Dr.Reddy’s Q':’.

CERTIFICATE OF ANALYS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

1S Tel : +91 98166 56001-02

CEPTUDOUKAT AHATIU3A

www.drreddys.com

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
Noyknux FOHMOpP®, Tabnetkn gucneprupyemsole [Ana aeten], 100 mr + 125 mr

Batch No / Cepua Neo ; V

2101532

Batch Quantity / O6bem naptuu : 547.500 KG

1890001546124

Analytical Report No / AHanuTtnuyeckui otyet Ne

Date of Analysis / Jata aHanu3a: 22.09.2021

2021

Date of Manufacture / lata npousBoacTBa : Sep-

Date of Expiry / Cpok rogHocTH : Aug-2026

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

Ne  [Test/MokaszaTenb

Result / PesynbTathl

Specification / Hopma

1 Description / Onuca

Hue Pink flat-faced beveled-edge tablets
with impregnations and a score-line
on one side and characteristic odor.
Kpyrnble nnockouynuHapuyeckme
TabneTkM po3oBoro LBeTa ¢
BKpanneHusimun, ¢ hackon n puckomn
Ha oHOWN CTOPOHe,

c XapakKTepHbIM 3anaxom

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

Kpyrnble nnockoumnuHgpuyeckue
TabneTkn poO30BOro UBeTa ¢
BKpanneHusmu, ¢ packol 1 puckoi Ha
04HOW CTOPOHE,

C XapaKTepHbIM 3arnaxom

|dentification /
MopnwnHHOCTL

Complies as prescribed/
[B cooTBETCTBUN C OMUCAHNEM

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 yaep:KuBaHWsl OCHOBHbIX NMUKOB
Ha XpoMaTorpamme UcnblTyemMoro
pacTBopa AoMKHbl COOTBETCTBOBATL
BpEMEHAM YASPKUBAHMUSA NMUKOB Ha
XpoMaTtorpamme pacTeopa cTaHaapTHbIX
Io6pa3u,013 nbynpodeHa 1 napaueTamona
(pasgen «KonnyectseHHoe

|
onpefenexue»)

Remarks : The Product

conforms to ND/

MpumeyaHue: MNpoaykr cooTBeTcTBYET TpebosaHuam HL,

Opinion : APPROVED
3akntoyenHue: OQJOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

Jara:22.09.2021

Hata:22.09.2021

MogroToBneHo:; MpoBepeHo: OpoBpeHo: Menenxep /
Ramakant \,Ll} Himesh Kumar Pykosoautens
‘\ —= Amit Kumar Al
. = /&__f\-,\//
Print Date: Print Date: Print Date:

JaTa:22.09.2021

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: L85195AP1984PLC004507
www.drreddys.com
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CEPTUOUKAT AHATTU3A
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
Noyknun KOHMOp®, TabneTku gucneprupyemole [ona petein], 100 mr + 125 mr

'Batch No / Cepus Ne : V2101532

Batch Quantity / O6em naptum : 547.500 KG

:890001546124

Analytical Report No / AHanuTu4eckui ot4yeTt Ne

Date of Analysis / laTta aHanu3sa: 22.09.2021

2021

Date of Manufacture / [laTta npoussogcTtea : Sep-

Date of Expiry / Cpok rogHocTH : Aug-2026

Analysis performed according ND / AHanu3 npoBegeHn no HO: I N011252/02-021017

3 Average weight and
uniformity of weight /
CpegHsis macca 1
OAHOPOAHOCTb MAacChl

366.1 mg/ 366.1 mr

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

4 Disintegration /
PacnapaemocTb

00 Minute 39 seconds

5 Dissolution /
Pactsopenue

98-101%

97-100%

: ‘

Dispersibility /
[ucnepcHocTb

Complies / CooTBeTCTBYET

__He Goriee 3 MuH

_ (napauetamon) yepes 30 MuH

Not more than 3 minutes /

Not less than 70% (Q) of C13H1s02
(ibuprofen) after 30 min

Not less than 70% (Q) of CgHsNO;
(paracetamol) after 30 min /
He wmeHee 70 % (Q)
(nBynpodheH) yepes 30 MuH
He meHee 70 % (Q) CsHsNO2

C13H1s02

Uniform suspension passing through the
710 pm sieve is formed / O6pasyeTtca
oAHOpoAHas cycneH3us, npoxoasilas
yepesa CUTO ¢ pasmepom syeek 710 MKm

Remarks : The Product conforms to ND/
MpumeuaHue: MNpoaykr cooTseTcTBYET TpeboBaHuam HI

Opinion : APPROVED
3akntovyenune: OQOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

Harta:22.09.2021

Hara:22.09.2021

lNoAroToBneHo: lMpoBepeHo: OpnobpeHo: MeHepxep /
Ramakant |, ) Qﬁ, g Himesh Kumar Pykosogutens

%Vﬁ/ o ' = Amit Kumar A y
Print Date: Print Date: Print Date:

Hata:22.09.2021
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
S Tel : 491 98166 56001-02

CEPTU®UKAT AHAJTU3A

www.drreddys.com

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
NoyknuH OHMop®, TabneTkn aucneprupyemsie [ansa getein], 100 mr + 125 mr

Batch No / Cepusa Ne : V2101532

Batch Quan

tity / O6bem naptum : 547.500 KG

1890001546124

Analytical Report No / AHanutu4yeckui otuet Ne

Date of Ana

lysis / NlaTta ananu3sa: 22.09.2021

2021

Date of Manufacture / [lata npousBogacTtea : Sep-

Date of Exp

iry / Cpok rogHocT# : Aug-2026

Analysis performed according ND / AHanus nposegeH no HO: 1 NO11252/02-021017

7 [Related substances /
PopcreeHHbie npumecu

i) Highest individual
impurity/ JltoBas
€AVHUYHasa NpuMech
néynpodbeHa

i) Total impurities of

BDL (Disregard Limit 0.05%)

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

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

4-amuHodheHon
l(npvu\ner
napaueTtamorna)

8 Microbial limits /
MuikpoGuonornyeckas
yMcToTa

a) Total aerobic
microbial count / ObLee
MUCIIO a3pOBHbIX
MWKPOOPraHN3MoB

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

b) Not more than 0.005% / He Gonee

Ibuprofen / Cymma BDL

npumecen nbynpodgera

b)P-aminophenol

(Paracetamol impurity) / Not Detected 0,005 %.

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

Remarks : The Product conforms to ND/
MpumeyaHue: MNpoaykT cootBeTcTBYET TpebosaHuam H

Opinion : APPROVED
3akmtovenue: OQOBPEHO

Prepared by /
MogroToBneHo:

Checked by /
lNpoBepeHo:

Approved by: Manager/Executive /
OpnobpeHo: Menepxep /

[arta:22.09.2021

HaTta:22.09.2021

Ramakant }tﬂ-‘} Himesh Kumar PykosoauTtenb _\(//-
i Q)b,,__:‘ Amit Kumar ~ /\ N~
Print Date: Print Date: Print Date:

HNaTa:22.09.2021
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CERTIFICATE OF ANALYSIS

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 AHAJTUSA

www.drreddys.com

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
NoyknuH KOHMop®, TabneTkn aucneprupyemble [Ana ageten], 100 mr + 125 mr

Batch No / Cepusa Ne : V2101532

Batch Quantity / O6bem naptuu : 547.500 KG

:890001546124

Analytical Report No / AHanuTu4eckui oTyeTt Ne

Date of Analysis / Jara aHanusa: 22.09.2021

2021

Date of Manufacture / [lata npouseoactea : Sep-

Date of Expiry / Cpok rogHocTH : Aug-2026

Analysis performed according ND / AHanu3 npoBegeH no HA: 1N N011252/02-021017

b) Total combined
yeasts and mould count
OOLee 4ncno
OPOMOKEBBIX 1
NnecHeBbIX rpMboB

|c) E. coli
9 Uniformity of dosage
units
Y OBoHOPOAHOCTE
{no3npoBaHns
a) - Ibuprofen/
nbynpodeH

b) Paracetamol /
napaueTamon

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

Absentin 1g/ OtcyTcTBYyeT B 1r

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

Shall be absentin 1g/ OtcytctBre B 1 r

1.9

1.9

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

MokazaTenb npuemnemocTty (AV)
\noneH 6bITb He Bornee 15,0

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

MokasaTtenb npuemnemocTtn (AV)
\nonXeH ObiTb He Oonee 15,0

10 |Assay/
KonnyecTtBeHHOE

onpenenedHne

123.5mg/123.5 mr

99.2mg/99.2 mr

112.5 mg to 137.5 mg of CgHgNO-
(paracetamol) per tablet/ Ot 112,5 mMr go
137,5 mr CsHgNO2

(napaueTamon) B TabneTke

90.0 mg to 110.0 mg of C13H1s0:2
(ibuprofen) per tablet /
Or 90,0 mr go 110,0 mr Ci3H4s04

(w6ynpodpeH) B Tabnetke

Remarks : The Product conforms to ND/
MpumeyaHue: MNpoaykT cooTBeTCcTBYET TPpeboBaHuam HL

Opinion : APPROVED
3akntovyenune: OQOBPEHO

Prepared by /
[NogroToBnNeHO:
Ramakant /1)

gd.r

Checked by /
MpoeepeHo:
Himesh Kumar

QJ( =

Approved by: Manager/Executive /
OpobpeHo: MeHenxep /
PykoBoguTens

Amit Kumar /L—‘y

Print Date:
[ata:22.09.2021

Print Date:
HaTa:22.09.2021

Print Date:
Hata:22.09.2021
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CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02
CEPTUDUKAT AHANU3A www.drreddys.com

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
NoéyknuH IOHMOP®, TabneTku aucneprupyemole [gna aereu], 100 mr + 125 mr

Batch No / Cepus Ne : V2101532 Batch Quantity / O6bem naptum : 547.500 KG
Analytical Report No / AHanutu4yeckuit otuet Ne |Date of Analysis / JaTta aHanusa: 22.09.2021

:890001546124
Date of Manufacture / [lata npoussoactBa : Sep- |Date of Expiry / Cpok rogHocTu : Aug-2026
2021
Analysis performed according ND / AHanus npoBegeH no HA: M N011252/02-021017

11 Package / Ynakoska 10 tablets in PVC/AI blister. 2 10 tablets in PVC/Al 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 Gnuctep
Tabnetok B 6nmctep ns NBX /Al u3 MBX / Al. Mo 1, 2 nnu 20 Gnuctepos
Mo 2 Griuctepa Bm BMECTE C MHCTPYKLUMER MO NPUMEHEHNIO
ecTe C UHCTPYyKUuer no B Mayky KapTOHHYIO.

_[NPYMEHEHWNI0 B NaYKy KapTOHHYHO.
12 |Labeling / Mapknposka |According to ND / B cootBeTcTBum ¢ H]

13 Storage conditions / Protected from light at temperature below 25°C. / B 3aLuLLleHHOM OT cBeTa

XpaHeHne MecTe npu TemnepaType He Bolwe 25 °C.
14 [Shelf life / Cpok 5 years / 5 net )

Iro,n,Hocm

|
Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeyanue: NpoaykT cootTeeTCcTBYET TpeboBaHUsam HI 3akntovyeHue: OQOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarotoBneHo: MpoeepeHo: OpnobpeHo: Menepxep /
Ramakant @Ml Uﬁ» Himesh Kumar PykoBoguTens g

- . Amit Kumar N 1

Print Date: Print Date: Print Date:
Hata:22.09.2021 [ara:22.09.2021 HaTa:22.09.2021
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