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

CEPTUD®UKAT AHAJIU3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
NeyknuH KOHnop®, Tabnetkn ancneprupyemoie [ana aereu], 100 mr + 125 mr

Batch No / Cepusa Ne : V2200076

Batch Quantity / O6bem naptuu : 547.500 KG

:890001570106, 890001570170

Analytical Report No / AHanuTuvyeckuin otyet Ne

Date of Analysis / lata ananu3sa: 29.01.2022

2022

Date of Manufacture / lata npousBogcTea : Jan-

Date of Exp

iry / Cpok rogHocTu : Dec-2026

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

Ne  Test/Mokasatens

Result / PesynbtaTh!

Specification / Hopma

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

with impregnations and a score-line
on one side and characteristic odor.
Kpyrnble nnockoUMnuHapuyeckme
TabneTkM po3oBoOro LBeTa ¢
BKpanneHmsamu, ¢ dackon U pUCKoi
Ha ofHOW CTOpoHE,

C XapaKTepHbIM 3anaxom

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

Kpyrnble nnockoumunuHapudeckme
TabneTkn po30BOro LBeTa
BKpanmneHnsaMu, ¢ hackon N pUCKon Ha
OLHOW CTOPOHE,

C XapaKTepHbIM 3anaxom

2 |Identification /
MNoannHHOCTL

|Complies as prescribed/
B cooTBeTCTBUY C ONUCAHMEM

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 yaep>xuBaHusi OCHOBHbLIX NMUKOB
Ha XxpomaTorpaMmme MCnbITyemoro
pacTBopa A4OSKHbI COOTBETCTBOBATL
BpeMEeHaM yAep>KMBaHUA MUKOB Ha
XpomaTtorpamme pacteopa CTaHAapTHLIX
obpasuos ubynpodeHa 1 napaveramona
(pasgen «KonuuectseHHoe

onpefeneHue»)

Remarks : The Product conforms to ND/

MpumeyaHwue: MNpoaykr cooteeTcTBYET TPEebOBaHMAM H

Opinion : APPROVED
3akntovenune: OJOBPEHO

Prepared by /
lMNoaroToBneHo:

Checked by /
MpoeepeHo:
Himesh Kumar

=

Approved by: Manager/Executive /
OnobpeHo: MeHepxep /

PykosoguTensb rf

Pawan Kumar

Ankit
>
Print Date:

Hata:29.01.2022

Print Date:
[Narta:29.01.2022

Print Date:
Harta:29.01.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
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CEPTU®UKAT AHATINSA
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'Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
NoyknuH FOHnMop®, TabneTku aucneprupyemsbie [ana gerteu], 100 mr + 125 mMr

Batch No / Cepus Ne : V2200076

Batch Quantity / O6bem naptuu : 547.500 KG

Analytical Report No / AHanutn4yeckunn ot4yet Ne
:890001570106, 890001570170

Date of Analysis / Jata aHanu3a: 29.01.2022

Date of Manufacture / lata npouszBoacTea : Jan-
2022

Date of Expiry / Cpok rogHocTu : Dec-2026

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

3 Average weight and
uniformity of weight /
CpeaHasa macca u
04HOPOAHOCTb Macchbl

364.2 mg/ 364.2 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
D/o)

118/20 tablets — NMT 5 % / 18/20 Tabn. —
He Gonee * 5 % 2/20 tablets — NMT 10 %
/ 2/20 Tabn. —He Gonee + 10 %

Not more than 3 minutes /
He 6onee 3 MyH

Complies
4 Disintegration / 00 Minute 37 seconds
_|PacnapgaemocTb
5 Dissolution / 101% - 103%
PacTtsopeHune

98% - 100%

:NOt less than 70% (Q) of C13H1302
(ibuprofen) after 30 min

Not less than 70% (Q) of CsHgNO;
(paracetamol) after 30 min /
EHe meHee 70 % (Q)
(nBynpodeH) Yepes 30 MuH
He menee 70 % (Q) CsHaNO2
(napauetamon) Yepes 30 MuH

Ci3H1804

6 Dispersibility /
ncnepcHocTb

Complies / CooTBeTCTBYET

Uniform suspension passing through the
710 pm sieve is formed / O6pasyeTcs
logHOpOAHaA cycneHsus, NpoxoaaLlas

yepes cUTo ¢ pasmepom aveek 710 MKm

Remarks : The Product conforms to ND/

MpumeuaHwue: MNMpogykr cooTBeTCTBYET TPebOBaHUAM HJ

Opinion : APPROVED
3akntoyeHue: OQOBPEHO

Checked by /
[poeepeHo:
Himesh Kumar

Prepared by /
MNoaroToBneHo:
Ankit

M

Approved by: Manager/Executive /
OpobpeHo: Mernenxxep /

Print Date:

JaTta:29.01.2022

Print Date:
[arta:29.01.2022

PykoBoavnTtens
S
Print Date:

Pawan Kumar
OaTa:29.01.2022

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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e

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
NoyknuH KOHMop®, TabneTku gucneprupyemble [ans geten], 100 mr + 125 mr

Batch No / Cepus Ne : V2200076

Batch Quantity / O0wem naptum : 547.500 KG

Analytical Report No / AHanutu4veckuin otyeT Ne
:890001570106, 890001570170

Date of Analysis / [lata aHanu3a: 29.01.2022

Date of Manufacture / JaTta npouzBoacTea : Jan-

Date of Expiry / Cpok rogHocTH : Dec-2026

2022

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

7 Related substances /
[PoacTBeHHbIE NpuMecu

i) Highest individual

4-amuHodheHonN
(Nnpynmecsk
napaveramona)

impurity/ JTiobas 0.05% i) Not more than 0.3% / He 6onee 0,3%
©AVHNYHasa npuMech

néynpodeHa

ii) Total impurities of

Ibuprofen / Cymma 0.1%

npymecen néynpodeHa 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 %.

3 Microbial limits /
Muxpobuonornyeckas
uucroTa

a) Total aerobic
microbial count / O6Lwee
HKUcno aspobHbIX
MUKPOOpPraHM3moB

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

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

Remarks : The Product conforms to ND/
MpumedaHue: MpoaykT cooTReTCTBYET TpeboBaHuam HL

Opinion : APPROVED
3akntotienune: OQOUBPEHO

Prepared by /
MoaroToBneHo:

Checked by /
MpoBepeHo:
Himesh Kumar

)

Approved by: Manager/Executive /
OpnobpeHo: Merepxep /
PykoeoauTens

Pawan Kumar /",}r

Ankit (
Print Date:

Hata:29.01.2022

Print Date:
Hata:29.01.2022

Print Date:
HaTa:29.01.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
MoyknuH FOHMop®, TabneTku aucneprupyemole [ans aeten], 100 mr + 125 mr

Batch No / Cepust Ne : V2200076

Batch Quantity / O6bem naptuu : 547.500 KG

:890001570106, 890001570170

Analytical Report No / AHanuTu4yeckuit ot4yeTt Ne

Date of Analysis / [lata aHanu3a: 29.01.2022

2022

Date of Manufacture / lata npouzBoacTBa : Jan-

Date of Expiry / Cpok rogHocTu : Dec-2026

[Analysis performed according ND / AHanu3 nposegeH no HI: 11 N011252/02-021017

b} Total combined '

yeasts and mould count '
ObLwwee 4ncno

I POMNCKEBBIX M

nnecHesbIX rpubdos

c) E. coli

Less than 100 éFU/g /
MeHee 100 KOE/r

Absent / OTcyTtctByeT

Not more than 100 CFU/g /

He 6onee 100 KOE/r

Shall be absent in 1g / OTtcytctBue B 11

9 Uniformity of dosage
units

OaHopoaHocTb
no3nMpoBaHms
a) - Ibuprofen/
nbynpodeH

b) Paracetamol /
napavueTtamon

10  |Assay/
KonnyecTtseHHoe
onpeaeneHune

21

1.7

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

[okaszaTtenb npuemnemocTty (AV)
imomkeH ObITb He Bonee 15,0

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

MokasaTens npuemnemocty (AV)
nomxeH ObITb He Gonee 15,0

124.9mg / 124.9mr

101.7 mg/101.7 mr

[112.5 mg to 137.5 mg of CsHoNO
((paracetamol) per tablet / Ot 112,5 mMr go
137,5 Mr CaHgNOz

(napaueTtamon) B TabneTtke

90.0 mg to 110.0 mg of C43H130;
(ibuprofen) per tablet /

OT 90,0 mr go 110,0 mr Ci3H450:
(nbynpodeH) B TabneTke

Remarks : The Product conforms to ND/
MNprmevanie: MpoaykT cooTB&TCTBY AT TRpaGousaHmAn | 11

Opinion : APPROVED
Jawmovenne. OJOGPEHO

Prepared by /
[NogroTosneHo:

Checked by /
MpoBepeHo:
Himesh Kumar

T

Approved by: Manager/Executive /
OpobpeHo: Meneaxep /
PykoBoguTtene

Pawan Kumar {

o

Ankit
(b
Print Date:

Harta:29.01.2022

Print Date:
HaTa:29.01.2022

Print Date:
HaTta:29.01.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
N6yknuH OHMOp®, TabneTkn aucneprupyemele [ans aeten], 100 mr + 125 mr

|Batch No / Cepusi Ne : V2200076 Batch Quantity / O6em naptuu : 547.500 KG
Analytical Report No / AHanuTuyeckui otuet Ne [Date of Analysis / lata ananusa: 29.01.2022

:890001570106, 890001570170
Date of Manufacture / [lata npoussogctBa : Jan- |Date of Expiry / Cpok rogHocTu : Dec-2026
2022
Analysis performed according ND / AHanus npoBegeH no HA: M N011252/02-021017

11 Package / YnakoBka 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. / o 10 TabneTok B 6Gnuctep
TabneTok B 6nuctep n3 NMBX /Al m3 MBX/ Al Mo 1, 2 vnn 20 Gnuctepos
Mo 2 6nucTepa Bm BMECTE C MHCTPYKLUMEN NO NPUMEHEHUIO
©CTe C VHCTPYKUMER No B NaYKy KaPTOHHYHO.

MPUMEHEHNIO B NaYvKy KAPTOHHYIO.

12 Labeling / Mapkupoeka According to ND / B cooteeTtctBumn ¢ HJ]

I — I — .
13  Storage conditions / Protected from light at temperature below 25°C. / B 3ayuilieHHOM OT cBeTa

XpaHeHue MecTe Npu Temnepatype He Bbile 25 °C.
14 Sheif life / Cpok 5 years / 5 net

roaHOCTU
Remarks : The Product conforms to ND/ Opinion : APPROVED
MpumevaHue: MNpoaykT cooTBeTCTBYET TpebGoBaHmam H/ 3akntovenue: OQOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
MoaroToBneHo: MpoBepeHo: OpobpeHo: MeHepxep /
Ankit Himesh Kumar PykosoanTens ;

GA/ oé’,—‘-} Pawan Kumar /%)V’

Print Date: Print Date: Print Date:
[Nata:29.01.2022 Dara:29.01.2022 [arta:29.01.2022
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