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

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

CERTIFICATE OF ANALYSIS  1o|: +91 98166 56001-02

CEPTUOUKAT AHATTU3A www.drreddys.com

Product : lIbuclin Junior, dispersible tablets (for Ehildren) 100 mg + 125
NoyknuH KOHMop®, TabneTku gucneprupyemoie [ans getei], 100 mr + 125 mr

Batch No / Cepusa Ne : V2200219 Batch Quantity / O0vem naptuu : 547.500 KG

:890001572923,890001572471

Analytical Report No / AHanuTuvyecknu otyeT Ne |Date of Analysis / [Jata aHanusa: 12.02.2022

2022

Date of Manufacture / lJata npousBoacTea : Jan- |Date of Expiry / Cpok rogHocTu : Dec-2026

Analysis performed according ND / AHanus npoeegeH no HA: 1 N011252/02-021017

Ne  Test/ [MokasaTens Result / PesynbTaThbl

Specification / Hopma

TabneTku PO30BOro LBeTa ¢

Ha ofHOW CTOpOHE,
C XapaKTepHbIM 3anaxom
12 Identification / Complies as prescribed/

BKpanneHnsimu, ¢ packoi 1 pyUCcKoi BKpanieHuamMm, ¢ packon u puckoi Ha

MoANUHHOCTL B cooTBETCTBUM C ONUCAHUEM

The retention time of the main peaks on

1 Description / Onucanue 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
on one side and characteristic odor. side and characteristic odor.

Kpyrnble nnockouyunuugpuyeckme  Kpyrnble NAocKoUMnnHApUYeckue

TabneTkn [PO30BOro LBeTta C

OAHOW CTOPOHE,
C XapaKTepHbIM 3anaxom

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 yaepxXvMeaHnsi OCHOBHbIX MUKOB
Ha XxpomMmartorpamme UCMbITyemMoro
pacTBopa L0PKHbI COOTBETCTBOBaTb
BpemMeHaM yaepXUBaHUs NUKOB Ha
XpomMaTorpaMmme pacTBopa CTaHO4apTHbIX
obpasuos nbynpodeHa n napauetamona |
(pasaen «KonnyecteeHHoe
onpeaeneHue»)

Remarks : The Product conforms to ND/
MpumeyaHue: MNpoaykrT cooTBETCTBYET TpeboBaHuam H

Opinion : APPROVED
3akntouvenue: OQOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
MoaroToBNeHo: MpoBepeHo: OpnobpeHo: MeHepxep /
Ankit Himesh Kumar PykosoguTesns
/X @i—//_p Pavan Kuma_rif.'Sharmaﬂ
/ ~ C ‘]—;’-_:;_:"'
Print Date: Print Date: Print Date: ]
Hata:12.02.2022 HaTa:12.02.2022 Hara:12.02.2022
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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

CEPTUD®UKAT AHAIIUSA
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
NoyknuH FOHMOp®, TabneTkn gucneprupyemole [ana aetei], 100 mr + 125 mr

Batch No / Cepus Ne : V2200219

Batch Quantity / O0bem naptuu : 547.500 KG

_Analytical Report No / AHanuTtuyeckui otyeTt Ne
[:890001572923,890001572471

Date of Analysis / laTta aHanusa: 12.02.2022

|Date of Manufacture / lata npoussoacTBa : Jan-

12022

Date of Expiry / Cpok rogHocTu : Dec-2026

|Analysis performed according ND / AHanu3 npoeeaen no HO: M N011252/02-021017

3 Average weight and
uniformity of weight /
CpepaHsia macca u
04HOPOAHOCTL Macchl

4 Disinte_gration /
PacnagaemocTb

5 Dissolution /
PacTtsopeHune

367.0 mg/ 367.0 mr

Complies

00 Minute 35 seconds

101% - 105%

100% -102%

357.7 mg to 372.3 mg (365.0 mg 2.0

%) [ 357.7 mrto 372.3 mr(365,0mr + 2,0

o/o) |

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

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

Not more than 3 minutes /

He 6onee 3 muH

Not less than 70% (Q) of C13H 1802

(ibuprofen) after 30 min

Not iess than 70% (Q) of CsHsNO3
(paracetamol) after 30 min /
He wmenee 70 % (Q)
(nbynpodreH) yepes 30 MuH
He meHee 70 % (Q) CsHsNO-
(napauetamon) yepes 30 MUH

C13H1802

6  Dispersibility /
[ncnepcHocTb

Complies / CooTBeTCTBYET

Uniform suspension passing through the
710 pm sieve is formed / OBpasyeTca
oQHOpOAHAas CycneHsus, npoxoasias
Hepes cnuTo ¢ pasmepom a4yeek 710 MKkm

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT coorseTcTByeT TPebosaHnsam HJ

Opinion : APPROVED
3akntovyenne: O0OBEPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

Harta:12.02.2022

HaTta:12.02.2022

MogroTosneHo: MpoeepeHo: OpobpeHo: MeHepxep /
Ankit ) Himesh Kumar PykosoguTtennb

/{5 = Pavan KumarSharma
Print Date: Print Date: Print Date:
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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

CEPTUDUKAT AHAJIU3A

www.drreddys.com

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
NeyknuH KOHMop®, TabneTku aucneprupyemsie [ans aeten], 100 mr + 125 mr

Batch No / Cepua Ne : V2200219

Batch Quantity / O6bem naptum : 547.500 KG

Analytical Report No / AHanuTuyeckui otueT No
:890001572923,890001572471

Date of Analysis / [lata aHanusa: 12.02.2022

Date of Manufacture / lata npoussoacTea : Jan-
2022

Date of Expiry / Cpok rogHocTH : Dec-2026

‘Analysis performed according ND / Avanus nposeneH no HA: 1 N011252/02-021017

7  Related substances /
PofCTBEHHbIE NPUMECH

i) Highest individual |
‘impurity/ TNioBas
eAVHVYHAnA NPUMECh
néynpodeHa

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

ii) Total impurities of
Ibuprofen / Cymma
npumecei ndynpodeHa

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

b)P-aminophenol
(Paracetamol impurity) /
A-amnHoheHON
(npumech
napauetamona)

0.0003%

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

8 [Microbial limits /
Mukpobuonoruyeckas
4JucToTa

a) Total aerobic
microbial count / ObLwee
MMCRO a3pobHbIX
MWKPOOPraHn3mMoB

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

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

Remarks : The Product conforms to ND/

[MTpumevaHwue: MNpopykT cooteeTcTBYET TPeboBaHusam HJ

Opinion : APPROVED
3aknovyenune: O0OBPEHO

Prepared by /
lMNoaroroBneHo:
Ankit

Checked by /
MpoBepeHo:
Himesh Kumar

Approved by: Manager/Executive /
OpobpeHo: MeHneoxep /
PykoBoguTenb

Pavan Kumar Sharma

~ Y —
e

Print Date:
[ata:12.02.2022

Print Date:
HaTa:12.02.2022

Print Date:
Jata:12.02.2022
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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

CEPTUDPUKAT AHAITU3A

www.drreddys.com

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
NoyknuH KOHMop®, TabneTku aucneprupyemble [ana aetei], 100 mr + 125 mr

Batch No / Cepus Ne : V2200219

Batch Quantity / O6bem naptuu : 547.500 KG

:890001572923,890001572471

Analytical Report No / AHanuTu4yeckuit otyet Ne

Date of Analysis / [lata aHanusa: 12.02.2022

2022

Date of Manufacture / [laTta npousBoacTtsa : Jan-

Date of Expiry / Cpok rogHocTH : Dec-2026

Analysis performed according ND / AHann3 npoeeged no HA: 1 N011252/02-021017

b) Total combined
yeasts and mould count
/ ObLee yncno
[APOXOKEBbIX 1
nnecHesbIX rpuGos

c) E. coli

] Less than 1W(§FU/Q /

MeHee 100 KOE/r

Absent / OTcyTcTBYET

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

Shall be absent in 1g/ OtcyTtctBue B 1 1

9 'Uniformity of dosage

102.2 mg/102.2 mr

units a) Acceptance value (AV) should be not
OpgHopogHoCTb 2.6 more than 15.0
[1031POBaHMA MokasaTenb npuemnemocTtun (AV)
a) - Ibuprofen / jnomkeH BbITb He 6onee 15,0
néynpodeH b) Acceptance value (AV) should be not
more than 15.0
MokasaTent npuemnemocTtun (AV)
b) Paracetamol / 22 [40JDKEH BbITb HE Bonee 15,0
napaueramon j
10 Assay/ 112.5 mg to 137.5 mg of CgHeNO>
KornnyectseHHoe 124.9mg/ 124.9mr (paracetamol) per tablet / Ot 112,5 mr fo
Ionpe,cl,eneHme 137,5 mr CeHoNO,

(napaueTamon) B TabneTke

90.0 mg to 110.0 mg of C43H1s02
(ibuprofen) per tablet /

Ot 90,0 mr po 110,0 mr Cy3H4s0;
(nbynpocbeHr) B Tabnetke

Remarks : The Product conforms to ND/
MNpumeyanue: MNpoaykr cootseTcTBYET Tpebosanuam H

Opinion : APPROVED
3akntoueHune: OAOBEPEHO

Prepared by /
MNoprotoBneHo:

Ankit

Checked by /
MpoeepeHo:
Himesh Kumar

Approved by: Manager/Executive /
OpobpeHo: MeHepxep /
PykoBogutens

Pavan Kumar Sharma

& By
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'Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125

N6yknuH KOHUop®, TabneTku aucneprupyemble [ans aeten], 100 mr + 125 mr

Batch No / Cepusa Ne : V2200219

Batch Quantity / O6bem naptuu : 547.500 KG

Analytical Report No / AHanuTn4yecknin oTuyeT N2
:890001572923,890001572471

Date of Analysis / [lata aHanusa: 12.02.2022

2022

Date of Manufacture / [lata npousBogcTsa : Jan-

Date of Expiry / Cpok rogHocTu : Dec-2026

Analysis performed according ND / Ananus npoeeaeH no HA: I N011252/02-021017

11 Package / YnakoBka

10 tablets in PVC/AI blister. 2
blisters and patient information
leaflet in a carton pack. /Mo 10
Tabnetok B 6nuctep ns MNBX / Al.
Mo 2 6nnctepa BM

ecTe C UHCTpyKUuen no

10 tablets in PVC/AI blister. 1, 2 or 20
blisters and patient information leaflet in a
carton pack. / Mo 10 TabneTtok 8 6nnctep
n3 MNBX /Al Mo 1, 2 unun 20 Grniuctepos
BMECTE C UHCTPYKUMER N0 NPUMEHEHWIO
B MauyKy KapTOHHYIO.

NPVMEHEHWIO B NaYKy KAapPTOHHY!IO.
According to ND / B cootBetctBun ¢ Hfj

12 Labeling / MapkvupoBka

13 Storage conditions / Protected from light at temperature below 25°C. / B 3aujuieHHoM oT cBeTa i
XpaHeHue MecTe Npu TemnepaTtype He Bbilwe 25 °C.
14 Shelf life / Cpok 5 years / 5 net .

roaHOCTW

Opinion : APPROVED
3akntovyenHune: OQOBPEHO

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr cooTBeTcTBYET TpeboBaHuam HI

Prepared by / Checked by / Approved by: Manager/Executive /

MoaroTosneHo: MpoeepeHo: OpobpeHo: MeHepxep /
Ankit ] Himesh Kumar PykoBoguTens

Q(" A~ Pavan Kumar'Sharma
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