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Instruction for use
One-piece pouch for colostomates or ileostomates

One-piece pouch for colostomates or ileostomates, model range:

1. ALMARYS® Preference one-piece closed pouch transparent with filter for colostomates,
consisting of:

1.1. ALMARYS® Preference one-piece closed pouch transparent with filter for colostomates - 30
pieces per package.

1.2. Filter protective label - 18 pieces per package.

2. ALMARYS® Preference one-piece closed pouch beige with filter for colostomates. consisting of:

2.1. ALMARYS® Preference one-piece closed pouch beige with filter for colostomates - 30 pieces per
package.

2.2. Filter protective label - 18 pieces per package.

3. ALMARYS® Preference one-piece drainable pouch transparent for colostomates or ileostomates,
consisting of:

3.1. ALMARYS® Preference one-piece drainable pouch transparent for colostomates or ileostomates -
30 pieces per package.

3.2. Flexible clamp - 30 pieces per package.

4. ALMARYS® Preference one-piece drainable pouch beige for colostomates or ileostomates.
consisting of:

4.1. ALMARYS® Preference one-piece drainable pouch beige for colostomates or ileostomates - 30
pieces per package.

4.2. Flexible clamp - 30 pieces per package.

Intended use

One-piece pouch for colostomates or ileostomates is non-sterile bag, intended for connection to skin of
patient around the stoma by adhesive material and used as bag for collection of stools, during
approximately around-the-clock after colostomy or ileostomy. The medical device is single used.
ALMARYS® Preference one-piece closed pouch is intended for collection of stools (shaped and semi-
shaped stool) of colostomates for about around-the-clock. One-piece closed pouch is removed and
disposed after filling.

ALMARYS® Preference one-piece drainable pouch is intended for collection of feces (liquid and semi-
shaped stool) for colostomates or ileostomates for about around-the-clock. Additionally, drainable
medical device allows empting of bag when it is full.

Appearance and general performances

ALMARYS® Preference one-piece closed pouch is the one-piece non-drainable pouch with flat
adhesive plate integrated in the bag, with laminar filter for neutralization of odour, and prevented the
inflation of bag. This device has filter protective label, to protect the filter from water during bathing or
showering.

ALMARYS® Preference one-piece closed pouch includes:

> Integrated flat adhesive plate with hexaeder shape. Adhesive plate which doesn’t limited movements
and ensured a close fit to the body. Hydrocolloidal gum of flat adhesive plate lay on non-woven
material provides optimal protection of skin due to a balanced proportion of natural hydrocolloid
components; a well-distributed adhesive provides reliable fixation without pressure on the abdomen.
The starting hole of the plate is 12 mm; the maximum cut-out hole for stoma is up to 70 mm. The
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adhesive plate is covered with a paper pattern for cutting, which allows to cut out the hole under iV
required diameter of the stoma;

Symmetric form bag consists from beige or transparent multilayer, odour-resistant film, coated on
the skin side with a soft backing material, allowing a fast absorption of moisture and preventing skin
irritation;

Integrated laminar filter for neutralization of odors and prevention of the inflation of the bag does not
enter in contact with the clothes and does not require additional activation. The incoming gas passes
from the bag through a laminar filter, protected by a membrane, permeable to the gas.

Filter protective labels, for closing ventilation outlet for intestinal gases, thereby providing protection
of filter from water. As required, patients use the filter protective labels.

Color of pouch: beige or transparent depending on model range.

The overall dimensions of ALMARY S* Preference one-piece closed pouch are (197x149) + 2 mm.

The overall dimensions of flat adhesive plate of ALMARYS® Preference one-piece closed pouch are
(107x106)= 2 mm.

The overall dimensions of the filter protective label are (58 x 24) £ 1 mm.

The mass of ALMARYS® Preference one-piece closed pouch is 14+ 2 g.
The mass of 18 filter protective labels with base is 4 + 0.5 g.

The volume of ALMARYS® Preference one-piece closed pouch is 480 £ 5 ml.

One package of ALMARYS® Preference one-piece closed pouch contains: one-piece pouches - 30
pieces, filter protective labels - 18 pieces, instruction for use - 1 piece.

ALMARYS® Preference one-piece drainable pouch is the one-piece drainable pouch with adhesive
plate, integrated in the bag, with opened evacuation sleeve for evacuation of stools, which allow
empting of bag and flexible clamp, for closing of evacuation sleeve.

ALMARYS® Preference one-piece drainable pouch includes:

> Integrated flat adhesive plate with hexaeder shape. Adhesive plate doesn't limited movements and
ensured a close fit to the body. Hydrocolloidal gum of flat adhesive plate lay on non-woven material
provides optimal protection of skin due to a balanced proportion of natural hydrocolloid components;
a well-distributed adhesive provides reliable fixation without pressure on the abdomen. The starting
hole of the plate is 12 mm; the maximum cut-out hole for stoma is up to 70 mm. The adhesive plat
is covered with a paper pattern for cutting, which allows to cut out the hole under the require
diameter of the stoma;

Y Symmetric form bag consists from beige or transparent multilayer, odour-resistant film, coated on
the skin side, with a soft baking material, allowing fast absorption of moisture and preventing skin
irritation

> Evacuation sleeve, allowed to evacuate of stool from bag;

> Flexible clamp, provided reliability and sealing.

Color of pouch: beige or transparent depending on model range.

The overall dimensions of ALMARYS® Preference one-piece drainable pouch are (294x148) £ 2 mm.
The overall dimensions of flat adhesive plate of ALMARYS® Preference one-piece drainable pouch are
(107x106) £2 mm.

The overall dimensions of the flexible clamp are (130 x 7.9) mm % 2%.

The mass of ALMARYS® Preference one-piece drainable pouch is 14+ 2 g.
The mass of the flexible clamp is 1+ 0.2 g.

The volume of ALMARYS® Preference one-piece drainable pouch is 650 £ 5 ml.
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One package of ALMARYS® Preference one-piece drainable pouch contains: one-piece pouches - 30
pieces, flexible clamps - 30 pieces, instruction for use - 1 piece.
Used materials

\Y%

Adhesive plate: elastomers, hydrocolloids, polyethylene, resin and plasticizer (only for ALMARYS®
Preference one-piece drainable pouch).

Collection bag: coextruded multilayer barrier film, polyethylene soft backing material.

Flexible clamp: steel wire coated with polyethylene.

Filter protective label: polyethylene.

vV V V

Indication for use

ALMARYS® Preference one-piece closed pouch designed for around-the-clock collection of stools
(shaped and semi-shaped) for colostomates. One-piece closed pouch is removed and disposed after
filling.

ALMARYS® Preference one-piece drainable pouch designed for around-the-clock collection of stools
(liquid and semi-shaped) for colostomates or ileostomates.

Additionally, drainable medical device allows empting of bag while it is filling.

Precautions and Warnings

> Do not reuse: dangerous for patients.

> |t is not recommended weight-lifting, intensive physical work.

> It is recommended to refrain from power sports, in which collisions and strikes are possible (for
example: boxing, wrestling, football, weightlifting, sambo, judo).

> When riding a vehicle equipped with seat belts, it is recommended to wear the seat belt so that it is
located above or below the stoma.

y It is not recommended to wear tight clothing, the belt of the skirt or trousers should not press directly
on the stoma.

> It is recommended to consult a doctor or an expert in stoma care for advice on adjusting the diet,
sexual activity.

Contraindications

Absolute medical contraindications - the known intolerance to one of its component materials. For
ALMARYS® Preference one-piece closed pouch - jejunal tube, intestinal fistula, ileostomy and
colostomy with a liquid intestinal discharge; colostomy with parastomal hernia, parastomal skin
complication.

Relative medical contraindications for ALMARYS® Preference one-piece drainable pouch - peristomial
dermatitis, stomal stenosis, if it necessary bougienage.

Potential complications and adverse effects, coming from the usage of medical device

> Redness and irritation of the skin around the stoma, accompanied by itching, burning, painful
sensations of varying intensity;

> Insufficient or too strong adhesion of the plate;

> Appearance of odour and leakage of the contents of the one-piece pouch;

>* Excess gas content in the bag, which leads to its inflation.
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Conditions and duration of application

Only colostomates under any conditions, following to the recommendations of a doctor or an expert in
stoma care or on their own, following all rules and recommendation can use ALMARYS® Preference
one-piece closed pouch.

One-piece closed pouches are usually used not less than 12 hours.

Only colostomates or ileostomates under any conditions, following the recommendations of a doctor or
an expert in stoma care or on their own, following all rules and recommendation can use ALMARYS®
Preference one-piece drainable pouch.

One-piece drainable pouches are usually used not less than 24 hours.

For the One-piece pouch for colostomates or ileostomates the age restrictions on the usage are absent.

Method of application

Preparation of skin:

> Wash your hands.

> Gently clean the skin with warm water, you can use baby soap: circular movements from the
peripherv. approaching the stoma itself (Picture 1);

Picture 1
> Dry the skin with a soft cloth or cosmetic napkins, or cotton swabs: neatly soaking.
Il Do not use solutions and liquids containing ethanol, petrol, ether, etc. for cleaning of skin, they
can cause irritation, dry skin, allergic reaction, and worsen the adherence of the pouch.
> |fthere are hair on the abdominal skin, then they should be removed, carefully pruning with scissors.
I It is not recommended to use a depilatory cream or shave your hair.

Before using of pouch:
> Measure the diameter of your stoma as shown on the Pictures 2-3 or with a pattern for cutting.

Picture 2 Picture 3

> Cut a hole in the glue part of pouch (flat adhesive plate), corresponding to the shape and diameter of
your stoma, begin to cut from the starting hole (Picture 4). Herewith, the size of the cut out hole
should be slightly larger than the measured diameter of the stoma plus 2-3 mm.
I If cut out hole is to very large in relation to the diameter and shape of stoma, skin around stoma
will be in the open air and stool and mucus will irritate it, in particular if stool is liquid.
If cut out hole is ofthe flat adhesive plate is less than or equal to the diameter of the stoma, the stoma
will be in contact with the flat adhesive plate and the edges of the plate may traumatize or constrict
the stoma.
STOP!!! Do not cut outside the diameter indicated on the pattern for cutting!

Using of pouch:
1 Before fixation of pouch, if needed to warm the flat adhesive plate to body temperature. It is
recommended to hold it under your armpit or just to press it to the body for 1 minute.

> Before fixation on the skin, separate the sides of the bag from each other as shown (Picture 5).

> Remove the siliconized paper protecting the gum of the plate and align the lower part of the plate
with the lower border of the stoma, as it shown on the (Picture 6).
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> Gently press the lower part of the plate to the skin and then glue the lateral and upper sides of the
plate, while avoiding the formation of wrinkles, at the same time the walls of the pouch may
Jrolonged be in contact with a stoma. Smooth the adhesive plate, as it shown on the Picture 7.

Picture 4 Picture 5 Picture 6 Picture 7
M After fixation of pouch, it is better to heat the plate during 1 min with your hand during 1 min. for
more reliable fixation (Picture 8).

Picture 8

M In case ofusing ALMARYS® Preference one-piece drainable pouch:

> Before fixation of pouch to the skin, check that its lower part (drainage sleeve) is closed. For this use
flexible clamp, supplied with the product.

How to use the soft clamp:

> Start by removing the release paper from the adhesive strip. Centre and stick the soft clamp at the
bottom of the opening (on the outer side of the pouch, not on the skin side). The width between the
clamp and the bottom of the outlet should be equivalent to the width of the clamp (Picture 9). Be
careful not to place your fingers on the adhesive part.

> Fold the outlet backwards four times using the clamp (Picture 10). Firmly squeeze the extremities of
the clamp to ensure complete closure (Picture 11). To remove the clamp, slightly lift upwards the
bottom ofthe pou”. unfold the clamp’s extremities and unfold the outlet to empty the pouch

r -

Picture 9 Picture 10 Picture 11

> To release the pouch from accumulated gases, use the lower part ofthe pouch (drainage sleeve).

> The pouch should be emptied in the toilet, without separation from the skin: when it filled by 1/3 or a
maximum by 1/2. For this, open the clamp and point the lower part of the pouch -evacuation sleeve
into the toilet.
Drainage sleeve after empting need to thoroughly wiped and closed again with the clamp.
Il Do not overfill the bag.

Removing of pouch.

> For avoiding traumatization of skin, do not remove the pouch by a jerk or by mechanical aids and
chemical solvents. The removal takes place in the reverse order, starting from the upper side: with
one hand, gently pull down the upper part of the adhesive plate, and by other hand, lightly pressing
the skin at the place of peeling, continuing to slowly move from up to down (Picture 12).

V -
Picture 12
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Changing of pouch carry out as necessan : A
> Closed pouches are usually used not less than 12 hours (while it is filling).
> Drainable pouches are usually used not less than 24 hours.
> In the event of odour appearance.
> When leaking in the place of connection.
> If you feel any discomfort.
Il Avoid the frequent, unjustified need to change the pouch. It may cause skin irritation.

Using of filter protective label:

> For protection the filter from water when taking bath or shower, it is necessary to stick a filter
protective label on the ventilation outlet for the intestinal gases located on the top part ofthe bag. and
close it. as it shown on the Picture IS.

Picture 13

I For reliable sealing and reduction of risk damaging of skin around stoma it is possible to use”
auxiliary aids for stoma care (paste, powder, deodorants, odor absorbers, protective rings,
absorbents) and skin care products around the stoma (cleaners, protective films, protective creams).

Storage, operation and transportation conditions

ALMARYS® Preference one-piece drainable and closed pouches should be stored in a dry place
protected from sunlight at the temperature from -5°C to +30°C and relative humidity from 40 % to 70
%.

The obligatory conditions for using is a package integrity maintaining.

The operation conditions of ALMARYS® Preference one-piece drainable and closed pouches:
temperature from +5°C to +35°C and relative humidity inferior to 100%.

ALMARYS® Preference one-piece closed and drainable pouches is not a hazardous shipment according
to transport standards.

The medical devices can be transported by any enclosed transportation according to requirement”
approved in accordance with the established procedure for each type oftransport, under the temperature
conditions (from -5°C to +30°C). The medical device must be kept dry and protected from direct
sunlight.

The maintenance of a medical device.

ALMARYS® Preference one-piece drainable and closed pouches do not require maintenance and repair.
Shelf life

Shelf life of the ALMARYS® Preference one-piece closed and drainable pouches in undamaged

package and in proper storage conditions is 5 years.
Do not use after the expiration date indicated on the package.
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Symbols used for labelling

Symbol Definition
RE- Reference number
LoT Batch number

Manufacturing date
Expiration date

nS Refer to instruction for use

q) Do not reuse

Temperature range

Humidity range

C€ CE mark - a mark of conformity with the requirements of Directive 93/42
[ EEC (if necessary)
Green dot
Mobius strip
Keep dry

CD: Keep away from sunlight

>ANT 1 1D0m| Up Down

I1 1 13

11 up

Cut-to-fit: cutting diameter permitted.

stopS*< Do not cut beyond the diameter indicated on the skin protector

Sterility of the medical device

ALMARYS® Preference one-piece closed and drainable pouches are non-sterile.
The medical device is not sterilized and disinfected before use.

Manufacturer warranty

B. BRAUN MEDICAL SAS company guarantees that medical device complies with specified
requirements provided their storage and transportation conditions are observed throughout the shelf life
period and is not responsible for the use of a medical device for other purposes.

Disposal

ALMARYS® Preference one-piece closed and drainable pouches should be disposed in accordance with
procedure for the disposal of solid domestic waste, established by legislation of the Russian Federation
(Class A Sanitary Rules and Regulations 2.1.7.2790-10).
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For disposal of medical device polyethylene package should be used. The one-piece drainable pouc”
must be emptied before disposal.

If you have questions concerning disposal of the medical device, contact a authorized representative of
the company in the Russian Federation.

Manufacturer:
B. BRAUN MEDICAL SAS. 26 Rue Armengaud. 92210 Saint-Cloud, France.

Manufacturing sites:
1. B. BRAUN MEDICAL SAS. Z.1. de Layats. 64500 Saint-Jean-de-Luz. France
2. LLC Gematek. 170000, Tver, Serdyukovskaya str., 1, Russia

Authorized representative in the Russian Federation:

LLC Gematek. 199178, Russia. St. Petersburg. 18th line VV.O., 29, lit. Z, part of premises 29-H (room
19), tel. (4822) 48-12-60.
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Instruction for use
One-piece pouch for colostomates or ileostomates

One-piece pouch for colostomates or ileostomates, model range:

FLEXIMA® one-piece drainable pouch beige with filter for colostomates or ileostomates, consisting of:
1. FLEXIMA® one-piece drainable pouch beige with filter for colostomates or ileostomates — 30 pieces
per pa?kage.

2. Rigid clamp — 6 pieces per package.

3. Filter protective label — 18 pieces per package.

Intended use

One-piece pouch for colostomates or ileostomates is non-sterile bag, intended for connection to skin of
patient around the stoma by adhesive material and used as bag for collection of stools, during
approximately around-the-clock, after colostomy or ileostomy. The medical device is single used.

FLEXIMA® one-piece drainable pouch is intended for collection of stools (liquid and semi-shaped stool)
of colostomates or ileostomates for about around-the-clock. Additionally, drainable medical device allows
to empty bag when it is full.

Appearance and general performances

FLEXIMA® one-piece drainable pouch is the one-piece drainable pouch with flat adhesive plate,
integrated in the bag, with laminar filter for neutralization of odour and prevented the inflation of bag,
with opened evacuation sleeve for evacuation of stools, and re-usable rigid clamp, for closing of drainage
sleeve. This device has filter protective label, to protect the filter from water during bathing or showering.

FLEXIMA® one-piece drainable pouch includes:

» Integrated flat adhesive plate with «flower» shape, which doesn’t limited movements and ensured a
close fit to the body. The hydrocolloidal gum, and the high location of the starting hole, provide long-
term protection of the skin. The starring hole of the plate is 12 mm; the maximum cut-out hole for the
stoma is up to 60 mm. The adhesive plate is covered with a paper pattern for cutting, which allows to
cut out the hole under the required diameter of the stoma;

» bag of ergonomic (anatomic) shape consists of multilayer, soundless, odor-resistant film, which make

» it invisible under clothes, covered by a soft nonwoven material on both sides, allowing a fast absorption
of moisture and preventing skin irritation;

» Integrated laminar filter for neutralization of odors prevents the inflation of the bag does not entered
in contact with the clothes and does not required additional activation. The incoming gas passes from
the bag through a laminar filter, protected by a membrane, permeable to the gas;

» Wide evacuation sleeve and drainage outlet, allows to evacuate of stool from bag;

» re-usable rigid clamp, provided reliability and sealing;

» Filter protective labels, for closing ventilation outlet for intestinal gases. thereby providing protection
of filter from water. As required, patients use the filter protective labels.

Color of pouch: beige.

The overall dimensions of FLEXIMA® one-piece drainable pouch are (283x149) + 2 mm.

The overall dimensions of flat adhesive plate of FLEXIMA® one-piece drainable pouch are (108x106) £
2 mm.

The overall dimensions of the rigid clamp narrow part are (97 x 14.2) mm = 2%, the wide part are (91 x
14.4) mm * 2%.

The overall dimensions of the filter protective label are (58 x 24) + 1 mm.
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The mass of FLEXIMA® one-piece drainable pouch is 16 + 2 g. A
The mass of rigid clamp is 5+ 0,5 g.
The mass of 18 filter protective labels with base is 4 = 0.5 g.

The volume of FLEXIMA® one-piece drainable pouch is 585 = 5 ml.

One package of FLEXIMA® one-piece drainable pouch contains: one-piece pouches - 30 pieces, rigid
clamps - 6 pieces, filler protective labels - 18 pieces, instruction for use - 1 piece.

Used materials

Adhesive plate: resin, plasticizer, elastomers, hydrocolloids, polyethylene.

Collection bag: coextruded multilayer barrier film, polyethylene soft backing material.
Rigid clamp: polypropylene.

Filter protective label: polyethylene.

V V V V

Indication for use

FLEXIMA® one-piece drainable pouch designed for around-the-clock collection of stools (liquid and
semi-shaped) for colostomates or ileostomates. *
Additionally, drainable medical device allows empting of bag while it is filling.

Precautions and Warnings

> Do not reuse: dangerous for patients.

> |t is not recommended weight-lifting, intensive physical work.

> |t is recommended to refrain from power sports, in which collisions and strikes are possible (for
example: boxing, wrestling, football, weightlifting, sambo, judo).

> When riding a vehicle equipped with seat belts, it is recommended to wear the seat belt so that it is
located above or below the stoma.

> It is not recommended to wear tight clothing, the belt of the skirt or trousers should not press directly
on the stoma.

> |tis recommended to consult a doctor or an expert in stoma care for advice on adjusting the diet, sexual
activity.

Contraindications N

Absolute medical contraindications - the known intolerance to one of its component materials.
Relative medical contraindications - peristomial dermatitis, stomal stenosis, if it necessary bougienage.

Potential complications and adverse effects, coming from the usage of medical device

> Redness and irritation of the skin around the stoma, accompanied by itching, burning, painful
sensations of varying intensity;

> Insufficient or too strong adhesion of the plate;

> Appearance of odour and leakage of the contents of the one-piece pouch;

> EXxcess gas content in the bag, which leads to its inflation.

Conditions and duration of application
Only colostomates or ileostomates under any conditions, following the recommendations of a doctor or

an expert in stoma care or on their own. following all rules and recommendation can use FLEXIMA®
one-piece drainable pouch.
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One-piece drainable pouches are usually used not less than 24 hours.
For the One-piece pouch for colostomates or ileostomates the age restrictions on the usage are absent.

Method of application

Preparation of skin:

> Wash your hands.

> Gently clean the skin with warm water, you can use baby soap: circular movements from the periphery,
appr™chinj the stoma itself (Picture I);

Picture 1

> Dry the skin with a soft cloth or cosmetic napkins, or cotton swabs: neatly soaking.

11 Do not use solutions and liquids containing ethanol, petrol, ether, etc. for cleaning of skin, they can
cause irritation, dry skin, allergic reaction, and worsen the adherence ofthe pouch.

> [fthere are hair on the abdominal skin, then they should be removed, carefully pruning with scissors.
It is not recommended to use a depilatory cream or shave your hair.

Before using of pouch:
> Measure the diameter of your stoma as shown on the Pictures 2 - 3 or with a pattern for cutting.

T

Picture 2 Picture 3

> Cut a hole in the glue part of pouch (flat adhesive plate), corresponding to the shape and diameter of
your stoma, begin to cut from the starting hole (Picture 4). Herewith, the size ofthe cut out hole should
be slightly larger than the measured diameter of the stoma plus 2-3 mm.

Picture 4

1 If cut out hole is too large in relation to the diameter and shape of stoma, the skin around the stoma
will be in the open air, stools and mucus will irritate it, in particular if stools are liquid.
If cut out hole is of the flat adhesive plate is less than or equal to the diameter of the stoma, the stoma
will be in contact with the flat adhesive plate and the edges ofthe plate may traumatize or constrict the
stoma.
STOP!!I Do not cut outside the diameter indicated on the pattern for cutting!

Using of pouch:
> Before fixation of pouch to the skin, check that its lower part (evacuation sleeve) is closed. For this
use re-usable rigid clamp, supplied with the product (Picture 5-7).

How to use the rigid clamp:
> Qpen the clamp by pressing on the latch. Place the thin curved part of the clamp towards the plastic
part ofthe outlet (Picture 5), fold the film upwards then close the clamp (Pictures 6-7).
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> To remove the clamp slightly pull the outlet upwards then press the latch. Remove the clamp befov*
emotvina the pouch.

Picture 5 Picture 6 Picture 7

Il Before fixation of pouch, if needed warm the flat adhesive plate to body temperature. It is

recommended to hold it under your armpit orjust to press it to the body for 1 minute.

Before fixation on the skin, separate the sides of the bag from each other and remove the siliconized
irotecting the gum of the plate (Picture 8).

Picture 8

> Align the lower part of the plate with the lower border of the stoma, as it shown on the Picture 9 and
gently press the lower part of the plate to the skin and then glue the lateral and upper sides ofthe plate.”
avoiding the formation ofwrinkles, at the same time the walls ofthe pouch may prolonged be in contact
with a stoma. Smooth out the adhesive plate, as it shown on the Picture 10.

Picture 9 Picture 10
1 After fixation ofpouch, it is better to heat plate during 1 min. with your hand for more reliable fixation
(Picture 11).

Picture 11

> The pouch should be emptied in the toilet, without separation from the skin: when it filled by 1/3 or a
maximum by 1/2. For this, open the clamp and point the lower part of the pouch -evacuation sleeve
into the toilet.
The evacuation sleeve after empting needs to be thoroughly wiped and closed with the clamp again.
I Do not overfill the bag.

Removing of pouch:

> For avoiding traumatization of skin, do not remove the pouch by a jerk or by mechanical aids and
chemical solvents. The removal takes place in the reverse order, starting from the upper side: with one
hand, gently pull dovm the upper part ofthe adhesive plate, and by other hand, lightly pressing the skin
at the place of peeling, continuing to slowly move from up to down (Picture 12).

Picture 12
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Changing of pouch carry out as necessary:
> Drainable pouches are usually used not less than 24 hours.
> In the event of odour appearance.
> When leaking in the place of connection.
'r Ifyou feel any discomfort.
1 Avoid the frequent, unjustified need to change the pouch. It may cause skin irritation.

Using of Filter protective label:

> For protection the filter from water when taking bath or shower, it is necessary to stick a filter
protective label on the ventilation outlet for the intestinal gases located on the top part of the bag. and
close it, as it shown on the Picture 13.

Picture 13

I For reliable sealing and reduction of risk of damaging of skin around stoma it is possible to use
auxiliary aids for stoma care (paste, powder, deodorants, odor absorbers, protective rings, absorbents)
and skin care products around the stoma (cleaners, protective films, protective creams).

Storage, operation and transportation conditions

FLEXIMA® one-piece drainable pouch should be stored in a dry place protected from sunlight at the
temperature from -5°C to + 30°C and relative humidity from 40 % to 70 %.
The obligatory conditions for using is a package integrity maintaining.

The operation conditions of FLEXIMA® one-piece drainable pouch: temperature from +5®C to +35°C
and relative humidity inferior to 100%.

FLEXIMA® one-piece drainable pouch is not a hazardous shipment according to transport standards.

The medical devices can be transported by any enclosed transportation according to requirements
approved in accordance with the established procedure for each type of transport, under the temperature
conditions (from -5°C to +30°C). The medical device must be kept dry and protected from direct sunlight.

The maintenance of a medical device.

FLEXIMA® one-piece drainable pouch does not require maintenance and repair.

Shelf life

Shelf life of the FLEXIMA® one-piece drainable pouch in undamaged package and in proper storage

conditions is 3 years.
Do not use after the expiration date indicated on the package.
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Symbols used for labelling

Symbol Definition
R Reference number
ILOTI Batch number

Manufacturing date
Expiration date

| ” | Refer to instruction for use

Do not reuse
Temperature range

Humidity range

C€ CE mark - a mark of conformity with the requirements of Directive 93/42
/ EEC (if necessary)

Green dot

Mobius strip
Keep dry
Keep away from sunlight

MW 1 1 DOWN Up Down

n Up
Cut-to-fit: cutting diameter permitted.

m Do not cut beyond the diameter indicated on the skin protector

Sterility of the medical device

FLEXIMA® one-piece drainable pouch is non-sterile.
The medical device is not sterilized and disinfected before use.

Manufacturer warranty
B. BRAUN MEDICAL SAS company guarantees that medical device complies with specified

requirements provided their storage and transportation conditions are observed throughout the shelf life
period and is not responsible for the use of a medical device for other purposes.
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j"r Dispml
FLEXIMA® one-piece drainable pouch should be disposed in accordance with procedure for the disposal

of solid domestic waste. established by legislation of the Russian Federation (Class A Sanitary Rules and

Regulations 2.1.7.2790-10).
For disposal of medical device polyethylene package should be used. The one-piece drainable pouch must

be emptied before disposal.
If you have questions concerning disposal of the medical device. contact a authorized representative of

the company in the Russian Federation.

Manufacturer:
B. BRAUN MEDICAL SAS, 26 Rue Armengaud, 92210 Saint-Cloud. France.

Manufacturing sites:
1. B. BRAUN MEDICAL SAS, Z.I. de Layats. 64500 Saint-Jean-de-Luz. France
2. LLC Gematek, 170000, Tver, Serdyukovskaya str., 1, Russia

Authorized representative in the Russian Federation:
LLC Gematek, LLC Gematek, 199178, Russia, St. Petersburg, 18th line V.0, 29, lit. Z, part of
premises 29-H (room 19), tel. (4822) 48-12-60.

Date of issue of information: 07.2021

Regulatory Affairs Officer, Isabelle DESPLAT
B. BRAUN MEDICAL SAS

Quality & Regulatory Affairs manager, Ludovic ETCHEVERRY
B. BRAUN MEDICAL SAS

Je soussignée Maitre Nathahe BERKAN|
Notaire a Paris, cennhg_y’:éue ent,

g%l
s, % O “
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B O®EAEPAJIBHYIO CIYXKBY Kourax: Hsafiens fecnna (Isabelle Desplat)
MO HAJA3ZOPY B C®EPE
3JPABOOXPAHEHMA

(POC3APABHAA3BOP)
Ten.:+33(0)) 41 10 53 00
Daxc:+33(0)1 41 10 33 99

Jnextponiian novra: isabelle.desplat@bbraun.com
hitps://www.bbreun. fr

Rara: 28 cewmnbpn 2021 r.

ConpoBoanTenbHoe NHCHMO K HHCTPYKLHAM 1O NPHMEHEHIMIO
Hacroatmum NHCHMOM M,

«b. BPAVH MENIUKAJI CAC»
(B. BRAUN MEDICAL SAS)
26 Pro Apmanro

92210 Cen-Kny

OPAHLUA

cornacHo EBponeiickoMy pernaMeHTy 0 MEAWUMMCKHX H3penusx 2017/745, apnanch OTBETCTBEHHWM NPOHIBOAHTENCM
MEAMUHHCKOTO HANCNHR:

KanonpHeMRnK 0sHOKOMNONEHTHMEA AR CTOMBPOBAHELIX SOALHMX K HHBRIHAOS ¢ KOAO HAK WICOCTOMON

IRABNACM, YTO HaMu OLINO APEROCTABACHO ABE HHCTPYKUMKM no npumexeHmo (HIT) ana Poccnu (8 BHae onworo
o0uero 20kyMEHTa) Ha AHFAKACKOM F3bIKE.

OGHOBNICHHA COREPKAHNA ARHHBIX HHCTPYKUHHE NEPEUHCAEHb HIXE:
- TexrHYECKHE XapakTEPHCTHKH, 8 HMEHHO, MACCH KANONPHEMHIKOSB H JaxuMa rHbxoro.

w Jna obHOBNCHHA HOKYMEHTOR perucTpaumonroro aocke MNe PJI-26979/20531 or 24 anpean 2019 r, wa
BLILICYKA3ZAHHOE MEAHIMHCKOE HIAENME, ¢ UENBIO HIMEHEHHR TEXHHYECKHX XaPAKTEPHCTHK MEAHLIMHCKOTO HIAENNM,
HE OKAILIBAIOLIETO BAHAHHA Ha DYHKUHOHANLHOCTS, HA3HAYEHHE H CTIOCOS NPHMEHEHHA MERHLIHHECKOrO HIACHHA, H
ANA NOAAYH BHIIEYTIOMAHYTOrO AOKYMeHTa B Peacpansiyio cayxGy no Hansopy B cdepe 3apapooxpaneHus
(Pocagpasnamop) 8 Poceuiicxoii ®enepaunn.

OT UMEHH H RO NOPYHEHMIO KOMIAHHH

5, HIKCNOANHCABIIANCS NAPINKCKWA ROTAPHYC M.
Haransn BEPKAHHU (Nathalic BERKANI), 3ascpaio

MOIAHHHOCTL
«5. BPAYH MEAMKAJI CAC» mjm“ ﬂ;" Y fﬁmﬁw DESPLAT)
(B. BRAUN MEDICAL SAS) Napux, 26 oxmstips 2021 2.

(Mloonucy)
(Todnucy) {Todnucy)
Wsabenw JIECTUTA (ISABELLE DESPLAT) Jhonosnx DTIUEBEPPH (Ludovic ETCHEVERRY)
Cotpyanux Oraena HOPpMATHBHO-NPABOBOTO PyKoBOAHTENb OTACNE HOPMATHBHO-NPABOBOTO
perynHposanHa PEryNHpPOBAHUA H OTACNA TEXHHKH 6€30NaCHOCTH

OXpaHu Tpyaa

PerncTpasmournll Ne 8 TOProsow peectpe Towrosss aapec Ten. +33(0)1 41 1D 33 00
Haetvepa 562 050 336 26 Pro Apaanro Gaxc +330)1 4) 105399
¢ wamarranow 31 000 000 Espo 92210 Cen-Kay

Koa ochomond Exam DESVERHOCTE APEanpuaTIa 3250 A
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VIHCTPYKUMS MO NPUMEHEHWIO

KanonpnemMH/WK 0AHOKOMMOHEHTHbIA ANs CTOMUPOBaHHbIX 60/bHbIX U UHBaNNA0B
C KOJ1I0 U UNeoCcTOMOW

KanonpmemMHuK O,UIHOKOMHOHEHTHbIVI ansa CTOMMPOBaHHbIX 60/bHbIX 1 MWHBa/INAOB C KOJ1I0 UNKn NNeocToMOi,
BapuaHTbl NCNOMHEHNA:

1 KanonpuemMHUK OAHOKOMMOHEHTHbIA AN CTOMWPOBAaHHbLIX 6OMbHLIX W WHBAIMAOB C KONOCTOMOWA
«AJIMAPUC TMpedepeHc» (ALMAR.YS® Preference), 3akpbITOro Tuna, Npo3payHblii, C (MAbLTPOM, B
cocTase:

1.1. KanonpmemHWK OQHOKOMMOHEHTHbIA ANS CTOMMPOBAHHbIX O0MbHLIX W WHBAIMAOB C KOMOCTOMONA
«ANTMAPUC MpedepeHc» (ALMARYS® Preference), 3akpblTOro tuna, npo3padHblii, ¢ punbTpom - 30
wr./yn.

1.2. Hakneika-3arnywka gns gunstpa - 18 wr./yn.

2. KanonpvemMHVWK OLHOKOMMOHEHTHbIA AN CTOMMPOBAHHbLIX 60/bHLIX W WHBaIWAOB C KOMOCTOMOW
«AJIMAPUC MpegepeHc» (ALMARYS® Preference), 3akpbITOro Trna, 6eXeBblii, C PUALTPOM, B COCTaBe:
2.1. KanonpuemHuWK OAHOKOMMOHEHTHbLIA A1 CTOMUPOBAHHbLIX O0/IbHbIX WU WHBa/IMLOB C KONOCTOMOM
«AJIMAPUC TMMpedepeHc» (ALMARYS® Preference), 3akpbiToro Tuna, 6exeBblid, ¢ ¢unbtpom — 30
wT./yn.

2.2. Haknelika-3arnywka ansa ¢unsTpa - 18 wr./yn.

3. KanonprvemHuK OLHOKOMMOHEHTHbIA A5 CTOMMPOBAHHbLIX OOMbHLIX W WHBAIMAOB C KOO WU
nneoctomoin «AJIMAPUC TpedepeHc» (ALMARYS® Preference), OTKpbITOro Tuna, Mpo3payHblii, B
cocTaBe:

3.1. KanonpvemHWK OAHOKOMMOHEHTHbIA A1 CTOMUPOBaHHbIX 60/IbHbIX W WHBAMAOB C KOMO WK
nneoctomoi «AJIMAPUC TMpedepeHc» (ALMARYS® Preference), OTKpbITOro Tuna, Npo3payvHblii-
30 wr./yn.

3.2. 3aKum rmoékuii - 30 wT./yn.

4. KanonpveMHUK OLHOKOMMOHEHTHbIA [A18 CTOMMPOBAHHbLIX OO0MbHLIX W WHBaIUAOB C KOO WM
nneoctomoii «<AJIMAPUC MpedepeHc» (ALMARYS® Preference), OTKpbITOro Tvna, 6exkeBbliA, B COCTaBe:
4.1. KanonpumemMHUK OLHOKOMMOHEHTHbIA AN CTOMWPOBAHHbLIX OONbHLIX W WHBAIMAOB C KOO WK
nneoctomoin  «<AJIMAPUC TpedepeHc» (ALMARYS® Preference), oTKpbiTOoro Ttuna, 6exesblii - 30
wT./yn.

4.2. 3aXuMm rmokuii - 30 wT./yn.

Ha3HaueHue

KanonpueMHMK 0JHOKOMMOHEHTHbIV 415 CTOMUPOBAHHbIX GO/IbHLIX Y MHBAMMAOB C KOO UM M1E0CTOMOIA
NpeACTaBsieT COO0W HeCTepW/IbHbIA MeLIOoK, MpeAHa3HaYeHHbI ANs NPUCOeAMHEHMS K KOXe nauueHTa
BOKPYr CTOMbl aAre3viBHbIM MaTepuanoM W WCMONMb30BaHWS B KadyecTBe €MKOCTM Ans c6opa Kana
KPYrnocyTOYHO nocne KofoCTOMUM MW Mocsie UNeoCcToMun. 3aenme ncnonb3yeTcs ofHOKPaTHO.

KanonprvemHuK oaHOKOMNOHeHTHbI «AJIMAPUC TpedepeHc» (ALMARYS® Preference), 3akpbIToro
TMNa, MpefHasHayeH [A18 KPYraoCyToO4yHOro céopa kana (OPOPMAEHHOro WM MoNyoPOPMIEHHOro) vy
MaumeHTOoB C KOJIOCTOMOIA. M3enne 3akpbITOro Tuna yaanseTca v yTuaM3npyeTcs nocne 3anosiHeHus.

KanonpneMHvK OfHOKOMMNOHeHTHbIN «AJIMAPUC TMpedepeHc» (ALMARYS® Preference), oTKpbITOro
Tna, NpefHasHayeH AN KPYriocyTo4YHOro cbopa Kana (KMAKOro unv nonyoqopmMIeHHOro) y nalmneHToB ¢
KOO MM uneocTomoi. M3genne OTKPbITOro Tuna AOMNOMHUTENIBHO MOXET OMOPOXHATLCS MO Mepe ero
HaroNHEeHMS.
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OnuncaHne N 0OCHOBHbIE XapaKTePUCTUKMN

KanonprvemHVK 0AHOKOMNOHEHTHbIN «AJIMAPUC TpedepeHc» (ALMARYS® Preference), 3akpbIToro
TMna - OAHOKOMMOHEHTHbIA HeApeHUpPYeMbIi KanonNpMeMHWK C M/OCKOM afresMBHON MIacTUHOM,
HepasbeMHO COEMHEHHON C MELKOM, WMEKOLWMM NaMUHapHbIA GUAbTP ANA HeldTpanusauuy 3anaxa u
NPenAaTCTBYIOWMIA pa3fyBaHMIO Mellka. [aHHOe u3genve WMeeT Hak/eliKy-3arfywky ana QuabTpa,
3alMLLaoLLyo UALTP OT BOAbI NPU NPUEME BaHHbI UK AyLua.

KanonpueMHnK 0QHOKOMMOHEHTHbI «AJTIMAPUC MMpedepeHc» (ALMARYS® Preference), 3akpbIToro

TUNa NMeeT:

> BCTPOEHHYH MIOCKYI0 aAre3vBHY NAacTUHy B OpMe LLeCTUrpaHHMKa (LLecTnyronbHnKa). AgresnsHas
nnacTMHa He OrpaHW4YMBaeT [ABWKEHWA U obecrneymBaeT MIOTHOE NpuieraHne K  Teny.
MAPOKONNONAHLIA aAre3vBHbIA CNOM NNaCTUHbI, HAHECEHHbIA Ha HETKaHyt OCHOBY, obecreymBaeT
ONTUMANbHYH 3alWUTy KOXM 32 CYeT XOopowo c6afaHCMPOBAHHOM NPOMNOPUMM  HaTypasibHbIX
KOMMOHEHTOB TMAPOKO/IONAA; HafexHas (pukcaumsa 6e3 faBneHWs Ha XUBOT 0becrneymBaeTca 3a CUeT
XOpOLLO pacnpeeneHHoro agresnsa. CtapToBoe (rOTOBOE) Bblpe3aHHOe OTBEPCTME MIaCTUHbI 12 MM,
MaKC/MMa/ibHO Bblpe3aeMoe OTBepCcTUe nog cTomy Ao 70 mMMm. Ha afresmBHyt nnacTUHY HaHeceH
6yMaXKHbIn TpathapeT, NO3BONAOLLMIA Bblpe3aTb OTBEPCTME MO CTOMY HEOOX0AMMOr0 ANaMeTpa,;

> MeLIOK CUMMETPUYHON (hOPMbI M3rOTOB/IEH M3 MHOTMOC/IOMHOW, He MPOMyCKatoweid 3anax MieHKu, co
CTOPOHbI, Mpuieratowed K Teny, MOKPbIT MATKUM HETKaHbIM MaTepuanom, MO03BONAKLWMM ObICTPO
BNUTbIBATH Bary v He pasgpaxartb KOXY;

> BCTPOEHHbIA NaMUHapHbIA (UNLTP AN HEATpanM3auumn 3anaxa u NpenaTCTBYHOLWNIA pa3fyBaHNI0 MeLLKa,
He KOHTaKTUPYeT C OAeXAO0W M He TpebyeT LOMONHUTENIbHOM aKTMBaLuW. a3, NOCTYNaWMA 13 MeLLKa,
NPOXOAUT Yepe3 NaMUHapHbIA UbTP, 3aLMLLEHHBI MeEMOPaHOW, NPOHNLLAEMON ANA rasa;

> HakelKkn-3arnywkn ans uabTpa, 3aKkpblBalowme BEHTUIALMOHHOE OTBEPCTME A1A KULLEYHbIX ras30B,
TeM cambIM 3alimiialowve (uabTp OT BOAbl. Haknelku-3arnywku ans ¢GuabTpa WCNosb3yrTes
nauneHTom rno Heo6XoAMMOCTH.

LiBeT KanonpreMHuKa: 6eXeBblii UM MPO3payHbIiA B 3aBUCUMOCTM OT BapuaHTa UCMOHEHMS.

abapuTHble pa3mepbl KanornpueMHuKa OLHOKOMMOHEHTHoro «AJIMAPUC [petepeHce» (ALMARYS®
Preference), 3akpbITOro Tvna coctasnatoT (197x149) £ 2 mw.

[MabapuTHble pa3mepbl NAOCKOW afre3anBHON NnacTMHbl KanonprueMHKa 0HOKOMNOHEHTHOro «AJTIMAPNC
MpegepeHe» (ALMARYS® Preference), 3akpbITOro tuna coctasnatoT (107x106) + 2 mm.

abapuTHble pasMepbl HaKNeKu-3arnyLwKy ana gunsTpa coctaBnaoT (58x24) + 1 mm.

Macca KanonpuemHuKa OAHOKOMMNOHEHTHOro «AJIMAPUC TpedepeHc» (ALMARYS® Preference),
3aKpbITOro TMna coctasnser 14+ 2 1.
Macca 18 Hakneek-3arnyLleKk ans punbTpa BMeCTe ¢ NOAM0XKON cocTaBnset 4 + 0,5 T.

O6bvem KanonpuemHuka OAHOKOMMNOHeHTHoro «AJIMAPUC TpedepeHc» (ALMARYS® Preference),
3aKpbITOro Tuna coctasnset 480 £ 5 mn.

B 1ynakoBke KanonpuemMHuKa ofJHOKOMNOHeHTHOro «AJIMAPUC TMpedepeHe» (ALMARYS® Preference),
3aKpbITOr0 TUNa COAEPXKMUTCA: KaNONPUEMHUKM OLHOKOMMOHEHTHble - 30 LWT., HakMenKu-3arnywkm ans
(ounbTpa - 18 WT., MHCTPYKUMSA NO NPUMEHEHUIO - 1 .

KanonpveMHuK 0LHOKOMMOHEHTHbIN «AJIMAPUC TMpetepeHc» (ALMARYS® Preference), OTKpbITOro
TUNa - OAHOKOMMOHEHTHbIV APEHNPYEMbI KanonpueMHUK C NIOCKOM aAre3uBHON NNacTUHON, Hepa3beMHO
COELJMHEHHON C MELLKOM, MMeeT 3BaKyaLVOHHbIA pyKaB U peHaXHOe 0TBEPCTUE, NO3BO/AIOLLNE BbIBOAUTD
COAEPXXUMOE MELLKA, Y TMOKWNIA 3a)KNM, 3aKpbIBatOLLIMIA APEHaXXHOE OTBEPCTME.

KanonprvemHuK 0LHOKOMMOHEHTHbIA «AJIMAPUC TpedepeHc» (ALMARYS® Preference), oTKpbITOro

TUNa NMeeT:

> BCTPOEHHYIO MOCKYHO afire3auBHYH0 NJacTUHY B (hOpMe LIECTUIpaHHMKa (LLecTUyrofibHUKa). AaresveHas
nnacTMHa He OrpaHWYMBaeT [BMXXEHUIA 1 obecneumBaeT MIOTHOE NpuieraHne K  Teny.
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"MAPOKONNONAHBIA aAre3nBHbIA CNOW MNNACTWHbI, HAaHECEHHbLI Ha HETKaHyH OCHOBY, obecreymBaeTt
ONTVMaNbHYH 3alMTy KOXM 33 CYET XOpowo cbanaHCMPOBaHHOM NPONOPLMKU  HaTypaibHbIX
KOMMOHEHTOB TMAPOKONNONAA; HaaexHas (ukcaums 6e3 AaBfeHMs Ha XMBOT 0becrneumBaeTcsi 3a CUET
XOpOLLO pacnpefeneHHoro aaresnsa. CtapToBoe (rOTOBOE) Bblpe3aHHOe OTBEpPCTME MAACTUHbI 12 MM,
MakcuManbHO BbEpesaeMoe OTBepcTMe Mnog ctoMy Ao 70 Mm. Ha aaresuBHYH) NAacTUHY HaHeceH
OyMaXKHbIA TpacdapeT, NO3BOMSOLWMNIA BbIpe3aTh OTBEPCTUE MO CTOMY HEOOXOAMMOIO AMameTpa;

MELLUOK CMMMETPUYHON (HOPMbl M3rOTOB/IEH M3 MHOMOC/IOMHOW, He MPOMyCKatoLleid 3anax MiaeHKu, co
CTOPOHbI, MpwnerawoLleli K Teny, MOKPbIT MATKMM HeTKaHbIM MaTepuanoM, Mo3BONAIOWMUM ObICTPO
BNWTbIBATb BMary v He pasgpaxartb KOXY;

3BaKyaLMOHHbIV pyKaB 1 JPeHaXXHOe 0TBEPCTUE, MO3BOMAIOLWME BbIBOAUTL COAEPXKMMOE MELLIKA;

3KUM FMOKUIA, 06ecneymBaroLLMin HaLeXHOCTb N TePMETUYHOCTD.

LiBeT KanonpreMHuKa: 6eXeBbIil UM NPO3PayHbIi B 3aBUCMMOCTI OT BapyaHTa UCMOHEHUS.

abaputHble pa3mepbl KanonpvemHmka OAHOKOMMOHeHTHOro «AJIMAPUC [MpedepeHc» (ALMARYS®
Preference), 0OTKpbITOro TMna cocTasnaoT (294x148) £ 2 Mm.

abapuTHbIe pasmepbl NAOCKON aAre3vBHONM NnacTuHbl KanonpueMHnka 0JHOKOMNOHEHTHOro «AJIMAPNC
MpedepeHc» (ALMARYS® Preference), OTKpbITOro tvna coctasnaioT (107x 106) = 2 Mm.

abapuTHbIE pasMepbl 3aXnMa rmbkoro coctaBnsatoT (130x7,9) Mm + 2 %.

Macca KanonpuemHuka OAHOKOMMNOHEHTHOro «AJIMAPWC TpedepeHc» (ALMARYS® Preference),
OTKPbITOro TMna cocTasnser 14+ 2.
Macca 3a)kuma rmékoro coctasnsier 1+ 0,2 r.

O6bem KanonpuemHuka OfHOKOMNOHeHTHOro «AJIMAPUC [MpedepeHc» (ALMARYS® Preference),
OTKPbITOro Tuna coctasnset 650 + 5 mn.

B 1ynakoBke KanonpuemMHnKa ofHOKOMMNoHeHTHOro «AJIMAPUC MpedepeHe» (ALMARYS® Preference),
OTKPbLITOrO TWUMa COAEPXKUTCA: Ka/lonpueMHUKN OLHOKOMMOHEHTHbIE - 30 WT., 3aKUMbl rmbkue - 30 wr.,
VHCTPYKLMA NO NPUMEHEHWUIO - | WwT.

Mcnonb3yemble maTtepuassl

> Afre3vBHas NiacTuHa: 371acTOMepbl, TMAPOKONNONUAbI, MOMMITUIEH, CMOMA U NNacTuuKaTop (TONbKO
ans  KanonpuemHuka OAHOKOMMOHeHTHoro «AJIMAPUC [MpedepeHe» (ALMARYS® Preference),
OTKPbITOrO TMNA).

> MeLlOK: CO3KCTPY3MOHHass MHOrocnorHas GapbepHas MeHKa, MOMUITUNEHOBLIA MAMKWUIA HeTKaHbIN
matepuman.

> 3@KMM rMOKMIA: CTaslbHas NPOBO/IOKA, NOKPbITas MOAUITUIEHOM.

> Haknelika-3arnyLika ans gunstpa: nofmaTUIeH.

lMNMokaszaHnA K NPUMEHEHNIO

KanonpuemHnK OAHOKOMMOHEHTHbI «AJTIMAPUNC [MpedepeHe» (ALMARYS® Preference), 3akpbITOro
TMNa npefHasHayeH [N KPYrAoCyTOYHOro cbopa Kana (OOPMAEHHOro WAM MOAYO(OPMIEHHOMO) Y
MauueHTOoB C KOIOCTOMOIA. V3enne 3aKpbITOro Tuna yaansercs U yTuam3npyetcsa nocse 3anoHeHus.

KanonpmemHMK 0AHOKOMMNOHEHTHbIN «AJIMAPUC T[MpedepeHc» (ALMARYS® Preference), 0TKpbITOro
TUNa npegHasHayeH 418 KPYrnocyTo4HOro coopa Kana (KMAKOro uam nonyoopmMIeHHOro) y naumneHToB ¢
KOMO WM WNeOCTOMON. M3aenve OTKPLITOrO Tuna AOMOJIHUTE/IbHO MOXET OMOPOXHATHCA MO Mepe ero
HarnonHeHus.

Mepbl NPesoCTOPOXXHOCTU 1 NpeaynpexaeHuns

> [TOBTOPHOE NMPUMEHEHME 0[JHOPA30BbIX M3AeNnii MOTEHLMAIbHO OMAacHO A5 MaLUeHTOoB.
> He pekoMeHAyeTcs NOAHATUE TSHXKECTEN, NHTEHCUBHbINA (3MYecKnii Tpya.
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PekoMeHAyeTCs BO3LEepXMBATbCA OT CUIOBbLIX BWAOB CMOPTA, NPU KOTOPbIX BO3MOXHbI CTONKHOBEHUS,
yfapbl (HanpumMep: 60Kc, 6opbba, dyTo0N, TAXeNas aTneTka, cam6o, A3t040).

Mpy noe3fke Ha TPaHCMOPTHOM CpeAcTBe, 060PYAOBAHHOM PeMHSIMW 6e30MacHOCTW, PeKOMEeHAYyeTCs
HafileBaTb peMeHb 6€30MacHOCTH Tak, YTOObl OH pacnonarasica Bbille UKW HUKE CTOMbI.

He pekoMeHAyeTCsi HOLWIeHMe OOTArMBatoOLEein OfexAabl, Mosic HOKM WM OpHOK He LO/MKEeH AaBUTb
HeNnoCpeACTBEHHO Ha CTOMY.

PekomeHayeTcsi 06paTUTLCA K Bpadvy WM Creyuanucty no yxody 3a CTOMOM 3a KOHCynbTauuen no
KOPPEKTUPOBKE AMETbI, NOJIOBOA aKTUBHOCTH.

|-|p0TVIBOI'IOKa3aHI/IF|

ABCONOTHbIE MeAUUMHCKUE NPOTUBOMOKa3aHUA - WHAUBMAYaNbHAA HEnepeHOCUMOCTb KOMMOHEHTOB,
BXOAAWMX B COCTaB um3fenvsd. [Onsa KanornpuemHmKa OAHOKOMMOHEeHTHoro «AJIMAPUC TpedepeHc»
(ALMARYS® Preference), 3akpbITOro Tvna - elOHOCTOMa, KULLEYHbIA CBUL, MNe0cTOMa U KONOCTOMA C
XWUAKAM KWLLEYHbIM OTAENSAeMbIM; KO/0CTOMAa NPU Ha/lMyMn NapacToMasibHOM PbbKK, MepucTOMasibHbIX
OC/NOXXHEHWA.

OTHOCUTeNbHble  MefMLMHCKWE  MpOTWMBOMOKAasaHWA  AA  KanonpuveMHWKa  O4HOKOMMOHEHTHOro
«AJIMAPUC TMpedepeHc» (ALMARYS® Preference), OTKpbITOro Tuna - NepucToOMaibHbliA AepmatuT,
CTPUKTYpa CTOMbI MPU HEOOXOAMMOCTU BYXXMPOBAHNS.

B03MOXHble OC/IOXXHEHUA U HeXenaTeflbHble ABMEHUA, CBA3AHHbLIE C nPUMEHEHNEM MEANLNHCKOTO
n3gennAa

> [MoKpacHeHWe ¥ pasgpaXKeHrne KOXM BOKPYT CTOMbI, COMPOBOXAAMOLLMECS 3Y0M, XOKEHUEM, 60/IEBbIMM
OLLYLLIEHVAMI Pa3NNYHOM UHTEHCUBHOCTH.

> HegocTaToyHasi UM CAIMLLKOM CUbHAs aAre3nst NIacTuHb.

MosiBNeHve 3anaxa v NoATeKaHne COAePXKMMOro KalonpueMHIKa;

> M36bITOYHOE COAEpPXKaHWe rasa B MeLLKe, YTO MPUBOAMT K ero pasayBaHuIo.

\Y

YcnoBus U NpoAO/IKUTENBHOCTL NMPUMEHEHUA

KanonpueMHuK 0aHOKOMMOHEHTHbIM «AJIMAPWC TMMpedepeHc» (ALMARYS® Preference), 3akpbIiTOro
TUNa NPUMEHSETCS TONIbKO CTOMUPOBAHHbLIMU 60/bHLIMW W UHBANIMAAMU C KONOCTOMOI B /IO6bLIX YCOBUAX
Mo PeKOMeHAauMn Bpaya WM crneymanucTa no yxody 3a CTOMON WM caMOCTOATeNbHO, cobnojas Bce
npaswna v peKoMeHgaLuu.

KanonpremHUK® 3aKpbITOro Tvna (HegpeHnpyemble) 06bI4YHO UCMOMb3YHOTCA He MeHee 12 yacos.
KanonpvemHuK 0fHOKOMMOHeHTHbIn «AJIMAPUC [pegepeHc» (ALMARYS® Preference), OTKpbITOro
TUMNAa NPUMEHSETCA TO/IbKO CTOMUPOBAHHBLIMY B0NbHBIMY W MHBAIMAAMY C KOO WM UNEOCTOMOW B Nt06bIX
YC/I0BMAX MO PEKOMEHAaLMN Bpaya Wamn cneuymanucra rno yxogy 3a CTOMOM WM caMOCTOATENbHO, cob/ofas
BCe MpaBu/ia 1 peKoMeHJaumm.

KanonpnmemHuKM OTKPbITOro TMna (4peHnpyemble) 06bIYHO UCNONL3YIOTCA HE MEHee 24 4acos.

Bo3spacTHble oOrpaHuYeHns npumeHeHWs KanonpuemMHuKa OAHOKOMMOHEHTHOrO [A/19 CTOMWUPOBAHHbIX
60/bHbIX U MHBANAOB C KOO WM UNe0CTOMOW OTCYTCTBYHOT.

Cnoco6 NpMMeHeHus

MoAroToBKa KOXM:

> BbIMOIiTE pyKW.

> AKKYpaTHO O4YMCTUTE KOXY TEnsj0i BOLOW, MOXHO AEeTCKMM MbIIOM: KPYrOBbIMW ABWKEHUAMU OT
ymbnmkasch K camoli ctome {PUCYHOK Y);

Puc. 1
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> BbICYLUIATE KOXY MSArKOW TKaHbiO WAM  KOCMETUYECKUMU CangeTKamu, WAM BaTHbIMW AMCKAMW:
aKKypaTHbIMI NPOMaKVBAIOLLMU BUXKEHUSMN.

I He wucnonb3yiiTe ANs OYWUCTKM KOXW PacTBOPbl M XKWAKOCTW, COAepKallive ChupT, GEeH3WH, agup,
KOTOpblE MOTYT BbI3BaTb pasfgpaXkeHue, CyXOCTb KOXW, aNnepriyeckyto peakuuio, a Takxe YXyALWuTb
NPUAMNaHNe KanonpuemMHHKa.

> ECNM Ha KOXE XXMBOTA MMEHTCS BOMOCHI, TO UX CNeAyeT YAanuTb, OCTOPOXHO MOAPe3aB HOXHULAMM.

Il He peKOMeH/AYyeTCs NCMoNb30BaTb KPEM-AENUNSTOP UK GPUTL BOMOCHI,

Mepes MCNONb30BaHMEM KanonpUeMHIKA:
> M3mepbTe AMaMeTp Balleii CTOMbI, KakK MokKasaHO Ha PucyHkax 2-3 WAM C MOMOLLbIO LabnoHa Ans
BbIpPE3aHus.

Puc. 2 Puc. 3
> BblpexbTe B KeAwenca 4vactu KanonpueMHuka (Nockas afresMBHas nnactvHa) OTBepCTUe,
COOTBETCTBYIOLLEE MO (hopme W AuameTpy Balleil CTOMe, HauMHas Bblpe3aTb OT FOTOBOr0 (CTapTOBOrO)
oteepctua {PucyHok 4). Mpu 3TOM pa3mep BbIPe3aHHOr0 OTBEPCTUSA LO/DKEH ObiTb HEMHOrMM 60/bLUE
N3MEPEHHOr 0 AnamMeTpa CTOMbI MJIC 2-3 MM.
Ecnun Bbipe3aHHOe oTBepcTMeE BYLeT CMILIKOM 60/bLIMM MO OTHOLIEHWUIO K pasMepy U hopme CTOMbI, TO
KOXa BOKpPYr CTOMbl Oy[eT OTKpbiTa, Kal M CAu3b OyAyT pasfpaxarb ee, OCOOEHHO, ecnn Ka
HEeO(OPM/IEHHBIIA.
Ecnu BblpesaHHOe OTBepCTWE M/IOCKOA afre3vMBHON NAacTUHbl GyAeT MeHblUe WM PaBHbIM AuaMeTpy
CTOMbI, TO CTOMa OyfeT conpukacaTbCA C MNIOCKOW afre3vBHOM NAACTUHOM M Kpas MaacTWHbl MOTYT
TPaBMUPOBaTb WM CAABINBATL CTOMY.
STOP!!! He penaTb Haapes 3a npefenamun gnameTpa, yKazaHHOro Ha Tpagapete nnacTUHbI.

Vcnonb3oBaHWe KanonpuemHuKa:

I Mepep, mKcauvein KanonpMemMHMKa HY>KHO COrpeTb ero afresvBHy0 MnacTVHY 40 TemnepaTtypbl Tefna.
[lns 3TOro pekoMeHAyeTcs NojepXkaTb ero NOAMbILLKON MW NMPOCTO NPUXaThb K Teny Ha 1 MUHYTY.

> [epep (mkcaunein Ha Koxe OTAennTe 60KOBble NMOBEPXHOCTU MeLUKa ApYr OT Apyra, Kak rMokasaHo Ha
PucyHke 5.

> Ypanute CUINKOHWU3MPOBaHHYIO OyMmary, 3aljuLiatoLlyt0 afre3vBHbIiA COM NAACTUHbI, U COBMECTUTE
HVKHIOK YaCTb NIACTUHbI C HXKHEW rpaHuLLei CTOMbI, Kak NoKa3aHo Ha PUCYHKe 6.

> AKKYpaTHO NMPWKMWUTE HWKHIOK YacTb NNACTUHbI K KOXE, 3aTEM MNPUK/enBainTe ee 60KOBble 1N BEPXHUE
CTOPOHbI, M3beras npyv 3TOM (POPMMPOBAHUA CKMAAOK, MPU 3TOM BHYTPEHHAS MOBEPXHOCTb CTEHOK
MeLLKa MOXET ANNTENIbHO KOHTAKTUPOBaTh CO CTOMOW. PasrnafibTe afre3viBHyt0 NiacTUHY, Kak nokasaHo
Ha PucyHke 7.

Puc. 4 Puc. 5 Puc. 6 Puc. 7
1 Tocne umKcauun KanornpueMHUKa nydile ewe B TedeHue | MUHYTbI MPOrpeTb pykamu MNacTUHY C
06paTHON CTOPOHbI ANs 6onee HagexxHon gmkcauun (PUCYHOK 8).

Puc. 8
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1 Ecnn Bbl Nonb3yeTech KanonpuemMHMKOM 0gHOKOMMOHEHTHbIM «AJTMAPUC MpedepeHe» (ALMARYS®
Preference), OTKpbITOro TMna:

> [epen hrkcaumeid KaonpuemMHKa Ha Koxe y6eanTech, YTO ero HWKHAA YacTb (ApeHaXHOoe 0TBepcTue)
3aKpbiTa. [JNs 3TOro MCNONMb3yTe 3aKUM TMOKWA, BXOAAWMIA B KOMMNIEKT NOCTaBKW U3LENUS.

Vcnonb3oBaHue 3axnma:

> CHUMUTE 3alUMTHOE MOKPbITUE C aAre3MBHON NOMOCKM 3aKuMa. MpuKkneiTe 3aKNUM K HKHEMY Kparo
3BaKyaLMOHHOro pykasa (Ha CTOPOHe MeLlKa He NpueratoLwein K Koxe) Tak, YToObl ero KOHUb! Oblin Ha
OANHAKOBOM PacCTOAHUW OTHOCUTE/IbHO LLUBOB 3BaKyaLMOHHOIO pyKaBa. PacCcTosHVe MexXay 3aKUMOM U
HKHUM Kpaem 3BaKyauMOHHOI0 pyKaBa [O/HKHO ObiTb 3KBMBAIEHTHO LWWpUHE 3axkmuma {PucyHok 9).
Cnepgute 3a TeM, YTO6bI He KacaTbCA MasibLamy KNemKol 4acTu 3aXuma.

> CBepHUTe 3BaKyalUWOHHbIN pykaB 3-4 pasa Mpy MOMOLWM 3aXKUMa MO HanpaB/eHUIO «BHYTPb», Kak
nokasaHo Ha PucyHke 10. A o6ecrneyeHns repMeTUUHOrO 3aKpbITUS NIOTHO NPYKMUTE KOHLbI 3aXMMa
{PvcyHok 11). YTo6bl OTKPbITb 3&XUM Cnerka npUNOSHUMUTE HUXHIOK YacTb Ka/loNpUEMHUKA,
Pa3OMKHUTE Kpas 3aXMMa U PaCKpyTUTe 3BaKyalMOHHbINA pyKaB, YTOObl ONMOPOXHUTL KaIONPUEMHMK.

Puc. 9 Puc. 10 Puc. 11
> Ing  OCBOGOXAEHWS  KanomnpueMHWKa OT CKOMWBLUMXCH Fa30B  WCNOMb3YyNTE HWKHIOK  4acTb
KasionpremMHuka (gpeHaXKHoe OTBEPCTME).
> OnopoXHATb Ka/ONPUEMHUK ClIeAYeT B TyasieTe: Mpy HamnosHEHUN ero Ha 1/3 wimn makcumym Ha 1/2, He
OTKNenBas OT KOXMW. [N 3TOro OTKPOMTE 3@KMM W HanpaBbTe HWKHIOK YacTb KanornpueMHuKa -
3BaKyaLMOHHbI pyKaB (ApeHaXXHOe OTBEPCTME) B YHUTA3.
JpeHaXkHoe 0TBEPCTME MOC/Ie OMOPOXHEHUA CefyeT TLaTe/IbHO MPOTEPETb Y BHOBb 3aKPENUThL 3aXKMM.
11l He gonyckaiiTe nepenosiHeHUs KasionpueMHUKa.

YnaneHvie KanonpuemHuka:

> B0 u36exaHne TPaBMMPOBaHUA KOXMW He CreAyeT CHUMaTb KanonpUeMHWUK PbIBKOM WKW C MOMOLLbHO
MeXaHM4YeCKUX CPeACcTB M XMMMWUYECKUX pacTBopuTenei. CHATME NPOMCXOAUT B 0O6paTHOM nNopsagke,
HauMHas C BEPXHEro Kpas: OAHOV PYKOW aKKypaTHO MOTAHUTE BEPXHIOK YaCTb afre3svBHON NNacTWHbI
BHM3, MPX 3TOM APYroii pyKoOR, CNerka HaXuMaiTe Ha KOXY B MeCTe OTK/eMBaHMWs, NMPOAO/MKas, TaKUM
06pa3om, Mea/ileHHO NpojaBuraiitecs cBepxy BHU3 {PUCyHOK 12).

CMeHa KasionpMemMHuMKa NpoBOAUTCA MO Mepe HeobXO0AUMOCTH:

> KanonprveMHUKN 3akpbITOro tuna (HefpeHvpyemble) 0ObIYHO MCMOMb3YHTCA He MeHee 12 yacos (Mo

Mepe ero 3arosiHeHus).

KasonpreMHVKM OTKpbLITOro Tuna (ApeHnpyemblie) 06bIYHO UCMNONL3YIOTCA He MeHee 24 4acos.

Mpy BO3HWMKHOBEHWM 3anaxa.

Mpn noATeKaHUN B MecTe KpenseHus.

> [pu oWyLLEHNN KaKnX-n1mbo Heyno6CTB.

Il N36eraiiTe YyacToi, HeonpaBLaHHOW CMeHbl KasionpremMHuKa. Mpy 3TOM BO3MOXHO Pa3fpaxeHne KOXW.

cnonb3oBaHWe HakMenkun-3arnyLwKku ans unbTpa:

> [Ona 3awmtbl uUabTpa OT BOAbI NPU NPUEMe BaHHbI WM Aylla Heob6XOAMMO HaK/euTb Hak/enky-
3arnywky Ans (ubTpa Ha BEHTUNAUMOHHOE OTBEPCTME NS KWLWEeYHbIX ras30B, PacrofioKeHHOe Ha
BEpXHEM Kpae MeLUKa, 3aKpblB €ro, Kak nokasaHo Ha PucyHke 13.

vV V. V
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Puc. 13

M [1na HageXXHOCTU repMeTM3auun U YMEHbLUEHUA PUCKA MOBPEXAEHUA KOXW BOKPYT CTOMbl MOXHO
MCMONb30BaTb BCMOMOraTe/ibHble CpeAcTBa ANA yxofa 3a CTOMOM (nacTa, NOPOLUOK, [e3040paHTbl,
MOrnoTMUTENN 3anaxa, 3aluUTHble Konbla, abcopbeHTbl) M CPeAcTBa YXofda 3a KOXeli BOKPYr CTOMbI
(oumcTuTenw, 3aLMTHbLIE MNEHKW, 3aUTHBIE KPEMBI).

YcnoBua xpaHeHud, akcnayartauun v TpaHCNopTUPOBaHUA

KanonpuemHnkn ogHOKOMMoHeHTHble «AJTIMAPUC [MpedepeHe» (ALMARYS® Preference), 3aKpbITOro u
OTKPbLITOFO TWMa HEeO6XOAMMO XpaHWTb B CYXOM, 3alULEHHOM OT COJMIHEYHbIX ANydeld MecTe npu
Temnepatype oT -5°C go +30°C 1 0THOCUTE/IbHOM BNaXHOCTM 0T 40 % ao 70 %.

O6#3aTeNbHbIM YCNI0BMEM ABJIAETCA COXPAHEHME Le/IOCTHOCTU YNaKoBKMU.

Ycnosusi akenayatauun KanonpueMHUKOB 0AHOKOMMNOHEHTHbIX «AJTIMAPUC MpedepeHe» (ALMARYS®
Preference), 3akpbITOro 1 OTKPLITOrO Tuna: npu TemnepaType oT +5 ®C go +35 °C M OTHOCMTENIbHOW
BnaxkHocTu fo 100 %.

KanonpnemHvkn ogHokomnoHeHTHble «AJTMAPWC TpegepeHc» (ALMARYS® Preference), 3aKpbITOro un
OTKPbLITOrO TWMa He ABNAKTCA ONAaCHbIM rPy30M COr/laCHO TPAHCMOPTHbLIM CTaHAapTaMm.

MegnunHcKre un3genns MoryT TPaHCMoOpTUMPOBATLCA BCEMW BUAAMU KPbITbIX TPAHCMOPTHbLIX CPeACTB B
COOTBETCTBMM C MpaBunaMu, YTBEPXKAEHHbIMN B YCTAHOBNEHHOM MOPAAKe 419 KaXKA0ro Buja TpaHcnopTa,
npu cobntofeHnn TemnepatypHoro pexuma (ot -5°C po +30°C), B ycCnoBusx 3awutbl OT Bfarm u
nonagaHua NPsSMbIX COMTHEYHbIX NyYei.

CO,D'ep)KaHI/IE H NepnognyHOCTb TEXHNYECKOTO OGCﬂy)KI/IBaHVIH MeanUMNHCKOIo n3nenna

KanonpnemHukn ogHokommnoHeHTHble «AJTIMAPUC MMpedepeHc» (ALMARYS® Preference), 3aKpbITOro u
OTKPbLITOrO TWMa He TPebYyHT TEXHUYECKOr0 06CNYXXNBAHNA N PEMOHTA.

CpoK rogHocTu

CPOK rofHocTn KanonpueMHUKOB OLHOKOMMOHEHTHbIX «AJIMAPUNC TlpedepeHc» (ALMARYS®
Preference), 3akpbITOro M OTKPLITOrO TWMa B HEMOBPEX[AEHHOW YNakOBKE W B HafneXalnx YCroBUsAX
XpaHeHus cocTasngeT 5 fier.

He ncnonb3oBatb M34ensa no UCTeyeHmum CpOKa rogHoCTW, YKa3aHHOIro Ha ynakoBKE.

CuMBO/bI, UCNONb3yeMble NMPY MapKNPOBKe

Cumson 3HauyeHue
RE- ApPTUKYNAPHbLIA HOMep
LOTI Homep cepum

[aTa N3roToBneHns
Mcnonb3oBatb 0

T O6paTMTECh K MHCTPYKLMM MO NPUMEHEHUIO
3anpeT Ha NOBTOPHOE MPUMEHEHMe
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Cumson 3Ha4yeHue

| TemnepaTypHbIli AnanasoH

[nanasoH BnaxHocTu

C€ CE mapka - 3HaK cooTBeTCTBUA TpeboBaHMAM AunpekTunebl 93/42/EEC (ecnm
Heo6XoANMO)
© 3eNeHas ToYKa

CumBON BTOPUYHOi nepepaboTkm «IMetns Mebuyca»

bepeyub OT Bnaru

T He gonyckaTb BO3AeliCTBUS COMHEUHOTO CBETa
Hol  lum Bepx Hus3
1 1 1 (11
Bepx
M ep

BbipesaHue Mo pasmepy: AONYCTUMbINA Bblpe3aeMblii AnameTp

He BbipesaTb 3a NpejenamMun AnameTpa, yKasaHHOro Ha MI0CKOl afre3nBHol

sTopo” nnactuHe

CTepI/I]'IbHOCTb MeANUNHCKOIo n3aenna

KanonpuemHnkn ogHokoMmnoHeHTHble «AJTIMAPNC MpegepeHe» (ALMARYS® Preference), 3aKpbITOro u
OTKPbLITOrO TUMNAa HECTEPUJIbHBI.
MeanumMHCKoe n3fenve He NOASIEXUT CTepunn3aLnm u esmHMeKL M nepes Ucnoib30BaHNEM.

MapaHTun nponssoguTens

KomnaHuna «b. BPAYH MEAMKAN CAC» (B. BRAUN MEDICAL SAS) rapaHTUpyeT COOTBETCTBME
MEAMLMHCKOrO M34enus npeabaBnseMbiM  TpeboBaHMAM MNpU  COGMOAEHUN  YCNOBWIA  XpPaHEHUs U
TPaHCNOPTMPOBKM B TeYEHWe BCEr0 CPOKa rOLHOCTU, W He HeceT OTBETCTBEHHOCTW 3a WCMONb30BaHWe
N30enns He No HasHauYeHUto.

Y1tunusayns

KanonpnemHukn ogHokommnoHeHTHble «AJIMAPUC TMpedepeHc» (ALMARYS® Preference), 3akpbITOro u
OTKPbLITOTO TuNa AOMXKHbI ObiTb YTUAN3MPOBAHbI B COOTBETCTBMM C TpeboBaHMAMU K 06palleHuto C
MeANLMHCKUMMN OTX0AaMW, YCTaHOBNEHHbIMW 3aKOHOAATeNbCTBOM Poccuiickoin defepalm caHUTapHbIMU
rnpasuiamMmy 1 HOpMamMm No Knaccy b 1 MHbIMY HOPMAaTUBHO-NPaBOBLIMY akTamu Poccuiickoi ®degepaumn.
Ona  yTunusaumm  MegMLUMHCKOrO  M3fenns  Heob6XOAMMO  WCMONb30BaTh  MOAMITWUMIEHOBLIA  Naker.
KanonpneMHWK OffHOKOMMOHEHTHbIV OTKPLITOrO TUMa Nepes yTununsaumeii cnefyet onopoXXHUTb.

Mpy BO3HVMKHOBEHMWN BOMPOCOB, KacCaLLMXCA YTUAM3aLMN MeLULUHCKOrO U3fenns, cnegyeT obpawarsca K
YMO/IHOMOYEHHO opraHu3auuu B PP.

MpounsBoanTENb:

B. BRAUN MEDICAL SAS, 26 Rue Armengaud, 92210 Saint-Cloud, France /
«b. BPAYH MEONKAJ CAC», 26 Pto ApmaHro, 92210 CeH-Kny, ®paHuuns

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Nnpoun3BefeHo:

1 B. BRAUN MEDICAL SAS, Z.. de Layats, 64500 Saint-Jean-de-Luz, France / «b. BPAYH
MEOVKAN CAC», 3.W. e Nada, 64500 CeH-)XaH-ae-/1103, ®paHLma

2. 000 «[l'ematek», 170000, r. TBepb, yn. Cepatokosckas, 4. 1, Poccus

YnonHoMo4YeHHasa opraHumsaums B PO:
000 «I'emaTek», 199178, r. CaHkT-leTepbypr, nuHna 18-a B.O., 4. 29, nuT. 3, nom./KOMH. 29-H/19, Ten.
(4822) 48-12-60

[arta Bbinycka nudopmauun: 07.2021

CoTpyaHUK oTaena

HOPMATMBHO- MPaBOBOIO PErynNpPOBaHus

«b. BPAYH MEOVKAJT CAC» WM3abens AECIMNA
(B. BRAUN MEDICAL SAS) (noanuce) (Isabelle DESPLAT)

PyKoBOAMTENb OTAENa KauyecTsa,

0TAena HopMaTVMBHO-NPaBOBOr0 PEryNNPOBaHNs 1

0TAena TeEXHUKM 6e30NacHOCTY 1 OXpaHbl Tpyaa

«b. BPAYH MEOVNKA CAC» Moposnk STLWIEBEPPU
(B. BRAUN MEDICAL SAS) (nognuce) (Ludovic ETCHEVERRY)

A, HUKenoAnucaBLLAACs NapWKCKWA HOTapuyc M.
Hatann BEPKAHW (Nathalie BERKANI), 3aBepsito
NOANMHHOCTb

nognucu N3abens AECTNA (ISABELLE DESPLAT)
npocTaBaeHHOl B MOEM NPUCY TCTBUM

Mapux, 26 oKTA6pa 2021 r.

(Moanuce)
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VIHCTPYKUMS N0 NPUMEHEHUIO

KanonpnemHuk OAHOKOMHOHGHTHbIVI Ana CTOMUPOBaHHbIX 60/bHbIX U NHBaNnaoB
C KONO UAn nneocTomoii

KanonpnemHunk O,D,HOKOMHOHEHTHbIVI Ana CTOMUPOBaHHbIX 60NbHbIX W© MHBannaoB C KOJ1I0 WK
NNeocToMoil, BapnaHT NCMOHEHNA!

KanonpmeMHUK OLHOKOMMOHEHTHbIA A1 CTOMWPOBAHHbIX 60/IbHbIX W WHBaNMAOB C KOJIO WW
nneoctoMmoin «®JIEKCUMA» (FLEXIMA®), OTKpbITOro Tuna, 6exeBsblit, ¢ HhUAbTPOM, B COCTaBe:

1. KanonpuemHMK OAHOKOMMOHEHTHbIA AN CTOMUPOBaHHbLIX 60MbHbIX W WHBAIWLOB C KOO WK
nneoctomoin «<PJIEKCUMA» (FLEXIMA®), 0OTKpbITOro Tuna, 6exesblid, ¢ punbTpom - 30 wTt./yn.

2. 3KNM XecTKui - 6 wrt./yn.

3. Hakneiika-3arnyweka ana gounbtpa - 18 wT./yn.

Ha3HauyeHune

KanonpmeMHUK OfHOKOMMOHEHTHbIA ANS CTOMMPOBAaHHLIX OO0NbHLIX W WHBaNMAOB C KOMO WK
MNeoCTOMOI npefAcTaBNsieT COO60M HecTepWsibHbIA MELWOK, NpefHa3HaYeHHbI AN MPUCOELUHEHUS K
KOXKe nauueHTa BOKPYr CTOMbl afre3vBHbIM MaTepuanomM U UCNOMb30BaHUS B KavyeCTBE eMKOCTU ANs
cbopa Kana KpyrioCyTOYHO MNocne KOMOCTOMWM WAM MNOcfie uneoctomuun. M3penve MCnosib3yercs
0fHOKpaTHO.

KanonpuemHuK 0g4HOKOMMNOHEHTHbIA «PJTEKCUMA» (FLEXIMA®), OTKpbITOro Tvna, npegHasHayeH
ANA KpyrnocytoyHoro cbopa kKana (KMAKOro wnu nosyoOpMIEHHOr0) Yy MauueHToB C KONo WAn
WNeocToMOi. W3fenve OTKPLITOrO TuNa [JOMOMHUTENIBHO MOXeT OMOPOXHATbCA MO Mepe ero
Hamno/HEeH KA.

OnvcaHne U OCHOBHbIE XapaKTepUcTUKn

KanonpmemHnK OLHOKOMMOHEHTHbI  «PJIEKCUMA»  (FLEXIMA®), OTKpbITOro Tuna
O4HOKOMMOHEHTHbIV [pPeHUPYEMbI/i KanornpuemMHWK C MIOCKON afre3nBHON NNacTUHON, HepasbeMHO
COEAUHEHHOW C MeLKOM, MWMEKLWMUM flaMUHapHbIA  QUAbTP ANA  HeWTpanu3auumn 3anaxa W
NPenAaTCTBYIOWMIA pa3fyBaHUIO MeLIKa, a TakKXXe 3BaKyaUWOHHbI pPyKaB W [peHaxHoe OTBepCTue,
MO3BOMIAIOLME BbIBOAUTL COLEPXMMOE MellKa, M MHOropasoBbli XEeCTKWUW 3aXWUM, 3aKpblBaKOLLUIA
ApeHaxHoe oTBepcTue. [laHHOe w3fenune VMMeeT HaKeilKy-3arnywky Ans QuabTpa, 3aliuiatoLlyro
(hMNbTP OT BOAbI NPU NPUEME BaHHbI UMW LyLUa.

KanonpnmemHnK oHOKOMNOHeHTHbI «PJIEKCUMA» (FLEXIMA®), OTKPbITOr0 TUNa UMeeT:

> BCTPOEHHYO M/IOCKY0 aAre3nBHY NNacTUHY B POPME «LBETKa», He OFPaHMUYMBAIOLLYIO ABUXEHWI 1
obecrneymBatoLLy0 NOTHOE NpueraHue K Teny. MMAPOKONNOUAHbINA afre3VBHbIA CNOW, YCUNEHHBbI
Mo LLeHTPY, U BbICOKOE PacnosioXeHne CcTapToBOro OTBEPCTUA, 06ecrneyvmBaloT AANTENbHYIO 3aWuTy
Koxu. CtapToBoe (rOTOBOE) Bblpe3aHHOe OTBEPCTUE MAaCTUHbI 12 MM, MakKCUManbHO Bblpe3aeMoe
oTBepcTMe noj ctomy fo 60 mMM. Ha aare3vBHYI nNAacTUHY HaHeceH OGyMaXKHbI Tpadaper,
MO3BONAIOLMIA Bbipe3aTb OTBEPCTMNE MO CTOMY HEOOXOAMMOr0 AnameTpa;

> MeLOK 3ProHOMWYHON (aHAaTOMUYeCcKOi) (hOpMbl M3rOTOB/IEH W3 MHOFOCNOWHON 6ecllyMHON, He
nponyckarwLwiein 3anax MNAeHKW, 4YTO [enaeT ero He3amMeTHbIM M0f OAEeXAO0W, MNOKPLIT MArKUM
HeTKaHbIM MaTepuasiom ¢ LBYX CTOPOH, MO3BONAIOLWMUM 6bICTPO BNUTbIBATbL BNary W He pasjpaxarb
KOXY;

> BCTPOEHHbIN NlaMUHApPHbLIA UALTP ANA HenTpanusauMm 3anaxa M NPenAaTCTBYHOWMWIA pa3fyBaHUIO
MellIKa, He KOHTaKTUPYET C OAeXA0M 1 He TpebyeT AONONHUTENbHONM aKTUBauuun. a3, noctynaroumii
N3 MeLLKa, MPOXOANT Yepe3 NnaMUHapHbIi UAbTP, 3alLUULLEHHbIA MeM6paHOolA, NPOHNLLAEMON AN14 rasa;
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> LWNPOKWI 3BaKyaLMOHHbIA pyKaB U APeHaXHOe OTBEPCTUE, NMO3BO/AKLNE BbIBOAUTL COAEPXUMOE
MELLKa;

> MHOropasoBblil XECTKUI 3aXXnM, obecneunBatownii HafeXXHOCTb U FTePMETUYHOCTb;

> HaKnenku-3arnywkmn gna GunbTpa, 3aKkpblBatoLine BEHTUNALNOHHOE OTBEPCTME ANA KMLWEYHbIX ras3os,
TEM cambiM 3awuuiatoluine unbTp OT BOAbl. Haknewkm-zarnywku ans unbTpa MCNONb3yrHTCA
nauneHToOM Mo Heob6XoaMMOCTH.

LIBeT KanonpmemHuKa: 6exXeBbli.

abapuTHble pasmepbl KanonpueMHuKa OgHOKOMMNOHEHTHOro «®JIEKCUIMA» (FLEXIMA®), OTKpbITOro
TUNa cocTaBnarT (283x149) = 2 mm.

abapuTHble  pa3Mmepbl  MIOCKOM  aAresvBHOW  MAacTUHbl  KanonpuemMHuka  OLHOKOMMOHEHTHOMO
«PNIEKCUMA» (FLEXIMA®), oTKpbITOro Trna coctaensatoT (108xHO6)+ 2 mm.

abapuTHbIe pa3mepbl Y3KOM Y4acTu 3aKMMa XKECTKOro cocTaBnaoT (97x14,2) MM = 2 %; LUMPOKOMN YacTu -
(91x14,4) MM £2% .

MabapuTHble pasmepbl HaKNenKn-3arnyLwkmn gna guabtpa coctasnaoT (58x24) £ 1 mm.

Macca KanonpmeMHuka ogHOKOMNOHEHTHOro «PJIEKCUMA» (FLEXIMA®), oTKpbITOro Trna coctaBnset
16+2 .

Macca 3aknma »XecTkoro coctasnser 5+ 05 r.

Macca 18 Hakneek-3arnyLek ans uabTpa BMecTe ¢ NOAJI0KKON cocTaBnset 4+ 0,5 T.

O6beM KanonpreMHuKa 0gHOKOMMNOHEHTHOTO «PJIEKCUMAY (FLEXIMA®), 0TKPbITOr0 TMna CocTaBnsieT
585 + 5 mn.

B 1ynakoBke KanonpuemHuka ogHOKOMMNOHEHTHOTro «PJIEKCUMA» (FLEXIMA®), oTKpbITOro Tuna
COAEPXKMUTCA: KanonpueMHUKN OLHOKOMMOHeHTHble - 30 LWIT., 3aKMWMbl XXECTKMEe - 6 LIT., HAKNeWKn-

3arnywKky ansg gunbTpa - 18 WT., UHCTPYKLUS MO NPUMEHEHMNIO - 1 LT,

Mcnonb3yemble Mmatepuansl

> AAresviBHas niacTuHa: cMosa, nnacTugukaTop, 31acTOMepbl, TMAPOKONNOUAbI, NONITUNEH.

> MeLOoK: CO3KCTPY3NOHHAsA MHOTOC/I0HasA 6apbepHas MN/eHKa, NMoAM3ITUNIEHOBLIN MATKUA HETKaHbIN
marepuarn.

> 3aXWUM XKECTKMWIA: MONUMPOnueH.

> Hakneika-3arnywka gns guabTtpa: noanaTuieH.

NMoka3aHMA K NPUMEHEHUIO

KanonpnemMHuK 0f4HOKOMMNOHEHTHbIN «PJIEKCUMA» (FLEXIMA®), OTKpbITOro Tuna npefHasHayeH
ANA KPYrnocytoyHoro cbopa kana (KWUAKOro uav nonyoOopM/IeHHOr0) y nauyueHTOB C KOO WK
MNeocToMoid. M3genve AOMNONHUTENIbHO MOXET OMOPOXHATHCA M0 Mepe ero HanoaHeHMs.

Mepbl NPefoCTOPOXKHOCTU U NPeaynpexneHuns

> [10BTOPHOE NPVMMEHEHWE OAHOPA30BbIX U3A4eNniA MOTeHLMaNbHO 0NaCcHO A5 NaLMEHTOB.

> He pekomeHAyeTCA NOLHATUE TSXKECTeN, MHTEHCUBHbIA (U3NYECKUIA TPYL,.

> PekomeHAyeTCsa BO3JepXuBaTbCA OT CWUIOBbIX BWAOB CMOPTa, MPU  KOTOPbIX BO3MOXHbI
CTONKHOBeHUS, yaapbl (Hanpumep: 60Kc, 60pbba, PyTHON, TAHXKeNas atneTuka, camoo, A30a0).

> [1pun noe3fke Ha TPAHCNOPTHOM CpefCcTBe, 060pyJ0BaHHOM pPeMHAMU 6€30MacHOCTM, PpeKOMEeHAYeTCS
HageBaTb peMeHb 6€30MacHOCTM TaK, YTO6bl OH pacnonarancsa Bbille UK HKE CTOMbI.

> He pekOMeHAyeTCA HOLIeHWe 00TArvMBaroLLell OAexabl, NoSAC OKN MAN OGPIOK He LO/MKEH [LaBUTb
HenocpeaCTBEHHO Ha CTOMY.
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> PekoMeHAyeTCsi 06paTUTLCA K Bpayy WAM crneuyuanncty no yxoay 3a CTOMOW 3a KOHCynbTauuei no
KOPPEKTMPOBKE AMETbl, NOIOBOI aKTUBHOCTY.

MNpoTuBONOKasaHmA

AOGCONOTHbIE MeguUnHCKMeE NnpoTnuBonoKasaHMA - nHanBunayanbHasd HENEPEHOCUMOCTb KOMMNOHEHTOB,
BX0AALWNX B COCTaB NU3[ennA.

OTHOCUTEeNbHbIE MeAULWMHCKUE NPOTUBOMOKA3aHUA - MepuCcTOMasbHbI AepMaTuT, CTPUKTYypa CTOMbI
npu HeO6XOANMOCTM BYXMPOBaHUA.

B03MOXHble 0CMIOXHEHUS U HeXXenaTeNbHble ABMEHUS, CBA3aHHble C NPUMEHEHNEM MeAULMHCKOrO
n3penus

> lMoKpacHeHWe U pasfgpaXkKeHWe KOXWU BOKPYr CTOMbI, COMPOBOX/AMOLMECS 3YAO0M, XXKEHUEM,
60NeBbIMN OLLYLLEHNAMW PA3NIMYHON UHTEHCUMBHOCTMW.

> HefocTaToyHas UAW CAULLKOM CUNbHAs aaresns naacTUHbI.

> [MosiBNeHMe 3anaxa U NOATEKaHUEe COAEPXKUMOT0 KanonpueMHIKa;

> M36bITOYHOE COAepXKaHMe ra3a B MELLKe, YTO MPUBOAUT K €ro pasfyBaHuIo.

YCcnoBua U NPoAC/DKNTENIBHOCTE NPUMEHEHNA

KanonpmeMHuWK OfHOKOMMNOHEHTHbIN «®PJIEKCUMA» (FLEXIMA®), OTKpPbITOro Tuna npuMeHseTcs
TO/IbKO CTOMUPOBAHHLIMWU GO/bHBIMW M MHBaNUAAMU C KOO UM UIEOCTOMOM B /IIOOLIX YC/IOBUAX MO
pPeKOMeHAaLuMn Bpaya WUAW crneumanucTa no yxofy 3a CTOMOWA WM CaMOCTOATENbHO, cobntofas Bce
npasuia N peKomeHgauuu.

KanonpuemHUKN OTKpbITOro Tuna (4peHnpyemble) 06bIYHO UCMONb3YOTCA He MeHee 24 4acos.
Bo3pacTHble orpaHuyeHus npumMmeHeHus KanonpueMHuMKa OAHOKOMMOHEHTHOrO ANA CTOMMPOBAHHbLIX
60/IbHbIX N UHBANNLOB C KOJIO UM U1IEOCTOMOI C OTCYTCTBYIOT.

Cnoco6 NpYMeHeHNs

MoaroToBKa KOXW:

> BbIMOITe pyKMu.

> AKKYpaTHO OYMCTUTE KOXY Tensoin BOAOW, MOXHO [LETCKMM MbI/IOM: KPYTOBbIMU ABUXEHUAMMW OT
nepudepun, npmbamxascs K camoii ctome (PucyHok Y);

Puc. 1

> BbICYLWINTE KOXY MAFKON TKaHbK WM KOCMETUYECKMMU caneTkamu, WAM BaTHbIMU AUCKaAMU:
aKKypaTHbIMM MPOMaKNBaOLWMMUN ABUKEHNAMMN.

Il He ucnonb3yiTe Ansi OYNCTKM KOXW PacTBOPbl M XUAKOCTW, cofepxkauime cnupt, 6eH3nH, agup,

KOTOpPbIE MOTYT Bbi3BaThb PasfgpaXeHWe, CyX0CTb KOXU, anfepruieckyto peakumto, a Takxke yXyAWnThb
NpUnunaHve KanonpueMHuKa.

> EC/IM Ha KOXe XXIBOTa MMEHTCS BOMOCHI, TO UX CefyeT yaanuTb, OCTOPOXHO NOApe3aB HOXHULAMU.
IIl He peKOMeHayeTCs UCMOMb30BaTh KPEM-AeNUIATop U GpUTL BOMOCHI.

Mepes MCNONb30BAHNEM KanonpuUeMHUKa:

> 3mMepbTe AMameTp Balleli CTOMbl KaK MOKa3aHO Ha PuUCyHKax 2-3 uau ¢ nomoliblo wabnoHa ans
BbIpe3aHus.
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Puc. 2 Puc.3

> BuipexsTe B KiaesuleHcs 4acTH KanonpHeMHHKa (MNockad anre3nHBHas MJAcTHHA) OTBEPCTHE,
COOTBETCTRYIONIEE NO pOpMeE H AHAMETPY BalleH CTOME, HAYHHAA BRIPE3aTh OT NOTOBOrO (CTApTOBOIO)
oreepcTua (Pucynox 4). [Ipn 310M pasMep BHPe3aHHOro OTBEPCTHS A0KeH OWTh HeMHOrHM Gonbine
H3MEPEHHOTO IHAMETPA CTOMBI [UTIOC 2-3 MM.

Puc. 4

11! Ecnu Beipe3anHoe OTBEpPCTHE GyAeT CAMIIKOM GONBLINM NO OTHOLIEHHIO K pasMepy H (JopMe CTOMEI,
TO KOXA BOKpYT CTOMbI GyZeT OTKpHTa, Kal H Can3b GyayT passpaxats ee, 0COGCHHO, ecnH Kan
HeoopMIICHHBIN,
Ecnu Bhpe3anHoe OTBEPCTHE TUIOCKOH aare3usHOM naacTmibl GyaeT MEHbLIE MAH PAaBHLIM AHAMETPY
CTOMBI, TO CTOMa OyNeT CONPUKACATHCA ¢ MAOCKOH aare3uBHOA NAACTHHON M Kpas NNACTHHBI MOTYT
TPABMHPOBATH HAK CAABANBATL CTOMY.

STOP!!! He nenats Hanpes 3a npeaenaMy AHAMETPA, YKA3aHHOTO Ha Tpadapere nAacTHHBL

Hcnons3oBanue xanonpueMynKa:

» Tlepen ¢ukcaumedl kanonpHeMHHKA Ha KoXe yOeaHTech, YTO €ro HHXHAS 4YacTh (ApeHaXHOE
oTBepcTHE) 3aKpHITa. JUis 31010 HCnoab3y HTe MHOropa3osbili secTKni 3aXuM, BXOASIIHHA B KOMIIEKT
nocTaBkH W3aenus (Pucynxu 5-7).

n Ma:

» OT1xpoiiTe 3aKNM, HAXKAB Ha 3awenKy. Pacionoxure TOHKYIO H30THYTYIO YaCTh 3aXKHMAa HascTpedy K
LPECHAXHOMY OTBEPCTHIO (Pucynox 5), 3arHUTe NICHKY XBepXY M 3akpoiire 3axuM (Pucynxu 6-7).

» Jina Toro, YTo0bl OTKPHITh 3aXHM CJIETKA MOTAHHTE 3BaKyallMOHHbIHl PyKaB BBEPX H HAKMHTE HA
samenky. CHEMHTE 32XKHM NEPesl ONOPOXKHEHHEM KAIONPHEMHHKA.

Puc. 5 Puc. 6 Prc. 7
1Y Tlepen puxcannelt kanonpreMHHKA HYKHO COTPETb €10 ARNe3HBHYIO NNACTHHY A0 TeMNepaTyphl TeNa.
Ana 31010 peKOMEHAYETCR NOREPKATH ero NOAMBILKOH HIH NPOCTO MPHKATD K TENY Ka | MUHYTY.
» llepen ¢uxcaunelt Ha xoxe oraenute GOKOBbIC MOBEPXHOCTH MEWIKA APYT OT APYra H yJanHuTe
CHAHKOHH3IHPOBAHHYIO GymMary, 3alMHIIAIONLY O aRre3uBALINA Co# naacTuHsl (Pucynox 8).

Puc. 8
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> COBMECTUTE HIKHIOK YacTb MIACTUHbLI C HUXKHEWA rpaHuLelt CTOMbI, Kak nokasaHo Ha PucyHke P, n
aKKypaTHO MPYKMUTE HDKHIOK 4acTb NNACTUHbI K KOXe, 3aTeM MpuKenBainTe 60KOBbIE N BEPXHUE
ee CTOPOHbI, n3beras Nnpu aToM GOPMUPOBaAHUA CKIALOK, NPU 3TOM BHYTPEHHSAA NOBEPXHOCTb CTEHOK
MellKa MOXeT AAUTeNIbHO KOHTaKTMpOBaTb CO CTOMON. PasrnagbTe afAre3vBHYH MNAacTUHY, Kak
nokasaHo Ha PucyHke 10.

Puc. 9 Pwuc. 10
1 Tocne ukcaummn KanonpuemMHuKa nyuylle ewle B Te4eHMe 1 MUHYTbI NPOrpeTb pyKamu naacTuHy ¢
06paTHOW CTOPOHLI AN1A 60/1ee HafLeXHoW pukcaummn (PucyHok 11).

Puc. 11

> OnNOpPOXHATbH KaNoNPUEMHUK CneayeT B TyasieTe: Npu HanosIHeHUM ero Ha 1/3 unn makcumym Ha 1/2,
He OTK/iemBas OT KOXW. [N 3TOro OTKPOMTE 3aKMM M HanpaBbTe HMXKHIOK YacTb KanonpuemMHuUKa —
3BaKyalMOHHbI pyKaB (ApeHaXXHOe OTBEPCTME) B YHUTA3.
JpeHakHoe 0TBepCcTMe MOCNe OMNOPOXHEHWS cnefyeTt TUWaTeNbHO MPOTEPETb W BHOBb 3aKpenuTb
32KUM.

Il He ponyckaliTe nepenoniHeHns KanonpmeMHuKa.

Y naneHue KanonpueMHuKa:

> B0 usbexxaHne TpaBMUPOBaAHUA KOXW He ClieflyeT CHUMaTb KanornpueMHUK PbIBKOM UK C MOMOLLbHO
MEeXaHWYeCKNX CPeACTB M XMMUYeCcKUX pactBopuTeneil. CHATME NPOMCXOAUT B 06paTHOM NOpsiAke,
HauMHas C BEPXHEro Kpas: OAHOWN PYKOI akKypaTHO NOTAHUTE BEPXHIOK YacCTb aAre3vBHON NNacTUHbI
BHW3, NPV 3TOM APYTroi PYKOM, Cnerka HaxKMManTe Ha KOXY B MeCTe OTK/IEMBaHUA, NPOLO/IXKaA, TaKUM
obpa3om, MeiNeHHO NpoaBuranTecs ceepxy BHU3 {PucyHok 12).

Puc. 12

CMeHa KanornpuemHuKa npoBoAUTCA Mo Mepe Heo6X04MMOCTMK:

> KanonpuemMHMKN OTKPLITOro Tuna (4peHnpyemMble) 06bUHO UCMONb3YOTCA HE MeHee 24 4acoB

> [1pn BO3HWKHOBEHWW 3anaxa.

> [pn NOATEKAHUW B MECTe KpernsieHuns.

> T1pu OWYLEHNN KaKNX-NM60 Heya06CTB.

Il M36eraiiTe 4aCTOi, HeonpaBAaHHON CMeHbI KanonpueMHuKa. Mpu 3TOM BO3MOXHO pasfpaxeHue
KOXMW.
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Wcnonb3oBaHne Haknemnkun-3arnywkn ang punbTpa:

> Anda 3awuTbl (GUAbTPa OT BOAbI NPW MPUEME BaHHbl WM Aylla HEOOXOAMMO HaKNeUTb HaKenky-
3arnywky Ans uabTpa Ha BEHTUNALMOHHOE OTBEPCTME A/1 KULLEYHbIX ra3oB, PacrnofioXXeHHOEe Ha
BEPXHEM Kpae MeLlKa, 3aKpbIB ero, Kak nokasaHo Ha PucyHke 13.

Puc. 13

N 1ns HafeXXHOCTU repMeTu3aunm 1 yMeHbLUEHNA PUCKA NMOBPEXAEeHUA KOXW BOKPYr CTOMbl MOXHO
MCNONb30BaTh BCMOMOrartesibHble CpeAcTBa A5 yxofa 3a CTOMON (nacTa, NOPOLIOK, Ae3040PaHThI,
norfoTUTEeNN 3anaxa, 3aluTHble KonbLa, abcopbeHTbl) 1 CpefcTBa yXoha 3a KOXeil BOKPYr CTOMbI
(oumctnTenn, 3aWnTHbIE MIEHKU, 3aLLUTHBIE KPEMbI).

YCcnoBusa xpaHeHUs, aKcnayatauum U TpaHCNOPTUPOBaHMUSA

KanonpuemHuK 0gHOKOMMOHEHTHbI «PJIEKCUMA» (FLEXIMA®), OTKpPbITOro Tuna Heo6xogumo
XPaHUTb B CYXOM, 3alWLLEHHOM OT COMIHEYHbIX /yyeil mecTe npu Temnepatype oT -5®C go +30°C u
OTHOCUTENbHOI BNaxXHOCcTH 0T 40% a0 70 %.

O653aTenbHbIM YCI0BYEM ABMIAETCA COXPaHeHWe LLeNOCTHOCTY YNaKOoBKM.

Ycnosua akcnniyatauum  KanonpuemHuka OLHOKOMMOHeHTHOro «®/IEKCUMA» (FLEXIMA®),
OTKPbLITOro TMna: npu Temnepartype ot +5 RC g0 +35 ®C 1 0OTHOCMTENbHON BnaxkHocT A0 100 %.

KanonpuemHuK 0fHOKOMMOHEHTHbIA «PJIEKCUMA» (FLEXIMA®), OTKpPbITOro TuMa He sABAseTcA
OMacHbIM rpy30M COrf1acHO TPAHCMOPTHLIM CTaHAapTam.

MeanUUHCKOe U3genme MOXeT TPAHCNOPTUPOBATLCA BCEMU BUAAMM KPbITbIX TPAHCMNOPTHbLIX CPEACTB B
COOTBETCTBUW C MpaBuiamun, YTBEPXAeHHbIMW B YCTaHOBNEHHOM MOpPAAKe [ANA KaKAoro Buia
TpaHcnopTa, Npu cobM0AeHUN TemnepaTypHoro pexuma (ot -5°C go +30°C), B ycnoBusax sawutbl OT
B/larM n nonagaHusa NPAMbIX CONHEYHbIX NTyYei.

CopepkaHve U NePMOANYHOCTb TEXHUUYECKOTO 06CNYXXMBAHUS MEANLMHCKOTO U3aenns

KanonpnemMHnK OAHOKOMMNOHEHTHbIN «PJIEKCUMA» (FLEXIMA®), OTKpbITOro Tuna He Tpebyer
TEXHUYECKOro 06C/yXXNUBaHUSA U PEMOHTA.

Cpok rogHocTu
CPOK rogHocTn KanonpuemMmHuka o4HOKOMMNOHeHTHOro « ®JIEKCUMA» (FLEXIMA®), OTKpbITOro T1na
B HEMOBPEXEHHOWN YyNakoBKe ¥ B Haf/1exallnx yCnoBnaX XpaHeHUs coctasnseT 3 roja.

He ncnonb3oBaTthb M3genne No UCTEYEHMN CPOKA FTOAHOCTM, YKa3aHHOTO Ha YMaKoBKe.

CWUMBONbI, UCNONb3YyeMble MPU MapKUPOBKE

Cumson 3HaueHue
R ApPTUKYNAPHbIA HOMEpP
LOT Homep cepum

[aTta nsrotobsneHus
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Cumson 3HayeHune
Li Mcnonb3oBaTh A0
O6patnTech K MHCTPYKLUN MO NPUMEHEHNIO
3anpeTt Ha NOBTOPHOE NPUMEHEHUNE

TemnepaTypHbI AnanasoH

Jnana3oH BNaxHoOCTU

CC CE wmapka - 3Hak cootBeTcTBMA TpeboBaHuam [upektusbl 93/42/EEC
(ecnun Heob6xoANMO)

3eneHas ToYka

CvMBON BTOpPMYHOI nepepaboTku «lMetns Mebuyca»
Bepeub oT Bnaru

He fonyckaTb BO3[eACTBNA COHEYHOTO CBETa

Ml 1aw
'1

I I Bepx

BbipesaHue no pasmepy: AONYCTUMbIIA Bbipe3aeMblii AnameTp

Bepx Hwus

N He BbipesaTb 3a npegenamu gnameTpa, ykazaHHOro Ha MaoCKoM
STOPa afresnBHOM NnacTmHe

CTepunbHOCTb MeAMLMHCKOIO U3aenns

MegunumHckoe un3genve «KanonpuemMHUK OAHOKOMMOHEHTHbI «®JIEKCUMMA» (FLEXIMA®),
OTKPbITOrO TUMa» HECTEPUNLHO.
MefunumnHCKoe n3fenne He NOAMEXUT CTepUIn3aLmm 1 ge3snHpeKLMy nepes ncnosib3oBaHeM.

MapaHTUKM npounssoanTens
KomnaHus «b. BPAYH MEJUWKA/T CAC» (B. BRAUN MEDICAL SAS) rapaHTuMpyeT COOTBETCTBME
MeAULMHCKOTO u3fennsa npeabsBnseMbiM Tpeb6oBaHMAM MNpu COGMOAEHUN YCNOBUW XpaHeHUs W
TPaHCMOPTMPOBKM B T€YEHME BCEro CPOKa roAHOCTM, U HE HeceT OTBETCTBEHHOCTM 3a MCNO/b30BaHWe
N3[enna He Mo Ha3HaYeHMIo.

YTnnunsauyuns

KanonpnmeMHuWK 0g4HOKOMMNOHEHTHbIR «PJTEKCUMA» (FLEXIMA®), OTKpPbITOro Tvna A0/MKEH ObiTb
YTUIN3MPOBaH B COOTBETCTBUM C TpeboBaHUAMM K 06paleHuto € MeAULUHCKUMU OTXO0LaMMU,
yCTaHOBNEHHbIMW 3aKOHOAaTeNIbCTBOM Poccuitickolri ®efepauny caHUTapHbIMU NpaBunamMmn 1 HopMamu
no knaccy b n MHbIMM HOpMaTUBHO-NPaBOBLIMU akTaMun Poccuiickoin degepauunn.

Ana  ytunusauum MeAUWUMHCKOTO W34eNnns Heo6X04UMO WCMO/b30BaTb MOMIMITUNIEHOBLIA MaKerT.
KanonpmemMH1K 0fHOKOMMNOHEHTHbIN OTKPbLITOro TUNa nepes ytununsaluei cfe;yet onopoXHUTb.
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Tp¥ BO3IHMKHOBEHHM BONPOCOB, KACAIOIMXCHA YTHIM3ALUMA MEJHIHWHCKOIO M3NCINS, CACAyeT
oOpawmarsea K ynorHoMoueHHoH opranmauuu 8 PO,

Tpownssoautensb:
B. BRAUN MEDICAL SAS, 26 Rue Armengaud, 92210 Saint-Cloud, France /
«b. BPAYH MEZIUKAJI CAC», 26 Pro Apmanro, 92210 Cen-Kny, Opanums

Tlpousseaeno:

1. B. BRAUN MEDICAL SAS, Z.I. de Layats, 64500 Saint-Jean-de-Luz, France / «b. BPAYH
MEJJUKAJI CAC», 3.U. pe Jlan, 64500 Cen-)Kan-ne-Jlio3, ®@panuus

2. 000 «I'emarex», 170000, r. Teeps, ya. Cepmokosckas, i. 1, Poccus

Ynonanomouennas oprannzanus s P@:
000 «Temarex», 199178, r. Cankr-flerepbypr, aunua 18-a B.O., &. 29, aurt. 3, nom./komn. 29-H/19, Ten.
(4822) 48-12-60

JaTa sninycxa undopmaunn: 07.2021

Cotpyaxnx oTaena

HOPMABTHBHO- NPABOBOTO PETYNHPOBAHHA

«b. BPAYH MEJIBKAJI CAC» Hzabens JECIUIA
(B. BRAUN MEDICAL SAS) (nodnucs) (Isabelle DESPLAT)

PykoBoauTeNb OTACHA KAYECTBE,

OTACAR HOPMATHBHO-NIPABOBOTO PETYARPOBAHHS H

OTAENA TEXHHKH GE30NACKOCTH W OXpaHbl TpyAa

«b. BPAYH MEJIUKAJI CAC» Jhonosuxk ITUIEBEPPH
(B. BRAUN MEDICAL SAS) (nodnucsy) (Ludovic ETCHEVERRY)

S, WwokenoanHCaBLAACA RAPHXKCKWE HOTApHYS M.
Haraan BEPKAHH (Nathalic BERKANI), 3ascpaio
ROANNHHOCTS

noankcy Hsabeao JECITIIA (ISABELLE DESPLAT)

& MOEM RpUCYyMCmEUN

npocranseHnol
Maphx, 26 oxmnbpa 2021 2.
(flodnuce)

Konen nepesona 10KxyMeHTa
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MepeBof C (HpaHLY3CKOrO W aHrIMIACKOrO $3bIKOB Ha PYCCKUIM A3blK BbIMOMHEH
nepesogunkom  CtenaHoBoW  Buonettoit  PomaHOBHOW.  [loaTBepXpakw,  4TO
BbIMO/IHEHHbIA MHOW NepeBoj ABMAETCA NPaBUIbHbIM, TOYHBIM W MOJSHBIM.

Poccuinickaa depepaumna
CaHkT-MeTepbypr

MepBOro HONGPS ABe ThicsUM ABaALATbL NepBOro roga.

A, KpacHukoB AHApeii AHaTONbeBUY, BPEMEHHO WUCMOMHAOWMNIA 0653aHHOCTM
HoTapuyca HoTapuanbHOro okpyra CaHkT-lMeTepbypr [3eHc HaTtanbun AHATO/IbEBHbI,
CBMAETENbCTBYK MOA/IMHHOCTL Nognucyu  nepeBoguvka CTenaHOBOW BuoneTTol

PomaHOBHbI.
Mognuck chenaHa B MOEM NPUCYTCTBUMN.
JInuHOCTb NognucasLLero 4OKYMEHT YCTaHOB/EHA.

‘No 7880+ 78-22F

TapuanbHoro genctams: 500 py6. 00 kon.

A.A. KpacHuKos

NToro B HaCTOSALWWEM JOKYMEHTE:

27 (oBaguaTb CemMb) UCTOB

Bp.n.o. HoTapuyca A.A. KpacHukoB
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