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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 : 491 98166 56001-02

CEPTUDUKAT AHAITU3A

www.drreddys.com

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

Batch No / Cepus Ne : V2101531

Batch Quantity / O6bem naptum : 547.500 KG

1890001545740

Analytical Report No / AHanutuueckuit otuyeT Ne

Date of Analysis / JaTa aHanu3sa: 22.09.2021

2021

Date of Manufacture / lata npouzBogcTtea : Sep-

Date of Expiry / Cpok rogHocTu : Aug-2026

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

Ne  [Test/ MokasaTens Result / PesynbtaThl Specification / Hopma

1 Description / Onucanune Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tablets with

' with impregnations and a score-line impregnations and a score-line on one
ion one side and characteristic odor.|side and characteristic odor.
Kpyrnele nnockouunuHgpudeckue  Kpyrnble nnockouunuHapnyeckme
TabneTku poO30BOro LBeTa C TabneTkn po3oBOoro LiBeTa ¢
BKpansieHnsiMun, ¢ ackon 1 pUCKoN BKpanneHnsamu, ¢ ackon U pUcKoi Ha
Ha OOHOM CTOPOHE, OOHOW CTOpOHe,
C XapaKTepHbIM 3anaxom C XapaKTepHbIM 3anaxom

2 Identification / Complies as prescribed/ The retention time of the main peaks on |

[NoannHHOCTL

B cooTBeTcTBUM C ONUCAHNEM

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 yaepxueaHus OCHOBHbIX MUKOB
Ha xpomaTorpamme UCnbITyeMoro
pacTBopa AoMKHbI COOTBETCTBOBATL
BpemMeHaM yaepXnBaHUs NUKOB Ha
XpomaTorpamme pacTeBopa cTaHA4apTHbIX
obpasuos ubynpodeHa 1 napavertamona
(pasaen «KonnuyectBeHHoe |
onpeaeneHne») |

Remarks : The Product conforms to ND/
MpumeyaHnue: NMpogykT cooTeeTcTBYET TPeboBaHUAM HI

Opinion : APPROVED
3aknruyeHune: OQOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
MNoaroToBneHo: [MposepeHo: QOpnobpero: MeHemxep /
Ramakant @6 Himesh Kumar Pykosogutenb
= Amit Kumar N
= v =
= . />,_,/

Print Date: Print Date: Print Date:
Hara:22.09.2021 HaTa:22.09.2021 Hata:22.09.2021

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: L85195AP1984PLC0O04507
www.drreddys.com
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'Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
NoyknuH KOHMop®, Tabnetkn gucneprupyemsble [Ans aeteu], 100 mr + 125 mr

Batch No / Cepusa Ne : V2101531

Batch Quantity / O6tem naptuu : 547.500 KG

1890001545740

Analytical Report No / AHanutu4yecknin otyet Ne

Date of Analysis / [lata aHanusa: 22.09.2021

2021

Date of Manufacture / lata npou3zBogcTea : Sep-

Date of Expiry / Cpok rogHocTu : Aug-2026

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

3 Average weight and
uniformity of weight /
CpefHssa macca u
04HOPOAHOCTb Macchl

4 Disintegration /
PacnagaemocTtb
5 Dissolution /
PacTtsopeHne

365.8 mg/ 365.8 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 Oonee + 5 % 2/20 tablets —= NMT 10 %
/ 2/20 Tabn. — He 6onee + 10 %

00 Minute 36 seconds

Not more than 3 minutes /
He 6ornee 3 MuH

98-102%

97-101%

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

Not less than 70% (Q) of CsgHsNO
(paracetamol) after 30 min/ 2\
He wmenHee 70 % (Q)
(vbynpodreH) yepes 30 muH
He meHee 70 % (Q) CsHgNO>
(napaueTtamon) yepes 30 MUH

C13H1s04

6 Dispersibility /
AncnepcHoCTb

Complies / CooTeTcTBYeET

loAHOpOAHas cycneHsuns, npoxoaslasa
Hepes cuTo ¢ pasMepom sdeek 710 MKm

Uniform suspension passing through the
710 ym sieve is formed / O6pasyeTtcs

Remarks : The Product conforms to ND/
Mpumeyvanrue: NpoaykT cooTBeTCTBYET TpeboBaHusam H/

Opinion : APPROVED
3akntouenue: OJJOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

fata:22.09.2021

[HaTa:22.09.2021

MMogroToBneHo: MpoBepeHo: OpnobpeHo: MeHepxkep /
Ramakant Himesh Kumar PykosoguTensb
%}U}’ C:_\.l”’—’;ﬁ) Amit Kumar N
- P((/
Print Date: Print Date: Print Date:

lara:22.09.2021
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|Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125

NoyknuH FOHMop®, TabneTtkn ancneprupyemelie [ans aeten], 100 mr + 125 mr

Batch No / Cepua Ne : V2101531

Batch Quantity / O6wem naptuu : 547.500 KG

1890001545740

Analytical Report No / AHanutuuyeckuin otyet Ne

Date of Analysis / [lata aHanu3sa: 22.09.2021

2021

Date of Manufacture / [lata npounsBoacTBa : Sep-

Date of Expiry / Cpok rogHocTu : Aug-2026

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

7 Related substances /
PoLacTeeHHble NpUMech

i) Highest individual

4-amunHodeHon
(npyumeck
napaueTtamona)

8 Microbial limits /
Mvikpobuonoruyeckas
MucToTa

a) Total aerobic
microbial count / ObLlee
HMCNo aspobHbIX
MUKPOOPraHW3MOB

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

impurity/ Jio6as 0.05% i) Not more than 0.3% / He 6onee 0,3%
€AVNHNYHasA Npumech

nbynpodheHa

i) Total impurities of

Ibuprofen / Cymma 0.1%

npumecel ubynpodeHa i) Not more than 1.0% / He Bonee 1,0 %
b)P-aminophenol o - b) Not more than 0.005% / He Gonee
(Paracetamol impurity) / 0.0001% 0,005 %.

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

Remarks : The Product conforms to ND/
MpumMeyaHue: MNpoaykT cooTBeTcTBYET TpeboBaHnam HL,

Opinion : APPROVED
3aknrwouyenune: OQOBPEHO

Prepared by /
MoaroToBneHo: Q%
&

Checked by /
MpoBepeHo:

Approved by: Manager/Executive /
OpobpeHo: MeHegmxep /

Ramakant /fy Himesh Kumar PykosoguTens

! Qj,/——"\ Amit Kumar /lr'p
Print Date: Print Date: Print Date:
JaTta:22.09.2021 Jarta:22.09.2021 Harta:22.09.2021
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Formulation Unit-6
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Distt. Solan, H.P,, 173 205, INDIA

CERTIFICATE OF ANALYSIS  Tel: +31 98166 56001-02
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
NoyknuH KOHMOp®, TabneTku aucneprupyemsble [ansa geten], 100 mr + 125 mr

Batch No / Cepusi Ne : V2101531

Batch Quantity / O6bem naptum : 547.500 KG

1890001545740

Analytical Report No / AHanuTuyeckuin otuyeT Ne

Date of Analysis / lata aHanu3za: 22.09.2021

2021

Date of Manufacture / [lata npou3sBoacTBa : Sep-

Date of Expiry / Cpok roaHocTH : Aug-2026

Analysis performed according ND / AHanuz npoeegeH no HO: M N011252/02-021017

b) Total combined
yeasts and mould count |
O6wwee 4ncno

I POMCKEBBIX U
niecHeBbIX rpnbos

¢) E. coli

9 Uniformity of dosage

units
OaHopoaHoCTb

103VPOBaHNS

a) - Ibuprofen /

néynpocdeH

b) Paracetamol /

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

Absent in 1g / OTcyTecTBYeT B 11

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

Shall be absent in 1g/ OTtcytctBUe B 11

3.0

3.5

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

[MokasaTens npuemnemocTtu (AV)
inomxkeH 6bITb He Gonee 15,0

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

Mokasatens npuemnemoctu (AV)
nomxeH 6biTb He Gonee 15,0

napauetamon

10 Assay/ [112.5 mg to 137.5 mg of CsHgNO,
KonuuecteeHHoe 123.0 mg/ 123.0 mr (paracetamol) per tablet / OT 112,5 mr go
onpegeneHne 137,5 mr CgHgNO;,

99.0 mg /99.0 mr

(napaueTtamon) B TabneTke

90.0 mg to 110.0 mg of C43H+0>
(ibuprofen) per tablet / I
Ot 90,0 mr go 110,0 wr C13.H1302i

(v6ynpodbeH) B Tabnetke

S— |

I | _

Remarks : The Product conforms to ND/
Mpumeyanwue: MNpoaykT cooTBeTcTBYET TPEbOBaHUAM HI

Opinion : APPROVED
3akntoueHune: O0OBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

[faTa:22.09.2021

fara:22.09.2021

MoproToBneHo: ﬂ} MpoBepeHo: OpobpeHo: MeHepxep /
Ramakant L j Himesh Kumar PykoBoguTens
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Vill. Khol, Nalagarh Road, Baddi,
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
NeyknuH IOHMop®, TabneTkn aucneprupyemsie [Ans peteu], 100 mr + 125 mr

|Batch No / Cepus Ne : V2101531 Batch Quantity / O6bem naptum : 547.500 KG
Analytical Report No / AHanutnuyeckum otyet Ne |(Date of Analysis / lata aHanu3a: 22.09.2021
:890001545740

Date of Manufacture / JaTta npouzBoacTtBa : Sep- |Date of Expiry / Cpok rogHocTH : Aug-2026
2021

Analysis performed according ND / AHanus npoBeaeH no HO: 1 N011252/02-021017

11 Package / YnakoBka 10 tablets in PVC/Al 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 lcarton pack. / o 10 TabneTok B 6nucTep
TabneTok B 6nnctep 13 MNBX / Al |m3 NnBX /Al Mo 1, 2 unu 20 6nuctepos
Mo 2 6nnucTepa BM BMECTE C MHCTPYKUMEN MO NPUMEHEHMIO
ecTe C NHCTPYKUUEN Nno B MayvKy KapTOHHYIO.

- _ NMPUMEHEHWIO B NAYKy KaPTOHHYIO.
12 |Labeling / MapkupoBka According to ND / B cootseTcteunm ¢ HL
13 Storage conditions / Protected from light at temperature below 25°C. / B sawmweHHoM oT ceeTa
XpaHeHue MecTe npu TemnepaTtype He Bbiwe 25 °C.
14 Shelf life / Cpok 5 years / 5 net
rogHoCTN |
Remarks : The Product conforms to ND/ Opinion : APPROVED
MNpumeyvaHue: MpoaykT cooTBeTcTBYET TpeboBaHuam HI 3aknovenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroToBneHo: MposepeHo: OpobpeHo: MeHepxep /
Ramakant ~) U—&- Himesh Kumar PykoBogutensb
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