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Dr. Reddy's Laboratories Ltd.
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Vill. Khol, Nalagarh Road, Baddi,
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Product : lIbuclin Junior, dispersible tablets (for children) 100 mg + 125
N6yknun lOHMOp®, TabneTkn aucneprupyemMole [ana aeten], 100 mr + 125 mr

Batch No / Cepusa Ne : V2101633

Batch Quantity / O6em naptuun : 547.500 KG

Analytical Report No / AHanuTtuyeckuin otuet Ne
1890001551330

Date of Analysis / [lata aHanu3sa: 18.10.2021

'Date of Manufacture / Darta npousBoacTtea : Oct-
2021

Date of Expiry / Cpok rogHocTu : Sep-2026

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

Ne
1

Test / NokazaTenb

Result / PesynbTathl

iDescription / Onuncanue

Identification /
MoAnnHHOCTL

Pink flat-faced beveled-edge tablets
with impregnations and a score-line
on one side and characteristic odor.
Kpyrnble nnockounnuHgprnyeckue
TabneTKn PO30BOro LiBeTa ¢
BKpanneHnamm, ¢ packon U puUCKon
Ha O4HOW CTOpPOHe,

C XapaKTepHbIM 3anaxom

Specification / Hopma

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

Kpyrnble nnockoumnuHgpuyeckue
TabneTkn po30BOro LBeTa ¢
BKpanneHnsamm, ¢ hackon u puckon Ha
OAHOW CTOpOHE,

C XapaKTepHbIM 3anaxom

Complies as prescribed/
B cooTBETCTBUM C ONMUCAHNEM

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 yaepXuBaHnsi OCHOBHbIX MUKOB
Ha XxpomaTtorpamMme UCMbITyeMoro
pacTBOpa [OIMKHBI COOTBETCTBOBATH
BpeMeHaM yaepXXuBaHUa NUKOB Ha
XpomaTtorpamMme pacTsopa CTaHAapTHbIX
obpasuos ubynpodeHa 1 napavetTamona
(paspen «KonuyecTseHHoE
onpeaenexsue»)

Remarks : The Product conforms to ND/
MpumeuaHune: MNpoaykr cooteeTcTBYET TpeboaHuam H

Opinion : APPROVED
3akntovyenue: OQOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

Harta:18.10.2021

Hata:18.10.2021

Mof4roToBnEHO: lMpoBepeHo: OpobpeHo: MeHepxep /
Rajeev Gandhi Himesh Kumar Pykosogutens
”A’_; Amit Kumar '
@/ — i Pt
Print Date: Print Date: Print Date:

Nata:18.10.2021
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
WGyknuH FOHMOp®, TabreTku aucneprupyemele [ana aeten], 100 mr + 125 mr

Batch No / Cepus Ne : V2101633

Batch Quantity / O6bem naptum : 547.500 KG

1890001551330

Analytical Report No / AHanutudeckuit otyet Ne

Date of Analysis / [laTta aHanu3a: 18.10.2021

2021

Date of Manufacture / Jara npouzBoacTtBa : Oct-

Date of Expiry / Cpok rogHocTH : Sep-2026

Analysis performed according ND / Ananu3 nposegeH no HA: M N011252/02-021017

niformity of weight /
CpenHasa macca 1
l0AHOPOAHOCTb MacCCh!

3 ’Average weight and
u

4 Disintegration /

361.7 mg/ 361.7 mr

Complies

1357.7 mg to 372.3 mg (365.0 mg 2.0

%)/ 357.7 Mr to 372.3 mr(365,0 mr + 2,0

'0/0)

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

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

00 Minute 33 seconds

Not more than 3 minutes /

PacnagaemocTb He 6onee 3 MuH
5 Dissolution / 99-102% Not less than 70% (Q) of C13H 1802
PacTBopeHune ((ibuprofen) after 30 min
97-100% Not less than 70% (Q) of CgHsNO:

(paracetamol) after 30 min /
He wmeHee 70 % (Q) CiaH1s04
(nbynpodreH) yepes 30 MUH |
He meHee 70 % (Q) CeHgNO2
(napauetamon) Yyepes 30 MuH

6 Dispersibility /
ncnepcHoCTb

Complies / CooTBETCTBYET

Uniform suspension passing through the
710 pm sieve is formed / O6pasyeTcs
oHOpOAHas CycneH3us, npoxoasuias
yepes CUTO C pasmepoM fyeek 710 Mkm

Remarks : The Product conforms to ND/
Mpumeuanue: NpogykT cooteeTcTByeT TpebosaHusam HI

Opinion : APPROVED
3akntovyenune: OQOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

[Hata:18.10.2021

HaTa:18.10.2021

lMogrotoBneHo: MpoBepeHo: OpobpeHo: MeHeaxep /
Rajeev Gandhi Himesh Kumar PykosoguTterib
@J/’; Amit Kumar A
- /A(‘:/'
Print Date: Print Date: Print Date:
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
N6yknuH FOHMOp®, TabneTku Aucneprupyemele [Ansa aetei], 100 mr + 125 mr

|Batch No / Cepua Ne : V2101633

Batch Quantity / O6em naptuu : 547.500 KG

'Analytical Report No / AHanuTuyeckuit otyeT Ne
:890001551330

Date of Analysis / [lata aHanu3a: 18.10.2021

Date of Manufacture / Jata npouseoactia : Oct-
2021

Date of Expiry / Cpok rogHocTH : Sep-2026

Analysis performed according ND / Avanus nposeget no HA: M1 N011252/02-021017

0 ‘Related substances /
PopacTBeHHbIE NpUMecH

i) Highest individual
impurity/ Jlio6as
eQvHUYHas npumech
nbynpodreHa

0.06%

ii) Total impurities of
Ibuprofen / Cymma
npumecei nbynpodeHa

0.1%

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

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

b)P-aminophenol
(Paracetamol impurity) /
A-amunHodeHon
(npumecsh
napaueTtamona)

8 Microbial limits /
Mukpobuonorudeckas
yucToTa

a) Total aerobic
microbial count / ObLee
HMCNo a3pOoBHbIX
MUKpPOOPraH1u3mMoB

0.0002%

150 CFU/g /
150 KOE/r

b) Not more than 0.005% / He Gonee
0,005 %.

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

Remarks : The Product conforms to ND/

Mpumeyanue: Mpogykr cootBeTcTBYET TpeboBaHuam HI

Opinion : APPROVED
3akntoveHue: OQOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
lMoarotosreHo: MpoeepeHo: OpobpeHo: MeHepxep /
Rajeev Gandhi Himesh Kumar PykoBogutenb
ﬁ)‘/‘ M Amit Kumar D\~
_ ‘ v
Print Date: Print Date: Print Date:
Hata:18.10.2021 Hara:18.10.2021 [NaTa:18.10.2021
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'Product : lbuclin Junior, dispersible tablets (for children) 100 mg + 125
N6yxnuH KOHMOop®, TabneTkn aucneprupyemsie [ans aeren], 100 mr + 125 mr

|Batch No / Cepwusi Ne : V2101633

Batch Quantity / O6em naptum : 547.500 KG

|Analytical Report No / AHanuTu4yeckuid otyeT Ne

[:890001551330

Date of Analysis / laTta aHanu3a: 18.10.2021

Date of Manufacture / [
12021

ata npousBoacTia : Oct-

Date of Expiry / Cpok rogHocTH : Sep-2026

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

b) Total combined
OO0Lee yucno
LPOMNOKEBbLIX U
nrnecHeBbIX rpubos

c) E. coli

yeasts and mould count

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

Absent in 1g/ OTcyTcTBYET B 1r

units
OaHopoAHOCTL

n031poBaHMUA

a) - Ibuprofen/

noynpodeH

b) Paracetamol /
napauetamon

Uniformity of dosage

1.6

1.6

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

Shall be absent in 1g/ OTcyTctBMEe B 11

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

MokasaTtens npvemnemocTn (AV)
imormkeH ObITb He Bonee 15,0

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

MNokasaTernke npuemnemocTy (AV)
norykeH ObiTh He Gonee 15,0

10 |Assay/
Konu4ectBeHHoe

onpeaeneHue

124.3 mg/ 124.3 mr

100.1 mg/100.1 mr

112.5 mg to 137.5 mg of CsHgNO>
(paracetamol) per tablet / OT 112,5 Mr fo
137,5 Mr CaHgNOz

(napaueTtamon) B TabneTke

90.0 mg to 110.0 mg of C13H 102
(ibuprofen) per tablet /
OoT 90,0 mr po 110,0 mr Ci3H180:

(wbynpodbeH) B TabneTke

Remarks : The Product conforms to ND/
Mpumeyanue: [Npogykr cooteeTCcTBYET TPeboBaHuAM HJ

Opinion : APPROVED
3akntoyenune: OQOBPEHO

Prepared by /
MNogrotoBneHo:
Rajeev Gandhi

Checked by /
MposepeHo:
Himesh Kumar

o B

Approved by: Manager/Executive /
OnobpeHo: MeHepxep /
PykosoguTensb

Print Date:
JaTa:18.10.2021

Print Date:
NaTa:18.10.2021
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N—
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAITTU3A

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
W6yxnuH IOHMOP®, TabneTku Aucneprupyemsle [Ans neten], 100 mr + 125 mr

Batch No / Cepus Ne : V2101633 Batch Quantity / O6bem naptuu : 547.500 KG

:890001551330

Analytical Report No / AHanuTtnuyeckuit otuet Ne  (Date of Analysis / [lata ahanusa: 18.10.2021

2021

Date of Manufacture / [lata npoussoacTsa : Oct- [Date of Expiry / Cpok rogHocTh : Sep-2026

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

11 |Package / YnakoBska

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and patient information blisters and patient information leaflet in &
leaflet in a carton pack. / Mo 10 carton pack. / Mo 10 TabneTok B Gninctep

abnieTok B 6nnctep na NBX /Al 3 NBX/Al. Mo 1, 2 nnn 20 6nuctepos
Mo 2 6nucTtepa Bm BMECTe C MHCTPYKLMEN NO NpUMEHEHMI0
ecTe C MHCTPpyKUWen no B Mauky KapTOHHYIO.
NPUMEHEHUIO B MaYyKy KapTOHHYHO. ‘

10 tablets in PVC/Al blister. 2

12 |Labeling / MapkupoBka

According to ND / B cooTBeTCTBUM cHO

13 Storage conditions /
XpaHeHue

Protected from light at temperature below 25°C. /B 3au4mu4eHHoﬁ oT cBeTa
mMecTe npu TemnepaType He Bbile 25 °C. |

14  Shelf life / Cpok

5 years /5 net

rogHoCTU
Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeyvanue: MNpodyKT COOTBETCTBYET TpebosaHuam HIO 3aknwyveHne: OQOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
MoagroTosneHo: MpoBepeHo: OpobpeHo: MeHenxep /
Rajeev Gandhi Himesh Kumar PykoBoguTtenb

! — Amit Kuma%! CA~

e
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