Dr.Reddy’s ":‘.

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

CEPTUDPUKAT AHAJTIU3A

www.drreddys.com

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
U6yknuH KOHUOP®, TabneTkun gucneprupyemble [aAna aeten], 100 mr + 125 mr

Batch No / Cepus Ne : V2101537

Batch Quantity / O6beM naptum : 547.500 KG

:890001547650

Analytical Report No / AHanutnyeckuit otyet Ne

Date of Analysis / [laTta aHanusa: 29.09.2021

2021

Date of Manufacture / lata npousBoacTea : Sep-

Date of Expiry / Cpok rogHocTu : Aug-2026

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

Ne  [Test/ [MokasaTenb Result / PeaynbTarh Specification / Hopma _
" Description / Onucanne ‘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.
Kpyrnble nnockounnuHapuyeckne  Kpyrnele NnockouunuHapuyeckme
TabneTkn po30BOro LBeTa ¢ TabneTkn poO30BOro LiBeTa C
BKpanaeHusMu, ¢ hackol 1 PUCKON BKpanneHuamMu, ¢ hackoi u puckoin Ha
Ha oA4HOW CTOpPOHE, OHOW CTOPOHE,
!_ C XapaKTepHbIM 3anaxom C XapaKTepHbIM 3anaxom
2 Identification / Complies as prescribed/ The retention time of the main peaks on |
NoanuHHOCTL B cooTBeTCTBUN C ONUCaHNEM 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 yaepXvBaHNs OCHOBHbIX MUKOB

Ha xpomaTorpamme NCnbLITyeMoro
pacTBopa AOMKHbI COOTBETCTBOBATH
BpeMeHaM yAep>KnBaHUa NUKOB Ha
XpoMaTorpaMmme pacTsopa CTaHAapTHbIX
obpasuyos ubynpodeHa n napauetamona
(pasgen «KonuyectBeHHoe
onpeaeneHne»)

Remarks : The Product conforms to ND/
Mpumeuanue: Mpoaykr cooTeTcTBYET TpeboBaHuam HI

Opinion : APPROVED
3akntoyeHue: OQOBPEHO

Prepared by /
NogroToBneHo:

Checked by /
MpoeepeHo:

Approved by: Manager/Executive /
OpobpeHo: MeHneaxep /

Darta:29.09.2021

[aTa:29.09.2021

Pardeep Kumar Himesh Kumar PykosoguTerb
= Pavan Kumar Sharma
e .
'—l/,’—
Print Date: Print Date: Print Date:

Oarta:29.09.2021

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:
CIN: L85195AP1984PLC004507
www.drreddys.com

mail@drreddys.com
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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

CEPTUDOUKAT AHAJTU3A

www.drreddys.com

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
N6yknuH FOHMOpP®, Tabnetkn aucneprupyemele [ans aeten], 100 mr + 125 mr

Batch No / Cepusa Ne : V2101537

Batch Quantity / O6em naptuu : 547.500 KG

:890001547650

Analytical Report No / AHanuTuyeckuii otyeT Ne

Date of Analysis / Jlata aHanu3a: 29.09.2021

2021

Date of Manufacture / Jata npouzBoacTBa : Sep-

Date of Expiry / Cpok rogHocTy : Aug-2026

Analysis performed according ND / Ananu3 nposefeH no HA: I N011252/02-021017

3 Average weight and
uniformity of weight /
CpenHsasa macca n
0JHOPOAHOCTb Macchl

364.7 mg/ 364.7 mr

Complies

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

4 Disintegration /
PacrniagaemocTb
5 Dissolution /
PacTtBOpeHue

00 Minute 40 seconds

Not more than 3 minutes /
He 6onee 3 MmuH

97-101%

96-101%

Not less than 70% (Q) of C13H150:2
(ibuprofen) after 30 min

Not less than 70% (Q) of CgHeNOy

(paracetamol) after 30 min /

He wmenee 70 % (Q)
(nbynpodbeH) yepes 30 MyH

He menee 70 % (Q) CsHsNO2
(napaueTtamon) Yepes 30 MUH

C13H1BOZ

6 Dispersibility /
[incnepcHocTb

Complies / CooTBeTcTBYeET

Uniform suspension passing through the
710 pum sieve is formed / ObpasyeTcs
oiHOpOAHas CycneHsus, npoxoasLlas

yepes cuTo ¢ pasmepom aveek 710 Mkm

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cooTBeTcTBYET TpeboBaHuam HI

Opinion : APPROVED
3akntovyedue: OQOBPEHO

Prepared by /
MNoaroToBneHo:
Pardeep Kumar

Checked by /
MpoBepeHo:
Himesh Kumar

—
—
Y

Approved by: Manager/Executive /
Opobpeno: MeHenxep /
PykoBoguTenb

Pavan Kumar Sharma

A
-1

T -

Print Date:

Oara:29 09 2021

Print Date:
1aTa:29.09.2021

Print Date:
Harta:29.09.2021

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: L85195AP1984PLC004507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATNN3A

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
www.drreddys.com

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
U6yknun FOHMop®, Tabnetku aucneprupyemele [ansa aetei], 100 mr + 125 mr

Batch No / Cepusa Ne : V2101537 [Batch Quantity / O6bem naptum : 547.500 KG

:890001547650

Analytical Report No / AHanutuyeckuii otyet Ne  |Date of Analysis / [lata aHanu3sa: 29.09.2021

2021

Date of Manufacture / lata npoussofacTea : Sep- |Date of Expiry / Cpok roaHocTu : Aug-2026

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

Related substances /
PopcTtBeHHbIE NpUMmecK

7_

i) Highest individual

eanHUYHas npumech
noynpocpeHa

impurity/ Nobas BDL (Disregard Limit 0.05%) i) Not more than 0.3% / He Gonee 0,3%

ii) Total impurities of
|Ibuprofen / Cymma BDL

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

A-amuHodeHon
(Nnpumech

: napaueTtamona)

8 Microbial limits /
Mukpobuornornyeckas
MuUcToTa

MUCNO a3pobHbIX
MUKPOOPraHn3moB

b)P-aminophenol b) Not more than 0.005% / He Gonee
(Paracetamol impurity) / 0.00002% 0,005 %.

a) Total aerobic Less than 100 CFU/g / Not more than 1000 CFU/g /
microbial count / ObLyee| Menee 100 KOE/r He 6onee 1000 KOE/r

Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanue: MNpogykT cooTseTcTBYET TPeboBaHUAM HI 3axkntoyenue: OOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
MoaroToBneHo: MposepeHo: OpobpeHo: MeHepxep /
Pardeep Kumar Himesh Kumar PykosoauTenb

Ci/ Qi/’—: Pavan Kumar Sharma

=3 o ’ :,fr/.v_:’_-—:_-l__/l__'___

Print Date: Print Date: Print Date:
Hata:29.09.2021 NaTa:29.09.2021 HaTa:29.09.2021
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CEPTUPUKAT AHAJTTU3A

www.drreddys.com

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
WGyknuH FOHMOP®, TabneTtkn aucneprupyemele [ana aeten], 100 mr + 125 mr

Batch No / Cepua Ne : V2101537

Batch Quantity / O6bem naptum : 547.500 KG

:890001547650

|Analytical Report No / AHanutuueckuin ot4yeT Ne

Date of Analysis / [laTa aHanusa: 29.09.2021

2021

Date of Manufacture / lata npousBoacTsa : Sep-

Date of Expiry / Cpok roaHocTth : Aug-2026

Analysis performed according ND / AHanus npoeeaeH no H[1: N N011252/02-021017

b) Total combined
easts and mould count
ObLwee vucno
POXOKEBBIX U
nnecHeBbIX rprboB

c) E. coli

9 Uniformi_ty of dosage

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

Absent in 1g / OTtcyTctByeT B 11

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

Shall be absent in 1g / OtcyTctBe B 11

units a) Acceptance value (AV) should be not
OpHopogHocTb 2.4 more than 15.0
n03npoBaHns MokazaTenb npvemnemocTu (AV)
a) - Ibuprofen/ \nomkeH 6bITb He Gonee 15,0
néynpodeH b) Acceptance value (AV) should be not
more than 15.0
MokasaTens npuemnemocty (AV)
b) Paracetamol / 2.6 noreH 6eiTe He Bonee 15,0
| napaueTtamorn _
10 |Assay/ 112.5 mg to 137.5 mg of CsHsNO2
KonwdecTBeHHoOE 123.2mg/123.2 mr (paracetamol) per tablet / Ot 112,5 mr oo
onpegeneHue 137,5 mr CgHsNO2

98.9 mg/98.9 mr

(napaueTamon) B TabneTke

90.0 mg to 110.0 mg of C13H1s02

(ibuprofen) per tablet /
-;OT 90,0 mMmr go 110,0 mr C13H1302
(nbynpodreH) B Tabnetke

Remarks : The Product conforms to ND/
MpumMeyanume: MNpoaykT cooTBeTCTBYET TPeboBaHuam HI

Opinion : APPROVED
3akntoyeHue: OQOBPEHO

Prepared by /
MoagrotoBneHo:
Pardeep Kumar

Checked by /
MpoBepeHo:
Himesh Kumar

—

Approved by: Manager/Executive /
Opo6peHo: MeHepxep /
PykosoguTens

Pavan Kumar Sharma

t."{.-\l"' e .

Print Date:

NaTa:29.09.2021

Print Date:
Hata:29.09.2021

Print Date:
JaTta:29.09.2021
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CERTIFICATE OF ANALYSIS

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

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

CEPTU®UKAT AHATTU3SA

www.drreddys.com

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
N6yknuH KOHMop®, TabneTkn aucneprupyemsole [ana geten], 100 mr + 125 mr

'Batch No / Cepusi Ne : V2101537

Batch Quantity / O6bem naptumn : 547.500 KG

|Analytical Report No / AHanuTuueckmi otyeT Ne

[:890001547650

Date of Analysis / [laTta aHanuza: 29.09.2021

|Date of Manufacture / [lata npousBoacTBa : Sep-

2021

Date of Expiry / Cpok rogHocTH : Aug-2026

|Analysis performed according ND / AHanus nposeaen no HA: M N011252/02-021017

11 Package / Ynakoska 10 tablets in PVC/AI blister. 2 10 tablets in PVC/Al 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 TabneTtok B 6nucTep
TabneTtok B Gnuctep n3 NMBX /Al. 3 MNBX /Al Mo 1, 2 nnn 20 Gnuctepos
Mo 2 6nucTtepa Bm BMECTE C MHCTPYKUMEN MO NPUMEHEHUIO
eCTe C HCTPYKUMER No B NAaYKy KapTOHHYIO.

- NPUMEHEHUIO B NaYKy KAPTOHHY!HO.
12  |Labeling / MapkupoBka |According to ND / B cooteeTcTBUM ¢ H]
13  Storage conditions / Protected from light at temperature below 25°C. / B 3awuileHHom oT cBeTa
XpaHeHune MecTe npu Temnepatype He Bbiwe 25 °C.
14 |Shelf life / Cpok 5 years / 5 net
roaHOCTU

Remarks : The Product conforms to ND/
MNpumevanue: MpoaykT cooTBeTCTBYET TpeboBaHnsam HI

Opinion : APPROVED
3akntovenue: OJOBPEHO

Prepared by /
NogroToBneHo:

Checked by /
MpoBepeHo:

Approved by: Manager/Executive /
OpobpeHo: MeHepxep /

Pardeep Kumar Himesh Kumar PykosoguTens
CJ’/—:‘ Pavan Kumar Sharma,

Print Date: Print Date: Print Date: -

[aTa:29.09.2021 HaTa:29.09.2021 Hata:29.09.2021
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