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e Disposable gloves
e Rack
¢ Phlebotomy requirements: alcohol 70%, tourniquet,

Storage condition & expire date:

e TheExpire date labeled on the Kit unless opened or damaged.

e Optimum condition is Room temperature (22-26°C), should not
store lessthan 8°Cor more than 30°C.

RooyaGen will recover a small amount of blood (about 35 CC) from your
arm using a small needle and a specially designed syringe. PRP then
applied to the treatment area. The entire PRP production process is
usually doneinlessthan 30 minutes.

PRP was prepared using a double-spin method:

e« 35ML of blood obtained from healthy donor who had provided
informed consent was drawing to syringe containing 5 ML
anticoagulant.

e This 40 ML (blood+ anticoagulant) transferred to 4 tubes B by
adaptor

e Thesetubes were centrifuged by RooyaGen machine at 1600 RPM*
for 10 minutes. (If you have another centrifuge, please see the
below table).

e Subsequently, the yellow plasma (containing the platelets and
leukocytes) was aspirated using a special syringe then transferred to
second stage tubs (2 tubes C) and then centrifuged at 3500 RPM**
for 6 minutes, yielding a platelet-rich pellet and platelet- poor
plasma (PPP).

e The platelet-rich pellet, depended on indication, was re-suspended
in 2 ML of plasma (for hair), 3 ML of plasma (for orthopedic), 4 ML of
plasma (for skin) and the resulting suspension used as PRP.

» According to site, PRP inject with 27 g or 30 g needle injection into
thetrue cortex, really sub-cortical or periosteum plane before.

e Formusculoskeletal 21G to 25G needle injection in target tissue.

Note: * and ** due to variation in centrifuge, please set up your
centrifuge according to below table:

Rooyagen Swing Iran 1600 3500
Hettich EBA 20 Fix Germany 1200 3300
Hettich EBA 270 Swing Germay 2700 4000
Hettich Rotofix 32 Swing Germay 1600 3500
Pars azma - Swing Iran 1500 3400
Jenus TDL-4 Fix China 1000 2700
Sehand - Swing Iran 1600 3500
Labtron - Swing Iran 1600 3500
Selecta La - Fix S. Korea 900 2400
Selecta La - Swing S.Korea 1300 3300

Side effect & cautions:

PRP uses your body’s own natural properties to treat your injury. Side
effects utilizing PRP systems are very uncommon unless usage of IVD
class device and without authorized Kit which made of non-medical
plastic (industrial material is not suitable for PRP kit). If contraindication
was seen don’t saw any side effects But slightly bruising occurs in some
case (special in eye lids) that could improvementin 3to 5 days.

Injection protocol & results:

About optimum dose for non-transfusion PRP therapy despite the
controversy between publications, the mean of acceptable articles have
a partial agreement about 3.5 time rich more than baseline for skin*"*,
5 time rich more than base line for musculoskeletal™* and 7 time rich
more than baseline for hair growth ** *® which should be confirmed by
laboratory cell analyzer (CBC test).

For skin: 2 to 3 injection with 2 month interval ( between 3 to 6 weeks)
and one annually remember injection was needed. Definite results was
seen 4 month after first injection, probably saw the results 3 to 4 weeks
after that but the maximum saw in 4 month.

For hair: 2 to 4 injection with 3 to 6 week interval and one annually
remember injection was needed. Definite results were seen 5 month
after first injection, probably saw the results such as hair-loose
disconnect 2 to 3 weeks after that but the maximum saw in 4 to 5
month.

For tendon and ligaments: 2 injection with 3 to 6 weeks interval and
one annually remember injection was needed. Definite results was
seen during the first month( probably saw the results 7 to 10 day after
that butthe maximum saw in 3 weeks).



New research and technology has expanded the application of this
therapy for use in orthopedics, cosmetic, plastic surgery, dentist,
wound healing and...’. At now several PRP Kit was approved by FDA
(Food & Drug administration in USA) and CE (Council Europa) and this
therapy was approved by CMS’ (centers for Medicare & Medicaid
services in USA). Recently in five-year report by AAOS (American
academy of Orthopedic surgery) PRP approved as one of the non-
invasive methods that more effective than Hyaluronic Acid & steroids."

More than 5200 published clinical studies can be found on NCBIs,
investigating the effectiveness of Autologous Platelet Rich Plasma in
various medical disciplines such as musculoskeletal, sports medicine,
wound healing, surgery and aesthetics, but definitely must usage of
PRPincluding:

Fine line and wrinkle Textural improvement

. Hair growth stimulation
Dull dry skin (for thinning hair)
Eye area (both upper & lower
eyelids)

Décolletage Back of hands

Full face rejuvenation

Long standing problems with

Diabetic & pressure wound tondonitis & arthritis

Plastic surgery And ...

Contraindication:

According to ICMS guideline- 2011 (International Cellular Medicine
Society)

ABSOLUTE CONTRAINDICATIONS: RELATIVE CONTRAINDICATIONS:

e Platelet dysfunction syndrome

e Critical thrombocytopenia
(<50000)

* Hemodynamicinstability

* Septicemia

¢ Local infection at the site of the

procedure

* Patient unwilling to accept risks

® Do not use in pregnant women
and children

e Consistent use of NSAIDs within 48
hours of procedure

e Corticosteroid injection at treatment
site within 1 month

* Systemic use of corticosteroids within
2 weeks

e Tobacco use

* Recent fever or illness

* Cancer- especially hematopoietic or
of bone

* HGB < 10 g/dI

« Platelet count < 10°/ul

* Blood drawing without any stress on vein in limited time(about
3-5 minute) by trained person

e Gently act in time period for Platelet separation because rigid
working could stimulate of platelet and deu to growth factor releasing
or apoptosisinitiation.

* To be sure from centrifuge balanced and sharp border between
blood and plasma , if don’t see loose the centrifuge table, tube
unbalanced and finally centrifuge abrupt to be cautioned.

e Approximately four to seven times the mean levels is generally
regarded as the Therapeutically effective concentration of PRP."**
and this incread richen should be confirm by CBC test.

* Forachievement to good results should use the rich in any cases, for
example about 3.5 time rich for skin "’ ,about 5 time rich for
musculoskeletal *** and 7 time rich for hair growth*** that confirm
by laboratory cell analyzer.(CBC test)

e When transfer the plasma from stage 1 to stage 2, exactly relax and
prevention from RBCs transfer, (the acceptation level of RBCS in
PRP should belessthan 2.0%).

* Needle gage forskin & hair27Gto30G

e Needle gage fortendonandligament 23G to 25G

| Kit contents: |
STAGE 1 STAGE 11

Butterfly Needle (21g) 1X Needle For Transfer (16g) 2X
PRP Preservative Tube (10ml) 2X

Syringe For Blood Collection (50ml) 1X .
. Syringe For Supernatant Transfer (5ml) 2X
Anti Coagulant and Separator (6.5ml) 1X Needle For Transfer (21g) 2X

Platelet Non-Adhasive Tube (10ml) X |nsulin Syringe (1ml) 1X
Vacutainer Adaptor For Transfer 1X Needle For Injection (27-30g) For Cosmetic 4X

Equipmentis not available in Kit:

e Centrifuge for 16*100 tube(swing was preferred)
» SafetyBox



Musculoskeletal

" Radial tunnel
Tennis elbow Hnm;
tenderress

=

S o .

Revision: Oct. 2019
Number of Revision: Rev.06

Voo olo yo e )Ll g ,U

3@ 103 O

FAGSEZISFRoM SO 13485 1SO 9001

- lod axal 0 WWW.rooyagen.com colw 4 Moll o psizo 35150 Oladiows Hlai 5IPRP g gd90 05 () 2 sy

ROOYAGEN

Stem Cell Motivation Kit

For autologous plasmarich platelet (PRP) separation

Introduction:

Blood including two major content: the first is cellular content which
including RBC, WBC and Platelet and second is plasma which contain
water (about 93%) , various proteins (Albumin, anti-body , coagulation
factors,...) trace elements (Iron, Zinc, calcium, ..., vitamins,..)."

Platelet is a part of cellular component which has 10 day half time (9-11
day) and it was about 6% of blood count and/or 0.4% of blood volume.
PRP is a concentration of platelets and growth factors created from a
small amount of your own blood. It has two function, the first is cofactor
for blood coagulation to prohibition of bleeding and second Increased
levels of growth factors improve signaling and recruitment of cells to an
injury site and optimize the environment for healing.

Healing after an injury involves a well-orchestrated and complex series
of events where proteins in the blood act as messengers to regulate the
entire process. Many proteins involved in the healing process are
derived from small cell fragments in the blood called platelets. Same as
injury , in the middle decade of live the stem cell going to senescence
phase and don’t response to normal level of factors , however they
needed to enrichment of growth factors more than baseline level. The
platelets become activated and start together at the injury site to
release beneficial proteins called growth factors. This is the beginning of
the rejuvenation process.”**

The major complication in PRP therapy is various separation
techniques which shall be cautioned the FDA® requirements by Cite No:
21CFR640.25, in this letter in addition swirling, that should be see, the
Platelet count should be analyze by CBC test in laboratory at least for
1% of patient. Finally, only two-round centrifuge method documented
in Hematology & Transfusion medicine text book for PRP separation.’



