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INSTRUCTION FOR USE

Enteral Tube Feeding Sets - Sterile, with accessories

USAGE Used for enteral feeding and/or administering drugs and also aspiration of the contents

of the gastrointestinal tract by minimally invasive procedures gastrostomy of the
gastroenterocanastomosis.

DEVICE DESCRIPTION

Parameter Conwversion
IFr/3 1mm
lineh 254 mm

Percutaneous Endoscopic Gastrostomy Set

(PEG-24-PUSH-I-S, PEG-24-PULL-I-S, FLOW-20-PUSH-I-S, ELOW-20-PULL-I1-S)

o =3

X 40

Figure 2. FLOW-20-PULL-I-S & PEG-24-PULL-I-S

These devices are designed for use in endoscopy applications. They are invasive, supplied
sterile and disposable. Percutaneous Endoseopic Gastrostomy (PEG) is the modality of choice
for long-term enteral access and was first deseribed in 1980 by Ponsky and Gauderer. PEG tubes
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are an established supportive treatmment for a variety of medical conditions. The PEG system is
intended for the delivery of enteral nutrition to patients requiring nutritional support. In patients
who are unable to maintain sufficient oral intake and have a functional G.I. tract, PEG tubes
provide long-term enteral access. Percutaneous endoscopic gastrostomy (PEG) devices - initial
placement tubes are placed percutaneously in conjunction with upper gastrointestinal endoscopy.
These devices are available in Pull or Push methods. Inthe pull technique, the PEG tube is
pulled through the oropharynx with the aid of an attached loop that pulls it through the stomach
and abdominal wall. Using the push technique, the tube is percutaneously inserted directly into
the stomach over awire guide.

The set includes feeding tule, wire guide, bolster kit (the composition described below). In
addition preparation tray (the composition described below), bolster kit includes bolster, tubing

clamp.
Set includes:

- Bolster: diameter 20 A/ 6.67 mm (x 1,5/0,5), length 15.85mm or 24 F/ 8 mm (x 1,5/0,5),
length 15.88mm.

- Twist lock: length 1.2 inches/ 30.48 mm (x 0,02/0,5); diameter 0.450 inch/11.43mm;

- Cable tie: 4.0 inches/101.6 mm +/- 0.250 inches/6.35 mm (+0.250 ftoivia/6.35 MM),

- Scissors: 5 viinches/139.7 mm (x 0,02/0,5),

- Universal feeding adapter (UFA-24-S; UFA-20-S) -please see further below in this TDS
- Bolus feeding adapter (BFA-20-S) -please see further below in this TDS

- Adapter for G/L tube: body 1.240 inch/ 31.5 mm /- 0.063 inches/1.6 mm in length (/- 0.063
Aronma/1.6 mm),

- Haermostat: 5 inch/ 127 mm (£ 0,02/0,5)
- Tubing clamp: fits 0.268 inch Outer Diameter Tubing (6.8 mm)

Preparation tray is included which has needle cannula, scalpel, gauze pads, drape and cold
snare.

- Scalpel: length of handle and length of cutting surface: Scalpel has a 7.5 em (x 0,5 mwv) length
and its sharp part is 1cm. Roughness of the sharp surface of the cutting edges, blades for
scalpels: from 0.05 to 0.63 mkm

- Gauze pads: 101.6 mmx 101.6 mm(x 0,5 mm),

- Drape: 24 inch/ 609.6 mmx 24 inch/ 609.6 mm(x 0,02/0,5),
- Cold snare: Snare size: 1.5cm x 4.3cm; length 150cm

- Needle cannula:
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PEG/FLOW - PUSH

Needle - diameter 19 G/1,07 mm (£0,03mm), length 2.86 inch/ 72.6 mm(x 0,02/0,5)
Cannula - diameter 18 G/ 1,25 (+0,05mm), length 2.75 inch/ 69.9 mm(x 0,02/0,5)
PEG/FLOW - PULL

Needle - diameter 14 G/ 2,05mm (0,1 mm), length 2.86 inch/ 72.6 mm(z 0,02/0,5)
Cannula - diameter 14 G/ 2,05mm (0,1 mwm), length 3.125 inch/ 79.4 mm(x 0,02/0,5)

Technical Specifications

Tube Wire Guide
Product . .
Code/Model Diameter ) i Diameter Length
Fr/imm ength, Inch/ mm cm
cm
Tolerance + 0.9/0.3mm +2.54/- +0.9/0.3 mm + 2cm
5.08cm

FLOW-20-PULL-I-S 20/6.67 76.2 0.035/0.89 260

FLOW-20-PUSH-I-S  20/6.67 76.2 0.035/0.89 260

PEG-24-PULL-I-S 24/8 76.2 0.035/0.89 260

PEG-24-PUSH-1-S 24/8 76.2 0.035/0.89 260

Bolus Feeding Adapter (BFA-20-S)
Universal Feeding Adapter UFA-20-S, UFA-24-S)

Adapters are non-invasive, supplied non-sterile and disposable. A universal and bolus adapter is
included with the PEG feeding tules to allow physician to choose adapter of choice for
delivering nutrition. These adapters are used with PEG/FLOW-PULL/PUSH-I-S devices.

Figure 3. BFA - Bolster Figure 4.UFA-Bolster
Adapter Adapter

Technical Specifications
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Length, Adapter
Product Diameter, Fr/ mm

Code/Model Inch/ MM
Tolerance +0.9/0.3mm + 0.063 /1.6mm )
BFA-20-S 20/6.67 1.240 /31.5 Bolus Adapter
UFA-20-S 20/ 6.67 1.240/31.5 Universal Adapter
UFA-24-S 24/8 1.240/31.5 Universal Adapter

INTENDED USEANDICATION FOR USE

Percutaneous Endoscopic Gastrostomy Sets (PEG-24-PUSH-1-S. PEG-24-PULL-I-S, FLOW-20-
PUSH-I-S. FLOW-20-PULL-I-S) are used for percutaneous endoscopic gastrostomy placement
to provide enteral nutrition to patients requiring nutritional support.

CONTRAINDICATIONS

Percutaneous Endoscopic Gastrostomy Sets (PEG-24-PUSH-1-S. PEG-24-PULL-I-S. FLOW-20-
PUSH-I-S. FLOW-20-PULL-1-S1:

- sepsis,

- severe gastroesophageal reflux,

- large ascites or diffuse inflammatory,

- infection,

- neoplastic disease involving the walls of the abdomen or anterior stomach,
- gastrointestinal obstruction

- proximal small bowel fistulae

- disorders of coagulation

- potential infiltration in the abbdominal wall or stomach wall

- lack of stomach function.

POTENTIAL ADVERSE EVENTS

Percutaneous Endoscopic Gastrostomy Sets (PEG-24-PUSH-1-S, PEG-24-PULL-I-S, FLOW-20-
PUSH-I-S, FLOW-20-PULL-I-S).

The failure of gastrostomy, depressurization (for gastrostomy)

Erosive - ulcerative changes in the mucosa of the stomach (gastrostomy for) / duodenum
(for jej unostomy)

Local bleeding

Peritonitis

Bumyper - syndrome (gastrostomy tube migration into the wall of the stomach , followed
by epithelialization gastrostomy hole)

Infection

Perforation

Damage to the esophagus

Aspiration / pneumonia
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Hyperemia

Puffiness
Pneumomediastinum
Pneumoperitoneum
Pain

Additional complications associated with endoscopic proeedures include:

Aspiration
Respiratory distress or respiratory arrest
Cardiac arrhythmia and cardiac arrest

POTENTIAL COMPLICATIONS

Percutaneous Endoscopic Gastrostomy Sets (PEG-24-PUSH-1-S, FLOW-20-PUSH-I-S. PEG-24-
PULL-I-S. FLOW-20-PULL-I-S):

- bronchopulmonary aspiration and pneumonia,
respiratory distress or airway obstruction,

- peritonitis or septic shock,
colocutaneous, gastrocolocutaneous or small bowel fistula,
gastric dilatation,
sigmoid intra-abdominal heriation and volvulus,
persistent fistula following tube removal, .

- esophageal injury,
necrotizing fasciitis,
Candida cellulitis,
improper placement or inability to place tube,
tube dislodgment or migration,
hemorrhage, and tumor metastasis,
pneumoperitoneum,

- peristomal wound infection and purulent drainage,
stomal leakagg,
bowel obstruction,
gastroesophageal reflux (GERD)
blockage or deterioration of tube.

- Ceath

Note: Patients with cirrhosis have an increased risk of developing ascites which is a
contraindication to PEG placement.

INSTRUCTIONS FOR USE
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Percutaneous Endoscopic Gastrostomy Set (PEG-24-PUSH-1-S. FLOW-20-PUSH-I-S)
Tule Placement

1 Upon removing the device and its components from the package, visually inspect with
particular attention to kinks, bends or breaks in the feeding tube assembly. If an abnormelity is
detected that would prohibit proper working condition, do not use. Please notify Cook for retum
authorization.

2. After introducing the gastroscope, insufflate the stomach and examine the mucosa. Determine
if the mucosa is free of ulcerations or bleeding before proceeding.

3. Position the tip of the gastroscope and illuminate the left anterior wall of the stomach. Note: It
may be necessary to dim the lights in the procedure room to better visualize the light through the
abdominal wall. Inportant: Ideally, placement of the PEG should be low in the body of the
stomach or high in the antrum towards the pylorus to allow for easier insertion of the PEG-J
(Jejunal) feeding tube into the PEG, if indicated as an option.

4. Manipulate the gastroscope tip until the light trans-illuminates the desired
PEG position. (See fig. 1)

5. Lightly depress the illuminated area with a finger while viewing the site with the gastroscope.
The depression of this area should be clearly visualized with the scope. After determining that
the mucosa is healthy, proceed with this procedure.

6. Prepare the site following surgical guidelines as determined by your institution. Drape the area
using the enclosed surgical drape. Inject local anesthetic into the PEG site.

V.Using the enclosed scalpel, make a 1 cm long incision through the skin, subcutaneous tissue.
Caution: A smaller incision may contribute to extreme resistance of the gastrostomy feeding tube
when exiting the fascia.

8. Endoscopically observe the site.

9. While maintaining stomach insufflation, insert the needle and cannula unit through the skin
incision and into the stomach. Leave the earmula in place to maintain access to the stomach
while removing the inner needle.

10. Place the floppy tip of the wire guide through the needle cannula and into the stomach.

11. Maintain stomach insufflation to obtain close proximity of the stormach and abdominal walls.
Place a snare or non-spiked biopsy forceps through the channel of the gastroscope and grasp the
end of the wire guide. Caution: Do not tighten the snare around the needle earmula after removal
of the imrer stylet as this may interfere with the passage of the wire guide. Note: For wire guide
removal grasp the wire with a snare or non-spiked biopsy forceps at least 5 cm from the tip of the
wire guide. (See fig. 2) Pull the wire guide to the tip of the endoscope, not into the endoscope
channel. (See fig. 3)
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12. While maintaining the snare or non-spiked biopsy forceps securely around the wire guide,
remove the gastroscope and wire from the patient’s mouth. The wire guide will now be
protruding from both the patient’s mouth and incision site.

13, Using water-soluble lubricant (supplied separately) and gauze, thoroughly lubricate the
dilator and entire external length of the tube including the internal burmper.

14. Advance the dilator tip over the wire guide and through the patient’s mouth. (See fig. 4)
Note: FHrm tension on both ends of the wire guide will ease passage through the oropharynx.

15. When the end of the dilator meets the cannula in the stomach, push the dilator through the
abdominal wall. Note; Maintaining wire guide tension will aid this process.

16. After the tapered end of the dilator passes through the abdominal wall, release the wire guide
and gently pull the tube and wire guide through the abdominal wall.

17. When the intermal bumper of the PEG tube enters the mouth, reintroduce the gastroscope and
view the tip as it advances through the esophagus and into the stomach. Monitor the patient for
respiratory distress as you advance the internal bumper through the esophagus. (See fig. 5)

18. While observing centimeter increments, slowly pull the dilating portion of the tube through
the abdominal incision.

19. Bring the intermal bumper in contact with the abdominal wall, carefully avoiding excess
tension.

20. Apply gentle pressure to the exiting portion of the feeding tube and remove the wire guide.
Caution: Blanching of the site indicates excessive .pressure on the mucosa and should be avoided.

21. Slide the bolster onto the tube and toward the skin surface. (See fig. 6) The hemostats
provided with the kit may be used to facilitate placement of the bolster over the PEG tube. Note:
Antiseptic ointment (supplied separately) may be applied to the surrounding tissue prior to
sliding the bolster into position. WWaming: The bolster should sit close to the skin but not tight
against the skin. Excessive traction on the tube may cause premeature removal, fatigue or failure
of the device.

22. Cut the tube at the X mark

23. Secure the twist lock or cable tie around the bolster collar, being careful not to crimp it
Inportant: Use the twist lock or cable tie to secure the bolster to the tube. This will help prevent
future migration of the tube and reduce the need to constantly reposition or pull on the tube.

24. Cut off the excess length of the cable tie (if applicable) using the scissors provided.

25. If desired, slide the tubing clamp onto the tube leaving a gap between bolster and tubing
clamp.

26. Plug in the adapter of choice (universal or bolus) and close the caps. (See fig. 7) Note: The
adapter may be secured to the tube with a cable tie.
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27. Note the centimeter marking on the tube that is closest to the bolster and record it on the
patient’s chart and on the patient information sheet in the Patient Care Manual.

Note: The Patient Care Manual enclosed in the kit is intended as a reference for caregivers of the
patient. It is essential for the Patient Care Manual to accompany the patient and be explained to
all people responsible for the care of the patient.

28. Dispose of residual kit materials per institutional guidelines for biohazardous medical waste.

29. Record physician’s instructions for feeding and administration of prescribed medications in
the Patient Care Manual.

30. The patient should remain NPO for 24 hours unless otherwise directed by a physician.

TUBE REMOVAL

The PEG tulbe has been designed for removal using the extermal/traction method shown below. If
this method of removal is not possible, another method such as endoscopic or surgical should be
utilized.

Caution: If a replacement tube is desired, it must be placed immediately after removal. External
tube removal may result in minimal trauma or bleeding that may require treatment.

Extemal/Traction Method
The feeding tule may be removed without the need for endoscopy in the following manner:

1 Grasp the gastric feeding tube near the stoma site. While slowly rotating the tube, gently push
1-2 cm of the tube into the stomach to separate the tube from the stoma tract. Waming: If the
tube does not rotate freely within the tract, do not attempt to use traction as a method of removal.

2. Hold the gastric tube near the stoma site and apply counter pressure by placing the fingers of
the other hand around the base of the tube.

3. Loosely cover the stoma site with either atowel or a drape.

4. Holding the gastric feeding tube straight, apply steady traction to the tube until the intermal
dome emerges through the albdominal wall. Caution: The tube must be pulled straight out of the
stoma tract.

5. Dispose of the feeding tube per institutional guidelines for biohazardous medical waste. The
stoma tract should heal and close within 24 hours.
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Percutaneous Endoscopic Gastrostomy Set (PEG-24-PULL-I-S, FLOW-20-PULL-1-S)

Tube Placement

1 Upon removing the device and its components from the package, visually inspect with
particular attention to kinks, bends or breaks in the feeding tube assembly. If an abnormality is
detected that would prohibit proper working condition, do not use. Please notify Cook for retum
authorization.

2. After introducing the gastroscope, insufflate the stormach and examine the mucosa. Determine
If the mucosa is free of ulcerations or bleeding before proceeding.

3. Position the tip of the gastroscope and illuminate the left anterior wall of the stomach. Note: It
may be necessary to dim the lights in the procedure room to better visualize the light through the
abdominal wall. Inportant: Ideally, placement of the PEG should be low in the body of the
stomach or high in the antrum towards the pylorus to allow for easier insertion of the PEG-J
(Jejunal) feeding tube into the PEG, if indicated as an option.

4. Manipulate the gastroscope tip until the light trans-illuminates the desired PEG position.
(Seefig. 1)
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5. Lightly depress the illuminated area with a finger while viewing the site with the gastroscope.
The depression of this area should be clearly visualized with the scope. After determining that
the mucosa is healthy, proceed with this procedure.

6. Prepare the site following surgical guidelines as determined by your institution. Drape the area
using the enclosed surgical drape. Inject local anesthetic into the PEG site.

y.Using the enclosed scalpel, make a 1 cm long incision through the skin, subcutaneous tissue.
Caution: A smaller incision may contribute to extreme resistance of the gastrostomy feeding tube
when exiting the fascia.

8. Endoscopically observe the site.

9. While maintaining stomach insufflation, insert the needle and cannula unit through the skin
incision and into the stomach. Leave the cannula in place to maintain access to the stomach
while removing the inner needle.

10. Place the looped insertion wire through the needle cannula and into the stomach. (See fig. 2)

11. Maintain stomach insufflation to obtain close proximity of the stomach and abdominal walls.
Place a snare or non-spiked biopsy forceps through the channel of the gastroscope and grasp the
looped end of the wire. Caution: Do not tighten the snare around the needle cannula after
removal of the inner stylet as this may interfere with passage of wire loop.

12. While maintaining the snare or non-spiked biopsy forceps securely around the looped
insertion wire, remove the gastroscope and the wire from the patient’s mouth. (See fig. 3)
The insertion wire will now be protruding from both the patient’s mouth and incision site.

13. Pass the insertion wire loop through the looped wire on the dilator end of the feeding tube.
(See fig. 4)

14. Place the internal bumper of the feeding tube through the extended insertion wire loop. (See
fig. 4)

15. Pull the feeding tube gently through the insertion wire loop and form a knotless connection
by applying simultaneous gentle traction on both wire loops. (See fig. 4)

16. Using water-soluble lubricant (supplied separately) and gauze, thoroughly lubricate the
dilator and entire external length of the tube including the internal bumper.

17. Advance the dilator tip through the patient’s mouth by pulling on the wire exiting the
abdominal incision. Depression of the patient’s tongue may facilitate the initial introduction of
the feeding tube. Gentle pressure on either side of the incision may prevent excessive pulling on
the incision site.

18. Continue to pull the insertion wire until the dilator protrudes through the abdominal wall.
Note: The tube is extra-long to permit control of the insertion set at all times. Caution: Do not
push the tube from the oral portion as this may result in the tube curling in the patient’s stomach.
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19. When the intermal hurmper of the PEG tube enters the mouth, reintroduce the gastroscope and
view the tip as it advances through the esophagus and into the stomach. (See fig. 5) Monitor the
patient for respiratory distress as you advance the internal bumper through the esophagus.

20. While observing centimeter increments, slowly pull the introduction dilator and tube through
the abdominal incision. Bring the internal bumper in contact with the stomach wall, carefully
avoiding excess tension.

21. Apply gentle pressure to the exiting portion of the feeding tule. Caution: Blanching of the
site indicates excessive pressure on the mucosa and should be avoided.

22. Slide the bolster over the dilation catheter loop and onto the tube, past the X mark The
hemostats provided with the kit may be used to facilitate placement of the bolster over the PEG
tube. Cut the tube at the X mark. Note: Antiseptic ointment (supplied separately) may be applied
to the surrounding tissue prior to sliding the bolster into position. \WWarming: The bolster should sit
close to the skin but not tight against the skin. Excessive traction on the tube may cause
premature removal, fatigue, or failure of the device. (See fig. 6)

23. Secure the twist lock or cable tie around the bolster collar, being careful not to crimp it
Inportant: Use the twist lock or cable tie to secure the bolster to the tube. This will help to
prevent future migration of the tube and reduce the need to constantly reposition or pull on the
tuloe.

24. Cut off the excess length of the cable tie (if applicable) using the scissors provided.

25. If desired, slide the tubing clamp onto the tube leaving a gap between bolster and tubing
clamp

26. Plug in the adapter of choice (universal or bolus) and close the caps. (See fig. 7) Note: The
adapter may be secured to the tube with a cable tie.

27. Note the centimeter marking on the tube that is closest to the bolster and reeord it on the
patient’s chart and on the patient information sheet in the Patient Care Manual. Note: The Patient
Care Manual enclosed in the kit is intended as a reference for the caregivers of the patient. It is
essential for the Patient Care Manual to accompany the patient and be explained to all people
responsible for the care of the patient.

28. Dispose of residual kit materials per institutional guidelines for biohazardous medical waste.

29. Reeord physician’s instructions for feeding and administration of prescribed medications
in the Patient Care Manual.

30. The patient should remain NPO for 24 hours unless otherwise directed by a physician.

Tube Removal
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The PEG tulbe has been designed for removal using the extemal/traction method shown below. If
this method of removal is not possible, another method such as endoscopic or surgical should be
utilized.

Caution: If a replacement tube is desired, it must be placed immediately after removal. External
tube removal may result in minimal trauma or bleeding that may require treatment.

Extemal/Traction Method
The feeding tule may be removed without the need for endoscopy in the following manrer:

1 Grasp the gastric feeding tube near the stoma site. While slowly rotating the tube, gently push
1-2 cm of the tube into the stomach to separate the tube from the stoma tract. Waming: If the
tube does not rotate freely within the tract, do not attempt to use traction as a method of removal.

2. Hold the gastric tube near the stoma site and apply counter pressure by placing the fingers of
the other hand around the base of the tute.

3. Loosely cover the stoma site with either a towel or a drape.

4. Holding the gastric feeding tube straight, apply steady traction to the tube until the intermal
dome emerges through the abdominal wall. Caution: The tulbe must be pulled straight out of the
stoma tract.

5. Dispose of the feeding tube per institutional guidelines for biohazardous medical waste.
The stoma tract should heal and close within 24 hours.
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Universal Feeding Adapters (UFA-20-S, UFA-24-S) and Bolus Feeding Adapter (BFA-20-
S) - these are accessories and no IFU applies to these products.

MATERIALS

Percutaneous Endoscopic Gastrostomy Set (PEG-24-PUSH-I-S. PEG-24-PULL-1-S. FLOW-2Q-
PUSH-I-S, FLQW-20-PULL-I-S)

Component Material Patient
Contacting
Feeding Tube Silicone Dow Coming 94-599; Yes

Black Ink- Marabu TampaStar TPR

Wire guide AISI 304 Stainless Steel Yes
PTFE MS#171

Scalpel AISI 304 Stainless Steel Yes

Obturator AIST 304 Stainless Steel Yes

Cold Snare AlSI 304 Stainless Steel Yes
PTFEMS#171

Polyethylene it 276-73
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Haemostat AISI 304 Stainless Steel No

Gauze Cotton Yes

Snare AlSI 304 Stainless Steel Yes
PTHE MS#171

Scissors AlSI 304 Stainless Steel No

Bolus Feeding Adapter (BFA-20-S, BFA-24-S) and Universal Feeding Adapter (UFA-20-S,
UFA-24-S)

Component Material Patient Contacting

Adapters PVC No

BIOCOMPATIBILITY TESTING

Product Name/Description Biocompatibility Test

PEG/FLOW-PULL/PUSH-I - Cytotoxicity Study; Sensitization Study; Intracutaneous Study,
Feeding Tubes w/ ink markings, and/or Biocompatibility Testing and Risk Assessment; and/or
Bolsters Chemical Characterization

PEG/FLOW-PULL/PUSH-I, BFA, Cytotoxicity Study; Sensitization Study; Intracutaneous Study;

UFA- and/or
Introduction Components and Biocompatibility Testing and Risk Assessment
Adapters

Conclusion: Results of the biological testing and our product history pertaining to the products
have shown no indications of atoxic reaction. A& therefore anticipate no adverse reactions
against any of the components comprising these products. Thus we consider” the
recommendation as laid out in EN 1SO

10993-1 as met.

PERFORMANCE CHARACTERISTICS

Sets for enteral feeding sterile, with accessories sustainable:

- vibratory loads in the range of 10-55 Hz,

- at acceleration 100 myS2 (I0g) and duration of impact acceleration 16 MS,
- at temperatures from +32 to +42°C,

Sets for enteral feeding sterile, with accessories in the transport packaging sustainable:
-vibratory loads in the range 10-55 Hz, displacement amplitude 0,35 mm shock peak acceleration
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100 nV/S2 (10g) and duration of impact acceleration 16 MS,

-at a temperature of transportation and storage -50 to +50°C

Sets for enteral feeding sterile, with accessories are not susceptible to sudden ehanges in
temperature.

Gauze pads soak - innot less than 5 sec

Drape

Surface density 42 g/n™ (+ 1099

Water resistance Not less than 10 cm H20

Tensile strength in crosswise direction in dry condition Not less than 40 kPa
Tensile strength in lengthwise direction in dry condition Not less than 40 kPa
Tensile strength in crosswise direction in wet condition Not less than 20 kPa
Tensile strength in lengthwise direction in wet condition Not less than 20 kPa
Catheter measuring device

Length of scale line 4.4 cm

Graduation

Marking from 1,2t04,4 c n:

from1,2to 1,7cum - 05¢n

from1,7t024 cn - 0,7 cm

from24t04,4cn - 10cnm

Hardness/firmness of the component made from stainless steel 40-42 HRC
The strength of the connection tubing connectors - not less than 40 N

Color of adapter:

input - red

output - blue

Syringe 60 ml

The minimum length of the plunger protruding from the cylinder - 5mm

Diameter of the tip - not less than 5 mm

Dead space - not more than 0.07ml

Parameters of the scale with tolerances:

Less than half the nominal capacity: + (1.5% of the nominal volume + from 2% of the merged
volume) is equal to or greater than the nominal eapacity: + 5%0f the nominal volume

COMPLIANCE WITH RELEVANT REGULATIONS AND TECHNICAL STANDARDS

Wilson Cook Medical, Inc., Cook Incorporated manufacture all medical products in accordance
with the United States Food and Drug Administration (FDA) Quality System Regulations, 21
CFR Part 820, Quality System Regulations.

All Cook facilities also certified to 1ISO 13485 (2003/2012) Quality Management System.

WARRANTY

An authorized representative of the manufacturer in the temtory of the Russian Federation is the
ZAO "SHAG".

Russia, 119002, Moscow, Karmanitskiy per., 9.office 501a.

phone: (495) 956-13-09;

Fax: (495)956-1310,

e-mail: info@schag.ru

Manufacturer's warranty binding on quality products.
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INFORMATION ABOUT DEVICE PACKAGING

Percutaneous Endoscopic Gastrostomy Set (PEG-24-PUSH-1-S. PEG-24-PULL-I-S, FLOW-20-
PUSH-I-S. and FLOW-20-PULL-1-S) are supplied in sterile packages. FLOW1 and PEG-1
devices are individually packaged in a heat sealed Tyvek and PETGtray. The Wire Guides
included with the FLOW-PUSH-I and PEG-PUSH-I devices are inserted into awire

guide holder prior to the PETG tray package. The Kit components are packaged in an Ethylene
Vinyl Acetate Bag prior to the PETG tray package.

Universal Feeding Adapters nJFA-20-S. UFA-24-S) and Bolus Feeding Adapter (BFA-20-S) are
packaged in a heat sealed Tyvek and Mylar pouch.

SHELF LIFE

The “use by” date as denoted by symbols on the labelling. The shelf life is shown by indication
the time of manufacture (factory symbol) to the stated expiration date (hourglass symbol). The
difference between both dates is the shelf life.

Percutaneous Endoscopic Gastrostomy Set (PEG-24-PUSH-1-S. PEG-24-PULL-I-S, FLOW-20-
PUSH-I-S. FLOW-20-PULL-I-S™ have a three (3) year shelf life.

Universal Feeding Adapters (UFA-20-S. UFA-24-S) and Bolus Feeding Adapter (BFA-20-S)
have athree (3) year shelf life.

STERILIZATION DETAILS

All devices falling under the scope of this Technical Data Summary with the exception of
accessories -Universal Feeding Adapters (UFA-20-S. UFA-24-S) and Bolus Feeding Adapter
(BFA-20-S) - are supplied sterile in peel open packages utilizing an EtO (Ethylene Oxide)
validated method to a sterility assurance level (SAL) of 10 Do not use the sterile product if
there is doubt as to whether the product is sterile.

Universal Feeding Adapters (UFA-20-S. UFA-24-S) and Bolus Feeding Adapter (BFA-20-S) are
non-sterile and disposable.

STORAGE RULES

These devices should be stored in a dry location, away from temperature extremes.

PARAMETERS OF PACKAGED DEVICE - tolerance + - 10%

RPN Height, cm Width, cm Weight, Gr
PEG-24-PULL-1-S 355 20.3 427.4
PEG-24-PUSH-1-S 355 20.3 430.4
FLOW-20-PULL-I-S 355 20.4 4125
FLOW-20-PUSH-I-S 355 20.2 430.1
UFA-24-S 22.7 12.7 14.2
UFA-20-S 22.7 12.6 14.1
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BFA-20-S 22.7 126 10.2

LABELING

Enteral Tube Feeding Sets - Sterile are supplied in the individual packaging, which should

show no signs of damage or opening. Upon detecting the bends, breaks and other defects the
device cannot be used.

The label of the device above shows the following device paraneters:
- company-manufacturer and manufacturing address;
- device name (trade mark);
- serial number;
- marking about CE certification;
- marking about sterilization;
- address of the EU representative;
- trade mark of the manufacturer;
- manufacturing date;
- SiZes;
- schematic picture;
- lot number;
- marking for “Single use only”
- marking for “Attention. See Instructions for Use” (except Universal Feeding Adapters and
Bolus Feeding Adapters)
- marking for consult Instructions for Use (only for BituU™"™ Start Initial Placement
Gastrostomy Sets)
- shelf life
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These sets are single use only, do not attempt to repair, carry out maintenance or reuse.

DISPOSAL RULES

Upon completion of procedure, the devices are to be disposed of as per institutional guidelines for
biohazardous medical waste.

For EU countries -in accordance with Council Directive 93/42/EEC

For Russian Federation - in accordance with national requirements, regulated by sanitary rules and norms
N2.1,7.2790-10 of December 12, 2010 "Sanitaiw-epidemiological requirements for the treatment of
medical waste". Risk class of medical waste: class B.
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Doris A. Hawks Date
Global Regulatory Affairs Specialist

Wilson-Cook Medical, Inc.

State of North Carolina, Forsyth COUNTY

I, Tiffannv A. Thomas a Notary Public certify that,

Doris A. Hawks personally came before me and acknowledged that she is Regulatory Affairs Specialist of
Wilson-Cook Medical Inc. and acknowledged on behalf of the corporation, the due execution of the

foregoing instrument.

Witness my hand and notarial seal this**ay of 200K

Notary Public

My Commission expires:

TLLaogy A Thomas
Notary Public, North CarolinA
County of Guilford
My Commission I*pirts September S, 2022
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MepeBog C aHI/IMACKOTO A3blka Ha PYCCKUIT A3bIK

WTAT CEBEPHAA KAPOJTMHA
JenaptameHT CekpeTapa WrTaTa

AMOCTNNb
(Fraarckana KoHBeHUUs oT 5 okTA6pa 1961 ropa)

1. CtpaHa: COEQVWHEHHbBIE WTATblI AMEPUKN

JaHHbli Ny6NMYHbIA LOKYMEHT
2. 6bin1 nognucaH: TUOPDPAHUM A. TOMAC

3. BbicTynawwein B kavyectse: MYB/IMUHOINO HOTAPUYCA, NMOJIHOMOUYUA
MCTEKAKT 9/5/2022
4. Hocut nevyatb: OKPYTA TUN®OPA, CEBEPHAA KAPOJ/INHA

3aBepeHo
B . Ponn, CeBepHana KaposvHa

01 HoabGpsa 2017 .
. Cekpetapem WTata nnn 3amectutenem Cekpetapda Wrtara CeBepHaa KaponuHa
3a Homepom: Nel7711

© o N oo

Mevatb: WTat CesepHada KaponunHa, JenaptameHT WTaTa
10. Mognuck: (OneitH Mapwann, cekpeTapb wTaTa)

CepTndmkaunoHHbiin Ne 5706249623
MpoBepuTbL BbINYCK AHHOTo anocTUA MOXHO no agpecy: http://www.sosnc.qov/apostille

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



NMHCTPYKUWMA MO NPUMEHEHNIO
H8.60pbl ANnAa 3HTepPanbHOro NNTaHNA CTEPUIIbHbIE, C NPUHAANEXXHOCTAMN.
HA3HAUYEHWE TPUVEHSIETCA /191 SHTEPATLHOMO MATAHUSA WM BBEEHS NIEKAPCTBEHHBIX
CPEACTB, a TAKKe acripaLyivi COAEPXVIMONO YKESTyJ0UHO-KMLLEYHOMO TPaKTa Mpu
Ma/IOVHBA3VBHbIX MPOLIEAYPaX racTPOCTOMAY, TaCTPOSHOHOCTOMUN.

Habop Percutaneous Endoscopic Gastrostomy Sets (PEG-24-PUSH-I-S, PEG-24-PULL-I-S,
FLOW-20-PUSH-I-S, FLOW-20-PULL-I-S)

OnucaHue ycTpoicTBa

[NapamveTp OKBVBAJIEHT
15 Ivv= IFr/3
1 arorim 254 MM

4_/\

PvicyHok. Habop s nogrotoBk FLOW-20-PULL-I-S & PEG-24-PULL-I-S

3 yCTpoiCcTBa MpefHasHaYeHbl [ WICTOMb30BaHWS MY 3HAOCKONMW. OHM  SIBMSKOTCS
VHBa3VIBHbIMK, CTEPWIbHBIMA N OfHOPa30BbIML.  YpecKoKHas 3HOOCKOMMYECKast racTPOCTOMUA
(PEG) - 310 npoueaypa BBeOEHMSI CrieLasibHON TPYOKU B MO/MOCTb XeMyaKa, Kotopast Oblia
BriepBbe ornmcaHa B 1980 rogy sHpockorctom Ponsky v feTckvm xuvpyprom  Gauderer.
Vicnonb3oBaHve PEG TpyOOK SBMSETCH  YCTOSIBLLEMCA TMOALEPKVBAIOLLEN METOAMKOA Mpn
NeYeHMN paziMuHbIX 3aborieBaHMA. PEG TpyokM 06ecreumBatoT Mpsivioid AOCTYM KALKOIO
MUTaHVST K YKeNYAKY Y MaLyeHToB, KOTOpbEe He B COCTOSIHAM MPUMHAMATL MALLY HOPMa/IbHbIM
nyTem. MaupeHTam, KOTopbe He B COCTOSIHAM MPUHAMETD MLLY HOPM&TbHBIM MYTEM, HO UMEHOT
(DYHKLWOH&/TEHBIA -+ MALLEBAPUTENbHLIM - TpakT, PEG  Tpyoku obecreuvBatoT  [OCTYN i
SHTEpasIbHOro nTaHus. OcHoBHas TPyoka PEG BBOOMTCA Yepes KOXy B Xe/TyI0K Mpy NMOMOLLA
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3HOOCKONMUW. 3TN ycTpoiicTea NpuveHsitotest B Pull- nm Push-metogmkax. B Pull-metoamke/ «ot
cebsi», PEG TpybKa TSHETCA Yepe3 POTOBYHO HaCTb IIOTKU MpY MOMOLLY NMPUKPENVIEHHOM MET/I,
KOTOpast TSHET TPYOKY Yepes XKe/TyoK M OpHOLLHYHO CTeHKY. [Mpn mernonbk3oBaHn Push-meTtoaa/
«Ha cebs», TPYOKa BBOAUTCA HANMPsIMyHO B XXe/Ty/I0K M0 MPOBOAHNKY.

CoctaB Habopa: TpyoKa [y KOPMIEHMS, MPOBOAHUK, KPEMeXHbIA KOMIVIEKT (COCTaB ormcaH
HVDKE), a B KPENEXHbIA KOMIIEKT BXOAUT JI0TOK (COCTaB OMCaH HIDKE).

errIG)KHbIM KOMITIEKT BKITHOHAET

Barik KpenexHbin apamveTp 20 Pr/ 6.67 mv (£ 1,5/0,5) grmHa 15,85 vvi vm 24 Fr/ 8 mvi
(£ 1,5/0,5) gymHa 15,88 mm (= 5%9

MeTns KpenexHaa avaveTp 0,450 aroiima/11,43 mm(z 0,02/0,5), pvHa 1.2 aroivia / 30.48
MM (£ 5%9);

MetnA - yoaeka fvHa 4.0 groivia /101.6 Mv (£0.250 froivia/6.35 MM).

HoxHmups! 5 7t groivos /139.7 v (x 0,02/0,5),

AJanTep YH1BEPCATbHLI - OMNcaHVie MPeOCTaB/ISETCH HYDKE

Aparrep 60/10CHB I - OricaHVie NPEOCTAB/IAETCA HIDKE

AzanTep 415 KOPMIEHMS: Kopriyc 4rmHo 1.240 proiavia / 315 mm (x 0.063 arovival/ 1.6
MM),

Saxum gmHa 5 groivios/ 127 v (x 0,02/0,5).
dvIKcaTop: COOTBETCTBYET TPYOKe C BHELLHVM AviaveTpoM 0.268 Atoivios / 6.8 Mv

CocTaB /10TKa KPernexHOro KOMeKTa:

Ckarblenb ymHa 75 oM (£ 05 mv); [mHa pexylein nosepxHoctn 1 cwm.
LLlepoxoBaToCTb MOBEPXHOCTU PEXYLLIEN KPOMKM Je3BUA CKarbiesist: cocTae/iseT ot 0,05
00 0,63 MK

TamroHbl MapreBbe pasvep: 101.6 mv Ha 101.6 Mv (£ 0,5 mMm),

MpocTbHA  QaHOpasoBast pasvep: 24 arova /609.6 Mv Ha 24 aroviva / 609.6 Mwm (x
0,02/0,5),

[eTnA - 3axear pasvep 1,5cm x 4,3cm, grimHa 150 o

KaHonst ¢ rioi napaveTpb:

PEG/FLOW - PUSH
Virna- gpamvetp 19 G/1,07 mwv (£0,03mm), arvHa 2.86 aroivia/ 72.6 mm (+ 0,02/0,5)
KaHtans - avavetp 18 G/1,25 (+0,05mm), gymHa 2.75 aroiiva/ 69.9 mm (+ 0,02/0,5)

PEG/FLOW - PULL

Nrna-gnameTp 14 G/ 2,05mm (20,1 mm), fyiHa 2.86 aroimva/ 72.6 M (+ 0,02/0,5)
Kantons - sramvetp 14 G/ 2,05vm (20,1 mw), arivHa 3.125 arovimva / 79.4 M (+ 0,02/0,5)

Koa/mogenb npoagykra  Tpyoka [NpoBOAHMK
Ovavetp F/vm - ivHacv  [pavetp JnvHa cv
H/vm

[orpeLUHoOCTb +0,9/0,3 +2 MM +0,9/0,3 t2cMm
FLOW-20-PULL-I-S  20/6.67 4,47 0.035/0.89 260
FLOW-20-PUSH-1-S  20/6.67 4,47 0.035/0.89 260
PEG-24-PULL-I-S 24/8 55 0.035/0.89 260
PEG-24-PUSH-1-S 24/8 55 0.035/0.89 260

MpuHagneXxHocTn K Habopam Percutaneous Endoscopic Gastrostomy Sets
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PEG-24-PUSH-I-S, PEG-24-PULL-I-S, FLOW-20-PUSH-I-S, FLOW-20-PULL-I-S

ApanTtep ana 6ontocHoro nutaHns Bolus Feeding Adapter (BFA-20-S) n Agantep ans
nuMTaHMa yHuBepcanbHbId Universal Feeding Adapter UFA-20-S, UFA-24-S)

AfanTepbl SBMSKOTCA  HEMHBa3VBHLIMYM, MOCTAB/ISETCA  HECTEPWIbHBbIMA U OfJHOPAa30BbIMI.
YHvBepcarbHbIA afarnTep 1 60/KOCHBIM aaarTep BXOAAT B KOMIEEKT K PEG Tpybkam, YTobbl
NPeaoCTaBUTL TepareBTy BO3MOXHOCTb BbIbopa criocoba f0CTaBKM MATaHA.

T ,, BFA- Aganrep UFA - Anarrep
XapaKTepuCcTnKu:
Koa/mogens [Jnametp OnvHa AganTtep
MpoayKra Fr/mm Atoim/ Mm
[orpeLLHoOCTb + 0.9/0.3mm +0.063 /1.6mm
1016.61 1.240/31.5 Bolus
BFA-20-S (+ 0,9/0,3 MM) (+ 0.063 /1.6)
20/ 6.67 1.240/31.5 YHVBEpPCaNbHbIN
UFA-20-S (+0,9/0,3 Mu) (+ 0.063 /1.6)
24/8 1.240/31.5 YHMBEPCa/IbHbI
UFA-24-5 (+ 0,9/0.3 M) (+0.063/1.6)

LLENEBOE NMPUMEHEHWE

Habop Percutaneous Endoscopic Gastrostomy Sets (PEG-24-PUSH-1-S, PEG-24-PULL-I-S,
FEOW-20-PUSH-I-S,FLOW-20-PUEL-I-S)

MCMO/L3YHOTCA TP YPECKOXHOM 3HAOCKOMMYECKOM BBOAE TPYOOK /151 06ecrieqeHns MpsiMoro
NUTaHUS NaLYEHTOB € NPoG/eMaMn TPAALWIOHHOMO NpreMa MALLA.

MPOTUBOIMOKA3AHWA

Habop Percutaneous Endoscopic Gastrostomy Sets (PEG-24-PUSH-1-S, PEG-24-PULL-I-S,
FLOW-20-PUSH-I-S,FLOW-20-PULL-I-S).

Cencuc;

TSDKE/bIA racTpos3odareasibHbIA PEqYIHOKC;

KPYMHbIA acLAT Wn andadoy3Hoe BocTianieHVe;

VH(PEKLWN B NepeaHen Win [pYTX CTEHKaX MeSTy/IKa;
HOBOOOPa30BaHVA B NepeaHen Wi ApYrX CTEHKAX MerTyaKa;

YKEYA0UHO-KALLEYHbIE OGCTPYKLWN,
MPOKCUMA/TbHB I CBIALL, TOHKO KALLIKW

CEPLE3HbIE HAPYLLIEHNA CBEPTLIBAEMOCTIA KPOBU,
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MOTeHLIVarIbHAs MHGNBTPALIVA B GPHOLLIHYHO CTEHKY N CTEHKY MEYIKA;
OTCYTCTBME (OyHKLIVIOHVPOBaHS KALLEUHVIKA.

MOBOYHbLIE AENCTBUA

Habop Percutaneous Endoscopic Gastrostomy Sets (PEG-24-PUSH-I-S, PEG-24-PULL-I-S,
FLOW-20-PUSH-I-S, FLOW-20-PULL-I-S).

HecocTosTe/IbHOCTL MaCTPOCTOMBI, pasrepMeTVsaLmA (4719 raCTpoCcToM)
JPO3VBHO-A3BEHHbIE  VBMEHEHUS B C/MBUCTON  >kefyaka (i ractpoctom)/
[QIBEHaILIATUMNEPCTHON KULLKA ([1/19 FOHOCTOM)

JIoKarbHbE KPOBOTEYEHNA

[epuToHUT

Bamnep-cHIpoM  (MMrpaups  raCTPOCTOMUYECKOA TPYyOKM B CTEHKY O>kefyaka ¢
MOC/IEAYOLLIEI 3NUTeNM3aLVeN raCTPOCTOMMYECKOIO OTBEPCTIAS)

VHdperLs

[epchopaLia

['oBpeXkaeHVe NLLEBOA

Acnvpauyis/nHeBMOHUA

['MnepemmA

OTeyHocTb

['HeBMOMEVACTUHYM

["HeBMOMEPUTOHEYM

Bonn

Mo604HbIe AECTBUS, CBSI3AHHBE C 3HAOCKOMYECKUMM MPOLIEAYPaMU:
- acrvpaLyn
- PECTINPATOPHbIE HAPYLLEHIS W OCTAHOBKA [ib IXaHIS
- CepaeyHast apUTMVKSt 1 OCTaHOBKA CepaLia

MOTEHUWMANIBHBIE OCJ/TOXHEHWA:

Habop Percutaneous Endoscopic Gastrostomy Sets (PEG-24-PUSH-I-S, FLOW-20-PUSH-I-S,
PEG-24-PULL-I-S, FLOW-20-PULL-I-S):

OPOHX0/IEroYHast acrpaLyv U NMHEBMOHIS,

ObXaTe/bHas He0CTaTOUHOCTb WM OBCTPYKUMS AbIXaTerbHbIX MyTeN,
MEPUTOHUT WA CEMTUYECKIAI LLIOK,

TO/ICTOKULLIEYHASA YKe/TyJ0HHO-000104HaA WM TOHKOKULLEYHaA (WCTYSa,
PaCLLIPEHVIE YXesTyKa,

BHYTPMOPHOLLHLEE MPbPKA 1 3aBOPOT KULLOK ENMVIOBAHOM KULLIKY,
HEMPOXOASALLIIA EBWLLL MOC/IE YAATIEHNS TPYOKM,

TpaBMa MLLEBO/A,

HEKPOTVBVDYHOLLIIA (hacLNT,

KaHWMg,

HerpaBWIbHOE PAaCTIO/NOXEHNE W HEBO3MOXHOCTb Pa3MECTUTL TPYOKY,
CMELLIEHVE TPRYOKM W MrpaLys,

KPOBOVZ/SIHA

IMETOETa3HasA OMyXo/Tb.

MHEBMOMEPUTOHEYM,

MepYICTOMATNYECKaST paHeBast UHPEKLIMA W THOMHbIA [peHadk,
NPOTEKaHUSA CTOMb|,

HEMPOXOAUMOCTb KULLEYHVKA.
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racTpos3odiareasisHast pedyitokcHast 6one3Hb (GERB),
3aCcopeHVie Win M3HOC TPyOKN
JeTaNbHbIA UCXO,

Mpumeyanmne: [MaLYEHTbI C LMPPO3OM MeYeHM MMEKOT MOBbILEHHBIA PUCK PasBUTUS aCcLMTa,
KOTOpb I SIBMSETCS MPOTVIBOMOKa3aHVEM K pasveLLIEHNO PEG.

Crnocob NPMMEHEHWA

MpumeyaHne: BCE W3OV, YKa3aHHbE B [JAHHOM 0630pe TEXHWUHYECKON [OKYMEHTALWN,
yCTaHaB/MBAKOTCS Ha cpok 30 1 6oriee CyToK.

Hab6op Percutaneous Endoscopic Gastrostomy Sets (PEG-24-PUSH-I-S,FLOW-2Q-PUSH-I-

BBog Tpy6oK

1 MpeXxae YeM pacriakoBaTb Habop, BHUMATE/TbHO OCMOTPUTE ero Ha NpeaMeT BMSTTVH, NMPorvoos
W NMOBPEXIEHNIA. He vcrnonb3yiime Habop M HaXoXaeHWA /KoObIX aHOMa/IA, KOTOpbe MOryT
NPEnATCTBOBATb HAZ/IeXaLLIEMy (DyHKLIOHMPOBaHWIO. MoxanyiicTa, yeeaomuTe Kyk (Cook) anst
BO3BpaTa.

2. locne BBOfA racTpoCcKoMa, pasayiTe »e/yioK 1N OCMOTPUTE e/IM3UCTYO 060/104KY. YoeauTech,
YTO Ha C/3UCTOM 000/I0UKE HET S13B WM KPOBOTEUEHMS, MPEXKAE YeM NPOLO/ DKATD.

3. Pa3vecTuTe KOHeL, raeTpocKoLia TakM 06pasoM, YTOObl OCBETUTL JIEBYHO YaCTb MepeaHen
CTeHKM >xenyaKa. ObpatuTe BHAMAHVE: BO3MOXHO, NMOHAL0OUTCA Crierka 3aTeMHUTL OCBELLIEHVE B
NPOLIEAYPHON 19 TOro YTo0b! SyULLE MPOCMATPUBATL CBET Yepe3 CTEHKY >Xe/yaxa. BaHo: B
noeane, YSE Tpybka [o/PkHA OblMb pasMeLLieHa B HYDKHEA YacTU >Kefyaka Wi BBEpPXY MO
Hanpae/eH0 K nuiopyey 4151 obreryeHnsi Beoga Y3E-E (PEG-J (etoHanbHo)) Tpyoku B Y3E,
€C/IN YKa3aHo.

4. Hanpap/siiTe KOHEL, racTpocKorna roka CBET He [OOCTUMHET >KeflaeMoir nosvumm YSE
(Cm.pnc.l)

5. Ma/ibLem Jerko HaXXMMTE Ha OCBELLEHHBIM YYacTOK W OIHOBPEMEHHO OCMOTPUTE 06/1aCTb
yepe3 racTpockon. Haxatve Ha aTy 06/1aeTb [0/DKHO YETKO MPOCMATPMBATLCS Yepe3 00LEKTUB.
[MpogorpkaiATe NpoLeaypy, YoeaBLMCh, YTO CM3ICTas 000/104Ka 300P0Ba.

6. MogrotoBbTe 0GM1ACTb, CrIEAYS XMPYPrYHECKM VHCTPYKLMAM BaLLErO YUpeXkaeHs. Hakpoiire
00/1aCTb, VCMO/b3YA XMPYPryecKyto TkaHb. BBeauTe MeCTHYHO aHecTesuno B U3OE.

7. CKarnbleneM efiefnaiite paspe3 Kox B 1 cM. BHUMaHVe: Paspes MeHbLLMX PasMepPOB MOXET
MPMBECTU K CWIbHOMY COMPOTUB/IEHMIO FaCTPOCTOMUYECKO TRYOKU M BbIXOLE U3 (haCLIMN.

8. OcmoTpUTe 06/1aCTb Yepes 3HAOCKO.

9. MNoanepkvBas HCYJUIALWIKO XeyaKa, BBEAWTE UM/TY 1 KAHKYTHO Yepe3 paspe3 KO B XKeSTy/IOK.
OcTaBbTe KaHHIHO Ha MeCTe /19 0BecredeHs JOCTyna K XKeryaKy, VBBeKas BHYTPEHHIOHO
UrosKy.

10. MpoBeauTe rMoKUIA KOHeL MPOBOAHNKA Yepe3 KaHKYTHO UMbl B YKeSTY/IOK.

11. MopaepxvBaiiTe UHCYJUIALMIO YKe/yaKa 41 [OETVDKEHUA G/IM30CTU dKe/yaKa N GpHOLLHBLIX
CTEHOK. Pa3vecTuite MeT/II0 W M1gaKkve Wynupbl 4/ G1oncuM Yepes KaHarm racTpockona v
3axBaTuTe KOHeL|, NMPOBOAHMKA. BHUMaHVe: He 3aTarviBaidTe NET/IO BOKPYT KaHKA UMbl M0CTe
yOaNieHUs1 BHYTPEHHEro 30HAA, MOCKO/IbKY 3TO MOXET MeLLATb MPOXOXAEHWIO MPOBOSHMKA.
Obpatnte BHUMaHVE: [1A yaasieH s MPOBOAHNKA, 3aXBaTUTE MPOBOL NPV MOMOLLW MET/IA W
LLYINUOB MAHUMYM B 5 CaHTUMETpaxX OT KoH4WvKa nposoga. (Cmpuc.2). [MoTaHuTe MpoBog, K
KOHLY 3HZOCKONMa, a He K KaHary sHaockona. (Cw.puc.3)

12. TMopgoepkvBan MET/IO WA Tiafkve LWMNUbl /19 61oncuM BOKPYr MPOBOAHVIKA, YaasmTe
M3B/EKUTE FaCTPOCKON W MPOBOAHWK U3 POTOBOM MOSOCTU MalieHTa. MpoBoAHVK Terepb OyaeT

BbICTYTIaTh OAHOBPEMEHHO Uepe3 POT M Paspes MaLvieHTa.
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BHuvaHVe; B crydae HeoOXOAMMOCTW 3aMeHbl TPYOKU - 3aMeHa [o/DkHa ObITb npovsBeaeHa
cpasy roc/ie VBBMeYeHMs Tpyoku. 3aMeHa BHELLHMX KOMMOHEHTOB MOXET MPUBECTU K
MVHVMa/IbHBIM MOBPEXIEHVSIM WM KPOBOTEHEHIIKO, YEro TPeOYeT JieueHVe.

BHeLLHMI/MeTOZ BbTArNVIBaHA

TpybKa MOXeT ObITb M3B/IeHeHa 6e3 MPYMEHEHST SHLOCKOMUM CrIeAyHOLLYIM 00pasoM:

1. 3axBaTuTe racTpasibHyH MUTAKOLLYHO TPYOKY BO3/Ie dxe/tyaKa. MefyieHHO NpOoKpy4vBas TRyoKy,
JE/MKATHO BOABUTE TPYOKY Ha 1-2 CM B >Ke/lyfoK, YTOObl OTAE/MTL TPYOKY OT XKesTy[04HOro
TpakTa. BaHo: Ec/m Tpybka He MpOKPy4mMBaeTCs CBOGOAHO - HEOOXOAMMO OTKasaTbCsl OT
[AHHOrO criocoba 13B/eHeHsI.

2. Y[epxviBaiiTe TpyoKy BO3/E YXVBOTA M NOTSHUTE TPYOKy B NMPOTVBOMOIOKHOM HarpaB/ieHnn,
00OxBaTbIBas OCHOBY TPYOKM MaribLigM [PYTOv PYKU.

3. Mocrne HakpoiiTe 06/1aCTb NOSOTEHLIEM /TG0 TKaHBHO.

4. YpepkvBaa TPyoKy MPsMO, MOCTEMNEHHO TAHWUTE TPYOKY MOKa BHYTPEHHWIA Kyrion He BbIALET
yepes OPHOLLHYHO CTeHKY. BHmaHve: Tpybka Ao/mkHa ObITb M3bsTTa MPSMO U3 MALLEBAPUTESIBHOMO

TpaKTa.
5. /36aBbTeCh OT TPYOKWN COMMIACcHO MHCTPYKLWMSM /11 GMOMOMMYECKA OMacHbIX MeaVLIMHCKIX
0TX0f0B. TPaKT [0/DKeH 3aTSHYTHCA B TEUEHUN 24 YacoB.

Ha6op Percutaneous Endoscopic Gastrostomy Sets (PEG-24-PULL-1-S, FLOW-20-PULL-I-

BBog Tpy6oK
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1 TMpexae YeM pacriakoBaTb Habop, BHUMATE/TbHO OCMOTPUTE ero Ha MpeaveT BMSITVH, Mporvoos
W NOBPEXIEHWIA. He mcrosnb3yidTe Habop My HAXOXKAEHUM KOObIX aHOMa/INIA, KOTOpbE MOTYT
MPEnSATCTBOBATb Ha/ieXalLieMy (yHKLIOHMPOBaHWIO. MoxanyiicTa, yeeaommTe Kyk (Cook ) gnst
BO3BpaTa.

2. [Mocre BBOAA racTPOCKOMa, pa3yiiTe XerlyaoK 1N OCMOTPUTE CIMUCTYHO 000/104KY. YoeamTech,
YTO Ha C/M3MCTOI 000/I0UKE HET 5138 W/ KPOBOTEHEHIS, MPEX/E YeM NMPOA0/DKAT.

3. Pa3vecTuTe KOHeL, racTpockoria TakuM 00pasoM, YTOObl OCBETUTL JIEBYHO YaCTb MepesHel
CTeHKV »eyaKa. ObparuTe BHAMAHVE: BO3MOXKHO, NMOHaA0OMTCA Crierka 3aTeMHUTL OCBELLEHVE B
MPOLEAYPHON /151 TOr0 YTOObI /LU MPOCMATPMBATL CBET Yepe3 CTeHKY >Keyaka. BaxHo: B
noeane, Yol Tpybka Ao/pkHa OblMb pasMeLLiEHA B HVDKHEN YaCTW >Ke/yaka WM BBEpXY [0
HanpaB/eHMO K Nopycy A5t obnerdeHnst BBoga Yal-E (PEG-J (etoHaribHON)) Tpyoku B Y3,
€C/IN YKa3aHO KaK BapVaHT.

4. HanpaBnsinte KOHEL, racTpocKora roka CBET He [OCTUHET »>kefaeMoirt Y3l nosvupmn.
(Cm.pnc.l)

5. ManbUEM JIETKO HaXKMMTE Ha OCBELLEHHbBIN YYaCTOK M OfHOBPEMEHHO OCMOTPUTE 00/1aCTb
yepes racTpockon. Haxarve Ha aTy 06/1aCTb [O/PKHO YETKO MPOCMATPMBATLCA Yepe3 00LEKTYB.
[MNpoaooKaiATe NpoLeaypy, YoeomBLLIMCL YTO C/m3MCTasi 000/104Ka 300p0Ba.

6. MoaroToBbTe 00/1aCTb, C/IEMyS XVPYPrUYECKVIM MHCTPYKLVSM BaLLEro YupeXxaeHus. Hakpoiire
00/1aCTb, MCMO/b3YA NpWiaraeMyto XMpypryeckyto TkaHb. Beeayime MeCTHYHO aHecTesuno B U3T

7. CkarnbrieneM Habopa caenaifre paspes Kok B 1 cM. BHUMaHve: Paspe3 MeHbLLVIX pa3VepOB
MOXET MPMBECTU K CWIbHOMY COMPOTMB/IEHWIO FaCTPOCTOMUYECKOA MUTAIOLLEA TPYOKU Mpn

BbIXOZe V3 (hacLym.
8. OcmoTpmTE 06/1aCTb Yepes 3HAOCKON.

9. MoaaePmBas MHCYQVIALIAIO XKeTyaKa, BBEOUTE UIJTY 1 KaHKIHO Yepes Ppaspes KO B XKE/TY/IOK.
OcTaBbTe KaHKYIO Ha MeCTe [yiA 06ecrieyeHUst [OCTyrna K >KesyaKy, VBBMekas BHYTPEHHIOH
UrOMKy.

10. BeeauTe MeT/I0 Yepes UMy KaHkm B xeryaok. (Cw.puc.2)

11. MNopaepkviBaiiTe MHCYUIALMIO YKeyaKka 4/ JOCTVDKEHUA G/IM30CTU »KelyaKa N GPHOLLHBLIX
CTEHOK. Pa3mecTuTe neT/iko-3axear Win rMaaKve LynLb! A1 G1orcum Yepes KaHar racTpockona
1 3aXBaTUTE KOHYMK MET/IN MpoBoda. BHUMaHKME: He'saTsirvBaiiTe NeT/Ho-3axBaT BOKPYT KaHKM
UMbl MOC/1e YAaneHNs: BHYTPEHHEro 30HAA, MOCKO/bKY 3TO MOXKET MELLATH MPOXOMXAEHWIO MET/IN
MpoBoja.

12. TMoagepxvBas MeT/o-3aXBaT WM [TaaKve WUl i Groncvn BOKPYT  MPOBOAHMKA,
M3B/EKUTE TacTPOCKOMN M3 POTOBOM MOsiocT naupeHTa(Cm.purc.3), KOTopbiA Terepb OyaeT
BbCTYNATL OAHOBPEMEHHO Yepes POT U paspes NaLyieHTa.

13. [MpornycTrTe NET/IHO BBOAHOMO NPOBOAA HYepe3 MET/IH0 pacLLypuTens Tpyoku. (Cm.puc.4)

14. TpoBeauTe BO BHYTPEHHIOK YacTb TPYOKM yvepes neT/iko. (Cm.puc.4)

15. OCTOPOXHO MOTAHUTE TPYOKY Yepes MET/IH0 U CKPenuTe KX, CO34aBast JIerkoe 04HOBPEMEHHOE
HaTsPKEHVE HA 000X KOHLIBX TaK, YTOObI He Bb 110 3aLIEMNOK.

16 Wcnonb3ys TamrioHbl MajyieBbE, MOXETe CMasaTb BOIOPaCTBOPUMON CMasKoW, KoTopast
MOCTaB/AETCA OTZEMbHO, PacLMpUTE/lb M BCHO BHELLHIOKO MOBEPXHOCTb TPYOKM BK/HOHas
BHYTPEHHWIA Bycep.

17. TlpoBeguTe KOHUMK PacLLMpUTENIA Yepe3 POT MauyeHTa, MOTAHYB 38 KOHEL, Ha BbIXOOE 13
OptoLLHOro paspesa. [aBrieHve €O CTOPOHbI SBbIKA MalyieHTa MOXET YC/IOKHUTL  MPOLIECC
MEPBMYHOIO PasMeLLEHMS TPYOKU. MIrkoe Hafiae/iBaHve Ha /o0y CTOPOHY paspesa MOXET
YCTPaHWTL V3/MILLIHeE BO3AEMCTBYE OT BbITAMVBaHMS Ha paspes.

18. TMpono/mkaiATe TAHYTb, MOKA PaclLMPUTE/lb He MPOMOET OptoLLHYHO CTeHKy. Obparture
BHUMaHVe: OuqeHb [y IMHHAs TPYOKA MO3BO/ISIET KOHTPO/MPOBATL BBOAHLIA HAO0P B /1H000€ BPRemsi.
BHMMaHVe: He BbitasikvBaiiTe TpyoKy M3 POTOBOM MOSIOCTY, MOCKO/IbKY 3TO MOXET BbBBATb
CKPY4MBaHVie TRYOKN B XXe/TyKe MaLyieHTa.

19. Korpa BHyTpeHHUIA bydep Tpyoku Y3l BXOOUT B POT, BBEAMTE MOBTOPHO FacTPOCKON U
NpOoC/ieamTe 3a MPOXOXKAEHMEM KOHUMKA Yepe3 MLLEBOL B XxeyaoK. (Cm.puc.5) CrieguTe, YToOb
MOCTYI/IeHVE BO3AyXa He MepeKpbIBasioch BO BPems BBOAA BHYTPeHHero Oythepa Yepes NULLEBOA,
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5. /36aBbTeCh OT TPYOKW COM/IaCHO MHCTRYKLMAM 4711 GMOMOMYECKN OMAaCHbIX MEIMLIMIHCKAX
0TX0AI0B. TPaKT A0/DKeH 3aTsHYTHCS B TEUEHUN 24 YacoB.

Apantep ana 6ontocHoro nutaHua Bolus Feeding Adapter (BFA-20-S) n Apantep ans
nuTaHua yHusepcanbHblid Universal Feeding Adapter (UFA-20-S, UFA-24-S) - aBnstorcs
NPHAIEXHOCTSIMIA U MOCTaB/MAHOTCS 663 PYKOBOACTBA K MPUMEHEHNIO.

MaTtepuansl

Habopb! Percutaneous Endoscopic Gastrostomy Sets (PEG-24-PUSH-I-S, PEG-24-PULL-I-S,
FLOW-20-PUSH-I-S, FLOW-20-PULL-I-S)

Komrriekraups Matepraribl KoHTaKT c
MaLyieHToM
TpybKa 419 KopMmieHs CwwkoH Dow Coming 94- [Mpamoii
599;
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Mapkepb! Ha TpybKe: YepHas -

Tl «Mapaby Tamriactap»
[MpoBoAHVK HeprkasetoLLipsa ctanb AlSI 304
MNonureTpadTopatTwieH MS #
171
Ckanbnesb HeprxasetoLLipa ctarib AlSI 304
[MonvaTieH 276-73Ne
O6Typatop HepxxapetoLLipsa ctarnb AISI 304
Metna HeprkasetoLLpa ctarib AlSI 304
MNonureTpadotopaTwieH MS #
171;
MNonvaTwieH # 276-73
Saxum HeprxaeetoLLpa ctarb AlSI 304
MaprieBbe TaMMoHb| Xriornok

[MeTnA - 3axear HeprxaeetoLLpa ctarb AlSI 304

MNonureTpadotopaTwieH MS #
171

HoxHWLbI HeprxaeetoLLpa ctarb AlSI 304

Mpsivoin

[Mpsivioii

[Mpsivoii
[Mpsvoi

HeT KoHTaKTa
[Mpsivoii
Mpsivoi

HeT KoHTaKTa

Apanrep i 6omocHoro nutaHust Bolus Feeding Adapter (BFA-20-S) 1 Agarrep [y
nuUTaHKst yHrBepcarbHbIM Universal Feeding Adapter (UFA-20-S, UFA-24-S)

Komrviekraups Mareprasibl

[NepexoaHvK (aparrep)

TECT HA BNONOIMMYECKYO COBMECTUMOCTb

[onmXopBUHIIOBOE MOKPLITVE

KoHTaKT C

naLy,eHToM
HeT KoHTaKTa

Has3saHune TecT Ha 6M0N0rMYecKy0 COBMECTMMOCTb

npopykta/OnuncaHue

PEG/FLOW- WccrepoBaHe  Ha  UMTOTOKCUMYHOCTBL;  HA  MOBbILLEHHYHO
PULL/PUSH-I- TpyOk/ YyBCTBUTE/IBHOCTb, BHYTPUKOXHYIO pPeakUMo WWIM TeCT Ha
ans KOpPM/IEHVA c OMO/MOrMYECKY0 COBMECTUMOCTb W OUEHKA pUCKa,  Wum

YEPHWIbHON  Pa3METKOM,
BHYTPEHHWA U BHELLHWA

MCC/1iefoBaHE XIMNYECKOIO COCTaBa

Ba/MKA

PEG/FLOW- WccregoBaHne  Ha  UMTOTOKCUYHOCTL;  Ha
PULL/PUSH-I, BFA, YyBCTBUTE/IbHOCTb; Ha BHYTPUKOXHYHO PeaKLIM; Wi
UEA- TECT Ha 61O/I0rYeCKyH0 COBMECTUMOCTD M OLIEHKA pICKa

BBOAHbIE KOMIMOHEHTLI U
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Ha3BaHue TecT Ha 6M0/IOrMYECKYt0 COBMECTUMOCTb
npogykra/OnucaHue

NePEXOAHVK

3aKroHeHVe: PesyrbTarbl OMOMOrMYeCKUX WCCIENOBAaHUIA N HaLLE OMMCaHVe, OTHOCALLIECA K
NPOLYKTaM, He BbKBA CIEIOB TOKCUYECKON peakiy. MosToMy Mbl He OXKLBEM HUKAKOM
HeraTVBHON peaky Mpy  KCMoMb30BaHWM  KOMIMOHEHTOB, B COCTaB KOTOPbIX BXOLAT 3TU
MPO4YKTbl TakMM 00pasoM Mbl MPUOEPHMBAEMCA PeKOMeHOALN, 13nokeHHbX B ENISO
10993

SKCMNNYATAUMNOHHBIE XAPAKTEPUNCTUKN

Habopb! /19 3HTepa/IbHOro NMUTaHUA CTEPWIbHBEE, C NMPHAL/IXKHOCTAMM YCTONUMBD
- NPV BUOPaLMOHHbIX Harpyskax B ayanasoHe 10-55 Iy,

- npum yekopeHun 100 mc™ (10g) v fyimTeibHOCTU YAgPHO0 YCKopeHUs 16 Mmc,

- Mpy TemMnepaTtype ot +32 o +42°C,

Habopbl [ 3HTEPATLHOIO MUTaHUA  CTEPWIbHbE, C  MPUHALIEKHOCTAMA B
TPaHCTIOPTHOM YIaKoBKe YCTO/Bb

-MpY BUOPALWIOHHBIX Harpy3kax B Avana3oHe 10-55 Iu, amnmtyae nepemeltieHnst 0,35
MM U YOAPHbIX Harpy3kax Mpy nukoBoM yckopeHun 100 mc™ (I0g) v anumesnibHoCTH
YAAPHOI0 YCKOpeHs 16 Mc,

-Mpr TeMrepaType TPaHCMoPTMPOBaHUA 1 XpaHeHMA oT -50 1o +50°C,

Habopb! A48 3HTepasbHOr0 MUTaHS CTEPWIbHBE, C MPUHALIKHOCTAMA He MoABeprakorcs
PesKoMy V3MEHEHMIO TeMrepaTypbl BHELLHeN Cpefbl.

CKOpOCTb CVaUvBaHMA Map/iEBbIX TAMIMOHOB He MeHee 5 ¢

OnepayuoHHoe 6enbe

[oBEpPXHOCTHAA MIOTHOCTL - 42 V™ (£10%)

BogoynopHocTh - He MeHee 10 cm HXO

[MPOYHOCTL Ha paspbB B MOrepeyHOM Harpas/ieH B CyXOM COCTOSHMM He MeHee 40 Kl
[MPOYHOCTL Ha paspbB B NPOLO/IbHOM Harpas/ieHN B CyXOM COCTOSHUM He MeHee 40 Ki'a
[MPOYHOCTL Ha paspbB B MOMEPeYHOM Harpas/ieH M BO BII&XKHOM COCTOSIHMN He MeHee 20 Kl
[MpOYHOCTb Ha paspbB B MPOLC/IbHOM Harnpas/ieHM BO B/IaXHOM COCTOSIHUM He MeHee 20 K i

TBepAOCTb MHCTPYMEHTOB 113 HepxxaBetoLLel ctarm 4072 HRC

[MPOYHOCTL CoeAMHEHMA TPYBOK C KOHHEKTOpaMn - He MeHee 40 H

LIBeT ronoBku agarmepa:
BxoHOro - KpacHbM

BbIXQAHOMO - CUHWIA

COBNMKOOEHNE COOTBETCTBYHOWNX HOPM 7 TEXHUNYECEKNX
CTAHOAPTOB

"YuncoH Kyk Megykan VHK® (Wilson Cook Medical, Inc.), ""Kyk HKopriopeiATes'" npovssoauT
BCIO MPOAYKLMIO MEAVLIMHCKOrO HasHaueHVs1 B COOTBETCTBUM CO CTaHdapTaMn Yrpas/ieHve Mo
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KOHTPO/IO 32 MpofyKramn ritaHia 1 nekapcteavm CLUA pasgen 21 Ceoga (hefepasibHbIX
HOPMATVBHbIX aKTOB YaCTb 820, CTangapT CucTembl YnpasneHus KayecTBOM.

Bce npomssoactoB komraHn KK (Cook) mmeror ceprudmkarbl I1SO 13485 (2003/2012)

CucTtema YnpasieHua KayecTBOM.

FAPAHTUINHBIE OBA3ATENLCTBA

YNo/IHOMOYeHHbIM MPeACTaBATENEM MPOV3BOAMTESA Ha TeppuTopumn Poccuiickoi deaepaliym
ABMAETCA 3aKPbITOe aKLWOHepHOe 00LLIECTBO «LLIAIM (BAO «LLIAI )

Poccrsa, 119002, 1. Mocksa, KapmMaHunukmii nep. 4.9.o¢mc 501a.

Ten. (495) 956-13-09;

hakc (495) 956-1310,

e-mail: info@,schag.ru

apaHTVM NPOV3BOAUTENS B 00513aTE/bHOM MOPSIAKE PACTPOCTPAHSIOTCS HA KAYECTBO W3S,

NH®OPMATINA OB YMNAKOBKE

Habopb! Percutaneous Endoscopic Gastrostomy Sets (PEG-24-PUSH-I-S, PEG-24-PULL-I-S,
FLOW-20-PUSH-1-S, FLOW-20-PULL-I-S) nocTtaBnstorcd B CTEPWILHOA  YIakoBKE C
VHCTPYKUMe 1o npuyveHeHnto.  FLOWAL n PEG-l oTaenbHO yrakoBaHbl B KOHTEMHED C
3anasHHbIMM wBavm Tywvek.  MposoaHuK HabopoB FLOW-PUSH-I n PEG-PUSH-I cobpaHbI
crielyanibHbIM - JepKaTesiemM repes, COOpKo B KOHTeHep. KOMMOHeHTbI Habopa yrakosaHbl B
repes, coopKoiA B KOHTEHED.

Aparirep 11 6onocHoro nmanua Bolus Feeding Adapter (BFA-20-S) v Amantep i
nuTaHKs yHrBepcarbHbIM Universal Feeding Adapter (UFA-20-S, UFA-24-S) nocTae/stoTcs B
YIMaKOoBKe C 3arasHHbMM LLBavm Tyvek.

YCJ/TOBNA NMOCTABKU

HaGopbl [/11 SHTEPA/IbHOTO MUATAHWA CTEPWIbHBbE, C MPUHALIEKHOCTSIMMA  MOCTAR/SHOTCS]
MOLLTYYHO C VHCTPYKLIVEN MO MPMMEHEHUIO B CTEPWILHON YTIAKOBKE, KOTOpasi MOMELLGETCS B
KOPOOKY 113 FOthp1pOBaHHOMO KAPTOHA. 34 VCKITHOYEHVIEM afarTrepa /it GO/IOCHOTO MATaHUS U
afanrepa 4t MATaHUS YHYBEPCA/IbHOTO SIBMSIOTCS], KOTOpPbE SIBMFKOTCS HECTEPWIBHBIMA U
0[HOPA30BbIMI 1 MOMELLIAKOTCS B MHAVBAYasbHYHO YIaKoBKy. Ha KOpoOKY/ M0 CTOPOHaM Wi Mo
NEPUMETPY HAHOCUTCS KOHTPO/bHAs JIEHTA.

CPOKTOAHOCTW

C1MBO/TbI HA 3TUKETKE YKa3bIBAKOT HA KOHEUHbIA CPOK FoAHOCTU.  CpoK FrofHOCTY onpee/isieTcst
[ATOA MpOM3BOACTBA (CMMBOM MPOM3BOACTBA) W YKA3aHHOW [AToli MPOCPOYKM  MpodyKTa
(V306paKeHIIe NeCOUHbIX YacoB). CPOKOM FOHOCTY SIBMSETCS PasHMLIA MeXKY ABYMS! [aTaMA.

Habopb! Percutaneous Endoscopic Gastrostomy Sets (PEG-24-PUSH-1-S, PEG-24-PULL-I-S,
FLOW-20-PUSH-I1-S, FLOW-20-PULL-I-S) 1meeT CpoK rogHoCTK B 3 roga.

Apanrep ana 6onrocHoro nnaHns Bolus Feeding Adapter (UFA-20-S, UFA-24-S) n AnanTep
Q151 NATaHKA YHYBEpCarbHbIM Universal Feeding Adapter (BFA-20-S) 1MeroT CpoK roIHOCTU

B 3 roga.

NHO®OPMATTWNA O CTEPU/IBHOCTU
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Habopb! /159 SHTEPASILHOTO MATAHUS MOCTAB/SKOTCA CTEPWTbHLIMA B YTIAKOBKAX, VICTIONb3YHOLLX
STWIEHOKCUT, [ [OCTVDKEHUSI YPOBHA  CTEpWIbHOCTM B 10”) 33 WCK/HOHEHVEM

NpUHaZ/IeXHOCTe: Aparrep A 6omtocHoro nntaHnsa Bolus Feeding Adapter n Ananrep Ay
nUTaHA yHMBepcarbHbIM Universal Feeding Adapter. He vcronb3yite CTEpWIbHLIA MPOAYKT,
€C/IN Y Bac eCTb COMHEHUS B ero CTEPUIbHOCTU.

Apanrep 151 6otocHoro nutaHnst Bolus Feeding Adapter (UFA-20-S, UFA-24-S) 1 Apartrep
o nuTaHna yHBepcaribHbIA - Universal Feeding Adapter  (BFA-20-S) ABMAKOTCA
HECTEPWIbHLLLIM 11 OAHOPA30BbIMM.

NMPABUJTA XPAHEHWNA

Habopb! /151 3HTEpPa/IbHOr0 MUTaHUS CTEPWIbHBE, C MPYHALIKHOCTAMM A0DKHbI XPaHUTHCA B
TEMHOM CYXOM M MPOX/1aHOM MECTE; M30eraiiTe 4/mMTe/IbHOro BO3AEMCTBIA CBETA.

MPABWJIA TPAHCITOPTUPOBKWU

Habopbl [/ SHTEPa/IbHOTO MUTAHWA CTEPWIbHbE, C MPUHALJIKHOCTSIMMA  MOAXOAAT [l
TPAHCMOPTVPOBKM  BCEMA  BTAMA  3aKPbITOT0/ MOKPBLITOrO TPaHCropTa B COOTBETCTBUM C

CYLLIECTBYHOLLMI MPaBATIaMA MEPEBO30K.
YCnoBnd NCNoJ1Ib3BOBAHUA

Habopbl /19 3HTEPA/ILHOMO MUTaHUA CTEPWIbHbE, C MPUHALJIKHOCTSMA  UCMOMB3YHOTCA B
NeYEOHbIX MEAVLIMHCKUX YUPEXKIEHMSIX.

MAPAMETPbI ¥YTTAKOBKW:

RPN BbicoTa, cm LLprHa, cm Macca, 1 [Jonyck
PEG-24-PULE-I-S 35.5 20.3 427.4 (+-10%0)
PEG-24-PUSH-1-S 355 20.3 430.4 (+/-10%)
FLOW-20-PULL-I-S 355 204 412.5 (+/-10%)
FEOW-20-PUSH-I-S 35.5 20.2 430.1 (+/-10%)

UFA-24-S 22.7 12.7 14.2 (+/-10%)

UFA-20-S 22.7 12.6 141 (+/-10%)

BFA-20-S 22.7 12.6 10.2 (+-10%0)
MAPKVPOBKA

STUKETKA YCTPOMCTBA BbLLE YKa3bBAET Ha XapaKTePMCTVIKA YCTPOMCTBA:
- KOMIMaHVS-MPov3BOAUTE b U 8apec NPOV3BOAUTES IS,
- HasBaHVe YCTPOIACTBa;
- CEPUIHbIA HOMED;
- OTMeTKa Harmuma ceptdmkara CE;
- OTMETKA CTEPWILHOCTYA;
- apec npeacTaBUTe/ILCTBA,B EC,
- TOpProBasi MapKa Mpov3BoaUTENS,
- [laTa V3roToB/eHN S,
- pasMEPbI;
- CXEMATUYECKOE M300PadKEHVE;
- HOMEp MapTuKg;
- OTMETKA " TPOAYKT OIHOPA30BOI0 MCMo/L30BaHMA' ",
- OTMETKA ""BHviaHVe. O3HAKOMLTECH C IOKyMeHTaLein Tosapa’”
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- CPOK FOAHOCTA.
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N3penns aBnaTCA U3LennsaMu ogHopasoBoro ncnosb3osaHna TEXHUWYECKOMY OBCYXWBAHUIO U
PEMOHTY HE MONNEXAT.

MPABUJTA YTUITN3ALUNN
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I'IepeBo,q AAaHHOIo TEKCTa chaenaHx MHOIf, nepeBofyYnKomMm ACTBaLI,aTprIH FeoprmeM

KoHcTaHTuHOBNYEeM. Tpe6OBaHMA K TEKCTY nepeBoja (MakCMManbHas TOYHOCTbH, FPamMoOTHOE
N3M0XEHNE) MHE PA3bACHEHbI.

noannchb

Poccuiickaa ®epepaums
"opog MockBa
Bocbmoro HosA6psa Age ThiCAYN ceMHaauUaToro roga

A, TecTtpeuoBa TatbAHa AHApPEEBHa, HOTapuye ropoi [neTen!
NOA/IMHHOCTbL NoAnucK nepesogunka ActeauatypaH MNeoprug Ko A os N"TEN
Moanuck caenaHa B MOEM MPUCYTCTBUMN.

JInyHOCTb NoAgNUCaBLLIErO JOKYMEHT YCTaHOB/EHA. i

3aperucTpmpoBaHo B peectpe: Ne

B3bICKaHO rocyAapCTBeHHOM NowAnHbl (No Tapudgy): 100 py6?196°1$"
Ynna4yeHo 3a OKasaHue yCnyr npaBoBOro u TexHU4eckoro xapaktepa: 200 py6.

I'I EL|AT|:> FIO,EI,FII/ICI: T.A. lNecTtpeuyosa

[MEYATD

Bcero NPOLHYpPOBaHO NnpoHyMepoBaHo
CKper/ieHo neyatbto)Y~( »1
nucra\os

HoTapuyc: I'IO,D,I'II/ICI:

Poccviickan depepauyia
'gpqn Mooea
Bocbloro  HOAGPA e ThICUM CELLALATONO raA

A MectpeLiosa TaTbaHa AHApeeBHa, Hiapuyc ropofa MockBbl,

CEH'LETeNbCTBYI0 BEPHOCTb KOMUM C NpefcTaBNeHHOT0 MHe Bcero npowHypoBaHo,
JOKyMeHTa. npoHymepoeaHo NckpenneHo
38PETVCTIVDOBAHO BPEECTE: N --oovseeneeees —A — n neyaTbio —

B36K6HO FOCYACTREHHO ML VHb | (IO TR )-rrrerenneeee orereeee rl<a —

YnrsurHi 3a.n ka” ve yoryT npasosoro A
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