Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATTU3A

'Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
NeyknuH FOHMop®, TabreTkn ancneprupyemele [Ansa aeten], 100 mr + 125 mr

Batch No / Cepusa Ne : V2101630

Batch Quantity / O6bem naptuu : 547.500 KG

1890001550764

Analytical Report No / AHanuTtnyeckuii otueT Ne

Date of Analysis / lata ananusa: 18.10.2021

2021

Date of Manufacture / JaTta npousBoacTtBa : Sep-

Date of Expiry / Cpok roaHocTu : Aug-2026

Analysis performed according ND / AHanu3s nposeaeH no HA: 1 N011252/02-021017

Test / NokazaTenb

Result / PeaynbTaTth!

Specification / Hopma

_\2‘
(=]

Description / OnucaHue

Pink flat-faced beveled-edge tablets
|L/vith impregnations and a score-line
on one side and characteristic odor.
Kpyrnsle nnockouunuHgpunyeckne
abneTky po30BOro LpeTa ¢
BKpanneHnsamu, ¢ hackomn n puckomn
Ha ofHoW CTOpOHe,
C XapaKTepHbIM 3anaxom

Identification /
MNoanWHHOCTL

[Complies as prescribed/
:B COOTBETCTBUM C OMUCAHNEM

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

Kpyrnble nnockoUMnuugpuydeckue
TabreTkn po3oBoro UseTa ¢
BKpaneHnsMmun, ¢ hacko n pUCKon Ha
OAHOW CTOPOHE,

C XapaKTepHbIM 3anaxom

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 yaepXvBaHNA OCHOBHbIX MUKOB
Ha XpomaTorpaMmMe UCMbITyemMoro
pacTBopa A0MKHbLI COOTBETCTBOBATL
BpPEMeHaM yAEPXNBAHUS NUKOB Ha
XpomaTorpaMMme pacTBopa CTaHAapTHbLIX
o0bpasuoB ubynpodeHa n Napavetamorna
(paspen «KonuyecTtseHHoe

onpeneneHney)

Remarks : The Product conforms to ND/
MpumeuaHue: MNpogykT cooTBeTCTBYET TREGOBaHMAM HJ]

Opinion : APPROVED
3axkntoyenue: OJOBPEHO

Prepared by /
[logroToBneHo:

Checked by /
[MposepeHo:

Approved by: Manager/Executive /
Opobpero: MeHepxep /

Hara:18.10.2021

[aTa:18.10.2021

Rajeev Gandhi Himesh Kumar PykosoauTens
! e Amit Kumar }(M‘\_\/_
. /‘ /
Print Date: Print Date: Print Date: '

Harta:18.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories L td.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS ~ Tel:+9198166 56001-02

CEPTUDUKAT AHANU3A www.drreddys.com

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
U6yknuH KOHOp®, TabneTku gucneprupyemble [Ana aeten], 100 mr + 125 mr

Batch No / Cepus Ne ; V2101630

Batch Quantity / O6bem naptum : 547.500 KG

:890001550764

Analytical Report No / AHanuTn4eckuit otyet Ne

Date of Analysis / [lata aHanu3a: 18.10.2021

2021

Date of Manufacture / [lata npousBoacTtBa : Sep-

Date of Expiry / Cpok rogHocTu : Aug-2026

Analysis performed according ND / AHanu3s npoeegeH no HA: I N011252/02-021017

3 Average weight and
uniformity of weight /
CpenHasa macca v
OAHOPOAHOCTL Macchl

~362.2 mg/ 362.2 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

%)

18/20 tablets —= NMT 5 % / 18/20 tabn. —

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

Not more than 3 minutes /
He 6onee 3 MuH

Complies
4 Disintegration / 00 Minute 44 seconds
PacnagaemocTb
5 Dissolution / 99-102%
PacTeBopeHue
98-100%

Not less than 70% (Q) of CizH 1502
(ibuprofen) after 30 min

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

He wmeHee 70 % (Q) CisHeOZ
(nbynpodpbeH) Yepes 30 muH

He mexee 70 % (Q) CsHoNO2
(napaueTamon) Yepes 30 MuH

6 Dispersibility /
IncnepcHoCTb

S

Complies / CooTBeTCTBYET

Uniform suspension passing through the
710 um sieve is formed / ObpasyeTca
O0AHOpOAHAasA CycneHaus, npoxoasLias
Yepes cuTo ¢ pasmepom sueek 710 MKm

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

Opinion : APPROVED
3akntoyeHue: OQOBPEHO

Prepared by /
MopgroToBneHo:

Checked by /
[1poeepeHo:

Approved by: Manager/Executive /
OpobpeHo: MeHepxep /

[ata:18.10.2021

fara:18.10.2021

Rajeev Gandhi Himesh Kumar PykosoguTens
— Amit Kumar
— Ao
{': P
Print Date: Print Date: Print Date:

Hara:18.10.2021
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHATTUSA

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
www.drreddys.com

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
U6yknuH KOHMOP®, TabneTku aucneprupyemble [ans aeten], 100 mr + 125 mr

Batch No / Cepua Ne : V2101630

Batch Quantity / O6wem napTuu : 547.500 KG

Analytical Report No / AHanuTu4eckuin otyet Ne

|:890001550764

Date of Analysis / lata aHanu3sa: 18.10.2021

Date of Manufacture / [lata npousBoacTea : Sep-

2021

Date of Expiry / Cpok rogHocTu : Aug-2026

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

7 Related substances /
PoacTtBeHHble npumeck

i) Highest individual
impurity/ INrobas
eavHYHasa npuMmech
nbynpoceHa

0.05%

i) Not more than 0.3% / He 6onee 0,3%

ii) Total impurities of
Ibuprofen / Cymma
npumecei néynpodeHa

b)P-aminophenol
(Paracetamol impurity) /
4-amnHoceHon
(npumech
napauetamona)

8 Microbial limits /
MwukpoGuonornyeckas
MUCTOTa

a) Total aerobic
microbial count / ObLyee
HUCNo aspobHbIX
[MUKpOOPraH1M3mMoB

=|
0.1% |

i) Not more than 1.0% / He 6onee 1,0 %

b) Not more than 0.005% / He Gonee

0.0002%

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

0,005 %.

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

Remarks : The Product conforms to ND/
MpumeyaHue: MNpoaykT cooTBeTcTBYET TpeboBaHnsam HA

Opinion : APPROVED
3aknroyenue: OAOBPEHO

Prepared by /
MoarotoBneHo:

Checked by /
[MposepeHo:

Approved by: Manager/Executive /
OpobpeHo: Merepxep /

Hata:18.10.2021

HaTa:18.10.2021

Rajeev Gandhi Himesh Kumar PykosoguTens
o Amit Kumar A\ __< W=
e {H \ /
Print Date: Print Date: Print Date:

[aTta:18.10.2021
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories [td.
Formulation Unit-6

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

CEPTUDPUKAT AHATTU3A

www.drreddys.com

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
U6yknuH FOHMOP®, TabneTku aucneprupyemble [aAna aeten], 100 mr + 125 mr

Batch No / Cepust Ne : V2101630

Batch Quantity / O6bem naptuum : 547.500 KG

Analytical Report No / AHanutnyeckum otyet Ne
:890001550764

Date of Analysis / laTta ananu3sa: 18.10.2021

Date of Manufacture / [Jata npou3sogcTea : Sep-
2021

Date of Expiry / Cpok rogHocTu : Aug-2026

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

b) Total combined
yeasts and mould count
O6Lee yncno
[LPOMNOKEBBLIX U
niiecHeBbiX rpnbos

c) E. coli

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

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

Absent in 1g / OtcyTtctByet B 1r  |Shall be absent in 1g/ OtcytctBne 8 11

]

Uniformity of dosage
units
OpHopoaHOCTL 2.2
N031poBaHnAa
a) - Ibuprofen/ '
néynpodceH |

b) Paracetamol / 2.2

napaueTamon

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

MokasaTerb npuemnemoctu (AV)
nomKkeH bbITb He Bonee 15,0

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

MokazaTtenb npuemnemMocTtun (AV)
noskeH bbiTb He Gonee 15,0

10  |Assay/
KonuyecTBeHHOE
onpegeneHne

124.7 mg/ 124.7 mr

98.8 mg/98.8 mr

112.5 mg to 137.5 mg of CsHoNO2
(paracetamol) per tablet / Ot 112,5 mr go
137,5 mr CsHgNO2

(napaueTamon) B TabneTke

90.0 mg to 110.0 mg of C13H180-
(ibuprofen) per tablet /
Ot 90,0 mr go 110,0 mr Ci3H1eO2

(vbynpodbeH) B Tabnetke

Remarks : The Product conforms to ND/

Mpumeuanue: MNpoaykr cooteeTcTBYET TpebosaHuam HI

Opinion : APPROVED
3axntoueHue: OQOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MogroTosneHo: MposepeHo: OpobpeHo: MeHepxep /
Rajeev Gandhi Himesh Kumar PykosoguTens

@ c_,é—"—’—ﬁ“ Amit Kumar /ﬁ(&
Print Date: Print Date: Print Date:
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHANTN3A

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

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

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
NoyknuH FOHMOp®, TabneTkn aucneprupyemsle [Ana aeten], 100 mr + 125 mr

Batch No / Cepusa Ne : V2101630

Batch Quantity / O6em naptumn : 547.500 KG

:890001550764

Analytical Report No / AHanutudeckui otuet No

Date of Analysis / lata aHanu3a: 18.10.2021

2021

Date of Manufacture / Jata npousBoacTea : Sep-

Date of Expiry / Cpok rogHocT# : Aug-2026

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

According to ND / B cooTtBeTcTBUM ¢ HO

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and patient information leaflet in a
carton pack. / o 10 TabneTtok B 6nnctep
n3 NMBX/ Al Mo 1, 2 unun 20 6nnctepos
BMECTe C UHCTPYKLUMEN NO NPUMEHEHWIO
B Mayky KapTOHHY!O.

Protected from light at temperature below 25°C. / B sawuiieHHomM oT ceeTa
MecTe npu TemnepaType He Boiule 25 °C.

11  |Package / YnakoBka 10 tablets in PVC/AI blister. 2
blisters and patient information
leaflet in a carton pack. /Mo 10
Tabnetok B Gnuctep na MNBX / Al
Mo 2 BnucTtepa Bm
ecTe C MHCTPYKUMen no
MPUMEHEHWIO B NAYKy KAPTOHHYIO.
12 |Labeling / MapkupoBxka
13  Storage conditions /
I)(paHeHVle
|
14 Shelf life / Cpok 5 years / 5 neT
rogHoCTU

Remarks : The Product conforms to ND/
Npumeyanune: NpoaykT cooteeTcTBYET TpeboBaHmAM HL

Opinion : APPROVED
3akntouenue: O0OBPEHO

Prepared by /
MNoarotoBneHo:

Checked by /
MpoBepeHo:

Approved by: Manager/Executive /
OpnobpeHo: MeHeaxep /

Hara:18.10.2021

[ara:18.10.2021
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