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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

CEPTUDUKAT AHATTU3A

www.drreddys.com

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

Batch No / Cepusa Ne : V2101529

Batch Quantity / O6em naptuu : 547.500 KG

Analytical Report No / AHanutnyeckun otyet Ne
1890001545069

Date of Analysis / [lata aHanu3sa: 17.09.2021

Date of Manufacture / flata npouzBoactea : Sep-
2021

Date of Expiry / Cpok rogHocTu : Aug-2026

Analysis performed according ND / AHanu3 npoBeneH no HA:

M N011252/02-021017

est / [NokasaTens Result / PGSyJ'ETaTbI

Specification / Hopma

_\'|2'

Description / OnucaHue Pink flat-faced beveled-edge tablets
with impregnations and a score-line
on one side and characteristic odor.
Kpyrnble nnockounnuHgpudeckue
TabneTku po30BOro LiBeTa ¢
BKpanneHusmu, ¢ hackoil N puUckoi
Ha 04HOW CTOPOHE,

C XapaKTepHbIM 3anaxom

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

Kpyrnble nnockouyunuHapudeckue
TabneTkn po3oBoro LseTa ¢
BKpanneHusamu, ¢ dbackor U pUckon Ha
iO,D,HOI71 CTOPOHe,

C XapakTepHbIM 3anaxom

Identification /
NoagnvHHOCTL

Complies as prescribed/
B cooTBeTCcTBUM C ONMCaHWeEM

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 yaepxusaHUs OCHOBHbIX MAKOB
Ha XpomaTorpamMmMe UCnbITYEeMOoro
pacTBopa [OSMKHbI COOTBETCTBOBATh
BpeMeHaMm yaepXXUBaHNS NMUKOB Ha
XpoMaTorpamMmme pacTsopa CTaHAAPTHBIX
obpasuos nbynpodeHa 1 napavetamona
[(pasgen «KonunyecTtseHHoe
onpeaeneHve»)

Remarks : The Product conforms to ND/
NpumeyaHue: MNpoaykr cooTBeTCTBYET TPeboBaHUAM HI

Opinion : APPROVED
3aknwovyenue: OQOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
MoaroToBNEHO: MposepeHo: OpobpeHo: Menepxep /
Pardeep Kumar Himesh Kumar Pykosogutenb .
s — Abhishek Chauhagf /
= - <A %
Print Date: Print Date: Print Date:
Hata:17.09.2021 Hata:17.09.2021 Hata:17.09.2021

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: L85195AP1984PLC0O04507
www.drreddys.com

mail@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
Tel : +91 98166 56001-02

CEPTUPUKAT AHANTNSA

www.drreddys.com

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
NeyknuH FOHMOp®, TabnetTku gucneprupyemole [Ansa aeten], 100 mr + 125 mr

Batch No / Cepusi Ne : V2101529

Batch Quantity / Obbem naptum : 547.500 KG

1890001545069

Analytical Report No / AHanuTudeckuim otyet Ne

Date of Analysis / [laTta aHanu3sa: 17.09.2021

2021

Date of Manufacture / lata npouseoacTtea : Sep-

Date of Expiry / Cpok rogHocTu : Aug-2026

Analysis performed according ND / AHanus npoBegeH no HA: I N011252/02-021017

3 Average weight and
uniformity of weight /
CpenHas macca u
OOHOPOAHOCTb Macchl

~ 364.6 mg/ 364.6 mr

Complies

357.7 mg to 372.3 mg (365.0 mg 2.0

%) [ 357.7 mrto 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 /

00 Minute 35 seconds

Not more than 3 minutes /

_ PacnagaemocTb He Gonee 3 MyH_
5 Dissolution / 99-103%
PactsopeHuve (ibuprofen) after 30 min
98-103%

Not less than 70% (Q) of C1aH140>

Not less than 70% (Q) of CszHaNO2
(paracetamol) after 30 min /

He wmenee 70 % (Q) CisH02
(nBynpodheH) 4yepes 30 MUH |
He meHee 70 % (Q) CsHaNO2
(napauetamon) Yyepes 30 MuH

6 Dispersibility /
NcnepcHoCTL

Complies / CooTBeTCcTBYET

Uniform suspension passing through the
710 pm sieve is formed / O6pasyeTcs
oQHOpOJHasA cycneHsus, npoxoasLlas
Hepes cUTo ¢ pasmepom syeek 710 MKM

Remarks : The Product conforms to ND/
Mpumevanue: Mpoaykr coorseTcTBYET TPebOBaHMAM HI

Opinion : APPROVED
3aknrouenue: OQOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

fara:17.09.2021

[ata:17.09.2021

lMogroToBneHo: MpoBepeHo: OpobpeHo: MeHepxep /
Pardeep Kumar Himesh Kumar PykosoguTens

Qf, (_—‘J”_’_/D Abhishek Chauha //
Print Date: Print Date: Print Date:

[ata:17.09.2021

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

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

CEPTUOUKAT AHAJTTU3A

www.drreddys.com

Product : Ibuclin Junior, dispersible tablets {for children) 100 mg + 125
NeyknuH KOHMop®, Tabnetkn aucneprupyemsie [ana netenl], 100 mr + 125 mr

Batch No / Cepua Ne : V2101529

Batch Quantity / O6em naptuu : 547.500 KG

:890001545069

Analytical Report No / AHanuTu4ecknin otuet Ne

Date of Analysis / [lata aHanuza: 17.09.2021

2021

Date of Manufacture / [lata npounsBoacTBa : Sep-

Date of Expiry / Cpok rogHocTu : Aug-2026

Analysis performed according ND / AHanus npoBegeH no HI: 1 N0O11252/02-021017

7 Related substances /
PofcTBeHHbIE MpuMecH

i) Highest individual

A-amnHodeHoN

(npumecsk
napauetamona)

8 Microbial limits /

MukpoBuonornyeckas

HucToTa

a) Total aerobic

microbial count / OBLee

MUCNO adpPOoBHbIX

MWKPOOPraHW3mMoB

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

impurity/ Jlrobas 0.06% i} Not more than 0.3% / He 6onee 0,3%
€AVHWYHas NpUMech

néynpodeHa

ii) Total impurities of

Ibuprofen / Cymma 0.1%

nprumeceit néynpodeHa ii) Not more than 1.0% / He Gonee 1,0 %
b)P-aminophenol |b) Not more than 0.005% / He Gornee
(Paracetamol impurity) / 0.00001% 0,005 %.

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

Remarks : The Product conforms to ND/
Mpumeuanue: [Npoaykr cooteeTcTBYET TpeboBaHuam HL

Opinion : APPROVED
3aknrouenue: OQOBPEHO

Prepared by /
[ToproToBneHo:

Checked by /
[TpoBepeHo:

Approved by: Manager/Executive /
OpobpeHo: MeHepxep /

IHarta:17.09.2021

Harta:17.09.2021

Pardeep Kumar . Himesh Kumar PykoBogunTenb
Abhishek Chauhari -
c:j_\T /
Print Date: Print Date: Print Date:

Hata:17.09.2021

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
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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

CEPTUD®UKAT AHATTU3A

www.drreddys.com

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
NEyknuH KOHKMOp®, TabneTku aucneprupyemole [Ansa aeten], 100 mr + 125 mr

Batch No / Cepua Ne : V2101529

Batch Quantity / O6bem naptuu : 547.500 KG

:890001545069

Analytical Report No / AHanuTnyeckuin otyeTt Ne

Date of Analysis / laTta aHanusa: 17.09.2021

2021

Date of Manufacture / [lata npousBoacTBa : Sep-

Date of Expiry / Cpok rogHocTu : Aug-2026

L

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

b) Total combined

yeasts and mould count

Y ObLyee yncrno
A pOMCKEBBLIX U

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

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

nnecHeBbIX rpubos
c) E. coli Absent in 1g/ OtcyTtctByeT B 1r  Shall be absent in 1g/ OtcyTctBue B 1 r
9 Uniformity of dosage i
units a) Acceptance value (AV) should be not
OpHopoaHoCTb 1.9 more than 15.0
[103UpOBaHUA MokasaTenb npuemnemoctu (AV)
a) - Ibuprofen / nomkeH ObiTb He 6onee 15,0
noynpodeH b) Acceptance value (AV) should be not
more than 15.0
MokazaTens npuemnemoctu (AV)
b) Paracetamol / 1.9 l[nonxeH 6bITb He Gornee 15,0
napaudeTtamon
10 Assay/ 112.5 mg to 137.5 mg of CeHgNO>
KonnyecteeHHoe 125.1 mg/125.1 mr (paracetamol) per tablet/ OT 112,5 mr go
onpeneneHne 137,5 mr CgHoNO:
(napaueTtamon) B TabneTke |

100.5 mg/ 100.5 mr

90.0 mg to 110.0 mg of C43H150> |
(ibuprofen) per tablet / ‘
Ot 90,0 mr pgo 110,0 wmr C13H1301

[(mbynpocheH) B Tabnetke

Remarks : The Product conforms to ND/
Mpumevanue: NMpoaykr cooTseTcTBYET TpeboBaHuam HI

Opinion : APPROVED
3aknwvenune: OQOBPEHO

Prepared by /

MogrotoBreHo:

Pardeep Kumar
[

-

Checked by /
MpoBepeHo:
Himesh Kumar

Approved by: Manager/Executive /
OpobpeHo: Meneaxep /
Pykosogutens
Abhishek Chauhan Z

/
L :
-

-

Print Date:
Nata:17.09.2021

Print Date:
[ata:17.09.2021

Print Date:
Hata:17.09.2021
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS IR L9BACE' 30001708

CEPTUOUKAT AHANMN3A

www.drreddys.com

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
N6yknuH FOHMop®, TabneTku aucneprupyemble [ans aeten], 100 mr + 125 mr

'Batch No / Cepus Ne : V2101529

Batch Quantity / Obwem naptuu : 547.500 KG

:890001545069

Analytical Report No / AHanutuyeckun otyeT Ne

Date of Analysis / Jata aHanu3a: 17.09.2021

2021

Date of Manufacture / [lata npouzsogcTBa : Sep-

Date of Expiry / Cpok rogHocTu : Aug-2026

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

11 . |Package / YnakoBka

10 tablets in PVC/Al blister. 2
blisters and patient information
leaflet in a carton pack. / Mo 10
Tabnetok B Grinctep s MNBX / Al.
Mo 2 6nucTtepa Bm
ecTe C UHCTpyKUMer no
NPUMEHEHUIO B NaYKy KAPTOHHYIO.

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and patient information leaflet in a
carton pack. / Mo 10 TabneTok B OnucTep
3 MBX / Al Mo 1, 2 unu 20 GrcTepos
BMECTE C MHCTPYKUMER NO NPUMEHEHUIO
B NauKy KAPTOHHYHO.

12 |Labeling / MapkupoBka

According to ND / B cootBeTcTBMM ¢ H]

13  Storage conditions /
XpaHeHue

Protected from light at temperature below 25°C. / B 3al1LeHHOM OT cBeTa
MecTe npy TeMmnepaTtype He Bbiwe 25 °C.

14 Shelf life / Cpok
rogHoCTU

5years /5 net

Remarks : The Product conforms to ND/
Mpumevanue: MNMpoaykT coorseTcTBYET TpeboBaHuam H

Opinion : APPROVED
3aknouenmne: OQOBPEHO

Prepared by /
MNogroroBneHo:
Pardeep Kumar

/L::/
P—

Checked by /
[MpoBepeHo:
Himesh Kumar

Approved by: Manager/Executive /
OpobpeHo: Menegxep /

Pykosogutens
Abhishek Chauhz /

Print Date:
Hata:17.09.2021

Print Date:
Hata:17.09.2021

Print Date:
HaTa:17.09.2021
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