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 ; +91 98166 56001-02

CEPTU®UKAT AHAITU3A

www.drreddys.com

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
N6yknuH lOHNOP®, Tabnetku aucneprupyemsie [ana aeten], 100 mr + 125 mr

Batch No / Cepust Ne : V2101631

|Batch Quantity / O6em napTum : 547.500 KG

:890001550765

Analytical Report No / AHanuTuyeckuin otueT No

Date of Analysis / [laTta aHanu3sa: 18.10.2021

2021

Date of Manufacture / [lata npouzBogcTea : Sep-

Date of Expiry / Cpok rogHocTH : Aug-2026

Analysis performed according ND / AHanus nposenex no HL; 1 N011252/02-021017

Ne  Test/MokasaTens

Result / PesynbTarh!

Specification / Hopma

Description / Onucanve

Pink flat-faced beveled-edge tablets
with impregnations and a score-line
on one side and characteristic odor.
Kpyrnble nnockounnuHapuyeckne
TabneTkn po3oBoro LBeTa ¢
BKpanneHuamK, ¢ ackoi n puckoi
Ha 0gHOW CTOPOHeE,

C XapaKkTepHbIM 3anaxom

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

Kpyrnble nnockouynuHapuieckmne
TabneTkn po3oBoro LBeTa ¢
BKpanneHusmu, ¢ ackon u puckon Ha
OAHOW CTOPOHE,

iC XapaKTepHbIM 3anaxom

Identification /
MNoanunHHOCTL

Complies as prescribed/

B cooTBeTCTBUM C ONUcaHuem

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 yaepxnBaHns 0CHOBHbIX MUKOB
Ha xpomartorpamme UCNbITYEMOro
pacTeopa Jo/MKHbI COOTBETCTBOBATL
BpemMeHaM yaep>KMBaHUS NKOB Ha
XpomaTorpamme pactsopa CTaHAapTHbLIX
obpasLoB nbynpoceHa u napauertamona
.!(pasp,en «KonuyectseHHoe
onpegeneHne»)

_

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cooTBeTCTBYET TpebosaHmam HJ

Opinion : APPROVED
3aknoveHne: OQOBPEHO

Prepared by /
MNoaroTtosneHo:

Checked by /
MpoBepeHo:

Approved by: Manager/Executive /
OpobpeHo: MeHepxep /

Harta:18.10.2021

[aTa:18.10.2021

Rajeev Gandhi Himesh Kumar PykosoguTens
C}és'/_j Amit Kumar N
A.A -
Print Date: Print Date: Print Date:

HaTa:18.10.2021

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: L85195AP1984PLC0O04507
www.drreddys.com
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'Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
NoyknuH FOHMOP®, TabneTkn aucneprupyemole [ans aeten], 100 mr + 125 mr

Batch No / Cepusa Ne : V2101631 Batch Quantity / O6em naptumn : 547.500 KG

:890001550765

Analytical Report No / AHanutuvyeckuin otuet Ne |Date of Analysis / [lata aHanusa: 18.10.2021

2021

Date of Manufacture / Jlata npouzBoactea : Sep- |Date of Expiry / Cpok rogHocTu : Aug-2026

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

3 Average weight and 362.5 mg/ 362.5 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
CpepHsaa macca v %)
0AHOPOAHOCTL MacChbl 18/20 tablets = NMT 5 % / 18/20 Ttabn. —

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

I | Complies 2/20 Tabn. — He bonee + 10 %

4 Disintegration / 00 Minute 37 seconds Not more than 3 minutes /

| |PacnagaemocTb _ He 6onee 3 MuH

5 Dissolution / 98-101% Not less than 70% (Q) of C13H+0>
PacTBopeHne (ibuprofen) after 30 min

96-99% Not less than 70% (Q) of CgHgNO;
(paracetamol) after 30 min /
He mMeHee 70 % (Q) CisH04
(nbynpodeH) yepes 30 MuH
He meHee 70 % (Q) CsHgNO,
_ . (napauetamorn) Yyepes 30 MUH
6 Dispersibility / Complies / CooTBeTCTBYET Uniform suspension passing through the
AncnepcHoCTb 710 pm sieve is formed / O6pasyeTcs
OfHOPOAHAs CycneH3usl, NpoxoasLas
Hepes cuTo ¢ pasmepom adeek 710 Mkm
|

Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeyanue: Mpoaykr cooTBeTcTBYET TPeboBaHUAM H 3akoyeHue: OQOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
MNoaroToBneHo: MpoBepeHo: OnobpeHo: MeHepxep /
Rajeev Gandhi /T‘\, Himesh Kumar PykoBoguTens

\ ! o Amit Kumar 8N

A\ N P‘—’/
Print Date: Print Date: Print Date:
HaTa:18.10.2021 HaTta:18.10.2021 Jata:18.10.2021
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
W6yknuH FOHMOp®, Tabnetku aucneprupyemole [ans aeten], 100 mr + 125 mr

Batch No / Cepusi Ne : V2101631

Batch Quantity / Obem naptuu : 547.500 KG

:890001550765

Analytical Report No / AHanuTtuueckui otuyet Ne

Date of Analysis / lata ananu3sa: 18.10.2021

2021

Date of Manufacture / [lata npousBoacTtea : Sep-

Date of Expiry / Cpok rogHocTu : Aug-2026

Analysis performed according ND / AHanu3 npoBeget no HI: M1 N011252/02-021017

7 Related substances /
| PopcTeeHHble NnpuMec

i) Highest individual

4-amurHobeHon
(Nnpymech
napavueTamona) |
3 Microbial limits /
Mukpobuonoruyeckas
umucToTa

a) Total aerobic
microbial count / ObLLee
MUCNo aspobHbIX
MWKPOOpPraHu3mMoB

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

impurity/ Jlto6as 0.05% i) Not more than 0.3% / He 6onee 0,3%
enuHNYHasa NpuMech

nbynpodeHa

ii) Total impurities of

Ibuprofen / Cymma 0.1%

npumecen nbynpodeHa i) Not more than 1.0% / He 6onee 1,0 %
b)P-aminophenol . b) Not more than 0.005% / He Gonee
(Paracetamol impurity) / 0.0002% 0,005 %.

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

Remarks : The Product conforms to ND/
Mpumeyvanume: MNpopaykT cooTBeTCTBYET TpebosaHuam Hl

Opinion : APPROVED
3akntovyenue: OOBPEHO

Prepared by /
MoproTosneHo:
Rajeev Gandhi

Checked by /
[MpoeepeHo:
Himesh Kumar

e
N ~

Approved by: Manager/Executive /
OpobpeHo: Menegxep /
PykoBoauTensb

Amit Kumar | D
;’L:’/

Print Date:
DNata:18.10.2021

Print Date:
Hata:18.10.2021

Print Date:
[aTa:18.10.2021
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
NoyknuH FOHMOp®, TabneTkn ancneprupyemele [aAna aeten], 100 mr + 125 mr

Batch No / Cepusi Ne : V2101631

Batch Quantity / O6wem naptuu : 547.500 KG

:890001550765

Analytical Report No / AHanuTuveckuin otuyet Ne

Date of Analysis / [lata aHanu3a: 18.10.2021

2021

Date of Manufacture / [lJata npouseoacTtsea : Sep-

Date of Expiry / Cpok rogHocTu : Aug-2026

Analysis performed according ND / AHanus npoBeaeH no HA: ' N011252/02-021017

b) Total combined
yeasts and mould count
ObLwee yucno

I POMNOKEBbIX U
nnecHesbIX rpubos

c) E. coli

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

Absent in 1g/ OtcyTctBYyeT B 1t

9 Uniformity of dosage
units

OpaHopoaHoCTL
0,03UPOBaHUA
a) - lbuprofen/
néynpodeH

b) Paracetamol /
_ jnapaueTtamorn

10  Assay/
KonuuyectseHHoe

|
onpeneneHue

1.9

1.8

INot more than 100 CFU/g /

He 6onee 100 KOE/r

Shall be absentin 1g/ OtcytcTBe B 1 r1

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

NokasaTtenb npuemnemoctu (AV)
norkeH GbiTs He Gonee 15,0

b) Acceptance value (AV) should be not
more than 15.0 |
Mokasatens npuemnemoctn (AV)
non¥eH 6bITb He Bonee 15,0

124.1 mg/124.1 mr

99.9 mg/99.9 mr

112.5 mg to 137.5 mg of CsHgNO>
(paracetamol) per tablet / Ot 112,5 mr go
137,5 mr CsHgNO2

(napaueTtamon) B Tabnetke

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

Ot 90,0 mr go 110,0 mr Ci3Hs02
(ubynpocpeH) B TabneTtke |

Remarks : The Product conforms to ND/
MpumeuaHue: MNpoaykr cooteeTCcTBYET TPeboBaHUam HJ

Opinion : APPROVED
3akntoueHue: OOQOEBPEHO

Prepared by /
MoprotosneHo:

Checked by /
MpoBepeHo:

Approved by: Manager/Executive /
OnobpeHo: MeHegxep /

HOarta:18.10.2021

Oata:18.10.2021
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Product : lbuclin Junior, dispersible tablets (for children) 100 mg + 125
N6yknuH FOHMOP®, TabneTku Ancneprupyembie [ans getenl, 100 mr + 125 mr

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

CEPTUD®UKAT AHANIU3A www.drreddys.com

Batch No / Cepusi Ne : V2101631

Batch Quantity / O6bem naptuu : 547.500 KG

Analytical Report No / AHanutuyeckuit ot4eT Ne
:890001550765

Date of Analysis / [laTta ananu3sa: 18.10.2021

Date of Manufacture / lata npoussoacTBa : Sep-
2021

Date of Expiry / Cpok rogHocTu : Aug-2026

Analysis performed according ND / AHanus nposeaeH no HA: I1 N011252/02-021017

11 Package / YnakoBka 110 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 6nuctep
Tabrnetok 8 6nuctep ua MBX /Al m3 MBX /Al Mo 1, 2 unun 20 6nvcTtepos
Mo 2 6nucrepa Bm BMECTe C MHCTPYKLMEN MO NPUMEHEHWIO
eCcTe C MHCTpyKUMen no B NayKy KapTOHHYIO.

MPVMMEHEHUIO B NaYKy KapTOHHYH.
12 |Labeling / MapkupoBka According to ND / B cootBeTcTBUM ¢ H]]
13  Storage conditions / Protected from light at temperature below 25°C. / B sawjuuieHHOM OT cBeTa
XpaHeHne MecTe npu Temnepatype He Boilwe 25 °C.
14 Shelf life / Cpok 5 years / 5 net
rooHocTH

Remarks : The Product conforms to ND/
MpumeyaHue: MpoaykT cooTBeTCcTBYET TpeGoBaHUAM H

Opinion : APPROVED
3akntovyenune: OAOBPEHO

Prepared by /
MoarotoBneHo:

Checked by /
[MposepeHo:

Approved by: Manager/Executive /
Opobpero: MeHepxep /
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P Amit Kumar R
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