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Object of the study : searching for the chemical, physical-chemical and
microbiologyc behavior of Onconat I, when it's been stored at different
conditions than the recommended. That allows to detect in a quicker way if
there are degree products, or interaction with the package.

Baccharis articulata tincture 4 ml
4 ml
Rosmarinus officinalis tincture
Plantago mayor tincture 2 mi
Purified water Csp 100 ml
CONDITIONS:

TEMPERATURE : 40 + 2C
HUMIDITY: 70 +5 % HR

Place sample was stored : Thermostated stove at 40 + 2C with higrostat to
keep humidity at 70+ 5 %.
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CHARACTERISTICS OF THE LOTS OF ONCONAT | BEEN STUDI ED :

ONCONAT I lot : 0301

Manufacturing date : 13/09/03
Lot 0823
Baccharis articulata tincture
Rosmarinus officinalis tincture Lot 0523
Plantago mayor tincture Lot 0323
100
Size of the pilot lot
Number of units asigned to the study 10
Number of units used in each assay 2
10
backsample
ONCONAT I lot : 0302
Manufacturing date : 25/03/03
Lot 0823
Baccharis articulata tincture
Rosmarinus officinalis tincture Lot 0523
Plantago mayor tincture Lot 0323
100
Size of the pilot lot
Number of units asigned to the study 10
Number of units used in each assay 2
10

backsample
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Total period for the study : 3 months

Time between assays: 0, 2 and 3 months

Parameters been tested

Physical-chemical
chemical

microbiologyc

behavior of the package
behavior of the closing

physical-chemical parameters

PARAMETER SPECIFICATION VALUE
PH 4.80 -5.20
DENSITY 0.95-1.05
COLOR Dark brown liquid

SEDIMENTABLE SOLIDS

<2.00 %

CHEMICAL PARAMETERS

PARAMETER

SPECIFICATION

BACCHARIS ARTICULATA
TINCTURE

ROSMARINUS OFFICINALIS
TINCTURE

PLANTAGO MAJOR TINCTURE

4.0 +0.4 %

4.0 +0.4%

AGREE WITH TLC
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Microbiologyc parameters

MICROORGANISM

acceptance limit

Total of Aerobics < 100 cfulg
Molds <100 cfulg
Yeast <100 cfu/g
Entrobacterias <100 cfu/g
Escherichia Coli Abscence/lg
Salmonella s.p. Abscence/10g
Staphylococcus aureus Abscencelg

PACKAGE BEHAVIOR:

CARACTERISTIC

SPECIFICATION

DISCOLORATION

It has not to appear discolorations.

LATERAL FISSURES

It has not to appear cracks .

DEFORMATIONS

It has not to appear deformations on
the container,even at top or bottom

CLOSING BEHAVIOR :

CHARACTERISM

SPECIFICATION

EROSION OF COVER AND STRAP
TAKEOFF

It has not to be

LOST OF CONTENT BECAUSE
OFPACKAGE INVERSION

It has not to be

DAMAGE BECAUSE OF CONTENTS

INTERACTION

It has not to appear stain or cracks in
the inner cover
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ANALYTICAL RESULTS CERO MONTHS LOT 0301

PHYSICAL-CHEMICAL PARAMETERS :

PARAMETER SPECIFICATION RESULT
PH 4.80 -5.20 5.10
DENSITY 0.95-1.05 0.989
COLOR DARK BROWN LIQUID agree
SEDIMENTABLE SOLIDS <2.00 % 0.91%
CHEMICAL PARAMETER:
CONTENT
SPECIFICATION RESULT
BACCHARIS 4.0 +0.4 % 4.0 %
ARTICULATA
TINCTURE
40+0.4% 4.2%

ROSMARINUS
OFFICINALISTINCTURE

agree with TLC Agree

PLANTAGO MAJOR
TINCTURE
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MICROBIOLOGY PARAMETER :

MICROORGANISM ACCEPTANCE LIMIT RESULT
TOTAL AEROBICS <100 cfulg <100 cfulg
Molds <100 cfulg <100 cfulg
Yeast <100 cfulg <100 cfulg
Entrobacterias <100 cfulg <100 cfulg
Escherichia Coli Abscence/lg Abscence/lg
Salmonella s.p. Abscence/10g Abscence/10g
Staphylococcus aureus Abscencel/g Abscencel/g
PACKAGE BEHAVIOR :

CHARACTERISM SPECIFICATION RESULT
DISCOLORATION It has not appear Agree
discolorations.

LATERAL FISSURES It has not appear cracks . Agree
DEFORMATIONS It has not appear deformations Agree
on the container,even at top or
bottom
CLOSING BEHAVIOR :
CHARACTERISM SPECIFICATION RESULT
EROSION OF COVER AND |It has not to be There are not
STRAP TAKEOFF
LOST OF CONTENT It has not to be There are not

BECAUSE OFPACKAGE
INVERSION

DAMAGE BECAUSE OF
CONTENTS INTERACTION

It has not to appear stain or | There are not

cracks in the inner cover
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ANALYTICAL RESULTS TO 2 MONTHS

LOT 0301

PHYSICAL-CHEMICAL PARAMETERS

PARAMETER VALOR SPECIFICATION RESULT
PH 4,80 — 5,20 5, 00
DENSITY 0,95-1,05 0,990
COLOR DARK BROWN LIQUID AGREE
SEDIMENTABLE
SOLIDS <2% 1.35%
CHEMICAL PARAMETER :
CONTENT
SPECIFICATION RESULT
BACCHARIS 4.0 +0.4 % 3.9%
ARTICULATA
TINCTURE
ROSMARINUS 40+0.4% 4.0%
OFFICINALISTINCTURE
PLANTAGO MAJOR agree with TLC
TINCTURE Agree
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MICROBIOLOGY PARAMETERS :

It not corresponds to this stage of the study

PACKAGE BEHAVIOR :

CHARACTERISM SPECIFICATION RESULT
DISCOLORATION It has not appear Agree
discolorations.

LATERAL FISSURES It has not appear cracks . Agree
DEFORMATIONS It has not appear Agree

deformations on the
container,even at top or

bottom

CLOSING BEHAVIOR :

CHARACTERISM

SPECIFICATION

RESULT

EROSION OF COVER AND
STRAP TAKEOFF

It has not to be

There are not

LOST OF CONTENT
BECAUSE OFPACKAGE
INVERSION

It has not to be

There are not

DAMAGE BECAUSE OF
CONTENTS INTERACTION

It has not to appear stain or
cracks in the inner cover

There are not
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ANALYTICAL RESULTS :3 MONTHS

LOT 0301

PHYSICAL-CHEMICAL PARAMETERS :

PARAMETER VALOR DE RESULT
SPECIFICATION
PH 4.80 -5.20 5.03
DENSITY 0.95-1.05 0.991
COLOR DARK BROWN LIQUID agree
SOLIDOS <2.00 % 1.25 %
SEDIMENTABLES
TOTALES
CHEMICAL PARAMETER :
CONTENT
SPECIFICATION RESULT
4.0 +0.4 % 3.8%
BACCHARIS
ARTICULATA
TINCTURE
40+04% 3.9%
ROSMARINUS
OFFICINALISTINCTURE
Agree

PLANTAGO MAJOR
TINCTURE

agree with TLC
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MICROBIOLOGY PARAMETER :

MICROORGANISM ACCEPTANCE LIMIT RESULT
TOTAL AEROBICS <100 cfulg <100 cfulg
Molds <100 cfulg <100 cfulg
Yeast <100 cfulg <100 cfulg
PACKAGE BEHAVIOR :

CHARACTERISM SPECIFICATION RESULT
DISCOLORATION It has not appear Agree
discolorations.

LATERAL FISSURES It has not appear cracks . Agree
DEFORMATIONS It has not appear Agree
deformations on the
container,even at top or
bottom
CLOSING BEHAVIOR :
CHARACTERISM SPECIFICATION RESULT

EROSION OF COVER AND
STRAP TAKEOFF

It has not to be

There are not

LOST OF CONTENT
BECAUSE OFPACKAGE
INVERSION

It has not to be

There are not

DAMAGE BECAUSE OF
CONTENTS INTERACTION

It has not to appear stain or

cracks in the inner cover

There are not
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Analytical results CERO months

LOT 0302

PHYSICAL-CHEMICAL PARAMETERS :

PARAMETER SPECIFICATION RESULT
PH 4.80 -5.20 4.96
DENSITY 0.95-1.05 0.989
COLOR DARK BROWN LIQUID agree
SEDIMENTABLE SOLIDS <2.00 % 1.30%
CHEMICAL PARAMETER :
CONTENT

SPECIFICATION RESULT
BACCHARIS 4.0 +0.4 % 4.2 %
ARTICULATA
TINCTURE

40+04% 4.3 %

ROSMARINUS
OFFICINALISTINCTURE
PLANTAGO MAJOR agree with TLC
TINCTURE Agree
MICROBIOLOGY PARAMETER :
MICROORGANISM ACCEPTANCE LIMIT RESULT
TOTAL AEROBICS < 10@fu /g <100cfu/g
Molds < 100 cfulg <100 cfulg
Yeast <100 cfulg <100 cfulg
Entrobacterias <100 cfulg <100 cfulg
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Staphylococcus aureus

Abscence/1g

Abscence/1g

Escherichia Coli

Abscence/ 1g

Abscence/1g

Salmonella s.p. Abscence/10g Abscence/10g
PACKAGE BEHAVIOR :

CHARACTERISM SPECIFICATION RESULT
DISCOLORATION It has not appear Agree
discolorations.

LATERAL FISSURES It has not appear cracks . Agree
DEFORMATIONS It has not appear Agree
deformations on the
container,even at top or
bottom
CLOSING BEHAVIOR :
CHARACTERISM SPECIFICATION RESULT

EROSION OF COVER AND
STRAP TAKEOFF

It has not to be

There are not

LOST OF CONTENT
BECAUSE OFPACKAGE
INVERSION

It has not to be

There are not

DAMAGE BECAUSE OF
CONTENTS INTERACTION

It has not to appear stain or
cracks in the inner cover

There are not
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ANALYTICAL RESULTS 2 MONTHS

LOT 0302

PHYSICAL-CHEMICAL PARAMETERS :

PARAMETER VALOR DE RESULT
SPECIFICATION
PH 4.80 -5.20 5.00
DENSITY 0.95-1.05 0.990
COLOR DARK BROWN LIQUID agree
SEDIMENTABLE SOLIDS < 2.00 % 1.35%
CHEMICAL PARAMETER :
CONTENT
SPECIFICATION RESULT

4.0 +0.4 % 3.9%
BACCHARIS
ARTICULATA
TINCTURE

40+0.4% 4.0%
ROSMARINUS
OFFICINALISTINCTURE

agree with TLC

PLANTAGO MAJOR
TINCTURE Agree

MICROBIOLOGY PARAMETERS :

It not corresponds at this stage of the study
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PACKAGE BEHAVIOR :

CHARACTERISM SPECIFICATION RESULT
DISCOLORATION It has not appear Agree
discolorations.

LATERAL FISSURES It has not appear cracks . Agree
DEFORMATIONS It has not appear Agree

deformations on the
container,even at top or
bottom

CLOSING BEHAVIOR :

CHARACTERISM

SPECIFICATION

RESULT

EROSION OF COVER AND
STRAP TAKEOFF

It has not to be

There are not

LOST OF CONTENT
BECAUSE OFPACKAGE
INVERSION

It has not to be

There are not

DAMAGE BECAUSE OF
CONTENTS INTERACTION

It has not to appear stain or
cracks in the inner cover

There are not
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ANALYTICAL RESULTS 3 MONTHS LOT 0302

PHYSICAL-CHEMICAL PARAMETERS :

PARAMETER VALOR DE RESULT
SPECIFICATION

PH 4.80 -5.20 5.00
DENSITY 0.95-1.05 0.990
COLOR DARK BROWN LIQUID agree
SEDIMENTABLE SOLIDS <2.00 % 1.30 %
CHEMICAL PARAMETER :

CONTENTS

SPECIFICATION RESULT
4.0 +0.4 % 3.9%
BACCHARIS
ARTICULATA 4.0%
TINCTURE
40+0.4%

ROSMARINUS Agree
OFFICINALISTINCTURE

PLANTAGO MAJOR agree with TLC

TINCTURE

MICROBIOLOGY PARAMETER :

MICROORGANISM LIMITE DE ACEPTACION RESULT
Entrobacterias <100 cfu/g <100 cfulg
TOTAL AEROBICS < 100 cfu/g <100 cfu/g
Molds <100 cfulg <100 cfulg
Yeast <100 cfulg <100 cfulg
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PACKAGE BEHAVIOR :

CHARACTERISM SPECIFICATION RESULT
DISCOLORATION It has not appear Agree
discolorations.

LATERAL FISSURES It has not appear cracks . Agree
DEFORMATIONS It has not appear Agree

deformations on the
container,even at top or
bottom

CLOSING BEHAVIOR :

CHARACTERISM

SPECIFICATION

RESULT

EROSION OF COVER AND
STRAP TAKEOFF

It has not to be

There are not

LOST OF CONTENT
BECAUSE OFPACKAGE
INVERSION

It has not to be

There are not

DAMAGE BECAUSE OF
CONTENTS INTERACTION

It has not to appear stain or
cracks in the inner cover

There are not

f 2 ) Natural stability study

Object of the study :

searching for the chemical, physical-chemical and

microbiologyc behavior of Onconat |, when it's been stored at recommended

conditions .

humidity and temperature

TEMPERATURE : 25+ 2C
HUMEDITY: 60+ 5 % HR

Analytical results for 6 months of Onconat I lots O

with all specifiction, .
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301 and 0302 were agree




