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COOK®

MEDICAL

INSTRUCTIONS FOR USE

Bakri Postpartum Balloon

INTENDED USE

Used for temporary control or reduction of postpartum bleeding when conservative
management is warranted (see Instructions for Use).

CAUTION: U.S. federal law restricts this device to sale by or on the order of a
physician (or a properly licensed practitioner).

DEVICE DESCRIPTION

Table of conversions

Parameter  Conversion
13 Fr Jjnm
1Inch 25,4 inm

PERFORMANCE CHARACTERISTICS

Strength characteristics of the catheter:

Bond strength of components - not less than 15 N;
Tensile strength - not less than 81 MPa;

Relative elongation at break point - not less than 150%;
The maximum burst pressure - 81 atm (1200psi)

\ Strength charactcri.stics of the connecting tulx:
Bond strength of components - not less than 15 N;

Strength characteristics of the one-wav stopcock:
Force at break - not less than 50N;
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Bakri Postpartum Balloon (,1-sos-100500, 3 SOsrR-10050()>

J-SOS-100500

The Bakri Postpartum Balloon catalogue number J-SOS-100500 comes with a stopcock,
and Syringe 60 m.

The balloon catheter Bakri Postpartum Balloon is comprised oF a silicone tube with a
diameter of 24.0 Fr/ 8 mm and a length of 54.0 cm and a silicone balloon with a volume of
500 ml. Near the distal tip of the balloon catheter there are two sideports (for inflation and
deflation of the balloon) located opposite each other. The distal tip is rounded to a smooth
finish. A one-way stopcock is connected to an inflation adapter, which is located at the
proximal end of the catheter. At the proximal end of the catheter there is also sidearm for
deflating the balloon.
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The balloon catheter Bakri Postpartum Balloon, catalogue number J-SOSR-100500
comes with a one-way stopcock, a 60 ml syringe, a dual check valve, a connecting tube with
components for rapid installation, namely with an adapter and a cap. The connecting tube has
a diameter of 14 Fr/ 4.66 mm and a length of 180 cm.

The balloon catheter Bakri Postpartum Balloon is comprised of a silicone tube with a
diameter of 24.0 Fr/ 8 mm and a length of 54.0 cm and a silicone balloon with a volume of
500 ml. Near the distal tip of the balloon catheter there are two sideports (for inflation and
deflation of the balloon) located opposite each other. The distal tip is rounded to a smooth
finish. A one-way stopcock is connected to an inflation adapter, which is located at the
proximal end of the catheter. At the proximal end of the catheter there is also a sidcarm for
deflating the balloon.

Product C?;Sf;f ' C?r:rrllitrer Catheter Inflation
Catalogue . . Length Remarks
Diameter Diameter Volume (ml)
Number (cm)
Fr/mm mm
Tolerance +10% (x0,51) mm +10% +10%
J-S0OS-100500 24/8,0 6.2 54 500 100%silicone
material

With Rapid

J-SOSR-100500 24/8,0 6.2 54 500 Instillation
components

Scheme 1. (leneral V'iew of the Catheter Balloon Bakri Postpartum Balloon.

{tam meten ofthe Catheiei' Butloon Bakri Piistpartwn Balloon.

Length: A - 54cm (£ 2,0cm); B- 79cm (£ 2,0 mm); C-3,2 cm (+ 2,0 mm); D- 2,2 mm
(= 2,0 mm).
Diameter; E- 8,0 mm {* 0,51mm).

Scheme 2. The Proximal Side of the Catheter Balloon Bakri Postpartum Balloon.
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Parameters ofProximal Side ofthe Catheter Balloon Bakri Postpartum Balloon:

Length: J1- 5,21cm (+ 0.127 mm); B -.3,81 cm (+ 0.127 mm); C - 2,33 cm (£ 0.127 mm);
Diameter: D - 4,75 mm {- 0,51 mm); E- 8,0 mm (+ 0,51 mm).
Thickness of the catheter shaft: F- 0,0762 mm (£ 0,051 mm).

Parameters Adapter for Inflation at the Proximal End o fthe Catheter:

Diameter: D -5,334mm (+ 0,051mm); E-8,738mrn (x 0,051 mm);
Length: F-4,369 rnm (£ 0,061 mm); G -7,137mm (£ 0,051 mm); H -7,925 mm
(x 0,051mm).

wpr wgn win
1.778mm £ 0,051mm 19,863mm £0,051mm 1,575mm £0,051mm

Scheme 3. Distal Side of the Catheter Balloon Bakri Postpartum Balloon.
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Panuw.terx 0/ Halloon:
Length: A- 10,3 cm (£ 0.127 mm); B- 8,0 cm (£ 0.127 mm); C-7,9 cm (£ 2,0 mm);
D -3,2 cm (£ 2,0 mm).
E- 14cm (£ 2,0 mm).

Diameter: F- 3,0 mm (£ 1,0 mm); G - 4,0 mm (£ 2,0 mm); IT- 11 cm (x 4,0 mm);
1- 2,0 mm (x 1,0 mm).

Scheme 4. Dual Check Valve (only for J-S()SR-10()500).

&K

Parameters ofDual Check Valve:

l.ength: /1 -41mm; B - 22mm;

Parameters for RinitlSnan-on Marker:

Diameter: A- 5.537- 6.35 mm (x 0.127 mm);
Length: B- 6.35 mm (£ 0.127 mm).
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Parameters for Conneclins Tube:
Length: A - 180 cm (£10 mm).

Scheme 6. The Tip of Connecting Tube (only for J-SOSR-100500).

50’

Parameters for The Tip ofConnecting Tube:
Length: A - 33,6 mm (£ 0.127 mm); B - 19,7 mm (+ 0.127 mm); C- 9,6 mm (£ 0.127 mm);
D- 7,8 mm(x0.127 mm); E-1,2 mm (x 0.127 mm); F - 6,5 mm (z 0.127 mm).

Diameter: G- 17,8 mm (+ 0.127 mm); H- 7,3 mm (£ 0.127 mm); I - 5,0 mm (x 0.127 mm).

Bevel Angle - 30°
Bevel Angle -60°
Diameter- 03,0 mm

Bevel Angle - 30°

.Scheme 7. Adapter of Connecting Tube (only for J-SOSR-100500).

Parameters for Adapter ofConnecline Tube:

Diameter: A -1.829 mm (x0,127mra);

Page 6 of 21
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Length: B -17.145 mm (+ 0,127mm).

Scheme 8. One-Way Stopcock

Parameters for One-Way Stopcock:

Length; A -40.49 mm (£ 0.127 mm);

Inner Diameter: B - 2.49 mm (+ 0.127 mm);
Inner Diameter: C - 4.3 mm (x 0.127 mm);
Height of Handle: D- 18.001lmm (£0.127 mm).

Parameters ofLuer-Lock «Female»:

Diameter: A - 8.509mm (£ 0.127mm); B - 3.277mm (£ 0.127mm); C- 4.749mm

(£ 0.127mm).

Length: D - 7.62mm (+ 0.127mm); E- 7.137mm (+ 0.127mm); F- 1.397mm (£ 0.127mm);
G -7.366 mm (+ 0.127mm); H- 18.415 mm (+0.127mm); 1- 4.699mm (£ 0.127mm).

Parametersof of Lucr-Lock «Male»

Diameters: B - 3.937mm (x 0.127mm); C - 4.775mm (£ 0.127mm); D -- 3.048mrn
(£0.127mm).

E- 2515 mm (x 0.127mm).

Length: A - 19.761 mm (x 0.05 Imm).
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Syrirme Parameters:

Total scale divisions: major 10 mL, minor 1 mL

Scale length; There is a mark every 5 mL from 0 to 60 mL.

The total length of the scale to the nominal capacity mark is not less than 75 mm
Capacity scale tolerance: (£ 5%)

Syringe plunger activation force; 300 KPa (£ 5%)

Maximum length that the plunger c.xtends from syringe: 115 mm (this is not a

© ok w e

controlled measurement)
rip length: 8.75 mm

~

8. Diameter of the central hole of the tip- not less than 1.2 mm.
. Maximum “dead space”:0.20 ml.

10. Volume 60 mL (+ 5%)

11. The smallest outer diameter of the syringe tapered tip (cone):
3,925 - 3,990 mm

12. The largest outer diameter of the syringe tapered tip (cone):
4,270 - 4,315 mm
Thbe length of the outer tapered tip (cone) - not less than 7,500 mm
The length of the inner tapered tip (cone) is not less than 7,500 mm
External diameter of the lock - 8,0 (x 0,1) mm
The inside diameter of the lock is -7.0 (£ 0.1) mm
The maximum internal diameter of the external thread -
6.73 mm
External diameter of the external thread - 7.83 (+ 0/ -0.10) mm
Taper of 6%

INTENDED IJSE/INDICAT!ON FOR liSE;

Used for temporary control or reduction of postpartum bleeding when conservative
management is warranted

» Arterial bleeding requiring surgical exploration or angiographic embolization
» Cases indicating hysterectomy

* Pregnancy

e Cervical cancer

¢ Purulent infections in the vagina, cervix, or uterus
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e Untreated uterine anomaly
« Disseminated intravascular coagulation
« A surgical site that would prohibit the device from effectively controlling bleeding

POTENTIAL ADVERSE EVENTS:

»  Fitting separation
« Balloon rupture/separation
e Improper drainage

COMPLICATIONS:

» Tissue damage/trauma from balloon placement

« Uterine rupture from balloon over-inflation

» Concealed bleeding from obstructed drainage

» Bleeding continuing from inadequate tamponade
Loss of tamponade from balloon rupture

INSTRUCTIONS FOR USE

IMPORTANT; Prior to transvaginal or transabdominal placement of the catheter
balloon Bakri Postpartum Balloon, the uterus should be free of all placental fragments,
and patient should be evaluated to ensure that there are no lacerations or trauma to the
genital tract and that the source of the bleeding is not arterial.

Transvaginal Placement

Determine uterine volume by direct examination or ultrasound examination.

2. Insert the balloon portion of the catheter into the uterus, making certain that the entire
balloon is inserted past the cervical canal and internal ostium.

3. Place an indwelling urinary bladder Foley catheter at this time, if not already in place,
to collect and monitor urine output.

Transabdominal Placement, Post-Cesarean Section

1 Determine uterine volume by direct examination.

2. From above, via access of the cesarean incision, pass the tamponade balloon, inflation
adapter first, through the uterus and cervix.
NOTE: Remove the one-way .stopcock to aid in placement and reattach prior to
filling balloon.

3. Have an assistant pull the shaft of the balloon through the vaginal canal until the
delated balloon base comes into contact with the internal cervical ostium.

4. Close the incision per normal procedure, taking care to avoid puncturing the balloon
while suturing.
NOTE: Ensure that all product components are intact and the hy.sterotomy is
securely sutured prior to inflating the balloon. If clinically relevant, the abdomen may
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remain open upon inflation of the balloon to closely monitor uterine distention and
confirm the hysterotomy closure.
NOTE: Ifclinically relevant, a B-Lynch compression suture may be used may in
conjunction with the Bakri Postpartum Balloon.
Balloon Inflation.
With Syringe
WARNING: Always inflate the balloon with liquid. Never inflate with air, carbon
dioxide or any other gas.
WARNING; The maximum inflation is .00 ml. Do not overinflate the balloon. Over
inflation of the balloon may result in the balloon being displaced into the vagina.
NOTE: To ensure that the balloon is filled to the desired volume, it is recommended
that the predetermined volume of fluid be placed in a separate container, rather than
relying on a syringe count to verity the amount of fluid that has been instilled into the
balloon.
Place an indwelling urinary bladder Poley catheter at this time, if not already in
place, to collect and monitor urine output.
Using the enclosed syringe, begin filling the balloon to the predetermined volume
through the one-way .stopcock.
Once the balloon has been inflated to the predetermined volume, confirm
placement via ultrasound.
NOTE: See Fig. 1 for proper placement.
If desired, traction can be applied to the balloon shaft. In order to main tension,
secure the balloon shaft to the patient’s leg or attach to a weight, not to exceed
500 grams.
NOTE: To prevent displacement of the balloon into the vagina, counterpressure
can be applied by packing the vaginal canal with iodine- or antibiotic-soaked
vaginal gauze.
Connect the drainage port to a fluid collection bag monitor hemostasis.
NOTE: To adequately monitor hemostasis, the balloon drainage port and tubing
may be flushed clear of clots with sterile isotonic saline.
Monitor the patient continuously for signs of increased bleeding and uterine
cramping.
Balloon Inflation
With Rapid Instillation Components
See Figs. 2-8,
NOTE: Ultrasound should be u.sed to confirm proper placement of the balloon
once the balloon is inflated to the predetermined volume.

Balloon Removal

NOTE: The timing ofballoon removal should be determined by the attending

clinician upon evaluation of the patient once bleeding has been controlled and the

patient has been stabilized, 'fhe balloon may be removed sooner upon the

clinician’s determination of hemostasis. The maximum indwell time is 24 hours.
Remove tension from the balloon shaft.

2. Remove any vaginal packing.
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3. Using an appropriate syringe, aspirate the contents of the balloon until fully
deflated. The fluid may be removed incrementally to allow periodic
observation of the patient.

NOTE; In an emergent situation, the catheter shaft may be cut to facilitate
more rapid deflation.

Improper Placement Proper Placement onitor

patient for signs of bleeding.
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J-§0S-100500, J-SOSR-100500

Device Component

Bakri Postpartum
Balloon

Syringe, volume 60 ml

J-SOSR-100500

Device Component
Connecting Tube

Pae 13 of 21
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:Name o f Material

Shaft:

Silicone; Dow Coming Q7-4780
iAdapter:

Silicone; Dow Coming Q7-4850
Adhesive Adapter:

'Nusil Med-2000

Adapter for Inflation:
Polyamide b No m10040

Balloon;

Silicone; LH 3003/20

Adhesive of Balloon;

Nusil Med2-4213

One-Way Stopcock

Handle:

jHigli Density Polyethylene;

iPurell GA7760

'‘Blue Colorant; PR-149

iBody;

'Polycarbonate Ne 80020

Barrel:

Polycarbonate js 80020

Plunger:

Polystyrene FIYPAK PR3ML PSTYR
Stopper:

thlorubiitvl Natural Rubber BD STOPPER

jName of Materia)
Tubing:
Vinyl Non-Radiopaque; Ne11160

Non-Vented Spike:
Acrylonitrile Butadiene Sty'renc:
Hsiadiene 1640 AS Bianco 1306

Adhesive:
ILoctite 4011

iVented Cap for Spike:
Low Density Polyethylene : 9002-88-4 R.iblene

Adapter of the Connecting Tube:
Polyamide 66
Red Clariant 00058497

IDual Check Valve:

IPolycarbonate; 103598-77-2
Swivel Nut:

Eastar Copolyester; DN0O03 Natural
Rigid Snap-On Marker:

Patient Contacting

Direct Contact

Indirect Contact

Patient Contacting
Indirect Contact



Polyvinylchloride PVC 7020
Red Colorant: Ne RS-7

PACKIN'G INFORMATION,

Component Name of Material Patient Contacting

Packaging Paper packaging part: Indirect Contact
medical paper TYVEK: 1059B

Tray: Polietilentereftalat glikol W/GLIDHX

Film pail of the package:

Polyethylene; Mangar

PACKING rN'FORMA riON.

Surface density from 50 to 80 (+ 2) g/m2

Tensile strength - Tensile strength not less than 0.4 kN/m

Strength of the welded joint - Strength of the weld at least 0.12 MPa
Width of welded Joint - Width of adhesive layer not less than 8 mm

PERFORMANCE CHARACTERISTICS

Products mentioned in this Technical data summary arc stable under vibration loads in the
range 10-55 Hz, amplitude displacement of 0.15 mm.

Products mentioned in this Technical data summary, in packaging are stable under vibration
loads in the range 10-55 Hz, amplitude displacement of 0.35 mm and shock loads at peak
acceleration of 100 m/ s2 (10g), and duration of .shock acceleration of 16 ms.

Products mentioned in this Technical data summary are stable at temperatures in the range of
+32to+42 “C.

Products mentioned in this Technical data summary, in packaging are stable at a
tran.sportation and storage temperature in the in the range o f-50 to + 50 ” C.

Products mentioned in this Technical data summary are stable under sudden changes in
temperature.

Products mentioned in this Technical data summary are supplied in sterile packages, do not
attempt to clean, disinfect or rc-sterilize.

COMPLIANCE WITH RELEVANT RE(a)l. ATIONS AND TECHNIC AL
STANDARDS

Cook Incorporated manufactures all medical products in accordance with Medical Devices
Directive 93/42/EEC.

Pege 14 of 21
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Cook Incorporated manufactures all medical products in accordance with the United Stales
Food and Drug Administration (FDA) Quality System Regulations, 21 CPR Part 820, Quality

System Regulations.

All of Cook facilities are also certified to 1SO 13485 (2003/2012) Quality Management

System.

WARRANTY

An authorized representative of the manufacturer in the territory 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.

The manufacturer guarantees the operability and preservation of the sterility of the devices

during the entire shelf life (3 years from the date of manufacture indicated on the package),
under the storage conditions.

These devices are intended for single use and are sterile if the package is not opened or
damaged. Do not use the device if there is any doubt that it is sterile.

DELIVERY INFORMA ITON

The products are delivered in separate individual packages with instructions for use. Fhey are
placed in corrugated cardboard boxes, on which on the sides or along the perimeter on the
agricultural control, tape.

PACKAGING PARAMETERES

RPN Heiebt, cm Width, cm Weight, g

Tolerance +10% +10% +10%

J-50S-100500 50,8 20.3 183

J-SOSR-100500 50.8 20.3 216
SHELF LIFE

The “use by” date as denoted by symbols on the labeling. The shelf life is shown by
indication the time of manufacture (factory symbol) to the staled expiration date (hourglass

symbol). The difference between both dates is the shelf life.

Bakri Postpartum Balloon have a three (3) year shelf life.

Pece 15 of 21
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STERILZATIQN DETAILS

Cook Incorporated sterilizes devices using a validated ethylene oxide (EtO) method to a SAL.
(sterility assurance level) of 10-6. EtO was the sterilization method selected for these devices
as it is effective and docs not alter the physical properties of the device, EtO product
sterilization is addres.sed in Cook Incorporated’s Quality System Procedure, QSP18

(Sterilization) and Cook Incorporated is certified as compliant with 1SO 13485:2003 and EN
ISO 11135-1:2007.

STORAGE RULES

The catheter balloon Bakri Postpartum Balloon should be stored in a dark, dry, cool place;
avoid extended exposure to light.

TRANSPORTATION RULES

Transportation shall account for the type of transportation employed, the destination, the
vendor used for transportation and an estimation of the frequency and harshness of any
handling required during transportation.

USAGE CONDITIONS

The catheter balloon Bakri Postpartum Balloon are used in the patient care medical
institutions.

POTENTIAL CONSUMERS

The device is intended for use only by qualified specialists who have been trained in
procedures for stopping postpartum uterine bleeding.

PACKAGING
J-SOS-mO05fl0; is supplied in individtial packaging:

The Catheter Balloon Bakri Postpartum Balloon, Diameter 24 Fr, Length of 54 cm -Ip.
One-Way Stopcock - Ip.

Syringe Volume 60 ml-Ip.

Instruction for Use-Ip.

.)-SOSR-I(W500: is supplied in individual packaging:

The Catheter Balloon Bakri Postpartum Balloon, Diameter 24 Fr, l.ength of 54 cm-Ip.
One-Way Stopcock - Ip.

Syringe Volume 60 ml. - Ip.

Dual Check Valve - Ip.

Connecting Tube, Diameter - 14.0 Fr, length 180 cm-Ip.
Instruction for Use - Ip.

TRANSPORTATION LABELLING

Page 16 of 21
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The catheter balloon Bakri Postpartum Balloon is supplied in the individual packages which
are placed in corrugated boxes with sealed with control tape. Transport boxes show the
following information: dimensions of the box. unique bar-code, Cook Medical logo and the
following symbols:

symbol for ”Fragile”

symbol for”temperature limitation”

"f. symbol for ”Keep dry”

LABELLING

The catheter balloon Bakri Postpartum Balloon is .supplied in the individual packaging, which
should show no signs of damage or opening. Upon detecting the bend.s, breaks and other
defects the device cannot be used.

The label of the device shows the following device parameters:

- company-manufacturer name and manufacturing address;
- address of the EU representative;

* marking "‘For specialists only”;

- medical device name;

- pan number;

- serial number (LOT);

- parameters and general device drawing;

- symbol about CE certification;

- symbol on sterilization;

- symbol on reusability;

» manufacturing date;

- symbol for keep away from sunlight;

- symbol for keep dry;

- bar-code;

- shelf life;

- symbol for “Consult Instruction for Use”

esymbol for caution “Attention, see Instructions for Use”

Label
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Catheter
Balloon Bakri
Postpartum
Balloon
(J-SOS-100500)
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Catheter CoOK MIOICHL
Balloon Bakri
Postpartum

Balloon
(J-SOSR-100500)

Bakri Postpartum Balloon
With Nepid Instillation Components

lais J SOSR-100500
05B 024237
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AGREED LABEL LAYOUT

It is provided by an authorized representative of the manufacturer in the territory’ of the
Russian Federation, fhc layout of the iabel is applied in the form of a sticker (as an addition
to the main label). It includes information about device non-toxicity and the non-use of the
product in damaged packaging.
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Product | Label Layout

Catheter
Balloon Bakri J-S0OS-100500

Postpartum

Balloon .
KateTep 6annoHHbIli Bakri Postpartum Balloon

(3-SOS-100500)
MpoussoauTens:

Cpok rogHocTu: Maptnsa:

Per.ya.:

Mmnoptep 3A0 “UJAP Ten: (495) 956-13-09

NON-TOXIC
Catheter
Balloon Bakri J-SOSR-100500
Postpartum
Balloon

KateTep 6annoHHbIn Bakri Postpartum Balloon
(3-SOSR-100500)
MponssoguTens:

Cpok rogHocCTH: MapTtunsa:

Peryp..

MmnopTep 3A0 'LLIAT Ten (495) 956-13-09

NON-TOXIC

REPAIR/MAINTENANCR

The catheter balloon Bakri Postpartum Balloon are single use only, do not attempt to
repair, carry out maintenance or reuse.
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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 'Sanitary-epiderniologieal
requirements foiiJje treatment of medical waste". Risk class of medical waste; class B.

on
Regulatory Affairs Manager Date
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MepeBOn C aHIMNCKOrO A3blka Ha PYCCKUIA A3bIK

CEKPETAPb WLITAT
WTAT MHOANAHA

KoHHu JToycoH
CekpeTapb Wwtarta

ANOCTUNb
(Faarckass KoHBeHUUS OT 5 okTabpsa 1961 ropa)

1 CrpaHa: COEAVHEHHbLIE WTATbI AMEPUKW

JaHHblli Ny6NNYHbIA OOKYMEHT
2 6bin nognucaH: OxoHaTtaH Jlbto

3 BbICTynawLwmmM B KayecTBe: Ny6/IMYHOTO HOTapuyca OT UMEHU U NO NOPYyUYEHUIO
okpyra MoHpo
4. HoCUT NevyaTb: NY6ANYHOro HOoTapuyca OT UMEHM M NO NOPYYEHUI WTata

3aBepeHo
5 BT. MHAnaHanonuc, HanaHa

6. ueTBEpTOE OKTA6pPsS 2018 T.

7. Cekpetapem LWTata MHanaHa

8 3a Homepom: Ne A2018-1004102934

9 lMevartb: MevaTe WTata MHAnaHa

10. Mognuck: (KoHHK JToycoH, cekpeTapb wTtata NHanaHa)

LeiictButensHble ¢ 1 masa 2003 roga, Bce anoctunmn CekpeTapsa wTtaTta NHanaHa
OOMMKHBI UMETb 3/IEKTPOHHYIO Mneyatb.
LOKYMeHT 6bis1 npocmoTpeH 17 mapTta 2012 r.
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Ha pupmeHHom 6naHke COOK

CEPTUPUKALIMMIOHHOE 3AABJIEHVE

Kak oTBeTCTBEHHbIN nNpepctaButens Cook Incorporated, HacToAWMM A NOATBEpPXAal0,
4yTo NpUaraemMblii LOKYMEHT ABNSAETCA aKTya/lbHON Bepcuell MHCTPYKLUK Mo
npumeHeHnto ana «Kartetepa 6annoHHoro Bakri Postpartum Balloon».

/Mognucb/
Kpuc Besepc
MeHeaxep No BonNpocam perucrpayuu
Cook Incorporated

LWraTt HgnaHa
Oxpyr MoHpoO

MognucaHo 1 3aBepeHo B MoeM npucyTcTtBun 3 okTsa6ps 2018 roga.
Mon noniHOMounsa mnctekatoT 30 HOAGpA 2022 T.

/Mopnuce/ J)xoHaTaH J1bto

[xoHataH J1bto
My6nnyHbIn HoTapuyc, WTaT MHanaHa
OKpyr MoHpo

CpoK JeicTBnA MOen NNLEH3NN UcTeKaeT
30 Hosabps 2022 roga
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Jhronn KomnaHum Cook Medical

MHCTPYKUWMA MO NMPUMNHEHWNIO

KarteTep 6annoHHbIN Bakri Postpartum Balloon

NPEAYCMOTPEHHOE NMPUMEHEHWE

Vicnonk3yeTes Anst yMeHbLUIEHWS NOCNEPOJ0BOI0 KPOBOTEUEHMS NMOCPEACTBOM AaBNEHNS

MPEAYTIPEXXOEHVE: depepanbHoe 3akoHogaTesibcTBo CLLA paspeLuaeT npogaxy
JTOA NPOAYKLUMN TONbKO MEANLUHCKUM paboTHUKaM MK NO KX 3aKasy (M1 No 3aKasy
NPaKTUKYIOLLKMX Bpayeil C COOTBETCTBYHLLEN NINLEH3NEN).

OMCAHME y cTpoiicTea

Taa nepecyéTa enHULL, M3MePeHUA

[l meTp" [Mepecuér
BFH 1mm
1a0im 25,4 Mm

SKCIMNYATAUNOHHBIE XAPAKTEPUCTUKN

[MpOYHOCTHBE XapaKTEPUCTUKN KaTeTepa:

Mpo4HOCTL COEAMHEHNSA COCTaBHbIX YacTeil - He MeHee 15 H;
YenoBHasA NPOYHOCTb MPU PacTsXKeHUU - He MeHee 8,1 MITa;
OtHocuTensHoe YANMHEHWE NMPU paspbiBe - He MeHee 150 %;
MakcmmaribHoe aBieHune paspbisa - 81 atm (1200 psi);

|| MpOYHOCTHLE XapPaKTEPUCTUKN COELUHUTENIbHON TPYOKM:
MPOHHOCTL COEAMHEHNSA COCTaBHbIX YacTel - He MeHee 15 H;

MPOYHOCTHLE XapaKTEPUCTUKIN OHOX0A0BOr0 KpaHuKa:
: Yowre Ha n3nom- He meHee 50 H;
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Katetep 6annoHHbIN Bakri Postpartum Balloon (J-$0S-100500. J SOSR-100500)

O [IPLLLL1 iimmimiifflii
%V

BLLIAP

J-50S-100500

Karetep 6an110HHbIA Bakri Postpartum Balloon, Homep no katasiory J-SOS-100500,
MOCTaB/FETCA C OIHOXOA0BOW KPaHMKOM W LLnpuuem, 06bemom 60 M.

Karetrep GannoHHbIi Bakri  Postpartum Balloon coctouT 13 CUIMKOHOBOW TPY6KM
Jeavetpom 24,0 Fr/8 MM gnnHoin 54,0 cM M CUIMKOHOBOIO 6GannoHa, 06bemMoM 500 M.
PAooM ¢ AUCTaTbHbIM KOHLLOM 6a/1I/IOHHOr0 KaTeTepa HaxofAaTca ABa O60KOBbIX nopta (4ns
ALY 1 fednaumm 6anioHa), pasMeLLeHHble HaNpoTUB Apyr Apyra. QucTanbHbIA KOHeL,
3aKPYTeH 1 IMEET TNafKyro NoBepXHOCTb. OLHOXOL0BON KPaHWK COeAMHSETCA C afanTepoM
AR VHQIAUMKM, KOTOPbIA HaxoamuTCs Ha MPOKCUMOSIbHOM KOHLUE KaTeTepa. Takke Ha
MPOKCVMA/IbBHOM KOHLIE KaTeTepa MMeeTCs OTBETBNeHWe 4ns aednsuymmn 6anioHa.

Crperp 2 w3 22
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J-SOSR-100500

Karerep 6annoHHbIn Bakri Postpartum Balloon, Homep no katanory J-SOSR-100500,
MOCTABMETCA C OAHOXOA0BbIM KPaHWKOM, LnpuueM, o6beMom 60 mA, ABOMHLIM 06paTHbIM
KmaraHoM, COeIMHNTENbHON TPYOKOW C KOMMOHEHTaMK 151 ObICTPOI YCTaHOBKM, a UMEHHO C
aArmepoM M HakKoHeYHVKOM. CoefuHWUTeNbHas Tpybka umMeet guvameTp 14 Fr/4,66 mm n
AvHy 180 cwm.

Karerep 6annoHHbIA  Bakri  Postpartum Balloon cocToMT M3 CU/IMKOHOBOW  TPYOKM
vavetpom 24,0 Fr/8 mm gnvHoit 54,0 cM 1 cunnkoHoBoro 6annoHa, o6bemom 500 M.
Piopvi ¢ gncTasibHbIM KOHLLOM Gan/ioHHOro KaTeTepa HaxoAsaTcst Aa 60KoBbIX nopta (4
VHRLW 1 fedhnaummn 6anioHa), pasMeLLeHHble HaNpoTuB Apyr Apyra. AncTanbHbIil KOHeL
38KOYTTEH U IMEET TIafiKyH0 NMoBepxXHOCTb. OAHOXOL0BOW KpaHUK COeAMHAETCS C aAanTepoM
A VHQIALAY, KOTOPbIN HaxoAMTCA Ha MPOKCUMONBHOM KOHLE KaTeTepa. Takke Ha
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Cxema 1. O6wuii Bug Katetepa 6annoHHoro Bakri Postpartum Balloon.

MapameTpbl KaTeTepa 6arvioHHoro Bakri Postpartum Balloon:

OwHa: A- 54cm (2,0em); B- 7,9cem (22,0 mm); C- 32cem (£2,0mm); D- 2, 2 mm (£
20Mw).

vavetp: E- 8,0 Mm (z 0, 51 Mm).

N Ceva2 MNpokcmanbHasa ctopoHa KateTepa 6amioHHoro Bakri Postpartum Balloon.

A HpavETbI MPOKCMarbHOM CTOPOHbI KaTeTepa 6anioHHoro Bakri Postpartum Balloon.
I Qu A-21 cm (£ 0,127 mv); B- 3,81 cm (£ 0,127 mm); C- 2,33 cm (x 0,127 mm);
Oavemp D- 4,75 mm (£ 0,51 mwm); E- 8,0 mm (£ 0, 51 mm).
TowyraTpyokm katetepa: F- 0,0762 mm (x 0,051 Mm).
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HAH L‘Bl’ llC’l
1778w + 0,051mMMm 19,863mm + 0,051Mm 1,575mMMm +£0,051MMm

Cemva 3. uctanbHas ctopoHa KaTteTepa 6anioHHoro Bakri Postpartum Balloon

Mapave bl 6anioHa:

OJwa A- 103 cm (£ 0,127 mm); B- 8,0 cm (£ 0,127 mm); C- 7,9 cm (£ 2,0 mm); D - 3,2
aM(x2,0 Mv).

E-l4cm (£ 2,0 mm).

vaverp: F- 3,0 Mm (= 1,0 vm); G- 4,0 Mm (= 2,0 mm); H- 11 cm (£ 4,0 mw);
1-2,0 mm (= 1,0 Mm).

Ceva4. [1BoiiHoI 06paTHbI KnanaH (Tonbko ansa J-SOSR-100500)

CrpaHuua 5 ns 22
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MapameTybl ABOMHOIO 06paTHOMO KnanaHa:
OwvHa: A -41 mm; B -22 mwm;

MapaveTpbl MapKepa >KecTKON dimKcanni:
vavetp. A-5,537-6,35 mm (£ 0,127 Mm);
Owra: B - 6,35 mm (£ 0,127 mm).

Cevas. CoeanHuTeNbHas Tpyoka (Tonbko anst J-SOSR-100500).
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MapaveTpb! HAKOHEYHMKA COeANHN T €NIbHON TPYOKK:

Owra: A- 33,6 mm (= 0,127 mm); B - 19,7 mm ( 0,127 mm); C- 9,6 mm (x 0,127 mm); D
78wmm (£0,127 mm); E -1,2 mm(£0,127 mm); F - 6,5 Mm(£0,127 mMm).

vaverp: G - 17,8 mm (20,127 mm); H - 7,3 mm (20,127 mm); |- 5,0 mm (20,127 mwm).

yranckoca -30°
yran ckoca - 60°

aveTp- 03,0 mm
yranckoca -30°

Ceva 7. AganTtep coeanHNTENbHOM TPYOKK ( Tonbko Ana J-SOSR-100500).

--- B u

MBpavETPLl a4anTepa CoeAnHUTENbHOW TPYGKM
| vaverp: A - 0.072 groinva/1.829 mm (£0.005 arorima/0,127Mm);
Owe B- 0.675 groima/17.145 mm (+0.005 atoiima/0,127Mm).

Gawa8. O4HOX0A0BOV KpaHUK.

Crperp 7 13 22
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PykosiTKa KpaHuKa

CoefimHeHue Jltoap-J/lok «Female» CoepnuHeHwue Ntoap-/lok «Malex»

MapaveTpbl O4HOX040BOI0 KpaHMKa:

OwHa: A - 40,49 mm (x 0,127 Mm);

CoeaymHeHve J1toap-J1ok «Malex:

BHyTpeHHWIA gnameTp: B - 2,49 Mm (z 0,127 mm);
CoeayHeHve JTo3p-J10K «Femalex:

BHyTpeHHuiA grnameTp: C - 4,3 Mm (£ 0,127 MM);
Boicora pykosaTku: D - 18,001 mm (+ 0,127 mm).

LUl TMapamveTpb! JTro3p-Slok«Femalex:
vavetp: A - 8,509 mm (x 0,127 mm); B- 3,277 mm (£ 0,127 mm); C - 4,749 mm (£ 0,127
MV).
Owra: D - 7,62 v (£ 0,127 mm); E - 7,137 mm (x 0,127 mm); F- 1,397 mMm (£ 0,127 mwm);
0-7,366 mm (x 0,127 mm); H - 18,415 mm (% 0,127 mm); 1- 4,699 mm (x 0,127 mm).

MapameTpb! ST103p-J10K «Malex:
Ovavetpbl: B - 3,937 mm (= 0,127 mm); C - 4,775 mm (£ 0,127 mm); D - 3,048 mm (£ 0,127
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MapameTpbl LWNynma:

O6wasn LueHa aeneHns: 6onblioe 10 mn, manoe 1 mn
OnnHa wkanbl: Yepes kaxaple 5 mn ot 0 go 60 mn.
O6was AnHa WKabl 4O OTMETKN HOMWHA/IbHON BMECTUMOCTU- He MeHee 75 MM
HanbonbLiee oNyCTUMOE OTKIOHEHME LWKanbl: (£ 5 %)
Cuna aktuBaumu nopwHsa wnpuua: 300 KMa (x 5 %)
MakcumanbHas gMHa BbIXoa NopLUHA 13 wnpuua: 115 mm (He aBnseTcs
KOHTPO/MPYEMbIM NapaMeTpom)
7. [AnvHa HakoHeYHuKa: 8,75 MM
8. [nameTp LIeHTPa/IbHOro OTBEPCTUSA HAKOHEYHNMKA - HE MeHee 1,2 MMm.
9. MakcumanbHoe "MepTBOe NpocTpaHcTBo™: 0,20 Mn
10. O6bem 60 Mn (£ 5 %)
11. inameTp Masioro 0CHOBaHWNA Hapy>XHOro KOHyca:
3,925 - 3,990 mm
12. AnameTp 601bLIOr0 OCHOBAHWSA BHYTPEHHErO KOHYCA:
4,270-4,315 mMm
13. lnnHa Hapy>XHOro KoHyca - He meHee 7,500 Mm
14. invHa BHYTPEeHHero KoHyca - He meHee 7,500 mm
15. BHewHwin gnameTtp 3amka - 8,0(x0,1) mm
16. BHyTpeHHUI agnameTp 3amKa-7,0(x£0,1) mm
17. MakcMMa/ibHbIA BHYTPEHHUI AMaMETP HapY>XHOIN pe3bobl -
6,73 MM
18. BHELUHWI1 AnameTp Hapy>XHoI pe3bbbl - 7,83(+0/-0,10) Mm
19. KoHycHocTb 6%

o oA WD

NMPEAYCMOTPEHHOE NMPUMEHEHUME/MOKA3AHWA K NCIMOJIb3OBAHUIO:

MeanLMHCKOE YCTPOICTBO UCMONb3YETCs /11 BPEMEHHOTO KOHTPO/S UM COKPALLIEHMS!
MOC/IePO0BOr0 KPOBOTEUEHNS B CllyUae He3(h(EKTUBHOCTN KOHCEPBATMBHOIO fieYeHNs

MPOTMBOINOKASAHINA:
ApTepranbHoe KpoBOTeUeHNE, TpedytoLLee NPOBeAeHNs XUPYPrMYeckoro

ncenegosaHua, nnn aHFI/IOFpa(pI/I‘-IeCKaFI 3M60ﬂ|/|3aL|,VIFI
KnnHnyeckne cnydyam ¢ nokasaHuem rmcTepaKToMumm
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* bepemeHHOCTb

e PaK LLEeKM MaTKm

e [HOWHbIEe NMH(EKLUMI BO BNaranuLle, LLenKe MaTku unm yprepe
e HenponeyeHHble NaTOMOMNN MaTKK

e [IMccCeMMHMPOBAHHOE BHYTPUCOCYANCTOE CBEPTbIBaHME

e MecTO XMpyprMyeckoro BMeLlaTeIbCTBa, NPensTCTBYoLee ADHEKTBHOMY
KOHTPO/IKO YCTPOCTBOM KPOBOTEUEHNS

BO3MO>XHbIE HEXXENNATEJIbHbIE ABJIEHUNA:

» Pa3benHeHMWe fgeTanein
» Pa3pbIB/oTCOEAMHEHME GaINOHa
* HeHagnexauwas fegnsyms

OCNOXHEHWNA:

 [MoBpexzaeHve TKaHei/TpaBMa OT pa3meLLieHNs GannoHa
 Pa3pblB MaTKM Npu Ype3MepHoi MHPNALMKN BannoHa

» CKpbITOE KPOBOTEYEHME MPW 3aTPYLHEHHON aednauum
 [pofomkeHne KPOBOTEYEHUA NPU HEOCTaTOUYHOMW TamnoHaze
* YTpara TamnoHafbl Npy pa3pbiBe 6asnoHa

» CKorneHue CrycTKoB KpoBu

e OHAOMUOMETPUT

» PaHeBas nHpekuns

* Jlnxopagka

MHCTPYKI no NCIMOJIbSOBAHWIO

BAXXHO: Mepep TpaHcBarnHabHbIM UM TPaHCabao0MUHaIbHbIM pa3MeLLIEHNEM
KateTepa 6annoHHoro Bakri Postpartum Balloon maTka gosikHa 6bITb cBO60AHA OT
BCEX MaLeHTapHbIX (PParMeHTOB; TaKXXe C/leAyeT NPOBECTU OCMOTP MaUMeEHTKN,

i 4YTOObI Y6ANTLCS B OTCYTCTBUM YTO PBaHbIX paH Uav TpaBM MOJOBbIX NYTeN, a Takke
B TOM, YUTO UCTOYHUNK KPOBOTEYEHUS He MMEET apTepuasibHOe NPOUCXOXAEHME.

TpaHcBarnHasibHoe pasmeLleHne

1 OnpegenstoT 06beM MaTKX NyTeM NPSIMOr0 UM YNbTPasByKOBOro 06C/eA0BaHNS.

2. BcTaBnsOT GanoHHYIO YacTb KaTeTepa B MaTKy, Y6eAMBLUMChL B TOM, YTO BECh
6annoH BCTaB/EH 3a Npe/es/bl KaHana ek MaTK/ 1 MaTOYHOro 3eBa.

3. B TO e Bpems pasmeLLatoT KateTep dones, BCTaB/sS €ro B MOUEBOW My3blpb, ECNN
ero He pasMecTW/M paHee, C Lie/bio cbopa U KOHTPONS Anypesa.

Tpcha6,q0M|/|Haanoe pasMeLleHnE Nocsie KecapeBa CeHEHNA

1 OnpegenstoT 06beM MaTKK MyTem NPoBeeHUst NMpsIMOro 06c¢/e0BaHus.
2. CBepxy, uepe3 JoCTyn K KeCApeBOMY CEUEHMIO, Yepe3 MaTKy W LKy MaTKu
MPOBOASAT TaMMOHA/HbIA 6aNNoH, a Nepes HAM - afanTep Ans UHQASLMUK,

CtpaHuuya 10 ns3 22
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MPUMEYAHWE: [na obnerdyeHns pasmeLLeHns CHUMUTE C KaTeTepa

O[HOX0L0BOW KpaHUK ¥ NOBTOPHO MPUCOEANHUTE ero 40 HanosIHeHMs 6anioHa.

3. Mcnonb3yinTe NOMOLLb acCUCTEHTA NMPY NPOTArMBaHUN TPYOKKN GannoHa yepes
BarmHasIbHbIN KaHai [0 TexX Nop, NoKa OCHOBaHWE CAYTOro 6aiioHa He nNponaet
CKBO3b 3€B MaTKW.

4. 3akpouTe paspe3 C NPUMEHEHNEM CTaHAAPTHOM Npoueaypbl, YTOObI M36eXxaTb
nepcgopaumm 6anoHa NPy HaT0XKEHNN LLIBOB.

MNMPUMEYAHWME: Y6eauTtecb B TOM, UTO BCE KOMMOHEHTbI MEANLIMHCKOIO

YCTPOMNCTBA HE MOBPEXAEHbI U TUCTEPOTOMUSA HafeXXHO YLIWUTA nepes HDASLMen

6annoHa. Eciv KNMHMYeCK YMeCTHO, 6PHOLLIHAA MOIOCTb MOXKET 0CTaBaTbCs

OTKPbITOW MW pa3gyBaHUKn 6anioHa ¢ Lenbto TLATeNbHOr0 KOHTPO/SA PacTHKEHNS

MaTK/ U NOATBEPXKAEHUSA 3aKPbITUSA TMCTEPOTOMUMN.

MNMPUMEYAHWE: B cnyyae KNMHWYECKON LienecoobpasHOCTU, B COUETAHNMN C

KateTepom 6annoHHbIM Bakri Postpartum Balloon MoXeT 6bITb MCMOMb30BaH MOXET

KOMMPECCUOHHbII LIOB M0 B-JTMH4y.

Pa3nyB 6annoHa.

C ucnonb3oBaHWeM LINpULa

MPELYMPEXXOEHWE: Bo Bcex cnyyasx HanosHsAnTe 6a1/oH XMAKOCTbHO.

Hukoraa He HanonHAKTe 6a1/10H BO3AYXOM, YINEKUC/bIM ra3oM Un NobbIMK

LpYyrvMu rasamu.

MNPEAYMNPEXAEHWE: MakcmabHbIil 06beM HanonHeHUs coctasnseT 500 M.

He HanonHsinTe 6ann10H 605ee ero MakCUManbHOro oobema. YpesvepHoe

Haro/siHeHvie 6anioHa MOXKET MPUBECTM K ero MUrpaLMmn BO Bnaraivle.

MNMPUMEYAHWME: [ns 3anofHeHUs 6anioHa Haanexatimm 06beMOM XMUAKOCTH

PEKOMEH/YETCA NOMECTUTH 3aJaHHbI 00bEM XXMAKOCTW B OTAEMbHbIA KOHTEHep, He

nonarasch Ha rpafyvpoBKy LUNpULA NPU pacyeTe KONMYeCTBa XXUAKOCTH, BBOAVMON

B Ga//IOH.

1 B T0 Xe Bpems pa3meLlatoT Katetep Poses, BCTaB/sAS ero B MOYEBO My3bIpb,
eC/I1 ero He pasmMecTUIN paHee, C Leblo coopa MOYM 1 KOHTPONSA Anypesa.

2. Wcnonb3ys npunaraemblii LWNPUL, HAYHWUTE 3aNONHATL 6a/I/IOH Yepes
O[HOX0[0BOW KpaHWK [0 3a4aHHOro obbema.

3. Tlocne BBefeHWsA B 6a//IOH 334aHHOr0 06bema XMAKOCTY MOATBepAUTe
NPaBW/IbHOCTb €ro pasmeLleHns NpoBeAeHNeM YTbTPa3BYKOBbIX UCCef0BaHNA.
NMPNMEYAHWE: lNpaBunbHoe pasMmeLleHne NokKasaHo Ha pucyHke 1

4. TMpun HeoBX0AMMOCTM MOXKHO MOTAHYTb 3a TPY6KY 6annoHa. Mocne JOCTUKEHNS
NpaBWIbHOIO pasMeLLleHns NpUKpenuTe TpyoKy 6anioHa K Hore nauyeHTa um
NPUNPUCOeAMHUTE ero K Becy, He npesbiwaroLiemy 500 rpamm.
MNMPUMEYAHWE: Ona npefoTBpalleHnsi cMelleHns 6annoHa Bo Bnarauie, B
KayecTBe a/lbTEpPHATMBHON Mepbl MOXET 6bITb MPYMEHeHa TaMmnoHaja
BarnHaJIbHOro KaHasa Map/ieBol cangeTKon, NponMTaHHON MoLOM Mn
aHTMOMOTMKOM.

5. [ONng MOHUTOPUHIa reMocTasa NoACoeAMHUTE APEHAXKHbIA NOPT K MELUKY A/15
cbopa KNLKOCTK.

MPUMEYAHWE: [ns afekBaTHOro MOHUTOPWHIA remMocTasa JpeHaXKHbIA MopT
6annoHa n Tpy6Ky MOXHO NPOMbITb CTEPU/IbHBIM (P3PACTBOPOM.
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Improper Placement Proper Placement

6. CnepyeT yCTaHOBUTb MOCTOAHHbIA KOHTPO/1b 3a MNaUMEHTKON OTHOCUTE/IbHO
NPU3HaKOB YCUIEHNS KPOBOTEYEHNSA 1 CMa3sMOB MaTKW.
Pa3fyB 6as1/10Ha
C MPYIMEeHEHNEM KOMIMOHEHTOB 6bICTPOM YCTaHOBKM
Cwmotpute puc. 2-8
MNMPUMEYAHWE: Ans NoATBEPXAEHNSA MPaBU/IbHOrO pasmeLleHns 6anoHa
rocne ero 3anonHeHns 4o 33faHHOro o6Lema cresyet npuMeHaTb
YNbTPa3BYKOBblE NUCCNeL0BaHMS.

YpnaneHue 6annoHHa

MNMPUMEYAHWE: Bpems yaaneHus 6annioHa Ao/MHKHO ONpeaensTbCs Nevallmm

BPa4OM MO OLIEHKe MaLVeHTKN Mocie KOHTPO/IA KPOBOTEUEHNSA 1 CTabunmnsaumm

COCTOSIHWA NauMeHTKN. banioH MOXeT ObITb YAasieH 1 paHee rnocse onpeaeneHus

BpayoM COCTOSAHMA remocTtasa. MakcrmMasibHoe BPeMS HaXOXAeHUs 6asinoHa - 24

yaca.

1 CHuMUTE HaTsHKeHWe ¢ TPYOKM 6annoHa.

2. Ypanute nitobble cpeacTsa BarMHa/IbHOW TaMnoHagbl.

3. Vcnonb3ys cOOTBETCTBYIOLMIA LUMPUL, BblKauynBarTe CogepXXmMmoe 6asnoHa
[0 ero nosHou gehnaunn. XXnLKOCTb MOXHO YAaNisiTh NOCTENEHHO, YTOObI
obecneunTb Nepuoamnyeckoe HabntoLeHVE 3a NaUUEHTKOMN.
MPUMEYAHWE: B HeoTN0OXHOW cuTyaumm TpybKy KateTepa MOXHO
0Tpe3atb 4115 YCKOPeHUs fediaumn.
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MATEPUWAbI
J-SOS-100500, J-SOSR-100500
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Nusil Med2-4213

OAHOX0A0BOW KpaHUKNK
PykosiTKa:
MoNMaTUMEH BbICOKOW MIOTHOCTY :
' Purell GA7760
Kpacutenb cuHero: PR-149
Kopnyc:
Monvkap6oHaT Ne 80020
LLnpwvu, obemom  LinnnHap winpuua:
60mn Monnkap6oHat Ne 80020
MopLueHb:
Monuctupon HYPAK PR3ML PSTYR
YNnotHuTens:
XnopobyTun HaTypanbHbIi Kayyyk BD STOPPER

J-SOSR-100500

KoMrMoHeHT LLj1imeHOBaHVe MaTepuana

YCTpOIiCTBa

CoeanHuTensHas Tpy6ka:

TpybKa BuHWN HepeHTreHOKOHTPaCTHbIN Ne11160
HakoHeyHuK:

AKPUNOHUTPUNGY TaAUEHCTMPOS:
3cTtagmeH 1640 AS Bianco 1306
Kneix:

Loctite 4011

MpefoXpaHUTENbHBIN KOMMaY0K HaKOHEYHUKaA:
MonuatuneH HM3Kol nnotHocTh: 9002-88-4 Riblene

Apantep coeanHUTENbHON TPYOKM
Monvamunz, 66
Kpacutensb kpacHoro: Clariant 00058497

[BOIiHOI 06paTHbIN KnanaH:
MonnkapboHar: 103598-77-2
BxofHo KOHHeKTOop:

EASTAR Cononmvep: DNOO3 Natural
MapKkep >eCTKOIN prKcaumn:
MonueuHunxnopug PVC 7020
KpacuTesb KpacHOro

Ne RS-7

NMH®OPMALMA MO ¥YMNAKOBKE.

KomroHeHT HavmeHoBaHVe MaTepriana
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HenpsiMolA KOHTaKT

KOHTaKT ¢ Tenlom
raieHTa

HenpsiMoin KOHTaKT

KOHTaKT C Tefiom
nawpeHTa



' MCoMnoHeHT HanmveHoBaHve mMaTepuana KOHTaKT C Tesiom
raupeHTa
YnakoBKa BymaxxHas yacTb; Oymara 19 MeAyLMHCKOro Henpsmoli KOHTaKT
ncnonb3osaHa TYVEK: 10598

JI0TOK: MONMaTUneHTepedTaaT FMKOMb:
W/GLIDEX

MneHo4Haa YacTtb: MNMonnatuneH:Mangar

NH®OPMALUA MO YTNAKOBKE.

MnoTHocTb noBepxHocTh oT 50 fo 80 (£ 2) r/m2

IMPOYHOCTL Ha pacTsXKeHMe - MPOYHOCTL Ha pacTsxeHue He MeHee 0,4 KH/M
IMPOYHOCTL CBAPHOrO LLBA - MPOYHOCTL CBApPHOrO LBa He MmeHee 0,12 MIa
LLinpnHa cBapHOro LBa - LUMPUHA K/IEeBOro C/ioa He MeHee 8 MM

SKCTTYATAUMNOHHBIE XAPAKTEPUCTUKWN

MeanumHCKme n3genuns, ynoMmsHyTble B 3ToM O630pe TEXHUYECKUX JaHHbIX, SBAAKOTCS
CTabUbHbIMY MPY BUGPALMOHHBIX Harpy3kax B ananasoHe 10-55 MU, aMnanMTyaHOM
cmeweHnn 0,15 mm.

WN3genus, ynomsHyTble B JaHHOM O630pe TEXHUYECKMX AaHHbIX, ABSKOTCA CTabWUIbHLIMU B
yNakKoBKe Npu BUOpaLMOHHbIX Harpy3kax B Anana3oHe 10-55 'y, amnAnTygHOM CMELLEHWN
0,35 MM 1 yapHbIX Harpy3kax npu nnMKosom yckopeHun 100 m/c2 (10 r), u 4NUTeIbHOCTH
YyAapHOro yckopeHuns 16 mc.

MeanumHCKme nsgenus, ynoMsHyTble B 3ToM O630pe TEXHUYECKUX AaHHBIX, ABNAKOTCS
CTabubHbLIMK NPV TeMnepaType B AnanasoHe oT + 32 1o + 42°C.

MeanumMHCKMe n3fenus, yrnomsHyTble B 3ToM O630pe TeEXHUYECKUX AaHHbIX, ABNAKOTCA
CTabu/IbHbIMY B YMaKOBKe NpW TPaHCMOPTUPOBKE M XPaHEHUN B TeMMepaTypHOM AnanasoHe
ot -50 go + 50°C.

MeanunHCKMe n3aenms, ynomsaHyTbie B 3TOM O63ope TEXHNYECKNX AaHHbIX, ABNAKOTCA
CTabuNbHbIMN MNpn BHE3aNHbIX N3MEHEHNAX TEMIEPATYPbI.

MeanuMHCKMe n3aennsi, ynomsHyTble B 3ToM O630pe TEXHUYECKMX AaHHbIX, MOCTaBSOTCS
B CTEPU/IbHbIX YNAKOBKaX; He MbITAlATECh YNCTUTb, Ae3NH(MLMPOBATb UK MOBTOPHO
CTepunn30BaTh UX.

COBJTIOAEHNME COOTBETCTBYHOLW WX NMPABNJT N TEXHUYECKINX
CTAHOAPTOB

KomnaHua Cook Incorporated n3rotasnveaeT Bce MeAULIMHCKUE U3LeNNA B COOTBETCTBUM C
[vpekTneoit EC 06 n3genunsax gis MeguuMHCKOro npumeHeHns 93/42/EEC.

Komnaxus Cook Incorporated n3rotaBnvBaeT Bce MeAULIMHCKME U3enns B COOTBETCTBUN C
CUCTEMOIA CTaHAAPTOB KauecTBa YNpaB/ieHust Mo KOHTPO/O 33 KAYECTBOM MULLIEBbIX
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NPOAYKTOB 1 NekapcTBeHHbIX cpeacts (FDA), ctatbelt 21 CBoga PeaepanbHbix Mpasun
(CFR) Yactb 820, CucTema cTaH4apTOB KayeCcTBa.

Bce 060pyoBaHne komnaHum Cook Takxke cepTudrumposaHo no CucTeme MeHeg>KMeHTa
KayecTsa 1SO 13485 (2003/2012).

FAPAHTUIHBLIE OBA3ATE/ILCTBA

YNOMHOMOYEHHbIM MPeACcTaBUTeNIEM U3rOTOBUTENA Ha TeppuTopun Poccuinckon deepaumm
asnaetca 3A0 «LLAM.

Poccusa, 119002, r. Mocksa, KapmaHuukuia nep., 9. oguc 501a.

TeneoH: (495) 956-13-09;

dakc: (495) 956-1310,

e-mail: info@schag.ru

"apaHTNA NPOV3BOANTENA PACNPOCTPAHAETCA HA KaYeCTBO MeAULIMHCKMNX U3LENNA.

Mpown3soanTens rapaHTUPYeT paboTOCNOCOOHOCTb 1 COXPAHEHWE CTEPUNIBHOCTY U3AENNIA B
TeuyeHue BCEro Cpoka rogHocTu (3 roga ¢ AaTbl U3rOTOB/EHNS, YKa3aHHON Ha yNaKoBKe) npu
CO6MOEHNN YCNOBUIA XPaHEHWS.

ATK n3genus npeaHasHa4vyeHbl A4 0HOPa30BOro UCMo/b30BaHUA N ABNAKOTCA CTEPU/IbHBLLLN,

eC/IM ynakoBKa He pacrevyataHa MM He NOBPeX[eHa. He vcronb3yiite msaenue, ecnm ectb
COMHEHWSI OTHOCUTE/NLHO TOFO, YTO OHO SIB/SIETCS CTEPUBHBIM.

NH®OPMALINA O NMOCTABKAX

MpoLyKLMA NOCTaBNAETCA B OTAE/bHbIX MHANBUAYaIbHBIX YNAKOBKAX C MHCTPYKLUMeN Mo
MCMONb30BaHMIO. Y NAaKOBKN HAX0AATCA B KOPOOKaxX M3 roPppokapToHa, no 6okam nam ro
nepuMeTpy 3aK/1eeHHbIX KOHTPO/IbHOM JIEHTON.

NMAPAMETPbI ¥TTAKOBKW/

RPN BbicoTa, cm LLinpuHa, cm Macca, r
Hanb6onbLuee gonyctumoe +10% +10 % +10%
J-SOS-100500 50,8 20,3 183
J-SOSR-100500 50,8 20,3 216

CPOK IrOAHOCTIW
[Jata "ncnonb3oBarb 40" 0603HaYeHa CMMBOMaMK Ha MapKnpoBke. CpoK rofHoCTu

YKa3blBaeTCs C YKa3aHWeM BPeMEHMN M3roTOBNEHNs ((haBpuUHbIA CUMBON) A0 YKa3aHHOI
[aTbl UCTEYEHUSI CPOKA FOAHOCTU (CUMBO/ MECOUHBIX YacoB). CPOK FOAHOCTU SBNSETCS

pasHULEl MeXay STUMK faTaMu.
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Cpok rogHoCTH nocnepofoBoro 6annoHa bakpu coctasnset Tpu (3) roga.
NHO®OPMALINA O CTEPUNJTN3ALINI

KomnaHns  Cook  Incorporated — cTepunuM3yet  yCTpOWCTBA C  WCMNO/b30BaHUEM
Ba/IMAMPOBAHHOrO METOAa C npumeHeHnem atuneHokcmaa (EtO) po yposHa SAL (ypoBeHb
obecrieyeHuns ctepusibHocTK) 10-6. STUMEHOKCUS, OblT METOLOM CTEPUIN3ALMA, BblOPaHHbIM
N1 9TUX YCTPOWMCTB, MOCKOSIbKY OH 3(M(EKTUBEH M He W3MEHSIeT (h13NYECKUe CBOMCTBA
ycTponctea. Crepunusaums npoAyKTa 3TUNEHOKCUAOM paccMaTpuBaeTcs B Mpoueaype
cucTembl Kavectsa KomnaHum Cook Incorporated, QSP18 (ctepunusaums), komnaHus Cook
Incorporated ceptudmumposaHa B cootseTcTeum ¢ ISO 13485:2003 n EN I1SO 11135-1:2007.

LPABUNA XPAHEHWA

KateTep 6annoHHbIN Bakri Postpartum Balloon cnefyeT XpaHuTb B TEMHOM CyXOM
NpoxnafHoOM MecTe; n3beratb ANNTENIbHOrO BO3AENCTBUSA CBETA.

MPABUJTA TPAHCIOPTNPOBKW

Mpy  TPaHCMOPTUPOBKE CNeAyeT YuuTbiBaTb TWM WUCMONb3YEMOI MEepeBO3KKU, MECTO
Ha3HaYeHus, MOCTaBLUMKA, WCMOMb3YEMOro /11 TPAHCMOPTMPOBKM, W OLEHKY 4acTOTbl W
KECTKOCTY 1H060ro 06paLlieHns ¢ U3enveM, BO3HIKAIOLLErO NPy TPaHCMNOPTUPOBKE.

YCNOBUA SKCMNNYATALUNN

KateTep 6annoHHbIli Bakri Postpartum Balloon ucnonb3ytoT ans neyeHns nauyeHToOK B
YCNOBUSAX NeYe6HbIX MeAULIMHCKUX YUPEXKAEHNIA.

MNOTEHHEAJIbHBLIE NMOTPEBEUTEJIUN

W3pnenvne npeaHasHayeHo ANsi NPUMEHEHNS TONbKO KBaIM(ULMPOBAHHBLIMU CrIELMANCTaMK,
KOTOpble MPOLIM  0BOyyeHWe npoLeaypaM OCTaHOBKM MoC/IepoAoBOro  MaTOYHOro
KPOBOTEUEHUS.

YTNAKOBKA
J-SOS-100500: noctaBnsAeTca B UHANMBUAYaIbHbIX YNAaKOBKax, CoAepXaLLlyx;

Katetep 6annoHHbIn Bakri Postpartum Balloon, guametp 24 Fr, gnvHa 54 cm - 1.
OOHOX0A0BOW KpaHWK - 1 LLT.

LWnpuu, o6bemom 60 mMa - 1 wr.

VHCTpYKUMA Mo NpUMeHeHUo - 1uT.

J-SOSR-100500; nocTtaBnseTca B UHANBUAYa/IbHbIX YNAaKOBKax, CoAepXKaLlnX:

KateTep 6annoHHbIn Bakri Postpartum Balloon, guametp 24 Fr, agnvHa 54cm - 1w,
O[HOX00BOWM KpaHUK - 1 LT,
LLInpuu, o6bemom 60 mn - 1.
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[BOiHOI 06paTHbIN KnanaH - 1 wr.
CoefunHuTenbHaa Tpyoka, avametp - 14,0 Fr, annHa 180 cm - 1w,
VIHCTpYKUMS NO NPUMEHEHUIO - 1.

TPAHCIOPTHAA MAPKNPOBKA

KateTep 6ann0HHbI Bakri Postpartum Balloon nocTaBnsieTcst B OTAENbHbIX YNaKOBKaXx,

KOTOpble HaX0AATCS B KOPOOKax 13 roppoKapTOHa, 3aneyaTaHHbIX KOHTPO/IbHO IEHTOR. Ha
ALLMKaX 415 TPAHCMOPTUPOBKM YKa3blBaKOT C/IefYHOLLYIO UH(OpMaLmMio: rabapuTbl KOPOGKM,

YHUKa/IbHbIV LUTPUX-KOA, norotun komnaHum Cook Medical v cnegytoLiye cMMBO/IbI:

! -CUMBO/T «XpYynKoe!»,

- cumBON «OrpaHnYeHre No TeMnepaType OKPYXKaroLLEN cpefbi»,

Jibi
CUMBON «XPaHUTb B CyXOM MeCTe».

MAPKVPOBKA

KaTteTep 6ann0HHbI Bakri Postpartum Balloon nocTaensieTcs B MHAVMBUAYaNbHbIX
yNaKoBKaXx, KOTOPble He A0/MKHbI METb NMPU3HAKOB MOBPEXAEHNS MW BCKPbITUS. Mpn
0GHapYy>XeHNN M3r6oB, PasNoMOoB U APYruX AeeKTOB YCTPOWCTBO He NMOMIEXUT
ICMO/Mb30BaHWIO.

MapKu1poBKa yCcTpoiicTBa 0603HaYaeT CeayHoLIme napameTpbl YCTPOICTBA:

- Ha3BaHWe KOMMaHWW-U3roToBUTENSA M aipec NPOU3BOLACTBEHHOIO MPeAnpUATHS;
- afpec npeactasutens EC,;
- MapKMpPOBKa «TOMbKO 419 CNeunancToB;
- Ha3BaHVe YCTPOMNCTBA MEAMLMHCKOrO Ha3HavYeHuns,
- HOMep Mo Kata/ory,
- CepuiiHbIA Homep (J1OT);
- NapameTpbl 1 06LMIA YepTeX YCTPOCTBA,;
- cumBon ceptudmkaymmn EC;
- CMMBO/ CTEPUNIN3ALNN;
- CUMBO/1 NOBTOPHOr0 NCMO/b30BaHNS;
- laTa U3roTOB/EHNS;
- CUMBON 3aLLUMTbI OT CO/IHEYHOIO CBETQ;
- CMMBO/1 XpaHeHWs B CyXOM MeCTE;
- LUTPUX-KOA;
- CPOK rogHocTu;
-CMBOJT «CMOTPETb VIHCTPYKLUMIO MO UCMO/b30BaAHNIO»
CUMBONI  Ana  npefocTepexxeHns  "BHUMaHMe, CMOTPETb  MHCTPYKUMIO
1cnonbL30BaHuIo™
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MegamumHcKoe ITUKeTKa
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KaTteTep

6anNoHHbIN .
Bakri Bakri Postpartum Balloon
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Postpartum R

Balloon
DB J-SOSR-100500

14Fr/ie0an
14

3aFr | 5ACMif"*=~~*4
N

Tow | 12 tomxe» 1
n KW 12 T

aretlL *»)K55

— & AA—D>
EB "M 1B K@B<A

COOIC m0JHO»tw»B

UIMMMNNFOAAY

ema; LUB8202812
<dCOOfC OBJ

=D
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COrJIACOBAHHbI/I MAKET MAPKPOBKU

MpenocTaBnsieTcss  YrNo/HOMOYEHHbIM MpPeACTaBUTENEM MPOM3BOAUTENS Ha TeppuTopuu
Poccuiickoin ®eaepaumm. MakeT MapKUPOBKM HAHOCUTCS B Bufe CTVKepa (A0NONHUTENBHO K
OCHOBHOIi MapKuUpOBKe). B Hero BK/OYeHbl faHHbIE 0 HETOKCMUYHOCTU M O HEMpUMEHEHUM
N3Aenns B NOBPEXAEHHOI YNaKoBKe.

MeguunHckoe — MakeT MapKUpOoBKU

nsgenve
KaTeTep
Ga/IMoHHBIA  3.50S-100500
Bakri
Postpart . _
BZZSS; um KaTeTep 6annoHHbIn Bakri Postpartum Balloon
(J-SOS-100500)
MponsBoanTens;
C ook rogHocTuU: MapTuns;
Per.ya.:
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Mmnoptep 3A0 "LWWAT Ten: (495) 956-13-09

NON-TOXIC
KateTep
banoHHBIA  3.SOSR-100500
Bakri
Ec;ﬁggr:tum KaTeTep 6annoHHbln Bakri Postpartum Balloon
(J-SOSR-100500)

MpounsBoauTesb;

Cpok rogHocTu: _ MapTusg;

Per.ya.:

MmnopTtep 3A0 "LWAT Ten: (495) 956-134)9
¢ |
NON-TOXIC

PEMOHT MEAVNUMNHCKOIO N3AENNA

KateTepbl 6annoHHble Bakri Postpartum Balloon ssnstoTca u3genusamy 0AHOPAa30BOro
NCMO/Mb30BaHNA TEXHUYECKOMY 0BCNY)KMBAHUIO U PEMOHTY He noasiexar.

MPABUJIA YTUTN3ALNN

Mocne 3aBeplUeHMs MNpPOLeLypbl, YCTPOMCTBA MOLNEXAT YTWIM3aUMM B COOTBETCTBUM C
NPUHATLIMU B [@HHOM Jle4eOHOM yUpeXxaeHU npasuiammn yTuamsaumm 6ronornyeckm
OMacHbIX MeANLIMHCKNX OTXOL0B.

[ns ctpaH EC - B cooTBeTCTBMM € OAunpekTnsoin 93/42/EEC Coseta EC

Ona  Poccuiickon depepauum - B COOTBETCTBMM C  TpebOBaHWAMM  HaLMOHabHOMO
3aKOHOAATeNbCTBA, PerynimpyeMbiMn caHUTapHbIMK npasunamn 1 Hopmamm N 2.1.7.2790-10
ot 12 pekabps 2010 r. «CaHUTapHO-3MMAEMNONOrAYecKne TpeboBaHUA K YTUaM3aumm
OTXOA0B  MELMUMHCKOrOo MpOUCXOXAeHus». KnacCc pucka OTXOA0B  MeAWLIMHCKOro
NPonCXoXaeHus: Knacc b.

MeHepkep 0TAena no Bonpocam rocyapCcTBeHHOM
perucTpaumm ycTponcTs MegnLUHCKOro HasHavYeH s 02 okTa6ps 2018
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MepeBog AaHHOroO TeKcTa chenaH MHON, NepeBoAYMKOM YuMCcTOBOM ANNMHON NbUHUYHOM

Poccuiickas defepaums.
CeMHaaLaToro oKTA6ps ABe ThiCSYM BOCEMHAALATONO rofa.

A, MaxomoBa Jlapuca WBaHOBHa, BPEMEHHO WCMOMHAKOLWAA 0683aHHOCTM HOTapuyca
HOTapuaibHOro OKpyra: ropog MockBa TapacoBoil Bepbl JleOHapAO0BHbI, CBUAETENLCTBYHO
NOA/MHHOCTbL NOAMNMCKU NepeBoAYMKa YncTtoBoi AnnHbI NbUHNYHBI.

Mognuck caenaHa B MOEM MPUCYTCTBUN.

JInyHOCTL NognmncasLLEero JOKYMeHT YCTaHOB/NEHA.

3aperucTtpupoBaHo B peecTpe: Ne 77/558-H/77-2018-

B3bICKaHO rocyaapcTBeHHON NOLWMHLI(NO Tapudy): <100 py6. 00 kon.>
rar:\r/ia4eHo 3a OKasaHue yCnyr NpaBoBOro N TEXHUYECKOro xapakrepa: <200 py6. 00 korn.>
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