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
Tel : 491 98166 56001-02

CEPTUDUKAT AHAJTU3A

www.drreddys.com

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
NeyknuH FOHMop®, TabneTtkn aucneprupyemsie [Ana geten], 100 mr + 125 mr

Batch No / Cepua Ne : V2101632

Batch Quantity / O6tem naptuu : 547.500 KG

:890001551329

Analytical Report No / AHanutnyeckui otyeTt Ne

Date of Analysis / [lata aHanu3a: 18.10.2021

2021

Date of Manufacture / Jata npousBoacTBa : Sep-

Date of Exp

iry / Cpok ropHocTH : Aug-2026

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

|Description / OnucaHue Pink flat-faced beveled-edge tablets

Result / PesynbTaThl

Specification / Hopma

with impregnations and a score-line
ion one side and characteristic odor.
Kpyrnble nnockoLunuHapuyeckme
TabneTkn po3oBOro LBeTa ¢
BKpanneHuamu, ¢ hackon n prckomn
Ha O4HOWN CTOPOHE,

C XapakTepHLIM 3anaxom

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

Kpyrnbte nnockoUuunuHgpuieckue
TabneTky po30BOro LiBeTa ¢
BKpanneHnsamu, ¢ hackon n puckoit Ha
OAHOW CTOpPOHeE,

C XapaKTepHbIM 3aMaxom

Ne  [Test/TMokasaTensb

1

.2 [dentification /
MNMoanuHHOCTL

Complies as prescribed/
B cooTBeTCTBMM C onncaHnem

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 yaepkmBaHna 0CHOBHbIX MUKOB
Ha XpomaTorpaMmMe UCnbITYyemMoro
pacTeopa LOMKHbI COOTBETCTBOBATL
BpeMeHaM yaepXnBaHNS NUKOB Ha
XpomaTorpaMmme pacTtBopa CTanAapTHbIX
ob6pasuos ubynpodeHa 1 napaveramona
(pazpen «KonunyecteseHHoe

onpegeneHne»)

Remarks : The Product conforms to ND/
Npumeuanwue: MNpoaykr cooTeeTcTBYET TpebGoBaHnsam HJ,

Opinion : APPROVED
3akntoyeHue: OOOBPEHO

Prepared by /
MNoaroToBneHo:

Checked by /
[MposepeHo:

Approved by: Manager/Executive /
OpnobpeHo: MeHeaxep /

fara:18.10.2021

Hata:18.10.2021

Rajeev Gandhij, Himesh Kumar Pykosoputens
p— Amit Kumar / AN
Print Date: Print Date: Print Date:

Hata:18.10.2021

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
U6yknuH FOHMOpP®, TabneTku aucneprupyemsle [ans aeten], 100 mr + 125 mr

Batch No / Cepus Ne ;: V2101632

Batch Quantity / O6em napTtum : 547.500 KG

:890001551329

Analytical Report No / AHanuTu4yecknin otyet Ne

Date of Analysis / [lata aHanuza: 18.10.2021

2021

Date of Manufacture / [lata npousBoacTBa : Sep-

Date of Expiry / Cpok rogHocTu : Aug-2026

|/Analysis performed according ND / AHanus nposép,eH no HO: N N011252/02-021017

3 |average weight and
uniformity of weight /
CpenHsasa macca n
04HOPOOHOCTb Macchl

363.1 mg/ 363.1 mr

357.7 mg to 372.3 mg (365.0 mg 2.0

%) 1 357.7 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 %
Y 2/20 Tabn. — He 6onee + 10 %

‘ - B Complies
4 Disintegration / 00 Minute 39 seconds
. |PacnapgaemocTtb -
5 Dissolution / 98-101%
PacTBopeHue
98-100%

Not more than 3 minutes /

He 6onee 3 muH -
INOt less than 70% (Q) of C13H1302
(ibuprofen) after 30 min

Not less than 70% (Q) of CgHgNO2
(paracetamol) after 30 min /
He meHee 70 % (Q)
(nbynpodcpeH) Yepes 30 MyH
He meHee 70 % (Q) CsHgNO>
(napauetamon) yepes 30 MMH

C13H1802

6 Dispersibility /
[vcnepcHocTb

Complies / CooTBeTCTBYET

Uniform suspension passing through the
710 pm sieve is formed / ObpasyeTcs
O0AHOPOAHAs CycrneH3ns, NpoXoasLlas
Hepes CUTO ¢ pasmepom aveek 710 MKm

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykr cooteeTcTBYET TpeboBaHusm HI

Opinion : APPROVED
3aknroyeHune: OQOBPEHO

Prepared by /
MogrotosneHo:

Checked by /
MpoBepeHo:

Approved by: Manager/Executive /
OpobpeHo: MeHemxep /

Jata:18.10.2021

HaTa:18.10.2021

Rajeev Gandhi Himesh Kumar PykosoauTtenb
M Amit Kumar N
Print Date: Print Date: Print Date:

NaTa:18.10.2021
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
U6yknuH FOHnop®, Tabnetku aucneprupyemele [ans geten], 100 mr + 125 mr

Batch No / Cepusa Ne : V2101632

Batch Quan

tity / O6eM naptum : 547.500 KG

:890001551329

Analytical Report No / AHanutnyeckun otyet Ne

Date of Ana

lysis / flata ananu3a: 18.10.2021

2021

Date of Manufacture / lata npouzBoacTBa : Sep-

Date of Exp

iry / Cpok rogHocTH : Aug-2026

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

7 Related substances /
PoacTtBeHHbIE Npumecu

i) Highest individual
impurity/ Iio6as
eAVHNYHAA NpUMeECh
nbynpodeHa

ii) Total impurities of
Ibuprofen / Cymma
npumecen néynpodeHa

0.06% |

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

0.1%

ii) Not more than 1.0% / He Bonee 1,0 %

b)P-aminophenol
(Paracetamol impurity) /
A-amuHobeHon
(Npumech
napauetamorna)

8 Microbial limits /
Mwukpobrnonorudeckas
MUcToTa

a) Total aerobic
microbial count / Obuiee
MMCIO a3pobHbIX
MWKPOOPraH1U3MoB

0.0002%

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

b) Not more than 0.005% / He 6onee
0,005 %.

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

Remarks : The Product conforms to ND/
Mpumevanue: MNpoaykr coorBeTcTByeT Tpebosanwnsam HJ

Opinion : APPROVED
3aknueHune: OQOBEPEHO

Prepared by /
MopgroToBneHo:

Checked by /
[TpoeepeHo:

Approved by: Manager/Executive /
OpobpeHo: MeHepxep /

Hata:18.10.2021

lara:18.10.2021

Rajeev Gandhi Himesh Kumar Pykosogutens
&L olr”’;) Amit Kumar N
)~ -
Print Date: Print Date: Print Date:

Hata:18.10.2021
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Formulation Unit-6

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

CEPTUDUKAT AHANTU3A

www.drreddys.com

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
U6yknuH FOHNop®, Tabnetku aucneprupyemele [ansa aeteu], 100 mr + 125 mr

Batch No / Cepua Ne : V2101632

Batch Quantity / O6bem naptum : 547.500 KG

Analytical Report No / AHanuTuuyeckuit ot4yeT Ne
:890001551329

Date of Analysis / [lata aHanu3a: 18.10.2021

Date of Manufacture / lJata npousBoacTBa : Sep-
2021

Date of Expiry / Cpok rogHocTH : Aug-2026

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

b) Total combined
yeasts and mould count
O6wee uucno
[IPONOKEBLIX 1
nnecHeBbIX TpnGoB

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

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

Shall be absent in 1g/ OTcyTcTBMe B 1T

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

Mokasartenb npuemnemocTty (AV)
\normkeH 6bITb He Gonee 15,0

b) Acceptance value (AV) should be not

more than 15.0
MokasaTenb npuemnemocTtu (AV)
\nomkeH bbiTb He 6onee 15,0

c) E. coli Absent in 1g/ OtcyTcTByeT B 11
9 Uniformity of dosage - BB

units

OpHopoaHoCTb 2.7

[[,03MPOBaHUSA

a) - Ibuprofen /

nbynpodeH

b) Paracetamol / 27

napavueTtamon
10 Assay/

KonvuectBeHHoe 1249 mg/ 124.9 mr

onpeaeneHve

99.4 mg/99.4 mr

112.5 mg to 137.5 mg of CsHgNO2
(paracetamol) per tablet / Ot 112,5 mr go
137,5 mr CgHaNO:2

(napaueramon) B TabneTke

90.0 mg to 110.0 mg of C13H120:
(ibuprofen) per tablet /

OT 90,0 mr go 110,0 mr Ci3HqO
(nBynpocpeH) B TabneTtke

Remarks : The Product conforms to ND/

MNpumeyanHue: MNpoaykT cooTBeTcTByeT TPeboBaHnsam HI

Opinion : APPROVED
3aknoyveHune: OQOBPEHO

Checked by /
MpoeepeHo:

Prepared by /
[NoaroToBneHo:

Approved by: Manager/Executive /
OpnobpeHo: MeHepxep /

Hata:18.10.2021 Hata:18.10.2021

Rajeev Gandhi Himesh Kumar PykosoauTens
M Amit Kumar A
Print Date: Print Date: Print Date:

[Nata:18.10.2021
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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  Tel: +91 98166 56001-02
CEPTU®UKAT AHANU3A www.drreddys.com

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
N6yknuH FOHnop®, Tabnetku aucneprupyemsle [Ana geten], 100 mr + 125 mr

1890001551329

Batch No / Cepus Ne : V2101632 Batch Quantity / O6em naptuu : 547.500 KG
'Analytical Report No / AHanutuyeckui ot4eT Ne  [Date of Analysis / Oata aHanusa: 18.10.2021

2021

Date of Manufacture / [Jata npousBoacTea : Sep- |Date of Expiry / Cpok roaHocTu : Aug-2026

Analysis performed according ND / AHanu3 npoBezeH no HAO: M N011252/02-021017

11 Package / YnakoBka

NPUMEHEHWIO B NaYKy KapTOHHYI0. |

10 tablets in PVC/AI blister. 2 10 tablets in PVC/AI blister. 1, 2 or 20
blisters and patient information blisters and patient information leaflet in &
leaflet in a carton pack. / [To 10 carton pack. / Mo 10 TabneTok B 6riuctep
TabneTok B 6nuctep u3 MNBX /Al u3 MBX /Al Mo 1, 2 unu 20 6rivctepos
Mo 2 Grnnctepa Bm BMECTE C UHCTPYKUMEN Mo NpYMeHeHnto
€CTe C UHCTpYKuuen no B navky KapTOHHYH.

12 |Labeling / MapkupoBka

According to ND / B cootBeTcTBumn ¢ HJ]

13 S{orage conditions /
XpaHeHue

Protected from light at temperature below 25°C. / B 3awjuileHHom oT cBeTa
MecTe nNpun Temnepartype He sbiwe 25 °C.

14  Shelf life / Cpok

5 years /5 net

roaHOCTU
Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeyanue: NpoaykT cooTBeTCTBYET TpeboBaHuam H 3aknovenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
MoaroToBneHo: MposepeHo: OpobpeHo: Menepxep /
Rajeev Gandhi Himesh Kumar Pykoeoguterb
P Amit Kumar /\_._M—
M [ ——
Print Date: Print Date: Print Date:
Hata:18.10.2021 HaTa:18.10.2021 HaTa:18.10.2021
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