Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHATIU3A

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
NéyknuH FOHMOp®, TabneTku aucneprupyemele [ana aetewn], 100 mr + 125 mr

Batch No / Cepus Ne : V2101348

Batch Quantity / O6bem naptuu : 547.500 KG

:890001540393

Analytical Report No / AHanuTudyeckum otuyet Ne

Date of Analysis / [lata aHanusa: 20.08.2021

2021

Date of Manufacture / lata npoussogcTea : Aug-

Date of Expiry / Cpok rogHocTu : Jul-2026

Analysis performed according ND / AHanu3 npoeeaeH no HL: 1 N011252/02-021017

Ne  [Test/ MokasaTenb

Result / Pesynbrathl

Specification / Hopma

2 [dentification /
MNognnHHOCTL

1 Description / Onucanune

Pink flat-faced beveled-edge tablets
with impregnations and a score-line
on one side and characteristic odor.
Kpyrnsle nnockouynnuHgpuyeckue
TabneTkn po3oBoOro UBeTa ¢
BKpanneHusmMn, ¢ backom n puckom
Ha 04HOWN CTOPOHe,

_ € XapakTepHbIM 3anaxoMm

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

Kpyrnble nnockounnuuapudeckune
TabneTkn po3oBoro LBeTa ¢
BKpanneHnsmu, ¢ packorn n pucKoi Ha
OAHON CTOpOHE,

C XapaKTepHblM 3arnaxom

Complies as prescribed/
[B cootBETCTBUM C ONMUCAHUEM

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 yaepXxunsaHua OCHOBHBIX NMUKOB
Ha XxpomaTorpaMme UCnbITYyemoro
pacTBopa AOMKHbI COOTBETCTBOBATL
BpEMEHAM YOEPKUBAHUSA MNUKOB Ha
XpomMaTorpaMme pacTsopa CTaHAapPTHbIX
oOpasuos nbynpodeHa n napaueTamona
(pasapen «KonnyectseHHoe

onpeaeneHue»)

Remarks : The Product conforms to ND/
Mpumeyanue: MNMpoaykT cooTeeTCcTBYET TPeboBaHUAM HI

Opinion : APPROVED
3aknmoyeHue: OQOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /
OpnobpeHo: Menenxep /

MoaroTosneHo: MNposepeHo:
Pardeep Kumar Himesh Kumar PykoBogutenb . i
CJ/ — N = Abhishek Chauhan )
5 & | /_.-f
L/
Print Date: Print Date: Print Date:
[ata:20.08.2021 Harta:20.08.2021 HaTa:20.08.2021
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Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
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Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATTU3A

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
Neyknun KOHnop®, Tabnetkn ancneprupyemeie [ana getein], 100 mr + 125 mr

Batch No / Cepusi Ne : V2101348

Batch Quantity / O6wem naptuu : 547.500 KG

:890001540393

Analytical Report No / AHanuTu4yeckuit ot4yeT Ne

Date of Analysis / [lata aHanu3a: 20.08.2021

2021

Date of Manufacture / Jata npouseoacTtea : Aug-

Date of Expiry / Cpok rogHocTH : Jul-2026

Analysis performed according ND / AHanu3a nposeaeHn no HA: M N011252/02-021017

3 Average weight and |
uniformity of weight /
CpenHsas macca v ‘
OAHOPOAHOCTL Macchl

4 Disintegration /
PacnagaemocTb

365.7mg/ 365.7mr

Complies

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 6onee + 5 % 2/20 tablets — NMT 10 %
/ 2/20 Tabn. — He bonee + 10 %

00 Minute 45 seconds

Not more than 3 minutes /
He 6onee 3 muH

Dissolution /
PacteopeHue

i

99-101%

98-101%

6 [Dispersibility /
[AncnepcHocTb

Complies / CooTBeTCTBYET

(napaueTtamon) yepes 30 MyH

Not less than 70% (Q) of C13H150:
{(ibuprofen) after 30 min

Not less than 70% (Q) of CgHsNOZ
(paracetamol) after 30 min /
He wmeHee 70 % (Q)
(nbynpodgpeH) yepes 30 MuH
He meHee 70 % (Q) CgHgNO2

C13H1804

Uniform suspension passing through the
710 um sieve is formed / O6pasyeTtcs
oQHOpOAHAs CYCNeHs3us, NpoxoasLlas
Jepes CUTO C pasMepom suveek 710 MKM

Remarks : The Product conforms to ND/
MNpumeuanue: MNpogykT cooTeeTcTByeT TPebosaHuam HA

Opinion : APPROVED
3akntoyernue: OQOBPEHO

Prepared by /
MopgroTosneHo:

Checked by /
MpoBepeHo:

Approved by: Manager/Executive /
OpnobpeHo: MeHegxep /

[ara:20.08.2021

HaTta:20.08.2021

Pardeep Kumar Himesh Kumar PykosoaunTtens
= Abhishek Chauhan | 2
T Q;Lf’"‘ f
&
Print Date: Print Date: Print Date:

HaTta:20.08.2021
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Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATTU3A

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
NeyknuH FOHMop®, TabneTkn ancneprupyemoie [ana aeteu], 100 mr + 125 mr

Batch No / Cepus Ne : V2101348

Batch Quantity / O6bem naptuu : 547.500 KG

:890001540393

Analytical Report No / AHanuTuveckui otyeTt Ne

Date of Analysis / lata aHanu3a: 20.08.2021

2021

Date of Manufacture / Jata npousBoactBa : Aug-

Date of Expiry / Cpok rogHocTu : Jul-2026

Analysis performed according ND / AHanu3 npoBeged no HM: I N011252/02-021017

=

Related substances /
PopacTeeHHble npumecu

i) Highest individual
impurity/ Jlio6as
eAUHNYHaNA NpUMech
nbynpodeHa

0.06%

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

ii) Total impurities of
Ibuprofen / Cymma
npumecen nbynpodeHa

0.1%

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

b)P-aminophenol
(Paracetamol impurity) /
4-amuHoeHon
(Npnmecsk
napaueramona)

8 Microbial limits /
Mukpobuonoruyeckas
MUcTOTa

a) Total aerobic
microbial count / Obee
MUCIO a3pOBHbIX
MWKPOOPraHM3MOoB

0.0002%

Less than 100 CFU/g /
MeHee 100 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/
MpumeyaHue: MNpoaykT cooTBeTCTBYET TpeboBaHuam HJ

Opinion : APPROVED
3akmoyenHue: OQOBPEHO

Prepared by /
MoaroToBneHo:

Checked by /
[poBepeHo:

Approved by: Manager/Executive /
OpobpeHo: MeHepxep /

Jata:20.08.2021

[Nata:20.08.2021

Pardeep Kumar Himesh Kumar PykosoauTenb :
=3 . Abhishek Chauhan J N
' ‘f.—/
Print Date: Print Date: Print Date:

Hata:20.08.2021
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Dr.Reddy’s Q:.-

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHANNSA

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
N6yknuH KOHMOP®, TabneTkn aucneprupyemole [ans geten], 100 mr + 125 mr

Batch No / Cepusa Ne : V2101348

Batch Quantity / O6em naptum : 547.500 KG

:890001540393

Analytical Report No / AHanuTu4eckuin otyet N2

Date of Analysis / lata aHanu3sa: 20.08.2021

2021

Date of Manufacture / lata npousBoacTea : Aug-

Date of Expiry / Cpok rogHocTu : Jul-2026

Analysis performed according ND / AHanuz nposegeH no HA: N N011252/02-021017

b) Total combined
yeasts and mould count
O6wwee yncno
IPONOKEBBIX W
NnecHeBbIX FpnGoB

c) E. coli

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

Absent in 1g/ OtcyTcTeyeT B 1r

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

Shall be absent in 1g/ OTcytctBne B 11

e

Uniformity of dosage
units

OpOHoOpoaHOCTL
[nosupoBaHns
a) - Ibuprofen /
nbynpodeH

b) Paracetamol /
napateramon

1.9

1.8

10 |Assay/
KonnyecTtBeHHoe
onpegeneHue

126.2 mg/ 126.2 mr

101.3mg/101.3 mr

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

MokasaTenb npuemnemocTtu (AV)
\normkeH 6bITb He Bonee 15,0

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

MokasaTenb npuemnemocty (AV)
r:lom«eH BbiTb He Bonee 15,0

12.5 mg to 137.5 mg of CsHeNO;

(paracetamol) per tablet / Ot 112,5 mr go
137,5 mr CsHoNO2
(napaueTtamon) B TabneTke

90.0 mg to 110.0 mg of C3H4s02
(ibuprofen) per tablet /

Ot 90,0 mr go 110,0 mr Ci3HsO2
(nbynpodbeH) B TabneTke

Remarks : The Product conforms to ND/
Mpumevanue: MNpoaykr cootBeTcTBYET TPeboBaHWUAM HI

Opinion : APPROVED
3akmoyeHune: OQOBPEHO

Prepared by /
lMNoaroTtoBneHo:
Pardeep Kumar

Cal—""

Checked by /
[poBepeHo:
Himesh Kumar

Approved by: Manager/Executive /

OpobpeHo: MeHepyxep /
PykosopguTernb
.| Abhishek Chauhan ,[

—

Print Date:
[ara:20.08.2021

Print Date:
Hata:20.08.2021

Print Date:
[arta:20.08.2021
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Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJTU3A

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
N6yknuH IOHMOP®, TabneTkn gucneprupyemble [ana getei], 100 Mr + 125 mr

Batch No / Cepusa Ne : V2101348

Batch Quantity / O6em naptum : 547.500 KG

Analytical Report No / AHanutnyeckui otuyeT Ne
:890001540393

Date of Analysis / lata aHanu3sa: 20.08.2021

Date of Manufacture / [lata npou3soacTBa : Aug-
2021

Date of Expiry / Cpok rogHocTu : Jul-2026

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

11 Package / YnakoBka 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 a
leaflet in a carton pack. /Mo 10 carton pack. / Mo 10 Tabnetok B 6nucTep
Tabnetok B 6nuctep ua MBX / Al.  mn3 NBX /Al Mo 1, 2 unn 20 6nucrepos
Mo 2 GnucTepa Bm BMECTE C MHCTPYKUMER NO NPUMEHEHMIO
ecTe C MHCTPYKUWen no B NayKy KapTOHHY!IO.

- MPUMEHEHNIO B Nayky KapTOHHYHO.
12  |Labeling / Mapkuposka !According to ND / B cootseTcTBMM ¢ H[
13  Storage conditions / Protected from light at temperature below 25°C. / B sawuLleHHOM OT cBeTa
XpaHeHne MecTe npu Temnepatype He Bbie 25 °C.
14  |Shelf life / Cpok 5 years / 5 net
rogHoCTU

Remarks : The Product conforms to ND/
Mpumeyanue: Mpogykr cooTBeTCTBYET TpebosaHuam HA

Opinion : APPROVED
3aknwoyenue: OQOBPEHO

Prepared by /
MoprotoBneHo:
Pardeep Kumar

L.

Checked by /
[NpoeepeHo:
Himesh Kumar

Approved by: Manager/Executive /
OnobpeHo: MeHepxep /

PykosoguTtenb
Abhishek Chauhan (L/ L

Print Date:
HaTta:20.08.2021

Print Date:
Hata:20.08.2021

Print Date:
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