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Before using the device, read this manual attentively and save it for future use. In
the manual you will find all the necessary information about handling and the device
care. Strictly follow the instructions for proper operation of the device!

The name of the medical device. Medical automatic injector "Spasilen"
according to TU No 32.50.13-001-43413304-2020

Manufacturer. Limited Liability Company "Spasilen" (LLC "Spasilen"), 394033,
Voronezh region, Voronezh, Leninsky Prospekt, house 158/3, ofice 41. Phone
number: +7 900 952 33 55; www.spasilen.com; e-mail: info@spasilen.com

1.DESCRIPTION OF THE MEDICAL DEVICE

Purpose. To automate intramuscular and subcutaneous injections with disposable
standard syringes of 3 mland 5 ml.

Usage indications. Necessity of injecting medicines intramuscularly or
subcutaneously.

Contraindications. No.
Side efects. Not detected.

Area and application conditions. The device is reusable, non-sterile for
intramuscular and subcutaneous injections at home and in medical institutions.

Allows to perform injections yourself without special professional skills. Relieves
painful and unpleasant sensations. Ensures correct injection.

Description. The product is a compact shell made of polymer ergonomically
shaped material equipped with a lid (see Pic. 1). Spring mechanisms are located
inside the case, automatic injections are carried out thanks to them. There is a
trigger button on the side surface of the case, which activates the injection
mechanisms. There is a fuse on the end part of the product case next to the needle
exit hole, which blocks the device from triggering if the trigger button is accidentally
pressed. To install syringes in the injector body, there are replaceable cartridges for
syringes with a volume of 3 ml and 5 ml. The cartridge with the syringe is attached to
the cartridge holder, which is located inside the device case. To remove the cap from
the syringe needle, a cap remover is provided. The automatic medical injector
"Spasilen" is delivered in a compact plastic case or coated cardboard box, which
ensures safe transportation and product storage.

Product kit. The product includes: an injector - 1 pc.; replaceable cartridge for a 3
ml syringe - 1 pc.; replaceable cartridge for a 5 ml syringe - 1 pc.; cap remover - 1
pc.; instruction manual - 1 pc.

Operating principle. The principle of operation of the injector is based on the
action of spring mechanisms that ensure the reciprocating movement of the
syringe. Spring mechanisms are activated by pressing the trigger button. One press
of the trigger button replaces several sequential actions that must be performed




during a normal injection: 1) needle insertion; 2) plunger movement and medicine
ingecting; 3) needle extraction.

Functional characteristics. The automatic medical injector "Spasilen" provides
the opportunity to inject yourself without assistance, as well as your close ones,
solving the problem of remoteness of medical establishtments. The device allows
you to reduce the emotional and physical reaction to the injection procedure. The
use of the device relieves patient of nervous tension during the injection, and also
allows to manage on your own without assistance in case of the appointment
injectable medicines by the attending doctor and unavailability of professional
medical care. The needle gets the injection site exactly at an angle of 90° quickly,
painlessly, to the required depth.

Safety measures.

» Before use, wash your hands thoroughly and disinfect the product with an
alcohol napkin.

The product is intended for usage only with syringes of 3 and 5 ml, conforming to
the requirements of GOST ISO 7886-1-2011, and registered in accordance with
the established procedure in "Roszdravnadzor".

Avoid falls and strong impacts.

Do not use the injector if it has external damages, or it works in an abnormal
way. The injector must be rinsed with warm (not hot) running water after each
usage.

2. TECHNICAL SPECIFICATIONS

The body of the product is white, smooth, glossy without cracks, spots, chips, burrs.
The trigger button and the fuse button are uniform blue. The case lid is transparent,
blue, easy to remove, tightly closed. The trigger button works smoothly, efortlessly,
without jamming. The materials used for the manufacture of the product are light,
non-toxic, have high endurance and durability under operating conditions,
resistant to cleaning with disinfectants.
e Mass of assembled injector 245,0 g
¢ Ingector size 198mm*53mm*42mm
* Theresidual volume of medicine inside the syringe is not more than 0.07 ml
The working length of the needle insertion (5 ml syringe) during intramuscular
injection is 26 mm + 2
The working length of the needle insertion (5 ml syringe) during subcutaneous
injection is 13 mm + 2
* The product provides uniform injection of medicine for 12 + 3 seconds

Instruction manual. Operation precedure with the "Spasilen" ingector can be
found in Appendix 1.




A IMPORTANT INFORMATION

1. If the injector is in working condition, the fuse protects against accidental
pressing of the trigger button. The fuse releases the trigger button at the moment of
pressing against the injection site. The fuse also allows to press the trigger button if
the lifter is not raised.

2. While using the device, it is important to prepare the product for operation
properly:

a) for subcutaneous injection, the syringe lifter should be raised not to the stop, but
to the index line of subcutaneous injection indicated inside the case (see pic. 1),
bringing to the line is accompanied by a characteristic (first) click;

b) for intramuscular injection, the syringe lifter must be raised until it stops (second
click).

3. Do not throw away the needle cap after removing it. The cap after the injection
should be put on the needle, then utilize the syringe with the needle in the recycle
bin. Make sure that no one can get hurt with needles. This is dangerous, because
drug remnants and biomaterials of sick people are on the tip of the needle.

4. Try to use standard SFM brand syringes of 3 ml with a 23G needle (0.63 x 32 mm)
and 5 ml with a 22G needle (0.7 x40 mm).

5. While performing intramuscular injections, it is necessary to take into account the
body mass index (BMI)* and follow the next recommendations.

Patients with normal body weight (18.5 < BMI < 25)* intramuscular injections can
be performed in common areas of the body (buttock or hip);

If the patient's body weight is lower or higher than normal (18.5 < BMI < 25)%, itis
necessary to consult with a doctor about the possibility of using an injector, taking
into account the individual characteristics of the body structure, as well as choosing
the site for performing intramuscular injection with an injector.

While treatment of patients with the 2nd (35 < BMI < 39.9)* and 3rd obesity degree
(BMI < 40)* intramuscular injections with an injector are not recommended. They
can be performed in the shoulder or hip. Only after consultation with the attending
doctor.

*BMI — body mass index (classification of the World Health Organization).

The formula for calculating BMI: BMI = M/H2; where M - body weight (kg), H -
height (m).

6. It is not recommended to use an injector for entering oil-based medicaments,
because it cannot provide a special technique for injecting oil preparations, namely:
before injecting an oil medicament, it is necessary to make sure that the needle has
not entered the blood vessel.

7. Due to the fact that some injection solutions have aggressive or sticky properties

which can afect the plastic parts of the product, the injector must be rinsed with
running warm water after each use (especially if drops of drugs get on the parts).



Care and disinfection. To avoid getting dirt and dust on the device, it is necessary
to store the product in a tightly closed plastic case or in a cardboard box
(packaging). The injector does not require special maintenance. Before using the
injector for the first time, the surface should be wiped with a slightly moistened cloth
napkin. Before the injection, all external and accessible internal surfaces of the
injector should be disinfected with an alcohol solution or an alcohol napkin. After
the injection, the product should be rinsed with warm running water or completely
immersed in warm water, it can be added with 0.5% detergent (if heavily soiled),
dried, left in the air for a couple of hours, put in a plastic case or in a cardboard
storage box.

Storage, operation and transportation conditions. Store the product in
household conditions in a consumer packaging-case at a temperature not
exceeding +30°C in a dry place, protected from direct sunlight and without
children's access, away from heating devices. The injector must be operated at a
temperature of +10°C to +40°C at a relative humidity of no more than 80%, without
deterioration in quality and loss of functional properties. During the operation of the
injector, this manual must be strictly observed. After transportation in conditions of
negative temperatures, the product must be kept at room temperature for at least
30 minutes. Products can be transported by all types of transport in covered
vehicles, universal containers in accordance with the rules of cargo transportation
applicable for this type of transport on the territory of transportation, at a
temperature from -40°C to +50°C and a relative humidity of no more than 80%.
The procedure of recycling and destruction. A device with an expiring
expiration date or unsuitable for useage is utilized in a container with household
garbage. It belongs to Class A waste in accordance with SanPiN 2.1.7.2790-10.
Warranty obligations. The manufacturer guarantees that the products meet the
requirements of technical specifications during the declared expiration date, at
observance the requirements of operation, transportation and storage. The
warranty period of storage is 2 years.

The marking of consumer packaging contains the following symbols:

N Mobius loop — possibility of material .
Q"3 recycling, the labeling the material A Not sterile
of manufacture

LOT| Manufacture date

()
A
ﬁ" & Batch Code
C Caution! Refer to the instructions 8

for use

Throw it in the trash

Valid until (use until...)

Sterilization. The medical device requires sterilization.

Maintenance and repair. The product does not require special maintenance
during operation. Product Repair is not provided.



DEVICE OVERVIEW

Picture 1

. Syringe piston pusher 7. Cap remover
. Syringe cartridge 8. Syringe lifter

. Lid 9. Needle hole
. Syringe 10. Fuse

. Cartridge holder 11. Trigger button
. Cap 12. Body




POSSIBLE MALFUNCTIONS

MALFUNCTIONS

REASON

SOLUTION

The syringe piston
pusher moves after
rising

The plunger pusher
of the syringe is not
fully raised

Raise the pusher
to the stop

The cartridge holds
weakly or falls out
of the seat

Cartridge wearing
out or breakage

Replace with a new
one. To do this, write
to the manufacturer
by e-mail:
info@spasilen.com

The trigger button
is not pressed

The injector is not
pressed to the
injection site or is
pressed weakly

Press the fuse button
to the injection site

The trigger button
is not pressed

The syringe lifter
mechanism is not
raised

Put the syringe lifter
in the required position

The trigger button
is not pressed
(or stuck)

Medicine remnants
got into the
mechanism

Rinse the injector in
a warm water

The fuse button

is not pressed or
constantly pressed
(stuck)

Medicine remnants
got into the
mechanism

Rinse the injector
in a warm water

Registration certificate for a medical device No. RZN 2021/13631

Organization accepting claims from consumers:

LLC "Spasilen", 394033, Voronezh region, Voronezh city,
Leninsky Prospekt, house 158/3, ofice 41
tel. +7 900 952 33 55, e-mail: info@spasilen.com
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RECOMMENDATIONS OF CHOOSING
THE BODY AREA FOR INJECTIONS

Intramuscular injections should be carried out in certain places of the body
where significant layer of muscle tissue exists, and large blood vessels and
nerve trunks do not pass close. Sites with a significant subcutaneous fat
layer are chosen for subcutaneous injections.

The most suitable injection sites are:

upper external the front external surface @
buttock square of the middle part of the hip

10-15 cm
from the groin

10-15cm
from the knee

@ intramuscular subcutaneous @
injection injection

needle enters the body needle enters the body
for 2/3 of its length by 1/3 of its length

skin skin
connective tissue connective tissue
muscle muscle

Change (alternate) injection sites, step back 2-3 cm from
the site of the previous injection.




RECOMMENDATIONS
FOR INJECTIONS

Pay attention!

While performing intramuscular injections, it is necessary to take into account the
patient's body mass index (BMI) and follow the next recommendations:

- Patients with normal body weight (18.5 < BMI < 25)* intramuscular injections can
be performed in common areas of the body (buttock or hip).

- If the patient's body weight is lower or higher than normal (18.5 < BMI < 25)*, itis
necessary to consult with a doctor about the possibility of using an injector, taking
into account the individual characteristics of the body structure, as well as choosing
the site for performing intramuscular injection with an injector.

- While treatment of patients with the 2nd (35 < BMI < 39.9)* and 3rd obesity
degree (BMI < 40)*intramuscular injections with an injector are not recommended.
They can be performed in the shoulder or hip Only after consultation with the
attending doctor.

*BMI— body mass index (classification of the World Health Organization).
The formula for calculating BMI:

BMI = M/H2; where M - body weight (kg), H - height (m).

Pose

The muscle for the injection should be relaxed. To relax the muscle and painless
injection, the patient should take a comfortable position. While injecting into the
gluteal muscle - lie on your belly or side. The most comfortable position for hip
injection is sitting or standing. At the same time, it is necessary to transfer the body
weight to the other leg to make hip muscles relaxed for injecting.

You can inject yourself into the front external surface of the middle part of the hip.
As a result you control the injection site.

While injecting yourself into the buttock, the most comfortable poses may be —
standing half-turn at the mirror or lying on your side on a hard surface (this will
help to control the injection process better).




HOW TO CHOOSE THE RIGHT
SYRINGE FOR USE WITH
THE "SPASILEN" INJECTOR

Try to use standard SFM brand syringes of 3 ml with a 23G needle (0.63 x
32 mm) and 5 ml with a 22G needle (0.7 x 40 mm). If there were none in
the pharmacy and you have syringes from another manufacturer, follow
the instructions for choosing a syringe (below).

- The injector must be in a neutral state (not raised).
- Install the cartridge in a 3 ml or 5 ml injector,
depending on the selected syringe.

- The syringe plunger should be in the

"medicine injected" position.

- The syringe should be inserted into its
seat with a minimum distance (less than
1 mm) to the piston pusher, but not rest
against it. Such a syringe is ideal for an

injector (Pic. 2).

- If the syringe does not enter and the
plunger protrudes beyond the syringe
pusher, and you still want to use this syringe,
then after completely squeezing out the
medicine, the injector will not remove the
needle from the body (it will not snap of).
You will need to remove the needle manually
(by simply lifting the injector). This is not a
malfunction of the injector (Pic. 3).

- If the syringe is inserted into the cartridge,
but there is a large gap of more than 1 mm
between the plunger of the syringe and the
pusher, it is better not to use such a syringe,
since the medicine will not be completely
squeezed out of it. This is not a malfunction
of the injector (Pic. 4).




PREPARATION OF THE DRUG
AND SYRINGE FOR INJECTION

V' Make sure that you are not allergic to the drug being injected.

Vv Check the expiration date, name, physical properties, dosage of the drug,
check the information with the doctor's prescription.

V' Check the expiration date and tightness of the syringe packaging.

1. 2,

Wash your hands Then treat with
thoroughly with soap , antiseptic.

and dry them after.

3. 4.

Use an alcohol napkin = Split of the ampoules or
to treat the surface O @ remove the protective cap
of the ampoule (or bottle) = / and the aluminu tab in
with the medicine. the center of the bottle.

2 3

Carefully, without violating Holding the syringe with Put the protective
sterility, insert the needle with  the needle up, squeeze cap on the needle.
the syringe into the ampoule  out the air bubbles from

or vial and fill the syringe the syringe and make

with the solution, slowly sure that there is

pulling out the plunger. no air left in it.

PREPARATION OF THE INJECTION SITE

Sanitize a large area of the skin with an alcohol napkin
in the place chosen for injection.




Appendix A to the operating manuals

INSTRUCTION MANUAL
of the medical individual
injector "Spasilen"

Scan the QR-code and follow
the video instruction page

1.

@ Make sure that the required cartridge ( ER
(3 ml or 5 ml) is installed in the injector.

If necessary, replace the cartridge
in the injector.

v To pull out the cartridge for the syringe
of their injector, pull one upper eyelet

of the cartridge.

\—D/
Treat the external surfaces of the injector
and the needle cap remover with an alcohol napkin.

Raise the piston
pusher up to
the stop. Pull down the lifter until
it stops for intramuscular
injection,or until the first
click - with subcutaneous
injection.




s

ingers rest ledges
on the syringe cylinder
are installed in the

cartridge slot
Insert the filled syringe into the injecN

Close the injector body with a lid

Insert the needle cap remover until it clicks

Wipe the end of the injector
contacting with the injection
site with an alcohol napkin
without removing the needle
cap remover

Remove the protective cap Treat the injection site
from the needle using with at least two napkins
the cap remover without or balls moistened with
touching the injector with an antiseptic solution
your fingers




5.

a

Press the injector to the place
of the intended injection at a right
angle (90°) from the fuse side.

®

Press the trigger button.

The trigger button will not work

if the injector is not pressed tightly
enough to the injection site.

After pressing the trigger button, Press a napkin or a ball

the needle insertion mechanism will with an antiseptic solution
work (the first click). Then, within to the injection site.

15-20 seconds, the drug will be Massage slightly the injection
injected. Next, the needle extraction site without taking your
mechanism will work (second click). hands off.

The injection is done.

Open the injector body, take out the syringe, put a protective cap on
the needle. Utilize all used disposable consumables according to their
safety class.

After the injection (especially if the drops of the medicine got on the parts),
the injector must be rinsed under warm (NOT HOT) running water, or by
completely immersing the injector in a warm water (in case of heavy
contamination use detergent). After that, dry it, leave in the air for

a couple of hours (without putting it in the case).

Treat all the surfaces of the injector with an alcohol solution or an alcohol
napkin. The injector is ready for the next procedure.




spasilen

spasilen.com
info@spasilen.com
+7 900 952 33 55
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