 100 mr + 125 mr

Batch No / Cepus Ne : V2200080 Batch Quantity / O6em naptum : 547.500 KG
Analytical Report No / AHanuTnuyecknin otyet Ne |Date of Analysis / [Jata aHanuza: 30.01.2022
:890001570430

'Date of Manufacture / lata npoussoacTsa : Jan- |Date of Expiry / Cpok roagHocTu : Dec-2026
12022

|Analysis performed according ND / AHanus nposegen no H: M N011252/02-021017

11

Package / Ynakoska
|

10 tablets in PVC/AI blister. 2 [10 tablets in PVC/AI blister. 1, 2 or 20
blisters and patient information blisters and patient information leaflet in a
leaflet in a carton pack. /o 10 carton pack. / Mo 10 TabneTtok B Gnuctep
Tabnetok B 6nuctep n3 NBX /Al. 3 MBX /Al Mo 1, 2 unu 20 6nuctepos

Mo 2 6nuctepa BM BMECTe C MHCTPYKLUMEN NO NPUMEHEHMIO
ecTe C UHCTPYKUMENn no B MaudKy KApTOHHYIO.
NPUMEHEHUIO B NaYKy KapTOHHYH).
12 |Labeling / Mapkuposka According to ND / B cootBeTcTBUmM ¢ H1
13  |Storage conditions/  |Protected from light at temperature below 25°C. / B 3alLMLLEHHOM OT CBeTa
XpaHeHne MecTe npu TeMmneparype He Bbiwe 25 °C.
14 [Shelf life / Cpok 5 years / 5 net
rogHocTn
Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeyanue: MNpoaykr cooTBeTcTBYET TpeboBaHuam HJ 3akniovyeHue: OQOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoarotoBneHo: [lpoBepeHo: OpobpeHo: MeHepxep /
Naresh Kumar Q‘ E: Himesh Kumar PykosoauTenb
5 Manoj Kumar ; ﬂ
Print Date: Print Date: Print Date:
HaTa:30.01.2022 HaTa:30.01.2022 Harta:30.01.2022
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