Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHATTUSA

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
N6yknuH KOHMOp®, TabneTkn Ancneprupyemsoie [ans neten], 100 mr + 125 Mmr

Batch No / Cepusa Ne : V2101349

Batch Quantity / O6em naptum : 547.500 KG

1890001540441

Analytical Report No / AHanutuveckun otyet Ne

Date of Analysis / flata aHanu3sa: 20.08.2021

2021

Date of Manufacture / lata npoussoacTBa : Aug-

Date of Expiry / Cpok rogHocTu : Jul-2026

Analysis performed according ND / AHanu3 npoBeaeH no HA: N N011252/02-021017

Ne  [Test/Mokasarens Result / PesynbTtathbl Specification / Hopma -

1 Description / Onucanue |Pink flat-faced beveled-edge tablets|Pink 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.

Kpyrnble nnockouvnuugpudeckne  Kpyrnsie niockouunuHapuyeckue
| TabneTkn Po30BOro LiBeTa ¢ TabneTkn po3oBoro LUseTa
| BKpanneHnamu, ¢ hackoii u puckoi BxpanneHnamm, ¢ packoin n puckoin Ha
' Ha O4HOW CTOPOHE, 0JHOW CTOPOHE,
C XapaKTepHbIM 3anaxom C XapakTepHbIM 3anaxom
2 Identification / Complies as prescribed/ The retention time of the main peaks on

MoafIMHHOCTB

B cooTBeTCTBMN C ONMUCaHNEM

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)./
BpemMeHa yaepxunBaHUs OCHOBHbLIX NMUKOB
Ha XpoMaTorpamme UCrbITyemoro
pacTeopa A0SKHbI COOTBETCTBOBaTh
BpEeMeHaM yAepKUBaHUSA NNKOB Ha
XpoMaTorpaMmme pacTtBopa CTaHAapTHbIX
|06paalJ.0|3 nbynpodeHa n napauetamona
(pasaen «KonuuectseHHoe
npegeneHve»)

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cooTBeTCcTBYET TPebosaHuam HA

Opinion : APPROVED
3akntovyenue: OQOBPEHO

Prepared by /
[MoproToBneHo:

Checked by /
MpoeepeHo:

Approved by: Manager/Executive /
OpobpeHo: MeHegxep /

Pardeep Kumar Himesh Kumar PykoBoauTens
OP - — Abhishek Chauhan
. ! = —~ -
Print Date: Print Date: Print Date:
HaTa:20.08.2021 [arta:20.08.2021 Oara:20.08.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4906 2960, Fax: 91 40 4960 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAITU3A

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
W6yknun FOHMop®, TabneTkn aucneprupyemole [ans aeten], 100 mr + 125 mr

Batch No / Cepusa Ne : V2101349

Batch Quantity / O6eM naptuu : 547.500 KG

1890001540441

Analytical Report No / AHanuTuuyeckum otuet Ne

Date of Analysis / [lata aHanu3sa: 20.08.2021

2021

Date of Manufacture / lata npousBoacTea : Aug-

Date of Expiry / Cpok rogHocTu : Jul-2026

Analysis performed according ND / Ananus npoeegeH no HA: I N011252/02-021017

3 Average weight and
uniformity of weight /

| CpepgHsaa macca n
O4HOPOAHOCTL Macchl

363.8 mg/ 363.8 mr

Complies

(18/20 tablets — NMT 5 % / 18/20 Tabn. —

357.7 mg to 372.3 mg (365.0 mg 2.0
%) / 357.7 mr to 372.3 mr(365,0 mr + 2,0
0/0)

He Bonee + 5 % 2/20 tablets — NMT 10 %
2/20 Tabn. — He bonee + 10 %

4 Disintegration /

00 Minute 38 seconds

Not more than 3 minutes /

PacnapgaemocTb He 6onee 3 MuH
5 Dissolution / 99-102% Not less than 70% (Q) of C13H1502
PacTtsopeHune (ibuprofen) after 30 min
99-102% Not less than 70% (Q) of CgHsNO3

(paracetamol) after 30 min /

He wmeHee 70 % (Q)
(wbynpoden) yepes 30 MuH

He meHee 70 % (Q) CsHoNO:2
(napaueTtamon) 4epes 30 MUH

(:13H‘18()?_i

|

Dispersibility /
[ucnepcHocTb

Complies / CooTBeTCTBYET

Uniform suspension passing through the
710 pm sieve is formed / OBbpasyeTcs
0IHOPOAHAas CycrneHans, npoxoasLlas
yepes cuTo ¢ pasmepom siueek 710 Mkm

Remarks : The Product conforms to ND/
Mpumeyanue: Mpogykt cooTeeTcTBYET TPebOBaHMAM HI

Opinion : APPROVED
3akntoyenue: OQOBPEHO

Prepared by /
MNoaroToBNEHO:

Checked by /
MpoBepeHo:

Approved by: Manager/Executive /

OpobpeHo: MeHegxep /
Pardeep Kumar Himesh Kumar Pykosogutens
4 Q\)—’/_:’ Abhishek Chauhan /
[ i . f =
&
Print Date: Print Date: Print Date:
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Dr.Reddy’s ‘,’.

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAITU3SA

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
W6yknuu FOHMOp®, TabneTku pucneprupyemsie [ana aetei], 100 mr + 125 mr

‘Batch No / Cepust Ne : V2101349

Analytical Report No / AHanuTuyeckuin otyeT Ne
1890001540441

Date of Manufacture / [lata npousBoacTea : Aug- |Date of Expiry / Cpok rogHocTtH : Jul-2026
2021
Analysis performed according ND / AHanun3 nposegeH no HA: M1 N011252/02-021017

Batch Quantity / O6em naptuu : 547.500 KG
Date of Analysis / [lata aHanu3sa: 20.08.2021

7 !_Relate_d substances /
PoAcTBEHHbIE NpUMecHh

i) Highest individual
impurity/ Jltobasn
eoVHNYHasA NpUMech
nbynpodeHa

0.07% i) Not more than 0.3% / e 6onee 0,3%

ii) Total impurities of
Ibuprofen / Cymma 0.1%
npumecen ubynpodeHa

b)P-aminophenol
(Paracetamol impurity) /
4-amuHohbeHon
(npumech
napaueTtamona)

8 Microbial limits /
Mukpoburonornyeckas
HucToTa

a) Total aerobic
microbial count / Obuwee
MUCNO a3pOBHbIX
MWKPOOPraHU3MOoB

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

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

0.0002%

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

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

Opinion : APPROVED
3akniovyeHune: OQOBPEHO

Remarks : The Product conforms to ND/
Mpumeuanue: MpogykT cooTeeTcTBYET TpeboBaHuam HA

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

[MoaroToBneHo:
Pardeep Kumar

MpoBepeHo:
Himesh Kumar

,:,\_j,/Q

~

OpobpeHo: Merepxep /
PykoBoguTtens | ?
Abhishek Chauhan I,) 3
i
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Print Date:
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Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A

[Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
MéyknuH KOHMop®, TabneTkn gucneprupyemsie [ana peten], 100 mr + 125 mr

Batch No / Cepus Ne : V2101349

Batch Quantity / O6bem naptuu : 547.500 KG

:890001540441

Analytical Report No / AHanutuuyeckui otyeT Ne

Date of Analysis / lata aHanu3a: 20.08.2021

2021

Date of Manufacture / lata npou3ssoactsa : Aug-

Date of Expiry / Cpok rogHocTH : Jul-2026

|Analysis performed according ND / AHanu3 nposefet no HA: I N011252/02-021017

b) Total combined
yeasts and mould count
O0Lwee yncno
APONOKEBLIX U
nnecHeBbIX rpubos

c) E. coli

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

Absent in 1g/ OtcyTcTByeT B 11

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

Shall be absent in 1g/ OTcyTctBue B 11

9 Uniformity of dosage

units a) Acceptance value (AV) should be not
OpHopogHoCTb 2.9 more than 15.0
03UpoBaHnA MokazaTens npuemnemocTu (AV)
a) - lbuprofen/ momkeH bbiTe He 6Gonee 15,0
néynpodpeH b) Acceptance value (AV) should be not
more than 15.0
MokasaTtens npuemnemoct (AV)
b) Paracetamol / 2.9 nomkeH 6elTe He 6onee 15,0
napaueTamon
10 |Assay/ [112.5 mg to 137.5 mg of CgHgNO>
KonudyecteeHHoE 124.7 mg/ 124.7 mr (paracetamol) per tablet / Ot 112,5 mr no
lonpeaeneHne 137,5 mr CsHgNO»

100.0 mg/100.0 mr

(napaueTtamon) B Tabnetke

90.0 mg to 110.0 mg of C13H1502
(ibuprofen) per tablet /

Or 90,0 mr go 110,0 mr Ci3H1s02
(nBynpocheH) B TabneTtke

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cooTeeTcTBYET TpeboBaHusm H

Opinion : APPROVED
3aknouenune: OQOBPEHO

Prepared by /
MNoaroToBneHoO:

Checked by /
MposepeHo:

Approved by: Manager/Executive /
OpoGpeHo: MeHepxep /

[ata:20.08.2021

[lata:20.08.2021

Pardeep Kumar Himesh Kumar PykosoguTenb
= Cj——l/—: Abhishek Chauhan A _
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Dr.Reddy’s Q;

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHATIU3A

|Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
U6yknuH KOHMop®, TabneTkn aucneprupyemeie [ans aeteu], 100 mr + 125 mr

'Batch No / Cepus Ne : V2101349 Batch Quantity / O6bem naptuu : 547.500 KG

1890001540441

Analytical Report No / AHanuTuyeckuit otyeT Ne  [Date of Analysis / [lata aHanu3a: 20.08.2021

2021

Date of Manufacture / [lata npoussoacTtea : Aug- |Date of Expiry / Cpok roaHocTtu : Jul-2026

Analysis performed according ND / AHanu3 nposeaeH no HA: 1M N011252/02-021017

11 |Package / YnakoBka

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. /Mo 10 carton pack. / Mo 10 Tabnetok B 6riuctep
Tabnetok B Gnnctep us NBX /Al m3 MBX /Al Mo 1, 2 unu 20 6nuctepos
Mo 2 GnucTtepa Bm BMECTE C MHCTPYKLUMEN MO NPUMEHEHUIO
ecTe C MHCTPYKLMen no B Na4Ky KapTOHHY!O.

NPUMEHEHUIO B NaYKy KAPTOHHYK. |

12 Labeling / MapkvipoBka

According to ND / B cooteeTtctBumn ¢ H]

13  Storage conditions /
XpaHeHuve

Protected from light at temperature below 25°C. / B 3awuieHHom ot ceeTa
MecTe npu TemnepaTtype He Bbiwe 25 °C.

14 Shelf life / Cpok

5 years / 5 net

L __J

roAHOCTN

Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeyvanwue: Mpoaykr cooTeeTcTByeT TpebosaHusam H 3akntoyenune: OQOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
MoaroToBneHo: [MposepeHo: OpobpeHo: MeHemxep /
Pardeep Kumar Himesh Kumar PykosoguTens |
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