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

CEPTUPUKAT AHANTU3A

Tel : +91 98166 56001-02

www.drreddys.com

'Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
N6yknuH KOHMOp®, TabneTkn aucneprupyemele [ana aeten], 100 mr + 125 mr

Batch No / Cepusa Ne : V2200079

Batch Quantity / O0wem naptuu : 547.500 KG

Analytical Report No / AHanutuueckui otuet Ne |Date of Analysis / [lata aHanusa: 29.01.2022
:890001570109, 890001570079

Date of Manufacture / [lata npouseoactea : Jan- |Date of Expiry / Cpok roaHocTu : Dec-2026
2022

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

Ne  TTest/ lNokasatenb Result / PesynbTathl Specification / Hopma

1 Description / OnucaHue 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.
Kpyrnbte nnockoumnuugpudeckme  Kpyrnble NnockoLMnuHapnyeckme
TabneTkn po30BOro LUBeTa ¢ I‘ra6neTK|/| pO30BOro LBeTa ¢
BKpansieHnsmMuy, ¢ Hackon U pUCKon BKpanneHusmu, c chackon u puckon Ha
Ha OOHOI CTOPOHeE, OLHON CTOPOHE,
C XapaKTepHbIM 3anaxom C XapakTepHbIM 3anaxom |

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

MoannHHOCTL B cooTtBeTCTBUU 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 yaepxnsaHns OCHOBHbIX NKOB
Ha XpomaTorpamMmMe UChbITYeMOoro
pacTBopa AOSMKHBI COOTBETCTBOBATL
BpemMeHaM yaepXXuBaHus nukos Ha
XpomaTorpaMmmMme pacTsopa CTaHAapTHbIX
obpasuoB nbynpodeHa 1 napauetamona
(paspen «KonuyecTseHHoe
onpeAeneHue»)

Remarks : The Product conforms to ND/

Opinion : APPROVED

MpumeyvaHue: MNpoaykT cooTBeTCTBYET TpeboBaHuam HJ 3akntovenne: OQOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
MoaroTtoeneHo: [MpoBepeHo: OpobpeHo: MeHepxep /

Ankit Himesh Kumar PykoBoguTernsb N

[g —) = Pawan Kumar X
9= i

Print Date: Print Date:

Print Date:

Harta:29.01.2022 Jara:29.01.2022 Hara:29.01.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indiia
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com
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CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA

CEPTUD®UKAT AHATNU3A Tel : +91 98166 56001-02
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
N6yknuH KOHMop®, TabneTkn aucneprupyemele [ansa geten], 100 mr + 125 mr

Batch No / Cepusa Ne : V2200079 Batch Quantity /| O6em naptuu : 547.500 KG

:890001570109, 890001570079

Analytical Report No / AHanutuyeckuit otuet Ne |Date of Analysis / [lata aHanusa: 29.01.2022

2022

Date of Manufacture / [lata npoussogctea : Jan- |Date of Expiry / Cpok roaHocTu : Dec-2026

Analysis performed according ND / AHanus nposeaeH no HJ1: 1N N011252/02-021017

i3 Average weight and | 362.1 mg/ 362.1 mr
uniformity of weight /

| CpepHas macca I

| 0AHOPOAHOCTb Macchbl |

|

Complies

\357.7 mg to 372.3 mg (365.0 mg 2.0

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

OA))

|

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

He Bornee £ 5 % 2/20 tablets — NMT 10 %
Y/ 2/20 Tabn. — He 6onee £ 10 %

Not more than 3 minutes /

4 Disintegration / 00 Minute 41 seconds
. PacnagaemocTb - He 6onee 3 MyH
5 Dissolution / 100% - 102%
PacTtBopeHune (ibuprofen) after 30 min
98% - 100%
6 Dispersibility / | Complies / CooTBeTcTBYET |
AuncnepcHoCTb

iNOt less than 70% (Q) of C13H1502

Not less than 70% {Q) of CsHoNO2
(paracetamol) after 30 min /
He meHee 70 % (Q) Ci3H1s0
(nBbynpodreH) yepes 30 MUH
He meHee 70 % (Q) CngNOz
(napauetamon) yepes 30 MMH |
Uniform suspension passing through the
710 um sieve is formed / OBpasyeTca
0AHOpOAHAasA CyCrneH3ns, Npoxoasilas
Yepes cUTo ¢ pasmepom ayeek 710 MKM

Remarks : The Product conforms to ND/
MNpumeyvanue: MNMpoaykr cootTeeTcTBYET TpeboBaHuam HI

Opinion : APPROVED
3akntoyenue: OOOBPEHO

Prepared by / Checked by /
MoaroToBneHo: MpoeepeHo:
Ankit Himesh Kumar

[ﬁ/ N —

Approved by: Manager/Executive /
OpobperHo: MeHepxep /

PykosoguTens )
Pawan Kumar -'

A ——

Print Date: Print Date:
Jata:29.01.2022 Hara:29.01.2022

Print Date:
Harta:29.01.2022
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|Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
IVl6y|<JW|H OHnop®, TabneTku aucneprupyemele [ans aeten], 100 mr + 125 mr

1
[Batch No / Cepust Ne : V2200079

Batch Quantity / O6bem naptuu : 547.500 KG

Analytical Report No / AHanuTu4yecknit otueT Ne
:890001570109, 890001570079

Date of Analysis / llata aHanu3a: 29.01.2022

2022

Date of Manufacture / lata npou3BogcTea : Jan-

Date of Expiry / Cpok rogHocTu : Dec-2026

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

7 Related substances /
PopacTtBeHHbIE Npymech

i) Highest individual

-amuHodeHon
(npumeck
napaueTamona)

impurity/ Ilto6as 0.06% i) Not more than 0.3% / He 6onee 0,3%
eMHUYHas NPUMECh |

nbynpodeHa :

i) Total impurities of | -
Ibuprofen / Cymma 0.1%

npvmece ubynpodeHa i) Not more than 1.0% / He 6onee 1,0 %
b)P-aminophenol b) Not more than 0.005% / He 6onee
(Paracetamol impurity) / 0.0003% 0,005 %.

8 Microbial limits /
MwukpoBuonoruyeckas
MucToTa

a) Total aerobic
microbial count / Obyee
4Mcno aspobHbIX
MWKpPOOpPraHW3MoB

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/
Mpumeuanue: Mpoaykr cooTBeTcTBYET TpeboBaHnam HJ

Opinion : APPROVED
3akntovyeHue: OQOBPEHO

Prepared by /
lNoproToBneHo:

Ankit
/é{

Checked by /
MpoBepeHo:
Himesh Kumar

{ o

|

Approved by: Manager/Executive /
OpobpeHo: MeHepxep /
Pykosoauterb
Pawan Kumar

.

Print Date:
[aTta:29.01.2022

Print Date:
NaTta:29.01.2022

Print Date:
Hata:29.01.2022
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CEPTUDUKAT AHAJIU3A
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'Product : Ibuclin Junior, dispersibﬂa tablets (for children) 100 mg + 125
U6yknuH OHMOp®, TabneTkn aucneprupyemeie [ana aetei], 100 mr + 125 mr

Batch No / Cepusi Ne : V2200079

Batch Quantity / O6em naptum : 547.500 KG

Analytical Report No / AHanutuveckui oryet Ne

:890001570109, 890001570079

Date of Analysis / [lata aHanu3sa: 29.01.2022

Date of Manufacture / JJaTta npou3sBoacTea : Jan-

2022

Date of Expiry / Cpok rogHocTu : Dec-2026

Analysis performed according ND / Avanus nposeges no HAI: M N011252/02-021017

b) Total combined
yeasts and mould count
J Obwee uncno

[ POMOKEBBIX U
rnrecHesblx rpubos

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

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

%hall be absent in 1g/ OTcytctBnue B 1r

c) E. coli Absent / OTtcyTcTByeT
9 Uniformity of dosage
units a) Acceptance value (AV) should be not
OaHopoaHoCTb 3.2 more than 15.0
mosnposaHus MokasaTenb npuemnemoctn (AV)
a) - Ibuprofen / imorykeH ObiTe He Bonee 15,0
nbynpodeH b) Acceptance value (AV) should be not
more than 15.0
MokasaTtenb npuemnemocTn (AV)
b) Paracetamol / 2.0 mormkeH ObITh He 6onee 15,0
napauetamorn N
10 |Assay/ 112.5 mg to 137.5 mg of CsHgNO:2
KonunyecteeHHoe 124.8mg / 124.8mr (paracetamol) per tablet / OT 112,5 mr no
onpeaeneHue 137,5 mr CgHgNO2 '
(napaueTtamorn) B TabneTke
©90.0 mg to 110.0 mg of C13H1g02
l;(ibuprofen) per tablet /
102.2mg/102.2 mr Or 90,0 mr go 110,0 mr Ci3H10;
‘(mﬁynpocpel-l) B Tabnetke

Remarks : The Product conforms to ND/

Mpumeyvanue: MpoaykT cooTBeTcTBYET TpebGoBaHNaM H

Opinion : APPROVED
3aknioveHune: OQOBPEHO

Prepared by /
MoarotoBneHo:

Ankit
/L

Checked by /
[NposepeHo:
Himesh Kumar

—_—

Approved by: Manager/Executive /
OpnobpeHo: MeHepxep /
PykosoguTensb
Pawan Kumar X?

I

Print Date: Print Date:

fata:29.01.2022

[ara:29.01.2022

Print Date:
Hara:29.01.2022
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CEPTUDUKAT AHATTU3A
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
U6yknuH IOHMOop®, Tabnetku gucneprupyemble [Ansa geten], 100 mr + 125 mr

Batch No / Cepusi Ne : V2200079

Batch Quantity / O6em naptum : 547.500 KG

1890001570109, 890001570079

Analytical Report No / AHanutuyeckui otyeT Ne

Date of Analysis / [lata aHanu3a: 29.01.2022

2022

Date of Manufacture / Jata npou3BogcTea : Jan-

Date of Expiry / Cpok roaHocTu : Dec-2026

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

11 PPackage / YnakoBka

10 tablets in PVC/AI blister. 2
blisters and patient information
leaflet in a carton pack. / Mo 10
Tabnetok B 6nmctep ns NBX / Al
Mo 2 6nucTepa Bm

CTe C HCTPYKLUUEN No
NPUMEHEHNIO B NaYKy KApPTOHHY!O.

10 tablets in PVC/AI blister. 1, 2 or 20
blisters and patient information leaflet in a
carton pack. / Mo 10 TabneTok B Gnucrep
n3 NBX /Al Mo 1, 2 unn 20 Gnnctepos
BMECTE C UHCTPYKLMEN N0 NPUMEHEHMIO
B MayKy KapTOHHYIO.

According to ND / B cooTBeTCTBMU cHA

12  Labeling / Mapkuposka

13  Storage conditions /
XpaHeHue

14 Shelf life / Cpok

' roQHOCTM

|

5 years / 5 neT

~ Protected from light at temperature below 25°C. / B 3awuiLeHHOM oT cBeTa
MecTe npu TemnepaType He Boiwe 25 °C.

Remarks : The Product conforms to ND/
MNpumeyaHue: MNpoaykT cooTeeTcTBYET TPpeboBaHUAM H

Opinion : APPROVED
3akntoveHue: OQOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

Hara:29.01.2022

Hara:29.01.2022

MoaroToBneHo: [poBepeHo: OpoGpeHo: MeHegxep /
Ankit Himesh Kumar PykosoguTenes :
% @é/—Q Pawan Kumar  /
= \ =
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