Process Control Flowcharts

Aloe macroclada Plant and Leaf Identification

The steps described follow Mioty Voajanahary’s written Standard Operating Procedures which include keeping

permanent records of the processes.

| Aloe macroclada plants K:(}

Verification of Aloe macroclada plants provided by Environment
Ministry expert and a University of Antananarivo Professor
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| Aloe macroclada cultivation
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Owner and experts taught employees to identify Aloe macroclada who
taught partners cultivating and harvesting
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Harvested Aloe macroclada
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Trained partners harvest leaves under supervision of trained
employees. Ministry experts confirm identity and quantity of Aloe
macroclada leaves prior to each transport

leaves

Receiving Aloe macroclada : :
leaves at facility
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Trained employees visually inspect every leaf for identity and quality.
Only Aloe macroclada leaves within defined size and visual parameters
are accepted. Rejected leaves are discarded. Summarized reasons for
rejected leaves are also recorded

Accepted leaves are weighed |<:>|

Weights of both accepted and rejected leaves are recorded




ALOMAC Manufacturing Process

The steps described follow Mioty Voajanahary’s written Standard Operating Procedures which include keeping
permanent records of the processes.

Accepted Aloe macroclada leaves
are weighed and washed

The kgs of accepted Aloe macroclada leaves is recorded for each shipment
received and leaves moved to “dirty” room into first of two wash basins.
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Dirt removed and a second
sterilizing bath used

Leaves are soaked in up to 200ppm hypochlorite to sterilize exterior
surfaces as they enter the “clean” areas of the facility.
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Ends and spines of the leaves are
removed manually
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Ends and spines are discarded. All surfaces and tools are stainless steel.
Workers wear masks, hairnets and protective clothing. Leaf inspection
continues and any insects or disease found is cut away and discarded.

Cut leaves are rinsed in water to
wash sap from cuts in leaves
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Exposed cut leaf edges leak yellow sap. Treated building water is used to

2

rinse leaking sap away from leaves.

Gel is manually separated from
the skin of the leaves
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Trained and experienced manual gel extractor workers cleanly separate
gel. Any unwanted leaf parts are visually identified and removed.
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Gel is blended in 80-L aliquots
with 0.5% citric acid
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Records kept of each 80-L gel blend and addition of citric acid. A sum of all
gel produced is calculated and recorded.
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Gel is homogenized and filtered K‘:{}
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All equipment and surfaces contacting product are stainless steel or Teflon
and are cleaned daily.

Gel is dried in Batches using
Refractance Window Drying
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20L of gel is measured, recorded and dried in each drying batch. The
temperature, drying table number, drying time and final dry weight of dry
gel are recorded. A production Batch is generated over 6hrs of drying.

Moisture levels are monitored
using gravimetric method

Moisture measurements (total water) of each drying batch must be 5% or
less, or dry gel is returned to drying table within 24hrs until 5% or less.
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Dried gel is milled
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A mill screen with 0.5mm holes allows only small particles of powdered
gel to be in final product. Room humidity and temperature are tightly
controlled to prevent adsorption of ambient moisture.

Batches of powder are combined
to make a Lot of ALOMAC
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ALOMAC is weighed into labeled

HDPE bags
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ALOMAC is stored under
controlled conditions
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Up to 100kg of dry milled gel powder is mixed to generate a Lot. Moisture
measurements of final homogenized Lot are taken. If not 5% or less, the
Lot is returned to the drying tables until 5% or less.

Each moisture impermeable bag is numbered and labeled with all relevant
information including expiration date, name, and weight. A summary of all
final bag weights, the total Lot weight, is recorded and compared to the
weights of all Batches. Aliquots are saved for testing and as retainers.

Sealed bags of ALOMAC are stored within a larger bag within a box to
minimize exposure to air and light. Records are maintained




