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CERTIFICATE OF ANALYS

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

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

IS Tel : +91 98166 56001-02

CEPTUPUKAT AHATTN3A

www.drreddys.com

'Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
NoyknuH KOHMop®, TabneTku aucneprupyembie [Ana petei], 100 mr + 125 mr

Batch No / Cepusi Ne : V2101

628

Batch Quantity / O6bem naptum : 547.500 KG

:890001547790

Analytical Report No / AHanuTuuyeckuii otuyeT Ne

Date of Analysis / Jlata aHanu3a: 29.09.2021

2021

Date of Manufacture / laTta npousBogcTtea : Sep-

Date of Expiry / Cpok rogHocTH : Aug-2026

Analysis performed according ND / AHanu3 npoeegen no HO: 1 N011252/02-021017

Ne  [Test/ MNokasaTenb

Result / PesynbTaThl

Specification / Hopma

i

Description / Onuncanne

Identification /
NoannHHOCTL

Pink flat-faced beveled-edge tablets
with impregnations and a score-line
on one side and characteristic odor.
Kpyrnble nnockoumnuHapudeckme
TabneTkn po30BOro LBeTa ¢
BKpanneHusamu, ¢ hackomn n puckoi
Ha OAHOW CTOPOHE,

C XapaKTepHbIM 3anaxom

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

Kpyrnble nnockoumnuHgpudeckue
TabneTKn PO30BOrO LIBETA C
BKpanneHuamu, ¢ (oackor 1 pUCKoin Ha
OLHOWN CTOPOHE,

C XapaKTEpHbIM 3anaxom

Complies as prescribed/
B cooTBeTCTBMU C onncaHuem

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)./
BpemMeHa yaep>KnBaHns OCHOBHbIX MUKOB
Ha XpomarorpamMmme UcnbiTyemoro
pacTeopa AOMKHbI COOTBETCTBOBATL
BpEMEHaM YASPXKMBaHUA NNKOB Ha
XpomaTorpaMmMe pacTBopa cTaHAapTHbIX
obpasLos ndynpogeHa n napaueramona
(pasgen «KonuuecteseHHoe

onpeneneHmney)

Remarks : The Product conforms to ND/
MpumeyvaHue: MNpoaykr cootseTcTBYET TPebOBaHUAM HI

Opinion : APPROVED
3aknroueHue: OJOBPEHO

Prepared by /
lNoprotoBneHo:

Pardeep Kumar
[

<<

Checked by /
MposepeHo:
Himesh Kumar

Approved by: Manager/Executive /
OpobpeHo: MeHepxkep /
PykosoauTens

Pavan Kumar Sharma
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Print Date:
Hata:29.09.2021

Print Date:
[ata:29.09.2021

Print Date:
[aTta:29.09.2021
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
N6yknuH tOHMOP®, TabneTku aucneprupyemele [ansa petei], 100 mr + 125 mr

Batch No / Cepusi Ne : V2101628

Batch Quantity / O6beM naptum : 547.500 KG

1890001547790

Analytical Report No / AHanuTtuyeckuit otyet Ne

Date of Analysis / [lata aHanusa: 29.09.2021

2021

Date of Manufacture / [lata npousBoacTBa : Sep-

Date of Expiry / Cpok ronHocTh : Aug-2026

\Analysis performed according ND / AHanu3 npogefeH no HO: N N011252/02-021017

3 Average weight and
uniformity of weight /
CpepHsas macca v
0HOPOAHOCTb MaccCh!

366.3 mg/ 366.3 mr

118/20 tablets — NMT 5 % / 18/20 tabn. —

357.7 mg to 372.3 mg (365.0 mg 2.0 |
%) / 357.7 mr to 372.3 mr(365,0 mr + 2,0
%)

He Boree + 5 % 2/20 tablets — NMT 10 %

| Complies 2/20 Tabn. — He 6onee + 10 %
4 Disintegration / 00 Minute 41 seconds Not more than 3 minutes /
PacnagaemocTb He 6onee 3 muH
5 Dissolution / 98-100% Not less than 70% (Q) of C13H1502
PacTBOpeHne (ibuprofen) after 30 min
98-100% Not less than 70% (Q) of CsHsNO2

(paracetamol) after 30 min /
He wmeHee 70 % (Q)
(nBynpodpeH) yepes 30 MyH
He menee 70 % (Q) CsHgNO:2
(napaueramon) yepes 30 MuH

C13H1502

6 Dispersibility /
[ncrnepcHocTb

Complies / CooTBeTCTBYET

Uniform suspension passing through the
710 um sieve is formed / O6pasyeTtcs
0[HOPOAHAanA cycneHsuns, npoxoasiuas
Uepes cuTo ¢ pasMepom siveek 710 MK

Remarks : The Product conforms to ND/
Mpumeyanue: MpogykT cooTBeTCTBYET TpeboBAHNAM HO

Opinion : APPROVED
3akntoueHune: OQOBPEHO

Prepared by /
MoproToBneHo:
Pardeep Kumar

Checked by /
MpoBepeHo:
Himesh Kumar

Approved by: Manager/Executive /
OnobpeHo: Menenxep /
PykosoauTenb

Pavan Kumar Sharrma
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Formulation Unit-6

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

CEPTUOUKAT AHATTU3A
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
N6yknuH KOHUOP®, TabneTkn aucneprupyembie [ana peten], 100 mr + 125 mr

Batch No / Cepus Ne : V2101628

Batch Quantity / O6bem naptum : 547.500 KG

Analytical Report No / AHanuTtnuyeckui otyet Ne

:890001547790

Date of Analysis / [lata aHanusa: 29.09.2021

Date of Manufacture / [laTa npoussoacTBa : Sep-

2021

Date of Expiry / Cpok rogHocTH : Aug-2026

Analysis performed according ND / AHanu3 nposeAaeH no HO: N N011252/02-021017

Related substances /
PopacTBeEHHbIE NpUMECH

i) Highest individual
impurity/ Jltobas
eAMHUYHANA NMPUMECh
noynpodeHa

BDL (Disregard Limit 0.05%)

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

ii) Total impurities of

4-aMmnHogeHo
(npvimech
napatetamorna)
Microbial limits /
Mukpobuonoruyeckas
MUcToTa

a) Total aerobic
microbial count / Obuwee
MUCIO a3pPOBHbIX
MUWKPOOPraHu3mos

Less than 100 CFU/g /

Menee 100 KOE/r

Ibuprofen / Cymma BDL

npumecei néynpodeHa ii) Not more than 1.0% / He 6onee 1,0 %
b)P-aminophenol b) Not more than 0.005% / He bonee
(Paracetamol impurity) / 0.00001% 0,005 %.

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

Remarks : The Product conforms to ND/

Opinion : APPROVED

Mpumeyanme: MpoayKT COOTBETCTBYET TPEOOBAHNAM HO

3aknoyenne: OQOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
MoaroToBneHo: [poBepeHo: OpobpeHo: Menepxep /
Pardeep Kumar Himesh Kumar s PykoBogutens
)L/ ——\ ————— | Pavan Kumar Sharma
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Print Date: Print Date: Print Date:
[JaTa:29.09.2021 [aTa:29.09.2021 JaTa:29.09.2021
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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

CEPTUDUKAT AHATTU3A

www.drreddys.com

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
NEyknuH FOHKMOp®, Tabnetku aucneprupyembie [nna aeten], 100 mr + 125 mr

Batch No / Cepus Ne : V2101628

Batch Quantity / O6bem naptum : 547.500 KG

Analytical Report No / AHanuTnueckuit otTyeTt Ne

1890001547790

Date of Analysis / lata aHanu3a: 29.09.2021

Date of Manufacture / JlaTa npou3BoAacTBa : Sep-

2021

Date of Expiry / Cpok rogHocTh : Aug-2026

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

b) Total combined
yeasts and mould count
|/ OBLee yncno

[ pONCKEBBLIX U
nnecHeBbix rpubos

c) E. coli

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

Absent in 1g/ OtcyTcTByeT B 11

9 Uniformity of dosage

INot more than 100 CFU/g /
He 6onee 100 KOE/r

Shall be absentin 1g/ OtcytcTBne B 11

units a) Acceptance value (AV) should be not
OpHopoaHocTb 1.6 more than 15.0
inosnpoBaHns MokazaTenb npuemnemoctu (AV)
a) - Ibuprofen / nomkeH 6biTb He Bonee 15,0
nbynpodeH b) Acceptance value (AV) should be not
more than 15.0
MokaszaTensb npuemnemocty (AV)
b) Paracetamol / 1.6 AOIDKEH 6bITb He Bonee 15,0
napaueTamon
10 |Assay/ 112.5 mg to 137.5 mg of CgHoNO:
KonuuyectBeHHOE 124.7 mg/ 124.7 mr (paracetamol) per tablet / OT 112,5 mr Ao
onpegeneHue 137,5 mr CgHaNO2

100.1 mg/ 100.1 mr

(napaueTamon) B Tabnertke

90.0 mg to 110.0 mg of C13H1s02
(ibuprofen) per tablet /

Ot 90,0 mr mo 110,0 mr Ci3HisO:
(v6ynpodpeH) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED

Mpumeyvanue: MNpoayKT COOTBETCTBYET TpebosaHnam HO 3akntoyenue: OQOBPEHO

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

MNoaroToBneHo: MpoBepeHo: OpobpeHo: MeHepxep /

Pardeep Kumar * | Himesh Kumar PykosoguTesnb

‘ \__k//’_‘ Pavan Kumar Sharma
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
N6yknvH FOHUOp®, TabneTkn ancneprupyemele [aAns netein], 100 mr + 125 mr

|Batch No / Cepus Ne : V2101628 Batch Quantity / O6bemM naptuum : 547.500 KG
Analytical Report No / AHanutudeckun otueT Ne | Date of Analysis / ata aHanu3a: 29.09.2021

1890001547790
Date of Manufacture / [lata npoussoacTtea : Sep- |Date of Expiry / Cpok roaHOCTY : Aug-2026

2021
|Analysis performed according ND / Ananus nposegeH no HA: M N011252/02-021017

11 Package / Ynakoska 10 tablets in PVC/AI blister. 2 10 tablets in PVC/Al blister. 1, 20r 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 bnincTep
TabneTok B 6rmctep us NBX /Al 3 NBX /Al Mo 1, 2 unn 20 Gnuctepos
Mo 2 6nucTtepa Bm BMecTe C UHCTPYKLMEN MO NMPUMEHEHWIO
ecTe C UHCTPYKUWENR no B NauKy KapTOHHYO.

MPUMEHEHMIO B NAYKy KapTOHHYHO. -
12 |Labeling / Mapkuposka According to ND / B cooTsetcTaum ¢ HJ,

13  Storage conditions / Protected from light at temperature below 25°C. /B 3aIJ.|,I/ILLleHHOI;II OT CBeTa

XpaHeHne MecTe npu Temneparype He Boiwwe 25 °C.
14 Shelflife/Cpok 5 years /5 ner R
rofHOCTH
. |
Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanue: NpoayKT COOTBETCTBYET TpebosaHuam HL 3akntoueHue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
MoproToeneHo: MpoBepeHo: OnobpeHo: Menemxep /
Pardeep Kumar Himesh Kumar PykosoguTenb
l QJ/:’ Pavan Kumar Sharma
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