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CERTIFICATE OF ANALYSIS

Dr. Reddy'’s Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CEPTU®UKAT AHATNTU3A

www.drreddys.com

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
NeyknuH KOHMop®, TabneTkn aucneprupyemole [ana aeten], 100 mr + 125 mr

Batch No / Cepusa Ne : V2101534

Batch Quantity / O6wem naptuu : 547.500 KG

:890001546317

Analytical Report No / AHanuTu4yeckui otyet Ne

Date of Analysis / JaTta aHanu3sa: 23.09.2021

2021

Date of Manufacture / lata npousBoacTea : Sep-

Date of Expiry / Cpok rogHocTu : Aug-2026

Analysis performed according ND / Ananus nposegeH no HA: M N011252/02-021017

Ne [Test/[lokasaTenb

Result / PesynbTatsl

Specification / Hopma_

1 Description / Onucaxue

Pink flat-faced beveled-edge tablets
with impregnations and a score-line
on one side and characteristic odor.
Kpyrnble naockounnnHapudeckne
TabneTkn po30BOro LBeTa ¢
BKpanneHuamu, ¢ dackor U pUcKomn
Ha OAHOW CTOPOHE,

C XapakTepHbIM 3anaxom

2 Identification /
[NognivHHOCTb

Complies as prescribed/
B cooTBeTCTBMU C ONMCaHUEM

Pink flat-faced beveled-edge tablets with
impregnations and a score-line on one
side and characteristic odor.

Kpyrnble nnockoumnuHapuyeckme
TabneTkn po30BOro LBeTa ¢
BKparnneHnsamu, ¢ ackon N puckomn Ha
OAHOW CTOpPOHE,

C XapaKTepHbIM 3anaxoMm .
The retention time of the main peaks 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)./ |
BpemeHa yaepxumBaHUsi OCHOBHbIX I'IVIKOB‘
Ha xpomaTtorpaMmme UCnbITYEMoro
pacTBOpa AOMKHBI COOTBETCTBOBATL
BpeMeHaM yaepXuBaHns NUKos Ha
XpomaTorpaMme pacTsopa CTaHAapTHbIX
obpasuoB nbynpodeHa n napaueTamona|
(pasgen «KonuuecTBeHHoE '

onpeneneHne»)

Remarks : The Product conforms to ND/ Opinion : APPROVED
MpumeyaHue: Mpoaykr cooTBeTcTByeT TpebosaHuam HJ 3akntouenune: OJOBEPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
MoaroToBneHo: { lMpoBepeHo: OpobpeHo: MeHepxep /
Pardeep KumaraL Himesh Kumar PykoBogutens
T - Amit Kumar -
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
NeyknuH FOHMop®, TabneTku aucneprupyemble [ana geren], 100 mr + 125 mr

Batch No / Cepusi Ne : V2101534

Batch Quantity / O6em napTtum : 547.500 KG

[:890001546317

Analytical Report No / AHanuTu4eckuin otuet Ne

Date of Analysis / [laTta aHanu3za: 23.09.2021

2021

Date of Manufacture / [JaTa npoussoacTsea : Sep-

Date of Expiry / Cpok rogHocTu : Aug-2026

Analysis performed according ND / AHanus npoeeaeH no HA: 1 N011252/02-021017

3 Average weight and
uniformity of weight /
CpepgHsas macca n

. 0A4HOPOAHOCTb Macchl

364.9 mg/ 364.9 mr

357.7 mg to 372.3 mg (365.0 mg 2.0 '
%) [ 357.7 mr to 372.3 mr(365,0 mr = 2,0
%)

18/20 tablets — NMT 5 % / 18/20 Ttabn. —
He bonee £ 5 % 2/20 tablets — NMT 10 %

[ _ - ~ Complies 2/20 Tabn. — He Gonee + 10 %
4 Disintegration / 00 Minute 37 seconds Not more than 3 minutes /
PacnagaemocTtb He 6onee 3 muH
5 Dissolution / 98-102% Not less than 70% (Q) of C13H102
PacTBopeHue (ibuprofen) after 30 min
97-100% Not less than 70% (Q) of CsHsNO:

(paracetamol) after 30 min /
He wmeHee 70 % (Q)
(MBynpodpeH) Hepes 30 muH
He menee 70 % (Q) CsHaNO2
(napaueTtamon) yeped 30 MUH

C13H1s02

6 [-Dispersibility /
lncnepcHocTb

Complies / CooTBeTCTBYET

Uniform suspension passing through the
710 um sieve is formed / ObpasyeTca

oaHopoAHaA cycneH3ns, npoxoaauian

yepes CUTOo € pasMepom sueek 710 MKm

Remarks : The Product conforms to ND/
Mpumeyvanue: NMpoaykr cooTseTcTBYET TPebosaHnam HL,

Opinion : APPROVED
3aknroveHue: OOQOBPEHO

Prepared by /
lNoarotoBneHo:

Checked by /
MpoBepeHo:

Approved by: Manager/Executive /
OpobpeHo: MeHenxep /

Harta:23.09.2021

Hara:23.09.2021

Pardeep Kumar Himesh Kumar PykoBoauTenb
( C,.L/ - Amit Kumar
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
NoyknuH FOHMop®, TabneTku aucneprupyemsbie [Ans getei], 100 Mr + 125 mr

Batch No / Cepusi Ne : V2101534

Batch Quantity / O6bem naptum : 547.500 KG

:890001546317

Analytical Report No / AHanutnuyecknit otyet Ne

Date of Analysis / lata aHanu3a: 23.09.2021

2021

Date of Manufacture / lata npouzBoacTea : Sep-

Date of Expiry / Cpok rogHocTH : Aug-2026

Analysis performed according ND / AHanus nposeaeH no HA: M1 N011252/02-021017

7  Related substances /
PoacTBeHHbIE NPUMECH

i) Highest individual
impurity/ JITtobas
€AVHWYHas npyMech
nbynpodeHa

BDL (Disregard Area 7048)

i) Not more than 0.3% / He Bonee 0,3%

i) Total impurities of
[buprofen / Cymma
npumecen ndynpodeHa

BDL

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

b)P-aminophenol
(Paracetamol impurity) /
4-amuHobeHON
(npumech
napauetamona)

8 Microbial limits /
Mukpobuonorunyeckas
MuUcToTa

a) Total aerobic
microbial count / ObLee
Hmeno a3pobHbIX
MWKPOOPraHn3mMoB

Not Detected

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

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

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

Remarks : The Product conforms to ND/
Npumeyanue: MNpogykT cooTBeTCcTBYET TPeboBaHuam HI

Opinion : APPROVED
3aknoyeHue: OOOBPEHO

Prepared by /
MoprotosneHo:

Checked by /
lMpoBepeHo:

Approved by: Manager/Executive /
OpobpeHo: MeHeaxep /

Pardeep Kumar Himesh Kumar PykosoguTens

(J __/_l/_;_ Amit Kumar Q -\y
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Product : lbuclin Junior, dispersible tablets (for children) 100 mg + 125
N6yknuH FOHMOp®, TabneTkun aucneprupyemsle [ansa aeren], 100 mr + 125 mr

'Batch No / Cepusat Ne : V2101534

Batch Quantity / O6beM naptum : 547.500 KG

1890001546317

Analytical Report No / AHanuTtu4yeckum ot4yeT Ne

Date of Analysis / [lata aHanusa: 23.09.2021

2021

Date of Manufacture / [lata npouzBogcTBa : Sep-

Date of Expiry / Cpok rogHocTH : Aug-2026

Analysis performed according ND / Avanus nposegeH no HA: M N011252/02-021017

b) Total combined
yeasts and mould count
O6Lee yncno

A POMOKEBbIX 1
nnecHeBbIX rprubos

c) E. coli

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

Absent in 1g/ OTcytctBYeT B 11

9 'Uniformity of dosage

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

Shall be absentin 1g/ OTcytctBue B 11

units a) Acceptance value (AV) should be not
OpaHopogHoCTb 1.7 more than 15.0 |
no3npoBaHus MNokasaTens npuemnemocTy (AV) '
a) - Ibuprofen / nomKkeH ObITb He 6onee 15,0
néynpodpeH b) Acceptance value (AV) should be not
more than 15.0
MNokasaTens npuemnemoct (AV)
b) Paracetamol / 1.7 oreH 6bITb He Bonee 15,0
napaueTamorn -
10  Assay/ 112.5 mg to 137.5 mg of CsHgNO,
KonuyectseHHoe 124.2 mg/124.2 mr (paracetamol) per tablet / OT 112,5 mr go
onpeaenexue 137,5 mr CsHoNO;

99.3mg/99.3 mr

(napauetamon) B TabneTke

900 mg to 110.0 mg of C13H1302
(ibuprofen) per tablet /

Ot 90,0 mr po 110,0 mr Ciy3H4sO
(nbynpodper) B Tabnetke

Remarks : The Product conforms to ND/ '
lMpumeyanue: MpogykT cooTBeTCcTBYET TPEbOBaHMAM H/

Opinion : APPROVED
3akntovyenue: OQOBPEHO

Prepared by /
MNoarotoBneHo:

Checked by /
MpoeepeHo:

Approved by: Manager/Executive /
OpobpeHo: MeHepxep /

Pardeep Kumar Himesh Kumar PykoBoguTenb
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'Batch No / Cepus Ne : V2101534

Batch Quantity / O6bem naptuu : 547.500 KG

:890001546317

Analytical Report No / AHanuTuueckuit otyet Ne

Date of Analysis / [laTa aHanu3za: 23.09.2021

2021

Date of Manufacture / lata npouzBoacTBa : Sep-

Date of Expiry / Cpok rogHocTH : Aug-2026
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11 Package / YnakoBka

10 tablets in PVC/AI blister. 2

_blisters and patient information

leaflet in a carton pack. / o 10
Tabnetok B 6nnctep us MNBX / Al
Mo 2 6nncTepa Bm

©CTe C MHCTPYKUMEN No
MPUMEHEHNIO B NaYKy KAPTOHHYIO.

12 |Labeling / Mapkuposka

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and patient information leaflet in a
carton pack. / [No 10 Tabnetok B 6nucTep
n3 NBX / Al. Mo 1, 2 unn 20 Gnuctepos
BMECTE C MHCTPYKUMENA NO MPUMEHEHUIO
B Ma4yky KapTOHHYHO.

According to ND / B cootetcTBIM ¢ HJL

13  Storage conditions /
' XpaHeHue

Protected from light at temperature below 25°C. / B 3awuweHHom oT ceeTa
MecTe rnpu Temnepatype He Bbiwe 25 °C.

14 Shelf life / Cpok
rogHocTu

5 years / 5 net

Remarks : The Product conforms to ND/
MpumeyaHue: MNMpoaykr cooteeTCcTBYET TPEebOBaHUAM H

Opinion : APPROVED
3akntouyenne: OQOBPEHO

Prepared by /
[MogroToBneHo:
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[1poBepeHo:
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