Dr.Reddy’s ":"

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 : 491 98166 56001-02

CEPTUDPUKAT AHATNN3A

www.drreddys.com

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
N6yknuH IOHKop®, TabneTkn gucneprupyemole [Ans geren], 100 mr + 125 mr

Batch No / Cepus Ne : V2200221

Batch Quantity / O6bem naptuu : 547.500 KG

Analytical Report No / AHanuTtnuyeckuin otyet No
1890001573466

Date of Analysis / Jata aHanusa: 15.02.2022

Date of Manufacture / JaTta npouseoacTea : Jan-
2022

Date of Expiry / Cpok rogHocTu : Dec-2026

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

Ne  Test/MNokasatens
[Description / Onncanne

[1

Result / PesynbtaTh!

Specification / Hopma

Pink flat-faced beveled-edge tablets
with impregnations and a score-line
on one side and characteristic odor.
Kpyrnble nnockoLmnnHgpuyeckmue
TabneTky po30BOro UBeTa ¢
BKpanseHmamm, ¢ hackoin n puckoin
Ha OOHOWR CTOpOHe,

C XapaKTepHbIM 3anaxom

impregnations and a score-line on one
side and characteristic odor.

Kpyrnble nnockouunurapuyeckue
TabneTku po3oBoro UseTa ¢
BKpanneHusimu, ¢ chackol U pUCKon Ha
OHOW CTOPOHE,

C XapaKTepHbIM 3arnaxom

Pink flat-faced beveled-edg_e tablets with |

Identification /
[NoonuHHOCTL

Complies as prescribed/
B cooTBETCTBUM C ONMCaHUEM

The retention time of the main peaks on
the chromatogram of the test solution
should correspond to the retention times
oof the peaks on the chromatogram of
ibuprofen and paracetamol reference
standards solution (section Assay)./
BpemeHa yaepXnBaHns OCHOBHBIX NUKOB
Ha XxpomaTorpaMmMe MUChbITYEeMOro
pacTBopa 4OSKHbI COOTBETCTBOBATH
BpEMeHaM YAEePKNBaHUS NUKOB Ha
XpomMaTorpaMmme pacTeopa cTaHgapTHbIX
obpasuos nbynpodeHa 1 napaueTamona
(paspen «KonuuecTtBeHHoe
onpeneneHve»)

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr cooTBeTcTByeT TpebosaHusm HY

Opinion : APPROVED
3aknouenune: O4QOBEPEHO

Prepared by /
[NoarotoBnexo:
Naresh Kumar

o

Checked by /
MpoeepeHo:
Himesh Kumar

_,‘_"‘-
.
.

Approved by: Manager/Executive /
OpobpeHo: Meremxep /
PykoBogutens (
Manoj Kumar At
Do

Print Date:
[ata:15.02.2022

Print Date:
HaTta:15.02.2022

Print Date:
Hata:15.02.2022

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: L85195AP1984PLC0O04507
www.drreddys.com
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Dr. Reddy’s Laboratories Ltd.

Formulation Unit-6

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CEPTU®UKAT AHAJIU3A
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
U6yknuH FOHMOP®, TabneTku aucneprupyemsbie [ans aeten], 100 mr + 125 mr

Batch No / Cepusa Ne : V2200221

Batch Quantity / O6bem naptum : 547.500 KG

Analytical Report No / AHanuTtuyeckuin otyet Ne
:890001573466

Date of Analysis / [laTta aHanusa: 15.02.2022

Date of Manufacture / [lata npou3soacTtea : Jan-
2022

Date of Expiry / Cpok roaHocTu : Dec-2026

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

3 Average weight and
uniformity of weight /
CpefHsas macca n
0AHOPOAHOCTE Macchl

362.5 mg/ 362.5 mr

Complies

357.7 mg to 372.3 mg (365.0 mg 2.0

%) / 357.7 wmr 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 1abn. — He Gonee + 10 %

4 |Disintegration /
PacnagaemocTb

00 Minute 44 seconds

Not more than 3 minutes /
He 6onee 3 MuH

5 Dissolution /
PacteopeHue

97% - 99%

98% -99%

Not less than 70% (Q) of C13H1502 .
(ibuprofen) after 30 min

[Not less than 70% (Q) of CngNOz‘
{(paracetamol) after 30 min /
He wmeHee 70 % (Q)
(n6ynpodeH) yepes 30 MuH
He meHee 70 % (Q) CsHgNO-
_(napaueTtamon) Yepes 30 MuH

C13H1802

6 Dispersibility /
ucnepcHoCTb

Complies / CooTBeTcTBYET

Uniform suspension passing through the
710 um sieve is formed / ObpasyeTtcs
OAHOPOAHAsA CyCcneH3us, NpoxoasaLLan
yepes cUTo ¢ pasmepom sveek 710 Mkm

Remarks : The Product conforms to ND/

Mpumeuanue: Npoaykr cooTeeTcTBYET TPpebOoBaHUAM HJ,

Opinion : APPROVED
3akntoueHue: OQOBPEHO

Checked by /
MpoeepeHo:
Himesh Kumar

Prepared by /
MoproTosneHo:
Naresh Kumar

'y

Lo W e

Approved by: Manager/Executive /
OpnobpeHo: Menenxep /

Pykosogutens
Manoj Kumar w

Print Date:
[arta:15.02.2022

Print Date:
[Narta:15.02.2022

Print Date:
Harta:15.02.2022
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CEPTUPUKAT AHATUSA
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
MoyknuH FOHMop®, TabneTkn ancneprupyemsie [Ana aetein], 100 mr + 125 mr

Batch No / Cepust Ne : V2200221

Batch Quantity / O6bem naptumn : 547.500 KG

Analytical Report No / AHanuTtuyeckuit otyet Ne

:890001573466

Date of Analysis / lata aHanuza: 15.02.2022

Date of Manufacture / [Jata npon3soacTBa : Jan-

2022

Date of Expiry / Cpok roaHocTu : Dec-2026

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

7 Related substances /
lPo,QCTBeHHbIe npumecy |

i) Highest individual

'lu‘mpurity/ JlioBas 0.08% i) Not more than 0.3% / He 6onee 0,3%
eanHuYHas NnpuMech

néynpodeHa

ii) Total impurities of

Ibuprofen / Cymma 0.1%

npumecei nbynpodeHa ii) Not more than 1.0% / He 6onee 1,0 %
b)P-aminophenol b) Not more than 0.005% / He 6onee
(Paracetamol impurity) / 0.0003% {0,005 %.

4-amuHoheHonN
(npnumeck
napauetamona)

8 Microbial limits /

Mukpobuonorvnueckas
ncroTa

a) Total aerobic

microbial count / Obwee

MUCIIo a3pobHbIX

MMWKPOOPraHu3mMoB

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

Not more than 1000 CFU/g /
He Gonee 1000 KOE/r

Remarks : The Product conforms to ND/
MNpumeyanwme: Npoaykr cooTBeTcTBYET TpebGoBaHuam H

Opinion : APPROVED
3aknwveHue: OQOBEPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

[aTa:15.02.2022

HNarta:15.02.2022

[MoaroToBneHo: MpoBepeHo: OpobpeHo: MeHegxep /
Naresh Kumar C Himesh Kumar PykosoguTerns - ﬁ
N —) = Manoj Kumar \J :
— . . J X icﬁt//
Print Date: Print Date: Print Date:

[ara:15.02.2022
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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 : +91 98166 56001-02

CEPTUPUKAT AHAITUSA

www.drreddys.com

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
U6yknuH FOHMOP®, TabneTkn aucneprupyemble [ansa geten], 100 mr + 125 mr

Batch No / Cepua Ne : V2200221

Batch Quantity / O6bem naptum : 547.500 KG

:890001573466

Analytical Report No / AHanutnyeckui otyeT Ne

Date of Analysis / [laTta aHanu3a: 15.02.2022

2022

Date of Manufacture / [Jata npon3BoacTBa : Jan-

Date of Expiry / Cpok rogHocTy : Dec-2026

Analysis performed according ND / Ananu3s nposegeH no HA: M N011252/02-021017

b) Total combined
/ O6Lee yncno
APOXOKEBbIX U
nnecHesbIX rpnbos

c) E. coli

easts and mould count

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

Absent / OTcyTcTByeT

9  |Uniformity of dosage

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

Shall be absent in 1g/ OtcytctBUE B 1T

units a) Acceptance value (AV) should be not
J OpgHopoaHOCTL 1.4 more than 15.0
\nosnpoBaHus Mokasatenb npuemnemocT (AV)
a) - [buprofen/ normKkeH BbITb He Gonee 15,0
néynpodeH b) Acceptance value (AV) should be not
more than 15.0
Mokazatenb npuemnemMocTtu (AV)
b) Paracetamol / 1.4 nomKkeH 6bITb He Gonee 15,0
napaueTamon -
10 |Assay/ 112.5 mg to 137.5 mg of CgHgNO,
KonuyecTteeHHoe 124.9mg / 124.9mr |(paracetamol) per tablet/ Ot 112,5 mr go
onpeneneHue 137,5 mr CgHsNO>

99.9mg/99.9 mr

(napauetamon) B TabneTke

|

90.0 mg to 110.0 mg of C13H1s0>
|(ibuprofen) per tablet /

Ot 90,0 mr go 110,0 mr Ci3H4s0;
!( noynpodeH) B TabneTtke

Remarks : The Product conforms to ND/
Mpumeuanue: Mpoaykr cooTBeTcTBYET TpebosaHuam HI

Opinion : APPROVED
3akniouenue: OQOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

Hara:15.02.2022

faTa:15.02.2022

MoaroTosneHo: [MpoBepeHo: OpobpeHo: MeHepxep /
Naresh Kumar @/ Himesh Kumar Pykosogutens -

= 1 =5 Manoj Kumar W
Print Date: Print Date: Print Date:

[arta:15.02.2022
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS Tel:+9198166 56001-02

CEPTU®UKAT AHANIU3A  www.drreddys.com

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
MoyknuH KDHMop®, TabneTtku aucneprupyemsoie [onsa aeten], 100 mr + 125 mr

Batch No / Cepus Ne : V2200221

Batch Quantity / O6bem napTtuu : 547.500 KG

Analytical Report No / AHanutu4yeckuit otyet Ne
:890001573466

Date of Analysis / [lata aHanu3a: 15.02.2022

Date of Manufacture / [lata npousBoacTtea : Jan-
2022

Date of Expiry / Cpok rogHocTu : Dec-2026

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

11

[Package / Ynaxoeka

10 tablets in PVC/AI blister. 2
blisters and patient information
leaflet in a carton pack. /Mo 10
Tabnetok B Gnnctep us MNBX / Al
Mo 2 GnucTtepa m

ecTe ¢ MHCTPYKUUWE Nno
NMPUMEHEHWIO B NAYKy KapPTOHHYIO.

10 tablets in PVC/AI blister. 1, 2 or 20
blisters and patient information leaflet in g
carton pack. / o 10 TabneTtok B 6nuctep
n3 MNMBX/ Al. Mo 1, 2 unu 20 6nuctepos
BMECTE C UHCTPYKLIMEN NO NPUMEHEHUID
B Nayky KApPTOHHYIO.

12

13

Labeling / Mapkuposka

Accofding to ND / B cootBetcTBum ¢ HL

Storage conditions /
XpaHeHue

Protected from light at temperature below 25°C. / B 3alWLLeHHOM OT cBeTa
MecTe Npy Temnepatype He Bbiwe 25 °C.

14

Shelf life / Cpok
rooHoCTH

5 years / 5 net

Remarks : The Product conforms to ND/
Mpumeyvanue: MNMpopykr cooTBeTCTBYET TPebOBaHUAM HL

Opinion : APPROVED
3aknoyenue: OOOEPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoproToBneHo: MpoeepeHo: Opobpero: MeHepxep /
Naresh Kumar @‘ Himesh Kumar PykosoguTens
il CA/,/.;*; Manoj Kumar &y ) _
Print Date: Print Date: Print Date:
Hara:15.02.2022 Hata:15.02.2022 HaTta:15.02.2022
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