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SHARING EXPERTISE Etablissement de CHASSENEUtL-DU-POITOU
30 Avenue des Temps Modernes
86360 CHASSENEUIL-DU-POITOU

TO THE
FEDERAL SERVICE ON SURVEILLANCE IN HEALTHCARE
(ROSZDRAVNADZOR)

Covering letter Date; February 15th, 2024
With this letter we

B. BRAUN MEDICAL, 26, rue Armengaud , 92210 Saint-Cloud, France, as the responsible / legal
manufacturer of the medical device

Surecan® needle for access ports

herewith declare that we provided the IFU in English language with Annex 1 to the IFU:

1 IFU for opd without Y-=site/ Surscor®WIinged with Y-=site needle foracoess ports.
Andled Surecar®recdle for aooess ports and Straight Surecar®recdle for access ports

The Annex 1 to the IFU contains next items*:

1.1. Name of the medical device QuinbiB de Commerceet dlodustrie delaVienne
1.2. Name of manufacturer and manufacturing site W Bs U e pourcsrURCsti) mat
dtlacignatund*

1.3. Intended use
1.4. Indication

1.5. Duration of application sMnBtckislUv to cortfy theaboM>ijn«i U

1.6. Target user group, conditions of application Pour le president, Eve GASSIER

1.7. Transport and storage conditions P0|t|er5, |e

1.8. Shelf life of the medical device

1.9. Standards compliance 2 OFeV. 2™ g*

1.10. Additional symbols
1.11. Warranty/Reclamations
1.12. Disposal or removal of a medical device
1.13. Date of information release
*- the description of data, see at Annex 1 to the present IFU.
to update of the documents of the registration dossier for improving the features and characteristics
of the medical devices |€fU&IESSm'ISMﬂ’ﬂJXany impact on the functional purpose,
intended use and principle of operation of the medical device and submission of the above document
to the Federal Service on Surveillance in Healthcare (Roszdravnadzor).
Additionally, herewith declare that we have taken into account the notes in accordance with letter no.
04-9960/24 issued on February 13, 2024 by Roszdravnadzor. Given that we submit for your attention and
consideration the abovementioned document.

For and on behalf of B. BRAUN MEDICAL

Sylvie PLUM
Compel Chasseneuil, 1""1'MCompetence Center Chasseneuil,
..Dffector Deputy Director in charge of Quality and
B. Braun Medical delegated Regulatory Affairs
B. Braun Medical
RCS de Nanterre 562 OSO 656 Adresse Postale
au capital de 31 C< 000 € 26, rue Armengaud TeU33{0)l 41 1053 00

Code APE 3250 A 92210 Saint-Cloud Fax 4-33(0}1 41 10 53 99

3NEKTPOHHAS KONHA 0GOPMAEHA IEHTPOM HCTIbITAHIA W PETUCTPALIMI MERHLMHCKUX H3ENHI
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Surecan® Winged without Y-site / Surecan® Winged
with Y-site needle for access ports, Angled Surecan®
needle for access ports and Straight Surecan®
needle for access ports

Application

Winged Surecan® and Angled Surecan® needles are indicated for administration of flulds and drugs as well as for blood
sampling and blood transfusion through an implantable access port. Surecan® Straight needles are indicated for bolus
injections and maintenance of the port when no other needle is present in the port.

Angled Surecan® may be used up to 24 hours (short term} while Winged Surecan® needles may be used for mid to long
; term infusion up to 7 days in the absence of infection, redness, swelling or pain and in accordance with local country
] or professional guidelines.

Winged Surecan® needles {without Y site only), and Angled Surecan® are also indicated for Contrast Enhanced
Computerised Tomography (CECT) using high pressure injection in conjunction with a power injectable implanted
access port.

For power injection of contrast media, the maximum recommended pressure Is 325psi {22,4 bars).
The needles should be removed from the port at the end of the treatment cycle.
MR Information

General information

According to IEC Standard 60601-2-33(2008), the scanner must be operated in Normal Operating Mode {defined as
the mode of operation of the MR system in which none of the outputs have a value that causes physiological stress to
the patient):

+ The whole body averaged specific absarption rate (SAR) must be < 2.0 W/kg

, ¢ The head SAR must be < 3.2 W/kg

Device Information

A MR Conditional

The Surecan® Winged / Surecan® Winged with Y-site was determined to be MR-Conditional according to the
terminology specified in the American Society for Testing and Materials (ASTM) international, Designation: F2503-08.
Standard Practice for Marking Medical Devices and Other ltems for Safety in the Magnetic Resonance Environment.
Non-clinical testing demonstrated that the Surecan® Winged / Surecan® Winged with Y-site is MR Conditional. A
patient with this device can be scanned safely, immediately after placement under the following conditions:

» Static magnetic field of 3-Tesla and 1.5-Tesla

* Maximum spatial gradient magnetic field of 710 Gauss/fcm or less

» Maximum whole body averaged specific absorption rate {SAR) of 2.9 W/kg for 15 minutes of scanning

MRI-Related Heating

In non-clinical testing, the Surecan® Winged / Surecan® Winged with Y-site produced the maximum temperature rise
during MRI performed for 15-min {i.e,, per pulse sequence) in 3-Tesla (Excite, Software 14X.M5, General Electric
Heaithcare, Milwaukee, Wi) MR systems, as:
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MRI Condition MR System Reported, Maximum Calorimetry Value | Highest Temperature|  Time for MRI
Whole Body Average SAR (W/kg) (Wikg) Change (per pulse sequence)

3-T/128-MHz 29 27 20°C 15-min

Artifact Information

MR image quality may be compromised if the area of interest is in the exact same area or relatively close to the position
of the

Surecan® Winged / Surecan® Winged with Y-site. Therefore, optimization of MR imaging parameters to compensate
for the presence of this device may be necessary.

Contraindications
* DO NOT USE, if the presence of an access port-related infection, bacteremia, or septicemia is known or suspected.
¢ DO NOT USE, if local tissue factors will prevent proper device stabilisation and/or access.
* DO NOT USE, in case of known allergy to the materials contained in the device.
‘ Main raw materials:
-Winged Surecan®: materials of the main elements of MD: Stainless steel type AISI 304 (cannula), Polyurethane
(infusion tube), materials of supplementary elements (according to the model): Polypropylene, Polyvinyl Chloride
without DEHP (material of wings for fixation), Polyamide, Polystyrol, Polyisoprene
-Angled Surecan®: Stainless steel type AISI 304 (cannula), Polypropylene (Luer connector)
-Surecan® Straight: Stainless steel type AlISI 304 (cannula), Polypropylene (Luer connector)

Risks/ Side Effects

Care must be taken to avoid any potential adverse events not directly linked to the product (e.g. infection, leakage,
needle stick injuries).

Carefully read all instructions prior to use and follow your local standard infection control precautions.

General Warnings

* Verify needle length is correct based on port reservoir depth, tissue thickness, and the thickness of any dressing
beneath the base of the needle; if too long, the needle and/or port may be damaged at insertion (e.g. the needle could
bend especially with small gauge needles) if too short, the needle may not completely pierce the port septum, and
medication may be delivered into surrounding tissue and/or the needle may be blocked.

¢ Fully tighten all connections before use. Failure to attach an end cap after removing a male Luer locking end cap can
result in an embolism or bleeding.

¢ Failure to use the device correctly when removing the needie from the port site could result in the needle tip re-
emerging from the base, resulting in an accidental needle-stick with a contaminated needle. A needle-stick with a
contaminated needle may cause infectious disease.

» Handle and discard in accordance with accepted medical practice and all applicable regulations. After use, this
product is a potential biohazard.

* The device is not re-usable nor designed to be re-used. Any re-use would definitely compromise the performance
and safety of the device.

« Care must be taken to avoid accidental needle pricks during needle removal.

* Follow all instructions, contraindications, warnings and cautions for all infusates, ports, IV pumps, IV sets and needle-
less systems, as specified by the respective manufacturer.

* Confirm correct needle placement in the port reservoir by aspiration of blood before infusion of any substance. If there is doubt
regarding proper needle placement, perform a radiographic dye procedure to confirm placement per local protocol.

* |f the drug solution leaks or bleeding occurs, the needle should be removed.

- — e s

Warning for high flow rate / high pressure injection
Applicable for Surecan® Winged needle without Y-site and Angled Surecan® needle for access ports.

e Always verify that the access port implanted is power injectable.
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*» Always verify that the port and catheter are functional by aspirating 2mL of blood into a syringe and injecting SmL of
sodium chioride {NaCl) 0.9% intc the port/catheter before attempting to start an infusion of medication.
* Do not exceed the maximum recommended pressure indicated on the needie (325psi — 22.4 bars) and access port
maximum flow rate recommended by the manufacturer as device failure may occur.
. ¢ Contrast media should be warmed to 37°C {98.6°F) before use. Fallure to do so will resuit in up to 50% lower flow
‘ rates and/or device failure.
¢+ Depending on the technical characteristics of the injector system, the target flow rate might not be attained.
* Ensure that the needle is correctly placed in the port, securely taped to the skin and covered with an adhesive
dressing before starting high pressure injection.
* Vigorously flush the access port and needle using a 10 ml or larger syringe and sterile sodium chioride {NaCl) 0.9%
prior to and immediately following the completion of power injection studies.

Cautions
» Store at room temperature, protected from light.
¢ Avoid freezing and excessive heat.
« Single use only, do not re-sterilise the product, and destroy after use.
* The device and its accessories are not re-usable nor designed to be re-used. Any re-use would definitely compromise
‘ the performance and safety of the device.
¢ The product is sterilized using ethylene oxide and is sterile and non-pyrogenic, undamaged, individual packages.
+ Do not use this product If it appears damaged or if the package has been previously opened or damaged.
* Check the expiry date before use and never use a device past the expiry date.
* Do not remove from unit carton until ready for use.
+ This product should only be used by experienced personnel, and under aseptic conditlons.
« This product may generate artifacts if left in place during an MRI scan.
* Avoid excessive manipulation once the needle is in the port.
« Do not remove and reinsert the needle into the port.

Instructions for Use

Needle insertion:

1. Prepare port site for sterile needle insertion.

2. Attach a 10 ml syringe containing sodium chlorkie (NaCl} 0.9% to the proximal Luer lock connection of the safety

non-coring needle. Prime and flush the infusion set.

3. Stabilize the port by holding with two fingers, then gently insert the needle perpendicular to the port membrane so

as not to damage the needle tip.

4, Check the penetrability of the needle.

5. Bandage and secure the needle insertion site according to facility protocol {if an opaque dressing is used, daily

‘ inspection of the needle site is recommended). Ensure proper needle placement in the port reservoir by aspirating
blood before injecting solutions.

6. Initiate the Injection, infusion or blood collection procedure according to facllity protocol.

Needie removal:
1. After completion of treatment, flush the port per institutional protocol. Stabilise the port by securely holding the

base down.
2. Then remove the needle and dispose in a sharps container.

Angled Surecan® needle for access ports
Capable for power injection of contrast media at pressure 325psi (22.4 bars).

3
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Main technical characteristics:

Cat.numb  Needle designation Angle cut * Strength  of Color coding (Luer
er the Connector)

connection*

between the

cannula and

the Luer

connector
04438000 19G(I,imm)xI5mm 13*+1* The According to 1SO 6009
04439430 19G (1,1 mm)x20mm  13*+1* detachment (GOST R ISO 6009)
04439406  19G (1,1 mm)x25mm  13*+r force should depending on the
04439929  20G (0,9 mm)x15mm  ir+i* be higher  nominal outer
04439937  20G (0,9 mm)x20mm  ir+ i* than; diameter of the needle
04439945  20G (0,9 mm)x 25 mm  11*1* 19G:69N tube:
04434862  20G (0,9mm)x35mm  ii*+r 20G:54N 19G: Cream,
04439813 22G(0,7mm)xI5 mm  iri* 22G:40N 20G: Yellow,
04439821  22G (0,7 mm)x20 mm  11%1* 22G; Black

04439830  22G (0,7 mm)x 25 mm  11*+1*
04434870  22G (0,7 mm)x35mm  11*+1*

AStrength ofthe connection in accordance with ISO 7864; the standard requirement applies to models with a hub (Luer
k connector) and needle tube (cannula) connection.

Surecan* Winged without Y-site needle for access ports
Capable for power injection of contrast media at pressure 325psi (22.4 bars).

Main technical characteristics:

Cat.numb Needle designation Angle cut  Infusion tube Wings Closin  Color coding
er Inner Outer Total for gcone (Clamp)

diameter  diame length  fixation

ter
04438286 19G (1,1 mm) x 15 mm 13*+ e 0 1,15 + 0225 Effective Width: According to 1SO
0,05 mm + 0,05 length + 30 + 2 6009 (GOST RISO

04438294 19G (1,1 mm) x 20 mm 13*+ 1* 0 1,15 + mm Length mm 6009) depending

0,05 mm of Length: on the nominal
04438308 19G (1,1 mm)x25mm  13* 1* 0 1,15 + hidden 21 + 2 outer diameter

0,05 mm technica mm of the needle
04438332 20G (0,9mm)x15mm  ir +1* 0 097 % | part: tube:

0,05 mm 185 +15 19G: Brown*,
04438340 20G (0,9 mm)x 20mm  11* +1* 0 0,97 + (£10) 20G: Yellow,

0,05 mm mm 22G: Black
04438359 20G (0,9 mm) x25 mm  11* +1* 0 097 + *For 19G, brown

0,05 mm was used instead
04438367 20G (0,9 mm)x 30mm  11* #1* 0 097 + of "cream” (a

0,05 mm color that was
04438375 22G (0,7 mm)x 12mm  11%+1’ 0 0,78 + difficult for users

0,05 mm to recognize).
04438383 22G (0,7 mm)x15mm  11*+1* 0 0,78 +

0,05 mm
04448391 22G (0,7 mm) x20 mm  11* +1* 0 0,78 +

0,05 mm
04448405 226 (0,7 mm) x25mm  11*+1* 0 0,78 +

0,05 mm

The needle outer diameter in gauges (6) is marked on the needle clamp.

Surecan* Winged with Y-site needle for access ports
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Main technical characteristics:
Cat. 'Needle designation
number

04448430 19G (14, mm) x 20 mm  13*+1

Angle cut Infusion tube:

Wings
fixation

for Closing
1-from wings to Y'Connector cone
2 - from Y-connector to Luer Lock

connector
Inner
diameter

0 115

Outer
diameter
+ 0 2,25 + Effective

Total length

Width: 30 + 2

Color coding (clamp)

According to 1SO 600S

0,05 mm 0,05 mm length + mm [GOST R ISO 6009]
04448448 19G (1,1 mm)x 25 MM 13*+1 0 145 + Length of Length: 21 +2 depending on the
0,05 mm hidden mm nominal outer diameter
04448472 1I0G (0,9 mm)x 15 mm ir+ 1* 0 097 +* technical ofthe needle tube;
0,05 mm part: 19G: Brown*,
04448480 >0G (0,9 mm)x20mm |1’ 1* 0 097 * 20G: Yellow,
0,05 mm 1:95+ 10 (+ |22G: Black
04448499 20G (0,9mm) x25mm irxi* 0 097 + 10) mm For 196, brown waj
0,05 mm used instead of "cream’
04448529 2G (0,7 mm)x15mm ir +1* 0 078 + 2:82+16 (* [a color that we<
0,05 mm 10) mm difficult for users tc
04448537 22G (0,7 mm) x20mm ir £r 0 078 * recognize).
0,05 mm
04448545 22G (0,7 mm) x25 mm 11“+1“ 0 0,78 +
0,05 mm
04448553 22G (0,7 mm)x 30 mm 11“+1“ 0 0,78 =
0,05 mm

The needle outer diameter in gauges (G) is marked on the needle clamp.

Straight Surecan® needle for access ports

Main technical characteristics:

Cat.number Needle designation Angle cut* Strength of the Color coding (Luer Connector)
connection*
between the
cannula and the
Luerconnector
04439953 20G (0,9 mm) x40 mm  11°%1* The  detachment According to ISO 6009 (GOST RISO
04439998 20G (0,9 mm) x 70 mm brece  should be 6009) depending on the nominal
04440000 20G (0,9 mm) x 90 mm ligher than: outer diameter of the needle tube:
04439848 22G (0,7 mm) x 30 mm 20G:54N, 20G: Yellow,
04439414 24G (0,55 mm) x 25 mm 22G:40N, 22G: Black,
24G:34N. 24G: Light purple (lilac).

*Strength ofthe connection in accordance with I1ISO 7864; the standard requirement applies to models with a hub (Luer
connector) and needle tube (cannula) connection.
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Batch code E
Use by Manufacturer
date
Sterilized using
ethylene oxide Date of
manufact
ure

q3 BIBRAUN

B. Braun Medical
28 rur Amoageud
1210 Saint-Oowd
FRAMCE

nfermution:

o N§WS2BN
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Ne Item
1.1 Name of the medical device
1.2 Name of manufacturer and

manufacturing site

13 Intended use

14 Indication

15 Duration of application

1.6 Target user group, conditions of
application

17 Transport and storage conditions

1.8 Shelf life of the medical device

19 Standards compliance

1.10 Additional symbols
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Annex 1

Bescripiion

Surecan® needle for access ports, models:

1 Straight Surecan® needle for access ports, cat. no.: 04439953,
04439998, 04440000, 04439848, 04439414.

2. Angled Surecan® needle for access ports, cat. no.: 04438000,
04439430, 04439406, 04439929, 04439937, 04439945,
04434862, 04439813, 04439821, 04439830,04434870.

3. Surecan® Winged needle without Y-site for access ports, cat.
no.: 04448286, 04448294, 04448308, 04448332, 04448340,
04448359, 04448367, 04448375, 04448383, 04448391,
04448405.

4. Surecan® Winged with Y-site for access ports, cat. no.:
04448430, 04448448, 04448472, 04448480, 04448499,
04448529, 04448537, 04448545, 04448553,

Manufacturer: B. BRAUN MEDICAL, 26 rue Armengaud, 92210

Saint-Cloud, France

Manufacturing site: B. Braun Medical Industries Sdn. Bhd., Bayan

Lepas Free Industrial Zone, 11900 Penang, Malaysia

Surecan® needle for access ports are devices intended for insertion

into the septum of a subcutaneously implanted port for the

injections, infusions, aspiration of fluids and drugs into the port.

Surecan® needle for access ports are devices intended for insertion
into the septum of a subcutaneously implanted port for the
injections, infusions, aspiration of fluids and drugs into the port.

When used with ports that are indicated for power injection of
contrast media into the central venous system, Surecan® Winged
needle without Y-site and Angled Surecan® needle are also
indicated for power injection of contrast media. For power
injection of contrast media, the maximum recommended pressure
is 325psi (22.4 bars).

Straight Surecan® needle is device intended for the injections,
aspiration of fluids and drugs and maintenance of the port when no
other needle is present in the port.

Angled Surecan® needle may be used for insertion into the septum
of a subcutaneously implanted port for the infusions up to 24 hours
(short term) while Surecan® Winged / Surecan® Winged with Y-
site needle may be used for mid to long term infusion up to 7 days
in the absence of infection, redness, swelling or pain and in
accordance with local country or professional guidelines.

Surecan® needle for access ports, should only be used by
healthcare practitioners who have experience with the technical
and clinical requirements of needles use in inpatient/ambulatory
application.

Transport Storage
Temperature from -18RC to from +15°C
+40°C to +25°C
Relative Up to 80 % Up to 80 %
humidity

The shelf life of Straight Surecan®, Angled Surecan®, Surecan®
Winged without/with Y-site needle for access ports is 5 years.

The production has a certified quality management system in
accordance with EN 1SO 13485.
Additional symbols that may be labeled on the medical device

A O

Single sterile

MD

Countrv of Medical



1.11 Warranty/Recamations
112 Disposal or removal of a medical
device
(1
113 Date of information release
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Conditional barrier manufacture' deyice'
system'*n
| 11
Fragile, This side up
handle
carefully
If available.

~On the marking, the symbol may be combined with the symbol "Sterilized using
ethylene oxide", e.g.:

(g9)

B. BRAUN MEDICAL., France guarantees the compliance of the
medical device "Surecan® needle for access ports" with the
requirements under the conditions of storage and transportation
during the entire shelf life, and shall not be liable for any misuse of
the product.

Liability claims resulting from improper handling or use of the
medical device or use in combination with other medical devices
or accessories will be rejected.

For questions regarding the circulation of the medical device
"Surecan® needle for access ports" in the territory of the Russian
Federation, please contact the authorized organization (importer)
in the Russian Federation:

Limited Liability Company "B.Braun Medical”

(LLC "B.Braun Medical")

registered address': 191040, St. Petersburg, inner-city territory of

the city of federal subject significance, the municipal district of
Vladimir district, Pushkinskaya Street, building 10 letter A, office
40-N

tel: (812) 320-40-04, fax: (812) 320-50-71,

e-mail: office.sDb.ru@bbraun.com

Since the intracity district, as well as other additions to the format o f municipal
division, is not an address-forming element, the labeling of a medical product can
indicate the address of the location of the authorized organization (importer) in
the Russian Federation in the form of: 10 Pushkinskaya St., St. Petersburg,
191040.

Disposal of the medical device is carried out in accordance with
the requirements of the protocols of the medical organization and
national regulations.

Disposal of the medical device: "Surecan® needle for access ports"
after use is carried out in accordance with the requirements for
medical waste management established by SanPiN 2.1.3684-21 for
class B and other regulations of the Russian Federation.

Unused medical device, unused packages shall be disposed of in
accordance with the procedure for disposal of solid domestic waste
established by the legislation of the Russian Federation for class A
SanPiN 2.1.3684-21.

If you have any questions regarding the disposal of the medical
device, please contact the authorized organization (importer) in
the Russian Federation.

February 2024
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Urna CypekaH ¢ Kpbinbamu ana pmukcayum 6e3s Y-
KOHHeKTopa / u ¢ Y-KoHHeKTopom (Surecan®
Winged / Surecan® Winged with Y-site) Kk noprtam,
Urna CypekaH usorHyras (Angled Surecan®) k
noptam u Urna CypekaH npamas (Straight
Surecan®) K noptam

Npumenenne

Urna CypekaH C KpbinbAMK ana dukcaummn 6e3 Y-koHHekTopa / u ¢ Y-KOHHeKTopom (Surecan® Winged /
Surecan® Winged with Y-site) k noprtam, wurna Cypekan u3orHytas (Angled Surecan®) k noprtam
npeaHasHauYeHb! ONA NYHKUMM MembpaHbl MMNIAHTUPYEMbIX NOPT-CUCTEM ANA BBEAGHWUA MNAKOCTEN W
NeKapCTBEHHbIX NPenapaTos, a TakKe ANA 3a6opa v NepenvMBaHUA KPOBU Yepe3 UMNNAHTUpYemble NopT-
cuctembl. Mirna Cypekax npaman (Straight Surecan®) k nopTam npeaHasHavyeHa AN NPOBEAEHUA MHBEKLUUN,
3CNUPALMM IKUAKOCTEA M NEKAPCTBEHHbIX PACTBOPOB M NPOMbIBAHWA NOPT-CUCTEMDI, €CAU APYrOA UINbl He
YCTaHOBNEHO.,

Urna CypekaH wu3orHytas (Angled Surecan®) k nopTam npeaHa3HaueHa ANA NyHKUMU membpaHbl
UMNNAHTUPYEMBIX NOPT-CUCTEM ONA NPOBEAEHMA KPaTKOCPOYHbIX WUHPY3uit He Bonee 24 vacos, urna
CypeKaH ¢ Kpbinbamn ana dukcaumm 6e3 Y-koHHeKkTopa / 1 ¢ Y-koHHekTopom (Surecan® Winged / Surecan®
Winged with Y-site) k nopTam npegHasHaueHa B TOM uncne ana nHdyui cpegHer NPOACMKUTENBHOCTY W
ANMTENbHLIX, HO He Bonee 7 AHeit Npu yCNAOBUM OTCYTCTBUA NOKPAaCHEeHWA, oTeka, 6oan M npusHakos
UHOEKUNM, a TaKXKe B COOTBETCTBUM C NPABUNIAMU U HOPMaMU, YTBEPKAECHHbBIMU B NevebHOM yupexaeHni.

Urna CypekaH ¢ Kpbinbamu ana dukcaummn 6e3 Y-koHHekTopa (Surecan® Winged) k noptam u urna CypekaH
n3orHytan (Angled Surecan®) x nopram B TOM uuCne npepHa3HadYeHbl ANR BBEAEHWA KOHTPACTHOro
BeLwecTsa noj fasneHuem npu nposeaeHnn KomnoioTepHoi Tomorpadun (KT) yepes cosmecTvmbie NopT-
CUCTEMDI C NOAAEPKKON BbICOKOTO 43BNEHNA.

Ana BBEAEHMA KOMTPACTHOrO BEWECTBA NOA A3BNEHMEM uepe3 UIMy MAKCUManbHoe PeKoMeHAyemoe
Aasnexue cocrasnaer 22,4 6ap (325 psi).

WUrna ponxHa 6biTb yaaneHa n3 NOpT-cUCTEMb! NOCNE OKOHYAHNA MHY3NN.

Undpopmauua 0 MP cKaHMPOBaAHUK

06uwan ndpopmauna

B cooTseTcTBUM O cTaHAapTOM IEC 60601-2-33 (2008) ckaHep AOMKEH IKCN/IYaTUPOBATLCA B HOPMANbHOM
pexume paboTbl (oNpeaenfsemMom KaKk pexuMM IKCNAYaTauun CUCTEMbI  MarHWTHO-PE3OHAHCHOro
CKaHMPOBAHWUA, NPYU KOTOPOM UCNONb3YEMan MOLLHOCTb M BCE €r0 NAPaMETPbl HE OKa3biBaeT BAMAHWA Ha
du3nonornyeckui CTaTyc naymeHTa):

— 06wWan MOLHOCTb NOrNOWEHHOM A03bl (SAR) ANA BCero opraH3ma nauueHTa Ao/MxHa bbite S 2,0 BT/kr;
— MOWHOCTb NOrNOWEHHOM A03bi (SAR) ANA ronosbl NaumeHTa aoMKHa bbiTb < 3,2 BT/kr.
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Undopmaunna of uaneann

A MP COBMECTUMbII NPKU ONPEACNEHHBIX YCAOBMAX

WUrna CypeKaH € Kpbifibamiu ann dukcaummn 6e3 Y-koHHexTopa / n ¢ Y-koHHeKkTopom (Surecan® Winged /
Surecan® Winged with Y-site) kK nopTam cCOOTBETCTEYIOT YCADBUAM MArHUTHO-PE30HAHCHOTO CRAHMPOBAHUA
B COOTBETCTBUMN C TEPMUHONOTMEN, NPUHATON AMepuKaHckm O6ULeCTEOM N0 TeCTUROBAHMIO M MaTepHanam
(ASTM); mexxayHapoaHoe ofosHavenune: F2503-08. CTaHAapTHAA NPAKTUKE MapKKPOBKU MEANLUHCRUX
WIAeAMIA U APYIKX YCTPOICTB Ha NpeaMmeT Be3onacHOCTH NPU MarHMTHO-PE30HAHCHOM CKAHWUPOBAHWN.
HernMHUYecKUe UCNLITaHKA NOXas3anu, nrna CypeKaH ¢ KPbiAbAMM AAR duKcaummn 6es Y-kouHexTopa /uc Y-
KoHHeKTopom {Surecan® Winged / Surecan® Winged with Y-site) K nopTam COOTEETCTBYIOT YCAOBMAM
MarHUTHO-PE30HAHCHOTO CKAHUPOBAHWA. MauMeHT ¢ 3TUM M3genem MOMeET Ge30nNacHO NPOXOANTL
CKaHUPOBaHWE HEMOCPEACTEEHHO NOCAE YCTIHOBKU UIAbl IPH COBAIDACHKN CNEAYIOLUMX YCNOBHIA:

s Cratuueckoe marautHoe none 3 Tecna u 1,5 Tecna.

¢  MakcumanbHOe NPOCTPAHCTEEHHOE IPaAMEHTHOe MarHUTHOe nane 710 fayoc/cu AN MeHee,

¢ MakcumanbHan yaenbHaa MOWHOCTL NOTNOWEHWA uanydenms (SAR), ycpeaHeHHaA no Bcemy teny

3a 15 MWH caHnpoBanus — 2,9 Bt/kr.

fosbileHite TEMNEPATYPDI, CEASAHNHOE C MArHUTHO-PE3OHaHCHBIM UCCIRA0BAHMEM

B x0ae HEKAMHMYECKUX WMCCNERO0BaHWK wu3apenve urna CypekaH ¢ Kpbinbamu Anr ¢uxcaymm Ges Y-
KOMHEKTOPa / U ¢ Y-KOHHeKTopom (Surecan® Winged / Surecan® Winged with Y-site} k nopram npouaseno
CAEAYWOILEE MAKCMMAABHOE NOBLIWEHKE TEMNEPaTYPbl Ha MPOTAMEHWU 15-MUHYTHOTO MATHWUTHO-
PE30HIHCHOTD CKaHUPOBaHUA (T.e. NOCPEACTBOM NOCAEA0BATENALHOCTH MMIYNBCOB) € NOMOWLIO CUCTEMBI
mouHocTbio 3 Tecna (Excite, Software 14X.MS, General Electric Healthcare, Milwaukee, W), aalHbie no
KoTopoi NnpuaeaeHbt 8 Tabnnue:

Yenosnn MPHU Orver MP-cucremnt, Kanopumerpuueckoe| MakcnmansHoe | Bpema nposeaeHua
MENCHMA/IBHARN YREABHAN 3HaveHne (Bt/ur) usmenenne | MPH {nocpeacraom
MOUHOCTL NOTAOWGHHA TEMNEPaTYPLl  NOCNEAO0BATEALHOCTH
|wanyuenun (SAR), yecpeanentan| UMNYALCOR)
nog scemy Teay (Br/ur)
3-Ta / 128-MTI'y 2.9 2.7 2.0°C 15 mMuH
Undopmayus of aptedanrax

KauecTso M306paXeHnA Npu MarHMTHO-PE30HAHCHOM CKaHMPOBAHUM MOMKET ObiTh HEKOPPEKTHLIM, €CNU
MHTEPECYIOWWan 06aCTb HaXOAUTCA B TOW e 00NacTU NAM OTHOCHTEAbHO 6AM3IKO K NOAGIKEHMIO WUINbI
CypeKaH ¢ KpunbAMU AR duxcauum e3 Y-koHHeKTopa / v ¢ V-koHHexTopom (Surecan® Winged / Surecan®
Wwinged with Y-site) x nopram. C yueTom 370ro moryr noTpeboBaTbCa ONTUMM33AUWA NPOBOAWMOrO
MCCNEA0BaHUA, TGO KOPPEKTHPOBKA NAPaMETPOB MP- CKIHWMPOBAHNA C YHETOM HAMUKA AIHHON UFNbI.

NPOTHBONOKAAHUA

e« HE WUCNOAL3OBATb npu Hanuuuu UHOEKUMM, 3 TakKe W3BECTHOW WAM npeanonaraemon
Gakrepuemmun nan cenTuemmud B 06A3CTH MMNNAHTAUMW NOPT-CHETEMDI

s HE UCNOMBb3OBATD, ecan Kakne-AMb0 MecTHbie NPUNKMHBI He NO3BOARIOT YCTAHOBWUTL UFATY 8 NOPT,
cTabuananposaTs ee NOAOKEHNE W/MAK NOAYUNTL K Hel gocTyn
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*  HE UCNOAb3OBATD npy HAAUYKUM ¥ NAYMEHTA U3BECTHBIX ANAEPIUMECKUX PEAKLVIA Ha MaTepMani,
M3 KOTOPbIX M3rOTOBACHO H3ALNHeE,

OcHOBHBIE MaTEPHANDI:
- urna CypexaH ¢ KpbiabAMM AR duKcaumm Ges Y-koHHeKTopa / u ¢ Y-xonuexropom {Surecan® Winged /
Surecan® Winged with Y-site) k nopram; matepuanbl 0CHOBHLIX 3nemeHToB MIA: HepaaBelowaa crans AlSI
304 (kaHonn), noamyperaH {MHPYIUOHHAA TPYOKA); MaTepuansl BCNOMOraTenbHbix anemeHtoes MW (B
33BUCMMOCTH OT BIPMAHT3 MCNOANHEHMA): noaunponuneH, nNoanewbnaxnopug 6es AP (matepnan
MIroTOBNEHUA KPBINBLEB ANA GUKCAUMNK), NOAUAMMA, NOAUCTUPOA, NOAUKSONPEH;
-urna CypexaH uaorHyTtan (Angled Surecan®) k nopram: Hepmaselowan cranb Tun AlSI 304 (kaHions),
noannponunen (M103p KOHHEKTOP);
- urna CypexaH npaman {Straight Surecan®) x nopram: Hepkasewas crane Tvn AlSI 304 {kanonn),
noaunponuneH (M103p KoHHeKTOp).

Pucn / NoSounsie pelicTann

fIBNEHNA, KOTOPHIE HAMPAMYID HE CBA33HLI C WCNONL3OBAHMEM M3IAEAMA (Takme Kak WHPeKruMw,
006pa3oBaHMe YTEUKH, TPaBMbI OT YKONA UFNOHR),
l Nepea WCNONLIOBIHHEM H3IAGAMA CNEAYET BHUMATENLHG MNPOYMTaTE WHCTPYKUMIO W cofaoAaTL

‘ Heobxoaumo cobni0AaTh OCTOPOMHOCTL, YTOBL W3bemats Mobbie NOTEHUMANbLHLIE HEMEeNaTenbHbIe

CTaHAAPTHLIE MEpPHl NPEAOCTOPOKHOCTH, YCTAHOBACHHLIE MECTHbIMMK PeryaupYIOWMMK OpraHamu B
) obnactm UHPEKUMOHHOTO KOUTPONA.

Npeaynpemaenns

o VYieautecb B TOM, NTO AAMHA UrABI COOTBETCTBYET rAybWHE PacnonoMeHuA NOpTa, TOALMNE
NOAKOKHO-MPOBOW KNETHYATKN ¥ OCHOBAHMIO WrAbl. ECAM UrN3 CAUWKOM ANIMHHAR, 3TO MOMET
NPUBECTM K NOBPERACHWIO MENB U (MnK) nopta {HanpuMep: UrAa MOMKET COTHYTLCR; ocobeHHo
Manoro avamerpal. Ecnu nrna CAMWIKOM KOPOTKAA, OHA HE CMOMET NOAHOCTLIO NPOKOAOTH
memOpauy NopTa, 8 PeayabTaTe “ero NEKapCTBEHHbIA NPENapaT NoNAAET B OKPYHAIOWME KOMHBIE
THaHU U (AK) urna momet Gbitb 6n10KUPOBAHA.

+ [lepeA UCNONLIOBAHKEM NOMHOCTLIO 3aTAHUTE BCE CORAMHEHMA WM GEIBIroAbHLIE KOHHEKTOPLI.
Ann npegoTapawennn 3M60NMN AN KPOBOTEYEHHA 33WMTHLIR KOANAYOK AomKeH Guito HapeT

. Cpa3y e NOCNEe CHATUA KOANAYKA € HaKoHeYHMKA /Ilo3p.

& HenpasunbHOE M3BAGYEHWE WI/IbI U3 NOPTA MOXET NPUBECTU K NOBTOPHOMY BbICBOGOMAEHMIO

‘ KOHMMKA WIALI B pesynusTate Yero MOBLIULAGTCA  BEPOATHOCTE  CAYM3HMBIX  YKOAO0®
KOHTAMWUHNPOBAHHOK WUrNOA. TPaBMa KOHTIMUHUPOBAHHOU WIrNOW MOMET CTaTo MPUNUHON
WHPEKUMOHHOTO 32601eBaHUA.

¢ WcnonbaoeaHne U YTUAM3AUMA MIALANST SONKHBI OCYWIECTBAATRCA B COOTBETCTBUM € NPUNATLIMU B
MEAKLMHCKOMN NPaKTKHKE CTAKAAPTAMU U BCEMM NPUMEHUMbIMH HOPMATHBHLIMK TPpeGoBaHAMM,
Nocae HENOAL30BAHUA A3HHOE H3AEAUE ABARETCA NOTEHUMANLHO BUONOTMMECKN ONACHBIM.

e Heobxoanmo coGMmoaaTL OCTOPOMHOCTL AR TOrD, YTOOLI H3BemaTh CAYHARHDBIX YKONOB Hrioit BO
BPEMA €€ UIBNEYEHHA.

e Chepyiite BCEM MHCTPYKUMAM, NPOTUBONOKA3aHUAM, NPEAYNPENACHUAM W NPEAOCTEPEIKEHUAM
COOTBETCTBYIOLUMX NPOM3BDAuTENeR MHOYINOHHBIX PACTBOPOB, NOPYos, UHPYIMOHHLIX Hacocos,
BHYTPUBEHHbIX HAGOPOE K GE3bIroALHNIX CHETEM.

s [lposepbTe NPaBUABLHOCTL PA3MELLEHHA UIAbI B8 UMNAIHTUPYEMON NOpT-cMCTEME nyTem
acnupauuM Kposu A0 BBeAeHMA NoObix pacTBopos. ECAM ectb COMHEHUA OTHOCUTENLHO
NPaBUALHOND PA3MEUWEHUA WML, CABAYET BLINOAHWUTD NMPOLEAYPY PEHTTeHOrpaduuecKoro
UCCNEA0BIHUA,

e B cnyyae yTeNKun pacTeopa npenapara Mam HanMuMA KPOBOTEYEHUA UrAY HEOGX0ANMO U3BAEUD.

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



MNpeaynpexAeHua NpK BBEACHWK NOA AABAEHWEM/C BHICOKDIH CXOPOCTHIO NOTOKA

(npumerumo ana vrnb) CypekaH ¢ KpolnbAMKU A dukcaumn Ges Y-koHHextopa (Surecan® Winged) «

! nopvam, urapl CypeKaH usorHyTom {Angled Surecan®) k nopTam.

Nepep uaxAbiM WCNOAD3OBAHMEM YOEAUTECH B TOM, uTO WMNAAHTMPYEMAn NOPT-CUCTeMa
NOAAEPIKUBAET BOIMONKHOCTL BBEREHNA BELLECTB NOA AABACHHEM.

Bcerpa nposepaiite, uwtoBbi NOPT W KaTeTep HaxOAWAWCH B pabouem coctoauMM. JnR 3r0r0
Habepute 8 wWnpuy 2 Mmn KPOBK K BBRAUTE 5 M 0,9%-ro pacTaopa xnopuAa HaTpua (0,9% NaCl) 8
NOPT MAK KATETEP, NPEMAE YEM HAYaTL BBEACHWE NEKAPCTBEHHOrO Npenapara.

He npesbiwaiiTe pekomeHAOBaHHOE AaeneHne (325 psi / 22,4 6Gap) ¥ MaKCUManbHYWO
PeKOMEHACBAHHYIO U3TrOTOBUTENEM CKOPOCTL BBEASHUA YEPEe3 UMNNAHTUPYEMYIO NOPT-CHCTEMY W
MIAY, T.K. 3TO MOMET NPUBECTH K MOBPEKALHUIO U3ACAWA.

Nepen NPUMEHEHMEM KOHTPACTHOE BEWECTBO [0MKHO Gbite noporpeto go 37 °C (98,6 °F).
HecobmoaeHwe A3HHOrO TREGOBAHNA NPUBEALT K CHUKEHWIO CKOPOCTU BBeAeHWA A0 50 % v (unu)
NoBPEXACHUIO U3ACNUA.

B 3aBUCMMOCTH OT TEXHHYECKMX XApPAKTEPUCTUK CUCTEMBLI BBEAEGHUA KOHTPACTHOrO BellecTsa,
Tpefyeman CKOPOCTh NOTOKa He BCerga MoXeT o gocTrHyTa.

Nepea Hauanom BBEAGHWA NOA BLICOKUM A2eneHuem ybeauTech 8 TOM, 4TO Wrna NPABUALHO
YCTaHOBAEHA B NOPT, HAALKHO 33PUKCUPOBAHA HA KOME Y 3aKPLITA 3Are3BHON NOBAIKON.
NopT-cucTema n KrNa AOAMHL BbiTd NPOMBITH NPY NOMOLWM wWnpuua obvemom 10 mn unu Gonee,
uCNONL3YA CrepunbHbid 0,9% p-p xnopuaa Hatpua {0,9% NaCl) nepep u nocne seegenus
KOHTPACTHOTrO BELLECTEA NOA AABACHUEM,

MpepocrepeeHun

XpaHuTb NPY KOMHATHOIH TeMNepaType 8 JaUIMIWEHHOM OT CBETa MecTe.

WaberaiiTe 3amopamnsaHun U BOIALACTBUA BuICOKMX TEMNEpaTYp.

ToNbKO ANA OQHOKPATHOTO NPMMEHEHWUA, HE CTePUAN3083Th NOBTOPHO, NOCAE WUCNOAL3IOBaHMA
YTHAW3NPOBATD.

370 n3IpeNMe N €0 KOMNOHEHTH HE MOTYT MCNOAL30BATLCA NOBTOPHO U HE NpeaHasHaveHbl ANA
3Toro. MoBTOPHOE WUCNOAB3OBAHWE HEUIBEMHO MOCTAaBUT NOA YrPosy 3IPPEKTUBHOCTL U
6e30nacHOCTb NPUMEHEHHA 3TOTO M3KEANA,

Wagenne CTepUAN3OBAHO € WCNOAB3OBAHWEM OHCMAA 3ITWAEHA W ABNAETCA CTEPUAbHBIM W
3NUPOreHHbIM B MHAMBUAYANLHON YNAKOBKe.

Nepea WCNONL30BaHMEM CAGAYET NMPOBEPMTL UENOCTHOCTL Ynakosku. He wucnonbayiite sto
n3fenne, €Chu OHO NOBPEXAEHO WK e eCAU €ro MHAUBUAYANbHAA YNAKOBKa NOBPEMKAEHA UK
e 6bina OTKPLITa paHee.

NposepsTe CPOK FOAHOCTM NEPEA MCNOAL3OBAHWEM W HUKOTA3 He WCNoAblyiiTe wuagenwe ¢
UCTEKLWNM CPOKOM FOAHOCTY.

He u3sneKaiire usgeave W3 KHAMBUAY3NLHON YNAKOBKM A0 TeX NOp, NOKa He Bygere roToBb K
MCNOABLIOBAHWMIO.

370 u3penve AONKHO NCNOMbLIOBATHCA TOABKO ONILITHBIM NEPCOHANOM B ACENTHUECKHUX YCAOBUAX C
cobnopeHnemM CTaHAapPTHBIX Mep NPEAOCTOPOMHOCTH, B COOTBETCTBMW € cobmopeHuem
CAHUTAPHO-INNBEMHONOTNHECKOTO PEHUMA.

Wcnonb3oeaHne 3TOFO n3genna B0 Bpema MP-CKaHMPOBAHMA MOMET CTaTb NPUUUHON
obpasopaHua apredaxkros U3obpameHnna,

U3beraiivte AMWHKX MAHUNYAALMA C HINOA NOCAE ee YCTAHOBKM B NOPT.

He u3sneKaiiTe Uray U He yCTaHasAMBaiTe ee NOBTOPHO B NOPT.
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MUHCTPYKLMY NO HCNOAL3OBAHMIO

Beeaenwe wrae:

1. MNoAroToBLTE MECTO PACNGNMKEHUA NOPTa ANA BBEAEHUA CTEPUABHOMK UrAbl.

2. NoacoeaunuTe wnpuy, obbemom 10 mn, 3anonvenHblii 0,9% p-pom xnopuaa Hatpws (0,9% NaCl) k Moap
KOHHEKTOPY €O CTOPOHN NPOKCUMANBHOTO KOHUA MrNbt TUNa NyGepa, 3anoaHuTe U npomoiite Habop Ana
UHOYINN.

3. CrabwamaupyitTe nNOpT, NPUAEPHMBAA ABYMA NanbLUaMK, 3aTeM aXKYPaTHO BBeAuTe uray
nepneHavkynapHo membpaHe nopra, 4To6n He NoBpeAUTH KOHYUK UIAbL,

4, NposepbTe NPOXOANMOCTL UIAbI.

S. Hanommre nosasxky n obecneubre 6830NacHOCTL MECTa BBEAGHUA UrALI COTAACHO NpuToKony nevebHoro
yupemaeHna {npu MCNONL3OBAHMW HENPO3P3YHOA NOBASKK PEKOMEHAYETCA XEAHEBHO OCMAaTPUBaThL
MECTO HaXOMACHHA WUFAbl). Y6eanTech B NPABUABHOCTH Pa3MEIUEHHA UINbl B peaepayape nopra nyTem
acNUpaunK KpoOBK Nepen BBEAEHHEM PACTBOPOB.

6. Haunute npoueaypy MHBLEeKuMMW, uHdyaum wnm 3abopa Kpoeu COrnacHo npPoToKony nevebHoro
YUPEMACHUA.

Wssaeuenue urabi:
. 1. Moche 33BEPWEHMA fIGNEHMA NPOMOATE NOPT B8 COOTBETCTBMM € NPOTOKONOM neuebHoro
yupexaeHun, Crabuausupyite noaoMeHHe NOPTa, NPUACPKUBAA €ro ABYMA NANLLAMH
2. 3atem UIBNERUTE UFNY W YTHAWINPYIATE B KOHTEHHEP ANA OCTPLIX NPEAMETOB.

WUrna CypekaH uaorHytan {Angled Surecan®) k noptam
NogaepMBaET BOSMOXHOCTL BBEAEHUA KOHTPACTHONO BEWECTBA NOA AasneHvem 22,4 Bap (325 psi)

| J'—@i_l]

OCHOBHbIE TEXHWYECKME XApPaKTEPUCTUKN:

Kav. vosmep Yenoanoe Cpes nog | NposocTe UseTosoe
OSOIHBMEHUE WAL yrnom coepnmeran® Mgy | xoguposarve (Mosp
. Kamanellt u flasp | xoHKexTop)
I— NOHHEKTOpOM
04438000 19G (1,1 s} x 15 s | 13°¢1° Cuna orcoeppienns | B cooreercremu ¢ IS0
04439430 196 (1,3 mm) x 20 o | 13°41° Ao Goire eniwe, | 6009 (FOCT P UCO
04439406 19G {1,1 maa} x 25 e | 13°41° vem: 6009) » aseucmocTH
' 04439929 20G (0.9 sm) x 15 wun | 11°¢1° 19G: 69H O HOMMHBNLHOS
' 04439937 206 (0,9 mm) x 20 wm | 12°31° 206G: S4H HAPYKHOD
I 04439945 20G (0,9 W) X 25 mm | 11°21° 22G: 40H awaneTpn  ToyGRM
I 443486 206 (0,9 ww) X 35 o | 11°31° Wb
; [ 0443981 226 (0,7 wn} X 15 v | 11°81° oo Kpemosuil,
0443962 22G {0,7 o) X 20 mm | 11°:1° e w““'
04439630 22G (0,7 ) x 25 wm | 11°21° 226: Nepu
DA434870 22G (0,7 sm) X 35 mm | 11°21°

*TIpOMHOCTD COBANMHEHNA B COOTBETCTBNH C ISO 7864; TpeboBane CTaHAAPTa NPUMEHUMO K BAPHAHTAM MCNOAHEHUA,
MMEIOLINM COBAUHRHWE FO/I0BKU UrAB) {/1109p KOHHEKTOP) U TPYBKK Ik (KaHioNA).

Wrna Cypexan ¢ Kpoineamu ana pukcaymnm 6es Y —konnexTopa (Surecan® Winged) k nopram
MoaaepMBaET BOIMOMHOCTL BBEAEHNA KOHTPACTHONO BELECTBa Noa AdsaeHuem 22,4 6ap (325 psi)
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OCHOBHbIE TEXHUYECKUE XaPAKTEPUCTUKK.

Kar. YcnosHoe Cpes noa yrnom WHdysuoHHan Tpybxa Kpoinon SawmuTHbIA LiseTosoe kOAMPOBIHUE (12MNM)
Homep 0603HauEHNE MINbI BHyTpeHHuin Brew | Obuan AR KONNauoK
Anamerp HKR ANnHa dukcayun

aam

erp
04438286 | 19G (1,1 mm) x 15 mm 13°% 1° ©1,15 £ 0,05 mm [} 3ddexTne Wupnra: + B cootsercTenm ¢ 1SO 6009 {rOCT P
04438294 | 19G (1,1 mm) X 20 mm 13°% |° 1,15 £ 0,05 mm 2,25% | nam gavna | 302 mm UCO 6009) ® sasmcumoOCTH  OT
04438308 | 19G (1,1 mm) X 25 mm 13°x |° © 1,154 0,05 Mm 0,05 +  Anuna | Oawna: 21 NBHOTO HAPY 0 AvameTpa
04438332 | 20G (0,9 mm) x 15 mm 11°% 1° 0,97 £ 0,05 mm MM CHPBITORA 2 mm TRYGKM urasi:
04438340 | 20G {0,9 mm) x 20 mm 11°% 1° 30,97 £ 0,05 mm TeXHRUECH 19G: KopwuHesvin®, 20G: Meatvid,
04438359 | 20G (C9mm) X 25mm | 11°% 1° ©0,97 £ 0,05 mm of vactu: 22G: HepHmil
04438367 | 20G (0,9 mm) x 30 mm nezi® 0,97 £ 0,05 mm 185 +15 *Ann 19G smecTo sKpeMOBOros yseTta
04438375 | 22G {07 mm)x 12om | 11°21° 0,78 £ 0,05 mm (£10) mm (user,  wotopwih ¢ TpyAom
04438383 | 22G (0,7 mm)x15mm | 11° 1° $0,78 £ 0,05 mm PAcnosHasanca nonssosatenamu] Guin

. 04448391 | 22G (0,7 mm)x 20mm | 11°% 1° 00,78 £ 0,05 MM UENONLIOBAN KOpUIHEBLIf LBeT.

04448405 | 22G (0,7 mm)x25mm | 11°21° $0,78 £ 0,05 mm

MapKUPOBKa HaPYXXHOrO AMameTpa Urbl B Kanubpax (G) HaHeceHa Ha 3a)Kume Urnbl.

Urna CypekaH ¢ Kpbinbammu ana ukcaumuu n ¢ Y —konHextopom (Surecan® Winged with Y-site) k nopram

OcCHOBHbIe TEXHUYeCKue XAPAKTEPUCTUKN.
Kar. Ycnoswoe Cpes WndyanoHHan Tpybxa: Kpbinbs 3aWNTHLIA Lser080€ KOAMPOBAHNE (33MNnM)
HOomep 0603BHINEHHE HrNb! noa 1 - OT kpbINLEB [0 Y-HOMHEKTOPD AR KONNA4OK
yraom 2 - oy Y-konHextopa o /osp /lok WoHuHexTopa ¢ | duxcaywm
HIPYWHON pessbon
BHyTpeHHWIH Brew Obwan granHa
Anamerp MUA
Aam
erp
04448430 | 19G (1,1 mm) X 20 mm 13°¢ |° $ 1,151 0,05 mm @ Ipdextusran gnHa | Wnpura: + 8 cootsercranm c 1SO 6009 (FOCT P UCO
04448448 | 19G (1,1 mm) X 25 mm 13°¢ 1° @ 1,15 £ 0,05 mm 2,25% | + Dnuma cxporoit | 30t 2mm 6009) B 32BNCHMOCTH OT HOMHHANBHOTO
04448472 | 206 (0,9 mm) X 15 mm 11° % 1° @ 0,97 0,05 Mm 0,05 TEXHUNECKON YacTh: Anuna: 21 HAPYIKHOTO AKAMETPA TRYOKM KrAb!:
‘ 04448480 | 206 (0,9 mm) x 20 mm 11°+1° | @0,97%0,05mm L) 2 mm 19G: Kopuureowit®, 20G: Menvwiiz, 22G:
04448499 | 20G (09 mm)x 25 mm | 11°% 1° | @0,97 20,05 mm 1:95+ 10 (£ 10) mm epnoid
04448529 | 22G (0,7 mm)x 15mm | 11°21° | (0,78 0,05 mm “Ann 19G smecto axpemoBoros LseTa
04448537 22G (0,7 ma) X 20 mm 1°z1° 0,78 £ 0,05 mm 2:82 + 16 (£ 10) mm {user, KOTOPDLIA C TPYAOM PACNOSHABANCA
04448545 | 22G (0,7 mm)x 25mm | 11°£1° | ©0,78£0,05 mm nonssosatesamu)  Guin  ucnonesosan
04448553 | 22G (0,7 mm)x 30mm [ 11°%1° | 0,78 £0,05mm HOpuHeBbIM useT.

MapKupoBKa HapyXHOro AMameTpa urnbl B Kanubpax (G) HaHeceHa Ha 3aXUMeE Urnb!.

WUrna Cypekan npamas (Straight Surecan®) k nopram

OCHOB8HbIE TeXHUYECKUE XapaKTEePUCTUKK.

Kar.
HOMmep

Ycnoeuoe
0603HaueHne urab

Cpe3 noa
yrnom

NpounocTs
coeaMHenna®

Userosoe
KOHHEKTOP)

KOAMPOBaHHE

(No3p
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mMeay warkioneh u
Nio3p KoK

Cuna orcosgmnevn | B coorsercranm ¢ IS0 6009 {fOCT P MCO
A0nAmHa Guiro Bonue, | 6009} 8 32BUOWMOCT OT HOMMHANLHOTO

04439653 | 206 {09 mm) X 40w _| 11°21°
04433938 m&smx'mm

04440000 | 20G {0,5 mm) X 90 mam Hem: HIPYIHOCO AMIMETPA TRYOKKM WUrisl:
04433848 | 226 (0,7 mm) X 30 mm 20G: 54H, 20G: Hentld,
04439414 | 24G (0,55 mm) x 25 mm 22G: 40H, 226: Yepuoi,

24G: 34H. 24G: Coerac-Pronercomi (cupereswit).

*NPOHOCTL COEANHEHUA B COOTBETCTBHUU ¢ ISO 7864; Tpe60oBaHKe CTAHASPTA NPUMEHMMO K BAPHAHTAM UCNOAHEHKA,
HMEIOWNM COSAMHEHNWE FON0BKM UrAb! {1I3p KoHHEKTOP) U TPYGKK Urab) {Kanioaa).

~———
® | =@ | m
He coaepnmt KatanomHoi
3anpeT Ha A3re HOMep
noBTOpHOE
NpHUMEHEHNEe
o 2 |
Koa naptum
Wcnonb3osath A0 UsroTosuTens
STERILEIED! @
Crepunmsaumn
OKCUAOM 3ITHACHA Jlata naroroaneHus

Ce BIBRAUN

8. Braun Medical

25 moe Amningand
2210 Saiai-Ciand

e
Lo 241 1] 1
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HanmeHoBaHue 106aBNSIEMOTO
agToTa

HavmeHoBaHWe MeauLMHCKOro

n3genna

HavmeHoBaHVe Npon3BoanTESst
1 MecTa Npom3BoACTBa

HasHaueHune

MokasaHua K NpUMeHeHUIo

[nvTenbHOCTL NpUMeHeHus

Lienesas rpynna nosb3oBaTenei,
YCNOBUSI NPUMEHEHUS

YCnoBusi TPaHCMOPTUPOBKA 1
XpaHeHus

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

MNpunoxkeHve 1

OnucaHne

Wrna "CypekaH" (Surecan®) K nopTam, BapraHTbl UCTIO/HEHMNA:

1 Wrna CypekaH npamas (Straight Surecan®) K noptam, Kar.
Homep: 04439953, 04439998, 04440000, 04439848,
04439414,

2. Nrna CypekaH un3orHytas (Angled Surecan®) K nopTam, Kar.
Homep: 04438000, 04439430, 04439406, 04439929,
04439937, 04439945, 04434862, 04439813, 04439821,
04439830, 04434870.

3. Wrna CypekaH ¢ KpbinbsMu a1 (oukcaumm 6e3 Y-KOHHeKTopa
(Surecan® Winged) Kk nopTtam, kaT. Howmep: 04448286,
04448294, 04448308, 04448332, 04448340, 04448359,
04448367, 04448375, 04448383, 04448391, 04448405.

4. Wirna CypekaH C KpbiibAMW A4nst ukcaumm m ¢ Y-
KOHHeKTOopoM (Surecan® Winged with Y-site) K nopTam, Kar.
Homep: 04448430, 04448448, 04448472, 04448480,
04448499,04448529, 04448537, 04448545, 04448553.

Mpoussogutens: B. BRAUN MEDICAL, 26 rue Armengaud,

92210 Saint-Cloud, France / B. BPAYH MEOWKA, 26 pto

Apwmanro, 92210 CeH-Kny, ®paHums

MecTto npowussogctBa: B. Braun Medical Industries Sdn. Bhd.,

Bayan Lepas Free Industrial Zone, 11900 Penang, Malaysia

Wrna "CypekaH" (Surecan®) K nopTam npegHasHadeHa A/

MNYHKUMW  MemM6paHbl  UMNAaHTUPYEMbIX  MOPT-CUCTEM  Ans

NPOBEAEHNS WHBEKUMIA, WHADY3WIA, acnmpauum >KULKOCTEA WU

NeKapCTBEHHbIX PacTBOPOB.

Wrna CypekaH (Surecan®) npefHasHavyeHa A1 MYHKUMKW

Mem6paHbl  MMMNNaHTUPYEMbIX MOPT-CUCTEM A1 MPOBeAeHMs

WHDBEKUMWIA, WHAGY3NA, acnmpauun XXUAKOCTER W NeKapCTBEHHbIX

pacTBOpOB.

Mpy Mcnonb3oBaHUM C MOPTaMK, KOTOPblE MPUCNOCO6AEHbI A/1s

BBEJEHWS  KOHTPacTHOro  BelwlecTsa NoOf  [JaBfeHWeM B

LIEHTPa/IbHYI0 BEHO3HYIO CUCTEMY C [AMArHOCTUYECKON LeNbio,

urna CypekaH C KpblbsMW ana dukcaumm 6e3 Y-KOHHeKTopa

(Surecan® Winged) v nrna CypekaH usorHytas (Angled Surecan®)

TakkKe MOXeT ObITb WCMONb30BaHa ANA BBEAEHWS| BbIGPaHHOrO

KOHTPAacTHOro BewlecTsa. [n19 BBeAeHWS KOHTPACTHOroO BellecTBa

noj [aBNeHWem Yepe3 UMy MakCUMabHOe peKOMeHAyemoe

JaBneHve cocTasnset 22,4 6ap (325 psi).

Wrna CypekaH npamasa (Straight Surecan®) K nopTam

npegHasHadeHa NS MpOBELEHWS  WMHBEKUMIA,  acnupauum

XWUAKOCTEN W NeKapCTBEHHbIX PacTBOPOB W NPOMbIBaHUS MOPT-

CWCTEMbI, €C/IN JPYTOM UT/bl HE YCTAHOB/EHO.

Mrna CypekaH wu3orHytas (Angled Surecan®) K nopTam

npegHasHaveHa 418 NYHKUMUM MemMbpaHbl UMNIaHTUPYEMbIX MOPT-

CUCTEM [N1 MPOBEAEHUS KPATKOCPOUHbIX WHAY3WiAi He 6onee

24 vacos, urna CypekaH C Kpbiibamu Ansd ukcaumn 6e3 Y-

KOHHeKTopa / 1 ¢ Y-KOHHeKkTopom (Surecan® Winged / Surecan®

Winged with Y-site) K noptam npefHasHayeHbl B TOM uyucne And

MHAY3WiA cpefHeil MPOAOMKNTENbHOCTU W AAUTENbHBIX, HO He

6onee 7 AHeli NpU YCNOBMWN OTCYTCTBUSA NMOKPacHEeHWs, 0Teka, 60m

1 MPU3HAKOB MH(EKLMW, a TaKkKe B COOTBETCTBUM C MpasBuiamm u

HOpMamK, YTBEPXKAEHHBIMU B IEHE6HOM YUPEXAEHUMN.

Vcnonb3oBaTh Mrabl “"CypekaH" (Surecan®) K MopTam MOXeT

TOMbKO  MEAMUMHCKWIA  nepcoHasl, O0BYYEHHbI  TeXHWKE W

KMHAYECKUM acreKTaM MPYMEHEHUA UM K MMMAaHTUPYEMbIM

TpaHcnopTupoBka XpaneHue
Temnepatypa or -18°C o oT1 +15°C o +25C
+40°C
OTHocuTenbHas A0 80 % [0 80 %



BNaXHOCTb
BO3/yXa

1.8

CpoK TrosHOCTH MEIHUHHCKOrO
H3JIENHR

Cpok roanoctu HUrnet npsamoi (Straight Surecan®) k nopram, Urant
Cypekan u3oruytoit (Angled Surecan®) x nopram, Urini Cypekan
¢ KpbinbAMM AnA  ¢ukcauuu Gez Y-konHektopa / M ¢ Y-
xounexTopoM (Surecan® Winged / Surecan® Winged with Y-site) k
(opTaM COCTaB/feT 5 ner.

1.9

CootBeTcTBHE CTaHaapTaM

[ponzeoactso HMeer cepTHHHLHPOBAHHYIO CHCTEMY
MCHCDKMECHTA KauecTBa B COOTBETCTBHH cO cTanaaproM EN ISO
1348S.

1.10

IIOHOJIHHTCJIBHHC CHMBONbI

ﬂOﬂOﬂlIWI‘eﬂbelC CHMBO/JIbl, KOTOpbIE MOIYyT ObITh HaHeCCHBI Ha
YNakoBKY MCAHLHHCKOIO H3AC/IUA

1 INpyn Hanuunn.
2 Ha mapknpoBke CHMBON MOXET ObITb COBMEIUCH C CHMBOMIOM

«CTepuanzauus OKCHIOM 3THIEHA», HATlpUMEp:

lapantuiinbie
ob6asarenscrBa/Peknamaunn

Komnanna B. BPAYH MEJIMKAJI, ®pasuus (B. BRAUN
MEDICAL., France) rapaHTupyeT COOTBETCTBHE MEAHLIMHCKOrO
usgenus  «HUrna  "Cypexan"  (Surecan®) «  mopramn,
npeabasaseMbiM TpeGoBaHuaM mnpu  cobmogeHuu  ycnosuii
XPaHEHUs W TPAHCMOPTHPOBKH B TCUCHHE BCEro0 CPOKA NOJAHOCTH,
¥ HE HECET OTBETCTBEHHOCTH 3a WMCMONB3OBAHHE H3EJIMA HE MO
Ha3HaYCHHIO.

[MpereH3n nO  OTBETCTBEHHOCTH, CTaBIUHE  PE3YJNLTATOM
HEMpaBHILHOTO OOpalleHHs WIH UCTONL30BAaHHA MEAHIHHCKOrOo
U3eNnus, a TAKKE HCMONbL3OBAHHA €ro B COYETAHHWH C JIPYTHMH
MCAMLUHMHCKUMHM  W3ZENHAMU MKW npHHaexHocTamy, OynyT
OTKJIOHEHBI.

[lo Bonpocam ofpawechuus Meauuunckoro usuenusa «Mrna
"Cypexan" (Surecan®) x nopram» na Tepputopun Poccuiickoii
denepaunu obpawaTecs K  yNOJHOMOYCHHOW OpraHu3auLMy
(umnoprep) B PP:

OO0wecTB0 € OrpaHH4eHHOH OTBETCTBEHHOCTBIO
Menukan» (OOO «b.Bpayn Meankan»)
opuanyeckuit appec': 191040, r. Cankr-Iletepbypr, BH.TEp.T.
MyHHuUnanbHeii okpyr Baaaumupckuii okpyr, ya. [ywxuuckas,
a.10, nut. A, nomeut. 40-H

Ten (812) 320-40-04, paxc (812) 320-50-71,

e-mail: office.spb.ru@bbraun.com

«b.Bbpayn

1- Tak kak BHYTPHIOPOACKOH OKPYT, HApALY C HHBLIMK JTONONHEHHAMH (opmaTa
MYHHUHNATLHOTO NCNCHHRA, HE RABNRCTCA AAPecOOOPATYIOUMM INEMCHTOM, Ha
MapKHpOBKE MCAM3INEAHA MOXET ObiThb YKalaH aapec MECTOHAXOXACHHUS
ynonxomouexioi oprasnlaunn (umnoprep) 8 PO 8 suae: 191040, r. Cankr-
[letepbypr, va. [Tywkunckan, 1. 10

1.12

IMopanox
YHUYTOKEHHA

YTHIIH3aUHH HIIH
MCAHUHKHHCKOro

YTrinzauMs  MeQHUHUHCKOro
COOTBCTCTBHH € TPCGOBa"HRMH

niaeanid  OCyuUIeCTBAACTCA B
NpOTOKOJIOB neycbHoro

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




HIACHHA

YUPEROCHHS M HAUHOHANBHAIX HOPMATHRHO-TIPRBOBRIX AKTOR,
Vrumuzauus  memMuaHekoro  m3menna:  «Mrna  “Cypexan”
(Surecan®) K nopram» NOCNe HCNOML3ORAHAA OCYLIECTRIACTCA B
COOTRETCTBHY ¢ TPEGOBAHHAMY K OOpALIEHMIO ¢ MEIWIIHHCKAMH
oTxoaamH, ycrasopacHubiMy CanlluH 2.1.3684-21 no xnaccy b
M HHBIMH HOPMATHBHO-NMpaBOBbIMM  akTamyu  Poccnitckoil
Qenepauny.

Hexcnone3osanioe MeAWIHHCKOS HYIENHE, HEHCTKJIL3OBAHHDIS
YNaKOBKH, AOMKHH OMTE YTHIH3APOBAHH B COOTBETCTRHA C
MNOPAAKOM  YTWIM3AUHKH  TBEPAbIX  OLITOBMIX  OTXONOB,
YCTAHOBNCHHBIM 3aKOHOZATEILCTBOM Poceniickoll denepauus no
xmaccy A Canllnn 2.1.3684-21.

[IpH BO3HAKHOBEHHH BONPOCOB, XACAOIIMXCA YTHAH3AUMM
MCIKLUMHCKOTO  H3UCNHA, cneayer  ofpamiareca K
YTIOMKOMOUEHHON opranusaumn (umMnoptep) 8 PO.

1.13 JlaTa Bunycka nudopMauin

Gespams 2024 1.,

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




BI BRAUN «b. BpayH Megukan» (B. Braun Medical)
AKLIOHEPHOE OBLLIECTBO YIPOLLIEHHONO TUNa,
SHARING EXPERTISE yupexxaeHHoe B LUACUER-AIO-TYATY
30, ABeHio ae Tam MoaepHe,

86360 LLIACHEW-IHO-MYATY

B
®E[EPANBHYHO CNYXKBY MO HAI30PY B COEPE 31PABOOXPAHEHIS
(POC3IPABHAIR0OP) --

ConpoBOANTENBHOE MUCEMO Jlata: 15 hespans 2024 ropa
HaCTosLLWM NCHEMOM Mbl,

«b. BPAYH MEAVIKAJT» (B. BRAUN MEDICAL), 26, Pto ApmaHro, 92210 CeH-Kny, ®paHums (26 rue Armengaud, 92210 Saint-
Cloud, France), kak OTBETCTBEHHbIIA/OPULMANBHBINA MPOU3BOANTENb MEANLHCKOrO M13LeNs

Urna «CypekaH» (Surecan™®) K nopTtam

YBEAOM/ISIEM O NPEeAOCTaBNEHNM MHCTPYKLMM MO npumMeHeHnto (VM) Ha aHraninckom asbike ¢ MpunoxeHnem 1k UMMT:

1 WM ana Urnsl CypekaH ¢ Kpbinbamn ans hukcaunn 6e3 Y-KoHHekTopa/u ¢ Y-KoHHekTopom (Surecar® Winged/Surecan”
Winged with Y-site) kK nopTam, Urnbl Cypekan nsorHyToi (Angled Surecan”) k nopTam u Urabl CypekaH npamoii (Straight

Surecar®) K nopTam
<Toproso-npombiLLeHHasa nanata r. BeHa

Mpunoxerune 1 K VMM copepkuT cneaytoLpe MyHKTbL* CBu1AEeTeNbCTBYETCA UCKHOUUTE/IBHO NMO/IMHHOCTL MOANMCH
Cunbsun Mntome (Sylvie Plumet)
11 HavmeHOoBaHVie MeULHCKOIO 13aenus KaTpun Byameio (Catherine Boismenu)
12. HavmeHoBaHVe NPOM3BOAUTENA 1 MECTa MPOK3BOACTBA
13 HasHauetve OT WMeHM npeanaeHTa EBbl KACCBE (Eve CASSIER)>
14. TlokasaHus K NpYMEHEHNO <noancaHo>

15 [nuTenbHOCTb NpUMeHeHWs

16.  Llenesas rpynna nosib3oateniei, yCrioBuA MPUMEHEHNA < | framn; Myarbe,

L7, YCnoBWA TPAHCMOPTUPOBKY 1 XpaHeHiAs 20 GEBPA/IA 2024 FOA> <nognucaro> <LLiramn: 019>

18, CpoK rogHocTVi MeAULIMHCKOrO U3aenus

19. CootBeTCTBME CTaHAAPTAM

1.10. JononHuTesbHbIE CUMBOSIbI

1.11. MapaHTWiHbIe 06sI3aTENLCTBA/PeKNamaLyn

1.12. TopsgoK YTUIN3aLmMmM WK YHUUTOXEHUA MEULIVHCKOIO

v3genvs

1.13. [ara Bbinycka MHhopmaLmn
* — onmcaHue faHHbIX M. B [punoxkeHun 1K HacToswemy WM.
C LeNbl0 OGHOBMEHMS [OKYMEHTOB PEryCTPAaLMOHHOrO [OChe B CBA3M C COBEPLUEHCTBOBAHMEM CBOWCTB W XapaKTepucTuK
MEOVLWHCKOTO m3genmst Urna  «CypekaH» (Surecan®) K nopTam, MpPW  HEM3MEHHOCTW  (PYHKUMOHAIBHOTO — Ha3HaueHws,
MpezrnonaraeMoro UCrob30BaHNs ¥ MPUHLMNG AEACTBIS MEAVLIMHCKOTO U3LENNS, U NPeLOCTaB/eHNs BbILLEYKa3aHHOrO JOKyMeHTa
B defeparnbHyH0 Cy>K6Y Mo HaA30py B cdiepe 3apaBooxpaHeHus (Poe3apaBHaa3op) Poccuiickoin depepauyn.
Kpome Toro, HacTOALLMM 3as1B/15eM 0 TOM, YTO Hamu ObUT MPUHATBI BO BHUMaHWE 3aMeyaHus, NpuBefieHHbIe B nicbMe Ne 04-9960/24,
ot 13 heBpania 2024 roga. C y4eTOM BbILLEWN3NOXEHHOTO Mbl MPEACTaB/IseM Ballemy BHUMAHUIO BbILLEYKa3aHHbIA JOKYMEHT.

OT nmenm 1 no nopyueHnio «b. BPAYH MEAVNKAST» (B. BRAUN MEDICAL)

<nognucaHo> <nognucaHo>

Cunbeu MJTIOME (Sylvie PLUMET) KatpuH BYAMEHIO (Catherine BOISMENU)

[JvpekTop LleHTpa nccnefoBaHnii u paspaboTok IMpeactasuTens LieHTpa nccneaosaHuin 1 paspaboTok LLlacHeld, 3amectutenb
LLlacHein [JVPEKTOpa N0 Ka4ecTBY W YMOIHOMOYEHHBIA NPeACcTaBUTENb OTAeNa HOPMATMBHO-
«b. bpayH Megykan» (B. Braun Medical) NpaBoBOro perynuposaHus «b. BpayH Megukan» (B. Braun Medical)

Per. Ne B Toproso-npoMbILLIIEHHOM peecTpe I. HaHrep: 562 050 856 MouToBbI aapec
YctaBHbI Karviran: 31 000 000 espo 26, Pro ApmaHro, Ten: +330)141 105300
Kop, ocHoBHOro B1aa aesATerisHoCTV npedniprsiis (APE): 3250 A 92210, CeH-Kny dakc: +33(0)1 41 10539

MepeBOd C aHrMUIACKOTO M (PPaHLYy3CKOro A3bIKOB Ha PYCCKWUIA A3bIK BbIMOMHEH MNEPEBOAYNKOM
TapaH VpuHoii BopucosHO

Moagnwuceob
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Poccuiickaa depepaumsi
"opoa MockBa
MepBoro mapTa [Be TbiCAYM ABajLaTb YeTBEPTOro roja

A, AnexuH EBreHuin Bnagumuposud, HoTapuyc ropoga MOCKBHI,
NoA/IMHHOCTbL NMoAnucu nepesofynka TapaH VIpuHbl BOPUCOBHBI.

Mognuck caenaHa B MOEM MPUCYTCTBUN.

JlnyHocTb nognucasLWlero 4OKYMEHT YyCTaHOB/IEHa.

3aperucTpupoBaHo B peectpe: No 57/171-H/77-2024-1-892.

YnnayeHo 3a coBeplUeHMe HOTapuanbHOro geictems: 400 py6. 00 kon,

E.B.AnexuH

/}Io,qnvmb

"epboBasi nevarb
HoTapuyca

Bcero n)oLLk<yposaHo,

MPOHYV,0pc85HO M CKpervieHo
nevaret/1 ~  uct(-a.-0B)

AOO/iuO b
Poccuiickaa degepayms
"opog MockBa
[NepBoro mapTa [Be TbiCAUM ABajLUaTb YeTBEPTOro roga
A, AnexuH EBreHuii BnagumupoBuy, HoTapuyc ropoga MOCKBbI,

BEPHOCTb KONWM C NpeacTtaB/ieHHOro MHE AOKYMEHTa.

3apeructpupoBaHo B peecTpe: Ne 57/171-H/77-2024-1-893.

CBMAETEeNbCTBYHO

CBUAETENBLCTBYIO

YnnayeHo 3a COBelIMeHMe HOoTapuanbHoro gerictemsa: 2100 py6. 00 kon.

E.B.AnexuH

Beero npoLLHyposa

MPOHYIMEPCMHO 1 CKD
Retafg 0 A" nneT(
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KOonums

B IBRA' |N B. Braun Medical
Societe par actions simplifice
SHARING EXPERTISE Etablissement de CHASSENEUIL-DU-POITOU

30 Avenue dcs Temps Modernes
86360 CHASSENEUIL-DU-POITOU

TOTHE

FECERAL SERVICE ON SURVHELLANCE IN HEALTHCARE

(ROSZDRAMNADZOR)

Covering letter Date: February 15th. 2024

With this letter we

B. BRAUN MEDICAL, 26, rue Armengaud, 92210 Saint-Cloud, France, as the responsible/ legal
manufacturer of the medical device

Surecan® needle for access ports
herewith declare that we provided the IFU in English language with Annex 1to the IFU:

1. IFU for Surccan®Safety Il

Chambre ete Commerce etd’Industrle deia Vienne

The Annex 1to the IFU contains next items*: W edusiwmant pow o«tflcetien ffliuntb

1.1. Name of the medical device

1.2. Name of manufacturer and manufacturing site Yii '@

1.3. Intended use theibo»  turt)

1.4. Indication Pourle prdsident, Eva GASSIER

1.5. Duration of application

1.6. Target User group, conditions of application Poitiers,

1.7. Transport and storage conditions

1.8. Shelf life of the medical device 20 FEV. 2024 + 020
'h 1.9. Main technical characteristics

110. Standards compliance
1.11. Additional symbols
1.12. Warranty/Reclamations
1.13. Disposal or removal of a medical device
1.14. Date of information release
«- the description of data, see at Annex 1to the present IFU,
to update of the documents of the registration dossier for improving the features and characteristics
of the medical devices Surecan® needle foraccess portsmVaouX any impact on the functional purpose,
intended use and principle of operation of the medical device and submission of the above document
to the Federal Service on Surveillance in Healthcare (Roszdravnadzor).
Additionally, herewith declare that we have taken into account the notes in accordance with letter no.
04-9960/24 issued on February 13, 2024 by Roszdravnadzor. Given that we submit for your attention and
consideration the abovementioned document.

For and on behalf of B. BRAUN MEDICAL

Sy tOISVENU
C tpeftrf'Center Chasseneuil. Competence Center Chasseneuil,
Hrector® Deputy Director in charge of Quality and
B. Braun Medical delegated Regulatory Affairs B. Braun Medical
RCS de Nanterre S62 0S0 856 Adresse Postale
au capital de 31 000 000 € 26, rue Armengaud T4U33(0)1 41 10 53 00
Code APE32&0 A 32210 Saint-Cloud Fax+33{0)1 41 10 53 99
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Surecan® Safety II

B/BRAUN
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Surecan® Safety Il

fr - Surecan® Safety |
de - Surecan® Safety |l
es - Surecan® Safety I
it - Surecan® Safety |l
SV - Surecan® Safety |l
pt - Surecan® Safety |l
ru- Wrna CypekaH Caiidhtnn
(Surecan® Safety )

nl - Surecan® Safety |l
no - Surecan® Safety |l
da - Surecan® Safety |l
fi - Surecan® Safety |l
pi - Surecan® Safety |l
el - Surecan® Safety II

tr - Surecan® Safety I
Cs - Surecan® Safety |l
th - i"jj Surecan®

KO - Surecan® Safety |l
Vi - Surecan® Safety I
ro - Surecan® Safety Il
bg - Surecan® Safety |l
et - Surecan® Safety Il
hu - Surecan® Safety |l
It - Surecan® Safety I
sk - Surecan® Safety I
zh - Surecan® Safety |l
uk - CypiKaH Ceiidpltl II
(Surecan® Safety II)

Surecan* Safety Il with Caresite Y

fr - Surecan® Safety Il avec
Caresite et site Y

de - Surecan® Safety Il mitY-
Caresite

es - Surecan® Safety Il con
Caresite Y

it - Surecan® Safety Il con Caresite
Y

sv - Surecan® Safety Il med
Caresite Y

pt- Surecan® Safety Il com
Caresite Y

ru - Urna CypekaH CaicpTtum Il c Y-
KOHHEKTOPOM ¥ C KlanaHom
KeacaiiT (Surecan® Safety Il
Caresite Y)

nl - Surecan® Safety Il met
Caresite Y

no - Surecan® Safety Il med
Caresite Y

da - Surecan® Safety Il med
Caresite Y

fi - Surecan® Safety Il ja Caresite Y
pi - Surecan® Safety Il z Caresite Y
el - Surecan® Safety Il ps Caresite

TUTTauy

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

tr - Caresite Y'li Surecan® Safety Il
cs - Surecan® Safety Il s Caresitem
Y

th - 1l
VfonmICs0InPtkdtjIsiZ2nuliLn

Ko - Surecan® Safety Il 2|-Caresite

Y

vi - Surecan® Safety Il vd*! Caresite
Y

ro - Surecan® Safety | cu Caresite
Y

bg - Surecan® Safety | c Caresite
Y

et - Surecan® Safety | klapiga
Caresite Y

hu - Surecan® Safety | Caresite Y
szeleppel It - ,Surecan® Safety H*
su ,Caresite Y*

sk - Surecan® Safety Il s Caresite v
tvare Y

zh - Surecan® Safety Il ~ Caresite
Y Ay

uk - CypiKaH Celicet! (Surecan
Safety®) is Kepcaiit (Caresite) Ta
Y-noAi6HHM koHekTOpOM

References

04447042 19G x 12 mm
04447000 19G x 15 mm
04447001 19G x 20 mm
04447002 19G x 25 mm
04447003 19G x 32 mm
04447004 19G x 38 mm
04447043 20G x 12 mm
04447005 20G x 15 mm
04447006 20G x 20 mm
04447007 20G x 25 mm
04447008 20G X 32 mm
04447009 20G x 38 mm
04447044 22G x 12 mm
04447010 22G x 15 mm
04447011 22Gx20 mm
04447012 22G x25 mm
04447013 22G x 32 mm
References
04447057 19G x 12 mm
04447045 ,19G x 15 mm
04447046 19G x 20 mm
04447047 19G x 25 mm
04447048 19G x 32 mm
04447049 19G x 38 mm
04447058 20G x 12 mm
04447050 20G x 15 mm
04447051 20G x 20 mm
04447052 20G x 25 mm
04447053 20G x 32 mm
04447059 22G x 12 mm
04447054 22G x 15 mm
04447055 22G x20 mm
04447056 22G x25 mm



Surecan® Safety |1
with Caresite Y
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BIBRAUN

Surecan® Safety Il
Power-injectable safety non-coring needle for Access Ports

Application:

The Surecan® Safety Il power-injectable safety non-coring needle is a device intended for
insertion into the septum of a subcutaneously implanted port for the injections,
infusions, aspiration of fluids and drugs into the port. The Surecan® Safety Il safety
feature is manually activated during needle removal, and is designed to aid in the
prevention of accidental needle-sticks. When used with ports that are indicated for
power injection of contrast media into the central venous system, the Surecan® Safety Il
needle is also indicated for power injection of contrast media.

A long term access port needle (Surecan® Safety Il) may be used from 24 hours for up to
7 days, in the absence of infection, redness, swelling or pain and in accordance with local
country or professional guidelines.

For power injection of contrast media, the maximum recommended pressure is 325psi
(22.4 bars).

The needle should be removed from the port at the end of the treatment cycle.

MR Information

General Information

According to |IEC Standard 60601-2-33(2008), the scanner must be operated in Normal
Operating Mode (defined as the mode of operation of the MR system in which none of
the outputs have a value that causes physiological stress to the patient):

* The whole body averaged specific absorption rate (SAR) must be < 2.0 W/kg

e The head SAR must be < 3.2 W/kg

Device Information

A MR Conditional

The Surecan® Safety Il was determined to be MR-Conditional according to the
terminology specified in the American Society for Testing and Materials (ASTM)
International, Designation: F2503-08. Standard Practice for Marking Medical Devices and
Other items for Safety in the Magnetic Resonance Environment.

Non-clinical testing demonstrated thatthe Surecan® Safety Il is MR Conditional. A patient
with this device can be scanned safely, immediately after placement under the following
conditions:

» Static magnetic field of 3-Tesla and 1.5-Tesla

* Maximum spatial gradient magnetic field of 710 Gauss/cm or less

» Maximum whole body averaged specific absorption rate (SAR) of 2.9 W/kg for 15
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minutes of scanning

MRI-Related Heating

In non-clinical testing, the Surecan® Safety Il produced the maximum temperature rise
during MRI performed for 15-min (i.e., per pulse sequence) in 3-Tesla (Excite, Software
14X.M5, General Electric Healthcare, Milwaukee, WI) MR systems, as:

MRI Condition MR System Reported, Maximum Calorimetry Value  Highest Temperature Time for MRI
Whole Body Average SAR (W/kg) (W/kg) Change (per pulse sequence)
3-T/128-MHz Z9 2.7 20'C 15-min

Artifact Information

MR image quality may be compromised if the area of interest is in the exact same area
or relatively close to the position of the

Surecan® Safety Il. Therefore, optimization of MR imaging parameters to compensate
for the presence of this device may be necessary.

Contraindications;

e DO NOT USE, if the presence of an access port-related infection, bacteremia, or
septicemia is known or suspected.

e DO NOT USE, if local tissue factors will prevent proper Surecan® Safety Il device
stabilisation and/or access.

« DO NOT USE, in case of known allergy to the materials contained in the device (main
raw materials: Stainless steel type AISI 304 (cannula). Polyurethane (infusion tube),
materials of supplementary elements (according to the model): Polyvinyl Chloride
without DEHP, Silicone, Polycarbonate, Polystyrol).

Risks/ Side Effects;

Care must be taken to avoid any potential adverse events not directly linked to the
product (e.g. infection, leakage, needle stick injuries).

Carefully read all instructions prior to use and follow your local standard infection
control precautions.

General Warnings;

* Do not alter this device (e.g. by pulling on the tubing).

» Verify needle length is correct based on port reservoir depth, tissue thickness, and the
thickness of any dressing beneath the base of the needle; if too long, the needle and/or
port may be damaged at insertion (e.g. the needle could bend especially with small gauge
needles) if too short, the needle may not completely pierce the port septum, and
medication may be delivered into surrounding tissue and/or the needle may be blocked.
« Fully tighten all connections before use. Failure to attach an end cap after removing a
male Luer locking end cap can result in an embolism or bleeding.

 Failure to use the device correctly when removing the needle from the port site could
result in the needle tip re-emerging from the base, resulting in an accidental needle-stick
with a contaminated needle. A needle-stick with a contaminated needle may cause
infectious disease.

» Handle and discard in accordance with accepted medical practice and all applicable
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regulations. After use, this product is a potential biohazard.
e The device is not re-usable nor designed to be re-used. Any re-use would definitely
compromise the performance and safety of the device.

Warning for high flow rate / high pressure injection:

* Always verify that the access port implanted is power injectable. For needles with
Caresite Y, only perform high pressure injection through the Caresite (Fig. 6).

» Always verify that the port and catheter are functional by aspirating 2mL of blood into

a syringe and injecting 5mL of sodium chloride (NaCl) 0.9% into the port/catheter before

attempting to start an infusion of medication. If there is any doubt regarding proper
needle placement, perform a radiograph with contrast media to confirm placement per
local protocol.

* Do not exceed the maximum recommended pressure indicated on the needle (325psi

“ 22.4 bars) and access port maximum flow rate recommended by the manufacturer as

device failure may occur.

e Contrast media should be warmed to 37°C (98.6°F) before use. Failure to do so will

result in up to 50% lower flow rates and/or device failure.

* Depending on the technical characteristics of the injector system, the target flow rate

might not be attained.

* Ensure that the needle is correctly placed in the port, securely taped to the skin and

covered with an adhesive dressing before starting high pressure injection.

 Vigorously flush the Surecan® Safety Il needle using a 10 ml or larger syringe and sterile

sodium chloride (NaCl) 0.9% prior to and immediately following the completion of power

injection studies.

* The Surecan® Safety Il indication for power injection of contrast media implies the
ability of the system to withstand the procedure, but does not imply
appropriateness of the procedure for a particular patient. A suitably trained clinician
is responsible for evaluating the health status of a patient as it pertains to a power
injection procedure.

Cautions:

e Store at room temperature, protected from light.

* Avoid freezing and excessive heat.

« Single use only, do not re-sterilise the product, and destroy after use.

 The product is sterilized using ethylene oxide and is sterile and non-pyrogenic,
undamaged, individual packages.

» Check the expiry date before use and never use a device past the expiry date.

« Do not use this product if it appears damaged or if the package has been previously
opened or damaged.

* Do not remove from unit carton until ready for use.

< Use only under aseptic conditions.

¢ Only qualified healthcare practitioners should insert, manipulate and remove these
devices.

 Follow all instructions, contraindications, warnings and cautions for all infusates, ports,
IV pumps, IV sets and needle-less systems, as specified by the respective manufacturer.
« Confirm correct needle placement in the port reservoir by aspiration of blood before
infusion of any substance. If there is doubt regarding proper needle placement, perform
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a radiographic dye procedure to confirm placement per local protocol.

* Do not remove and reinsert the needle into the port.

* Avoid excessive manipulation once the needle is in the port.

* Do not access the needle-less Y-injection site valve with a needle. Valve puncture
may result in an embolism.

Instructions for Use:
Use aseptic technique. Refer to the numbered illustrations when using this device.

Needle insertion:

1. Prepare port site for sterile needle insertion, (fig. 2)

2. Attach a 10 ml syringe containing sodium chloride (NaCl) 0.9% to the proximal Luer
lock connection of the safety non-coring needle. Grasp the wings and remove the needle
cover. Prime and flush the infusion set. (fig. 3)

3. Insert the needle perpendicular into the port septum, (fig. 4) You may position the
base on the skin as needed.

4. Verify patency. Dress and secure the site per institutional protocol, (fig. 5) Begin
injection” infusion, or blood aspiration per institutional procedure.

Needle removal:

1. After completion of treatment, flush the port per institutional protocol. Stabilise the
port by securely holding the base down. (fig. A)

2. Firmly pull the wings up until you feel a firm stop (fig. B) and the needle is locked in
the safety position. A green dot on the base of the needle confirms safety device
deployment.

3. Dispose of set in a sharps container
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No
11

12

13

14

15

16

17

18

19

! Item
Name of the medical device

Name of manufacturer and
manufacturing site

Intended use

Indication

Duration of application

Target user group,
conditions of application

Transport and storage
conditions

Shelf life of the medical
device

Main
characteristics

technical
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Annex 1

Description
Surecan® needle for access ports, models:
1 Surecan® Safety Il needle for access ports, cat. no.: 04447042, 04447000,
04447001, 04447002, 04447003, 04447004, 04447043, 04447005,
04447006, 04447007, 04447008, 04447009, 04447044, 04447010,
04447011, 04447012, 04447013.
2. Surecan® Safety Il with Caresite Y for access ports, cat. no.: 04447057,
04447045, 04447046, 04447047, 04447048, 04447049, 04447058,
04447050, 04447051, 04447052, 04447053, 04447059, 04447054,
04447055, 04447056.
When referring to these products together, the abbreviation "Surecan®
Safety Il Needle(-s)" is used throughout the IFU.
Manufacturer: B. BRAUN MEDICAL. 26 rue Armengaud. 92210 Saint-
Cloud, France
Manufacturing site: B. Braun Medical Industries Sdn. Bhd.. Bavan Leoas
Free Industrial Zone, 11900 Penang, Malaysia
Surecan® needle for access ports are deyices intended for insertion into the
septum of a subcutaneously implanted port for the injections, infusions,
aspiration of fluids and drugs into the port.

Surecan® needle for access ports are devices intended for insertion into the
septum of a subcutaneously implanted port for the injections, infusions,
aspiration of fluids and drugs into the port.

When used with ports that are indicated for power injection of contrast media
into the central venous system, the Surecan® Safety Il needles are also
indicated for power injection of contrast media. For power injection of
contrast media, the maximum recommended pressure is 325psi (22.4 bars).
The Surecan® Safety 11 safety feature is manually activated during needle
removal, and is designed to aid in the prevention of accidental needle-sticks.
Surecan® Safety Il needle for access ports may be used up to 7 days, in the
absence of infection, redness, swelling or pain and in accordance with local
country or professional guidelines.

Surecan® needle for access ports, should only be used by healthcare

practitioners who have experience with the technical and clinical
requirements of needles use in inpatient/ambulatory application.
Transport Storage
Temperature from -18«C to from +15°C
+40°C to +25°C
Relative humidity Up to 80 % Up to 80 %

The shelf life of Surecan® Safety Il needle for access ports is 5 years.

The shelf life of Surecan® Safety Il with Caresite Y for access ports needle to
ports is 3 years.

The needle designation (nominal needle tube outside diameter expressed in
gauges, nominal needle tube length expressed in mm) is shown above. The
needle outer diameter in gauges (G) is also marked on the needle clamp.

Model Surecan™* Safety I Surecan™ Safety 11 with
Caresite Y

(GaugesG) G 206 26 199G 206 26

Metric 11 09 07 11 09 07

size

(mm)

Angle Q) ir ir ey 1® ir

cut ®+

@ -

Infusion  from the wings to the  1- fromthe wings to the

tube: Luer Lock connector Y-connector
2 - fromthe Y-connector
to the Luer Lock
connector

h 200 116

%Emr% + 2%

10

Quter 02.25



1.10  Standards compliance

111  Additional symbols

112 Warranty/
Reclamations
113 Disposal or removal of a

medical device
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01,15 0097 0078 01,15 0097 00,78
mm
G
Wings
for

fixation
Caresite - +
valve

Closing

cone
Color
coding
(clamp)

width; 306+01 nm

According to 1SO 6009 (GOST R 1SO 6009)

depending on the nominal outer diameter of the

needle tue:

19G Bromnt*. 20G: Yellow, 22G: Black

*For the 19G, brown wes used instead of "creant’ (a

color that wes difficult for users to recognize).

The production has a certified quality management system in accordance
with ENISO 13485.

Additional symbols that may be labeled on the medical device packaging

O MD
Single sterile Country of Medical
barrier manufacture’  device’
system””

| I
Fragile, This side up
handle
carefully
Ifavailable.

On the merking, the syrmbol may be combined with the. symbol "Sterilized using ethylene
oxice'", eg.:

B. BRAUN MEDICAL., France guarantees the compliance of the medical
device "Surecan® needle for access ports” with the requirements under the
conditions of storage and transportation during the entire shelf life, and shall
not be liable for any misuse of the product.

Liability claims resulting from improper handling or use of the medical
device or use in combination with other medical devices or accessories will
be rejected.

For questions regarding the circulation of the medical device "Surecan®
needle for access ports” in the territory of the Russian Federation, please
contact the authorized organization (importer) in the Russian Federation:
Limited Liability Company "B.Braun Medical" (LLC "B.Braun Medical”)
registered address’: 191040, St. Petersburg, inner-city territory of the city of
federal subject significance, the municipal district of Vladimir district,
Pushkinskaya Street, building 10 letter A, office 40-N

tel: (812) 320-40-04, fax: (812) 320-50-71,

e-mail: office.SDb.ru@.bbraun.com

Since the intracity district, as well as other additions to the formet of municipal division, is
not an address-forming element, the labeling of a mediical product can indicate the address of the
location of the authorized organization (importer) in the Russian Federation in the foom of; 10
Pushkinskaya St., S Petersburg, 191040,

Disposal of the medical device is carried out in accordance with the
requirements of the protocols of the medical organization and national
regulations.

Disposal of the medical device: " Surecan® needle for access ports" after use
is carried out in accordance with the requirements for medical waste
management established by SanPiN 2.1.3684-21 for class B and other



114 Date of information release
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regulations of the Russian Federation.

Unused medical device, unused packages shall be disposed of in accordance
with the procedure for disposal of solid domestic*waste established by the
leeislation of the Russian Federation for class A SanPiN 2.1.3684-21.

If you have any questions regarding the disposal of the medical device,
please contact the authorized organization (importer) in the Russian
Federation.

February 2024
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Surecan® Safety Il

fr-Surecan® Safety |l
de - Surecan® Safety |l
es - Surecan® Safety |l
it - Surecan® Safety I
Sv - Surecan® Safety |l
pt - Surecan® Safety |l
ru- Wrna CypekaH Caidotn
(Surecan® Safety II)

nl - Surecan® Safety I
no - Surecan® Safety Il
da - Surecan® Safety I
fi-Surecan® Safety Il
pi - Surecan® Safety II
el - Surecan® Safety II

tr - Surecan® Safety |l
Cs - Surecan® Safety |l
th - Surecan® fu
Ko - Surecan® Safety I
Vi - Surecan® Safety |l
ro - Surecan® Safety |l
bg - Surecan® Safety |l
et - Surecan® Safety |l
hu - Surecan® Safety |l
It - Surecan® Safety |l
sk - Surecan® Safety I
zh - Surecan® Safety I
uk - CypiKaH CeindoT I
(Surecan® Safety )

Surecan® Safety Il with Caresite Y

fr - Surecan® Safety Il avec
Caresite et site Y

de - Surecan® Safety Il mitY-
Caresite

es - Surecan® Safety Il con
Caresite Y

it - Surecan® Safety Il con Caresite
Y

sv - Surecan® Safety Il med
Caresite Y

pt - Surecan® Safety Il com
Caresite Y

ru - rna CypekaH Calicptu ll c Y-
KOHHEKTOPOM U C K/lanaHoMm
Keacalit (Surecan® Safety Il
Caresite Y)

nl - Surecan® Safety Il met
Caresite Y

no - Surecan® Safety Il med
Caresite Y

da - Surecan® Safety Il med
Caresite Y

fi - Surecan® Safety Il ja Caresite Y
pi - Surecan® Safety Il z Caresite Y
el - Surecan® Safety Il pe Caresite

UlTau Y
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tr - Caresite Y'li Surecan® Safety Il
cs - Surecan® Safety Il s Caresitem
Y

th - 1l

Ko - Surecan® Safety Il fitCaresite
Y

vi - Surecan® Safety Il v6'i Caresite
Y

ro - Surecan® Safety Il cu Caresite
Y

bg - Surecan® Safety Il c Caresite
Y

et - Surecan® Safety Il klapiga
Caresite Y

hu - Surecan® Safety Il Caresite Y
szeleppel It - ,Surecan® Safety 1t
su ,Caresite Y"

sk - Surecan® Safety Il s Caresite v
tvare Y

zh - Surecan® Safety Il # Caresite
Ysh

uk - CypiKaH CeliidheTt! (Surecan
Safety®) i3 Kepcaiit (Caresite) Ta
Y-noflibHHM koHekTopom

Kar. Homepa

04447042 19G x 12 mm
04447000 19G x 15 mMm
04447001 19G x 20 mMm
04447002 19G x 25 wwm
04447003 19G x 32 mm
04447004 19G x 38 wwm
04447043 20G x 12 mm
04447005 20G x 15 mm
04447006 20G x 20 mm
04447007 20G x 25 Mm
04447008 20G x 32 mm
04447009 20G x 38 mm
04447044 22G x 12 Mm
04447010 22G x 15 Mm
04447011 22G x 20 ww
04447012 22G x 25 MM
04447013 22G x 32 mm
Kar. Homepa
04447057 19G x 12 mm
04447045 19G x 15 mm
04447046 19G x 20 Mm
04447047 19G x 25 Mm
04447048 19G x 32 wwm
04447049 19G x 38 Mm
04447058 20G x 12 Mm
04447050 20G x 15 mMm
04447051 20G x 20 wwm
04447052 20G x 25 Mm
04447053 20G x 32 mMm
04447059 22G x 12 mm
04447054 22G x 15 mm
04447055 22G x 20 wm
04447056 22G X25 mm



‘ Surecan® Safety II
with Caresite Y
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B/BRAUN

Urna Cypexan Caiidu Il (Surecan® Safety Il)
Be3zonacHan 6eckepHoBas UTNa ANA HMNNAHTUPYEMBIX NOPTOB ANA BBEACHUA NOA,
Aasnennem

Mpumenxexne:
besonacHan 6eckepHosan urna Cypekan Caindti Il (Surecan® Safety Il) c nogaepx ko
BLICOKOTO AABAEHWA NpeAHa3HaueHa QAR NYHKUUM meMOpaHbi UMNAAHTUPYembIX
NOPT-CUCTEM AN NPOBEAEHWUA WHBLEKUMNM, UHPY3VK, acnUpaUUM XUAKOCTEH W
_ NeKapcTBeHHbIX pactBopos. PyHKuMA GesonacHoctu Cypekan Caitdtm Il (Surecan®
‘ Safety |l) BBINOAHAETCA BPYYHYIO BO BpeMS M3BAGHEHUR U/Ib U NPeaHa3HauYeHa ANA
NPeACTBPAWEHNA CAYYHaMHbIX TPasm WrnoW. Mpu WUCNOAL30BaHMKM € NoOpTamm,
i KOTOpbI€ NPUCNOCObaeHb ANA BBEEHUA KOHTPACTHOTO BELLeCTBa NOA A3BACHHEM B
LEHTPANbHYIO BEHOSHYIO CUCTEMY C AUArHOCTMMECKOW Uenblo, urna CypekaH Cardtu
Il (Surecan® Safety i1} Take moxer ObiTe HCNOAL30BaHA ANA BBEAECHUR BLIGPaHHOro
KOHTPACTHOrO BelWecTea.

Urna CypexkaH Candtu Il (Surecan® Safety Il} moxer ncnonb3osaTuca 40 7 AHe, Npw
OTCYTCTEBMM NOKpacHeHWA, oteka, 60am u npusHakoB uHpexuMu, a Takxe B
COOTBETCTBUY C NPABUADMU U HOPMaMU, YTBEPHACHHLIMU B 1€4EDHOM YUPEKACHNMN.

; Ann BBEAGHNA KOHTPACTHOTO BELWECTBA NOA AAB/NCHUEM YEPE3 UTAY MBKCUMANbHOE
pexomengyemoe gasneHme cocrasnaer 22,4 6ap (325 psi).

Urna aonmHa 6biTb yaaneHa vU3 NOPT-CUCTEMbI NOC/E OKOHYAHKMA WHOY3UK.

‘ Unpopmauunn 0 MP CKaHUPOBAHHY
Obwan nndopmaymn

B cooreercteMn co craHgaptom |EC 60601-2-33{2008) ckanep Ao0MKeH

IKCNAYATAPOBATLCA B HOPMANBbHOM pexume paboTel (onpeaensemMom Kak pexum

3KCNAyaTauuu CUCTEMbl MArHUTHOrO-PEe30HAHCHOMO CKAaHWPOBAHUA, NPU KOTOPOM

MCNOAb3YeMan MOLLHOCTbD HE OKasbiBaeT BAMAHMA Ha (PU3MOAOTMYECKMIA CTaTyC

nauueHTa):

- Obuan mowHoCcTh noraoweHHoW Aosbl (SAR) ana Bcero opraHwama nayueHTa
AONKHA BbiTb £2,0 BT/Kr

« MowHoCTs NOraoweHHoM A03ul {SAR} ann ronoesl nauneHTa AoMmKHa Bbite <3,2
Br/kr

1 Unudopmanus o6 nspennm

A MP cosmecTUMbIi NpU ONpeaeneHHbIX YCAOBUAX
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WUrna Cypekan Caitdpu Il (Surecan® Safety Il) cooTeetcTBYeT YCAOBUAM MarHUTHO-
PESOHAHCHOrO CKAaHMPOBAHWA B COOTBETCTBMM C TEPMMHONOTUEN, NPUHATON
AmepuKaHckum OBGIECTBOM NO  TEeCTMPOBAHMIO M maTepuanam (ASTM);
MexayHapoaHoe obBosHaveHue: F2503-08. CraHAapTHas NPaKTUKA MapKUPOBKH
MeAVULMHCKUX U3AeNUA M ApYyrux YCTPOMCTB Ha npegmer 6e30nacHOCTM npu
MarHUTHO-PE30HAaHCHOM CKaHUPOBaHUM,
HeknuHuveckre ucnbiTaHuA Nokasanu, vto uraa CypekaH Cavigu Il (Surecan® Safety
Il) cooTBETCTBYET YCNOBUAM MarHWTHO-PE3OHAHCHOTO CKaHWPOBaHWA. [MauMenT ¢
3TMM  YCTPOWNCTBOM MoXKeT 6e3onacHo NpPOXOAUTL  MarHUTHO-PE3OHAHCHOe
CKaHWMPOBaHVE HEeNOCPEeACTBEHHO NOCAe YCTAaHOBKM Wbl Npu  cobaiopeHnn

' cheayioumx YCAOBHA:

! » Craruueckoe MarHuTHoe none 3 recna u 1,5 recna.

- MaKkcumasibHOE NPOCTPaHCTBEHHOE rPaAveHTHOe MarHuTHoe none 710 raycc/cm

‘ WAKu meHee,

- MaKCUManbHan YAeNbHAA MOWHOCTL NOrMOWEHMA  uanyyeHus  (SAR),
yCpeaHeHHas no Bcemy Teny 3a 15 MUH CKaHMpoBaHus - 2.9 Br/kr.

MoebilweHue  Temneparypol, CBA3aHHOE € MarHUTHO-PE30HAHCHBIM
uccaegoBaHuem

MpU HEKAMHUMECKNX UCNBITAHUAX u3genue urna CypekaH Caldu il (Surecan® Safety
) npousBeno cneapywWee MaKCUManbHOE NOBLIWLEHUE TeMNepaTtypet Ha
NPOTAXEHUN  15-MMHYTHOrO  MarHMTHO-PE30HAHCHOrO  CKaHWpoOBaHuAa  (1.e.
NoCcpeacTeoOM NOCAEA0BATENBHOCTH UMAYABLCOB) C NOMOLUBIO CUCTEMbI MOLHOCTBIO
3 Tecna {Excite, Software 14X.M5, General Electric Healthcare, Milwaukee, Wi},
AaHHbIE NO KOTOPOiA NpuBeAeHbl B Tabauue:

Ycnosua MPU Orver MP-cucremnr, Kanopumerpuuec Maxcumanshoe| Bpemn
MAKCHMaNbHAN yaAebHAR Koe 3HaueHue uameHenue |nposegerun MPU
MOLLHOCTD NOTAOUIEHNA {Bv/ur) Temnepatypbl | {nocpeacrsom
‘ usnyuerna {SAR), ycpeaseHHan NOCAA0SITE/ILHO
no scemy Teny (Br/xr) CTH HMnynueos)
3-T/128- .
MMy 2.9 2.7 2.0°C 15 mun
Wudopmauna o6 apredaxrax

KauecTeo u3obpaxeHun Npyu mMarHMTHO-pe30HaHCHOM CKaHUPOBAHUU MOMET BbiTh
HEKOPPEKTHBIM, €CU UHTepecyiowas 06NacTb HaXOAUTCA B TON e obnactn uan
' OTHOCHTENbHO BAN3KO K noaoKeHUIO uram CypekaH Caiidru Il {Surecan® Safety I1). C
} Y4ETOM 3TOro MOryT notpeboBateCA ONTUMK3IALMA NPOBOAUMOr0 UCCAEAO0BAHUA,
| nmbo koppeKTMpoBKa napamerpos MP- CKAHUPOBAHUA € YYETOM HANUYMA AAHHOK
UrABI.

MpoTMBONOKa3aHUA:

* HE UCNOMbL3OBATL npu Hanvumu MHPEKUMW, a TaKKe U3IBECTHOM wAn
npegnonaraemoii Gakrepuemuu, uau cenTmuemun B 06/4aCTM MMNAZHTALMUK
NOPT-CUCTEMBI.

* HE UCNOAbL3OBATb, ecau Kakve-AaMbo MeCTHbie NPUYUHLI HE NO3BONAIOT
yctaHoBMTb uray CypexaH Caiigtu Il (Surecan® Safety I1) 8 nopr, crabuansvposars
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€e NonoKeHne W/uAM NOAYUUTDL K Hel gocTyn.,

* HE UCNOANb3OBATb, ecan ecTb aanepruveckue peakuum Ha marepuansl,
coaepaumeca 8 MU (marepuansl OCHOBHBIX 3nemeHToB MU: HepkaBeiowan
cranb tMn AlSI 304 (1.4301) (kaHionn), nonmnypetaH (MHPy3IMOHHaAA TpybKa);
MaTepuantl BCNOMOraTe/bHbIX 371emeHToB MU (8 33BMCUMMOCTM OT BapuaHTa

! UCNoAHeHun): noamsuHuaxaopng 6Ges A3Md, cuamkod, noaukapbowar,
, NOANCTMPON).

Puckn / No6ounnie adPpexron:

Heobxoanmo co6n104aTb OCTOPOKHOCTL, 4TOObI M36eXaTb N10BbIe NOTEHUMaNbHBIE

HeXenarenvHble ABACHMA, KOTOPbIE HANPAMYIO He CBA3aHbI C 3TUM u3aenuem (Takue

Kak nHPpeKyun, 0Gpa3oBaHue yTeuKku, Tpasmbl OT YKONA UFNOH).

Nepea UCNONL3OBAHMEM U3ACANA CNEAYET BHUMATEALHO NPOYUTATL MHCTPYKLMIO U
‘ cobnopate CraHgapTHbie Mepbl NPEAOCTOPOXHOCTH, YCTAHOBAEHHDbIX MECTHbIMU

peryaMpylownmMm opraHamu B 061acT MHGEKUMOHHOTO KOHTPOAA.

MpeaynpexaeHnn:

* He nbiTaiiTech M3ameHUTb AaHHOE n3genmne (Hanpumep, NOTAHYS 3a TPybKy).

*  Y6eaurech 8 TOM, YTO ANMHE UFABI COOTBETCTBYET rAYGuHe pacnonokenna nopra,
TONWMHE NOAKOKHO-UPOBOM KNETHATKU WM OCHOBaHWIO urnbl. Ecan wrna
CAMWKOM AAVWHHEA, 3TO MOXET NPUBECTU K NOBPEMAECHUIO UK U (MAn) nopra
(Hanpumep: Urna MOXET CorHyTbea, ocobeHHO manoro auamertpa). Ecan wrna
CWWKOM KOPOTKaA, OHa HE CMOXET NOAHOCTBIO NPOKOAOTL MembBpaty nopra, 8
pesynbraTe Yero NeKapCTBEHHLIM NPenapart NoONajeT B OKpyMalowme KOMHbie
TKaHW U (Mau) urna moxer BbiTb aoKupoBaHa.

* Mepes WCNOAL30OBAHMEM NOJHOCTLIO 3aTAHWUTE BCe COBAUHEHUA WAW
Ge3bironbHble KOHHeKTOpLI. s npeaoTepaweHus 3M60ANU AN KPOBOTEHEHNA

‘ 3aWMTHBIA KOAMAYOK Ao/keH GbiTb HAAeT cpasy e NocAe CHATHA KOMNAauKa
HaKoHeuHWKa Jlio2p.

* HenpaBnabHO® W3BNEYEHWE WIALI U3 NOPTa MOMET NPUBECTU K NOBTOPHOMY
BLIXOAY KOHYMKA WUrAb! U3 BAOKUPYIOWEro OCHOBAHWA, YTO NPUBEAET K CyHaHHOR
TPaBMe KOHTaMHWHUPOBAHHOM UrNO. TPaBMa KOHTIMUHUPOBAHHON UFNON MOXeT
npusecTn K UHPEKUMOHHOMY 3a60neBaHNIO.

* Wcnonb3oBaHWE U YTUAM3ALUMA M3BEAUA  AO/MKHB  OCYWECTBAATLCA B
COOTBETCTBUN C MPUHATHIMU B MEAWLMHCKON NPAKTUKE CTAHAAPTAMU U BCEMU
NPUMEHUMBIMU HOPMATUBHBIMK TpeGosaHWAaMK, Nocae UCNONBIOBAHVA AaHHOE
n3genve ABARETCA NOTEHUMANLHO BHONOTMHECKM ONACHBIM.

o JlaHHOE M3aenne HE NPeAHA3HAYeHO AR NOBTOPHOTO WUCNOAL3OBAHUA W He
MOMET WCNONL30BAaTLCA NOBTOPHO. [MOBTOPHOE MCNOAb3OBaHMe HewsbexHo
NOCTaBuT noa yrposy 3PPeKTMBHOCTL U 6e30nacHOCTL NPUMEHEHMA 3TOTO
U3aenuA.

NpeaynpexaeHns Npy BeeaeHNM NOA AaBAeHKEM/C BbICOKOH CKOPOCTBLIO NOTOKA:
+ Mepea KaKAIM MCRONb30BaHUEM YHEANTECH B TOM, YTO MMNAAHTUPYEMaAR NopT-
CUCTeMa NOAAEPIKMBAET BOZMOMHOCTb BECACHHUA BELIECTBA NOA AaBneHHuem. I
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ura ¢ 6esbironbHbIM KnanaHom Keacaitr (Caresite®) u ¢ Y-koHHeKTOpom BBeaeHne
PacTeopa noA BLICOKUM AABNEHUEM NPOBOAUTL CTPOTO Yepes Knana Keacaiir
(Caresite®) puc. 6.

Bceraa nposepsiite, YyTo6bi NOPT U KaTeTep HaxoAMAUCH B pabouem COCTOAHUM,
Ana aroro Habepute B wnpuy 2 Ma Kpoeu U eseaute S ma 0,9%-ro pacrsopa
xnopuga natpua (0,9% NaCl} 8 nopr/katetep, npemae Yem Hayatb BBegeHWe
NeKapcTBeHHOro npenapara. ECAM ecTb COMHEHUA OTHOCUTENBHO NPABUABHOCTH
PAcnonokeHUn WUrabl, NPOBEAUTE PEHTreHOrpaduIo C KOHTPAcTUpPOBaHUeM ANA
NOATBEPKACHHA.

He npesbiwaiite pekomeHgosaHHoe pasneHwne (325 psi / 22,4 6ap) w
M3KCUMANBHYIO PEKOMEHAOBAHHYIO W3rOTOBUTENEM CKOPOCTb BBEAEHUA Yepes
UMNAGHTUPYEMYIO TMOPT-CUCTEMY W UFAY, T.K. 3T0 MOMET NpUBECTH K
NOBPeXACHUIO N3ALAUNA.

MNepea UCNONB3OBaHUEM KOHTPACTHO® BeWecTBO A0MKHO BbiTe nogorpero Ao
37°C (98,6°F). HecobniogeHue paHHOro TpeboBaHMA NPUBEAET K CHUKEHUIO
CKOPOCTU BBeACHUA A0 S0% 1 (UK} noBpeAEHUIO 3ANUA.

B 32BUCUMOCTI OT TEXHUUECKMUX XAPAKTEPUCTUK CUCTEMb! BBEAEHUA KOHTPACTHOTO
sewjectea, Tpebyeman CKOPOCTb NOTOKA He BCeraa MOXeT BbiTb AOCTUrHYTA.
Nepea Havyanom BBEAECHUA NOA BLICOKUM AaeneHuem ybeautech B TOM, 4TO uraa
NPaBUABLHO YCTAHOBAEHA B NOPT, HAAGKHO 3aPUKCMPOBAHA HA KOME W 3aKpbiTa
AAre3suBHOM NOBA3KON.

Nynscupylouieit TexHukoi npomoiite uepes uray Cypekan Caipry Il (Surecan®
Safety Il) npu nomowy wnpuua obvemom 10 mn wam Gonee, UCNONbL3YA
crepuasHbi 0,9% p-p xnopuga Hatpma (0,9% NaCl) nepeg v nocne sseaeHna
KOHTPaCTHOrO BeWecTBa noa AaBAeHHEM.

Ucnoab3osanue urasl Cypekan Caitdptu Il (Surecan® Safety Il) Ana BBeAECHUA
KOHTPaCTHOTO BeWecTsa NoA AABNEHMEM NPEANONAraeT BO3MOMHOCTb
NOAAEPIKKMW BLICOKOTO AABAEHMA, HO He 03Ha4aeT uenecoobpasHocTb
nposeAeHUA J3HHON NPOUEAYPbI AN1A KOHKPETHOrO nauueHTa. Bpay, nmelowmn
COOTBETCTBYIOIWYIO KBA/IMPMKALMIO, HECET OTBETCTBEHHOCTb 33 OLIEHKY COCTORHUA
3A0POBLA NAUMEHTAa W COOTBETCTBME €ro CTaTyca HasHadaemol npoueaype
MHBEKLMN NOA AABACHUEM.

MpeaocrepexeHnn:

*

[P

XpaHuTb NP1 KOMHATHO| TemnepaTtype B 3aUUULEeHHOM OT CBETa MecTe.
Usberaitte 3amMOpakMBaHuA U BO3AENCTBMA BLICOKUX TeMNepaTyp.

TonbKo AnA OAHOKPATHOTO NPUMEHEHWA, He CTEPUAW30BaTb NOBTOPHO, nocae
UCROAb30BAHUA YTUANINPOBATL.

Uspenve CcrepuansoBaHO € MCROAL3OBAHMEM OKCHAA STHAEHA M ABAAETCA
CTEPUALHBIM U ANUPOreHHbIM B MHAUBUAYANLHON YNAKOBKE.

Nposepbre CPOK rOAHOCTM Nepes UCNO/Nb30BAHMEM U HUKOTAA HE WCNonb3yMTe
U3enne C NCTeKLIUM CPOKOM FOAHOCTH.

Mepen wucnonbsosaHuem cCnesyeT NPOBEPUTb LENOCTHOCTD YNakoBKW. He
UCNONL3YHTE 3TC M3ZeNAMe, €CAW OHO TNOBPEXKAEHO WAU Xe e ero
MHAWBMAYA/AbHAA YNIKOBKA NOBPEXAEHa UM e Obina OTKpbITa paHee.

He u3Bsnekaiite usgenne U3 UMAUBMAYaNbHON YNAKOBKM A0 Tex Nop, NOKa He
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byAaete roTOBbLI K UCNOL30BAHUIO,

*  WUcnonbayiTe TOALKO B aCENTUYECKUX YCAOBUAX. .

* TonbKo cneuuanbHo OOYMEHHbI NePCoHaN MOXET BBOAWTb UrAY, NPOBOAUTL
MaHUNYAAUMMW U M3BNEGKATL UrAY M3 NOPTa.

* CheflyitTe BCeM MHCTPYKUMAM, NPOTMBONOKA3aHUAM, NPeAYNpPemAEHUAM ¢
npeaocTepeKeHUamM  COOTBETCTBYIOUWMX  npousBoanTencit  WHPY3INOHHbIX
pacTBopoB, NOPTOB, WHQPYSUOHHbLIX HACOCOB, BHYTPUBEHHbIX Habopos w
6e3bironbHbIX cucTem.

* [posepbTe NPaBUNLHOCTL PAsSMELLEHUA UF/bI B UMNABHTUPYEMOW NOPT-CUCTEME
ayTem acnupayuu Kposu A0 BeeaeHUA nobbix pacTeopos, ECAM ecTb COMHEeHUA
OTHOCHUTEAbHO NPaBUABHOTO Pa3MELLEHUA UrAbl, CASAYET BbINOAHUTL NPOULAYPY
peHTreHorpadPpuIecKkoro nccaneaoBaHuA.

* He u3snekaiTe Uray u He yCTaHaBMBaNTE ee NOBTOPHO B NOPT.

. * U3beraitTe M3AUWKHUX MAHMAYAALKIA C UrNOI NOCNE ee YCTAHOBKYM B NOPT.

* He ycraHasnuBaiite urny B 6e3bironbHbli kKNanak Y-koHHekTopa. NpokanbisaHue

KNANAHA MOMET NpUBECTU K amboaun.

UHCTPYKLHMA NO MCNOAB3OBAHUIO:
HMcnonvaylite acentuueckylo TexHuky. MNpu MCROAL3OBaAHMM AAHHOTO U3AEAMA
obGpauiaiitecst K NOWAarosoi MHCTPYKMHN,

BaeaeHue UrAbi:

1. Moarorosbre MecTo PacnoNoXeHUA NOPTa NA BBEASHUA CTepUNbHOM Mrabl. {Puc.
2).

2. Noacoepnnute winpuy obvemom 10 mAa, 3anonHeHHbIt 0,9% p-pom xnopuaa
HaTpua (0,9% NaCl) k /lio3p KOHHEKTOPY CO CTOPOHbI NPOKCUMANIBHOTO KOHLA MFADI
Cypexan CaitdTh Il (Surecan® Safety Il). Bosomure uray 3a KpbabIWKA U CHUMUTE
3awWmTHBbIA TYBYC C oCTpMA urabl. 3anonHute u npomoiite Habop ana UHGYsUU.

. (Puc. 3).

3. Beepgure uray 8 membpany nopra nepneHgukyasapHo ei. (Puc. 4). Bo moxere
PacnonoXuTh OCHOBAHUE HA KOXKE TaK, KaK 3TO He0bx0anMMo.

4. NposepbTe NPOXoAMMOCTb. Hanoxure nosasKy U obecneybre He30NacHOCTL mecTa
BBEACHUA B COOTBETCTBMU C NPOTOKONAOM neuebHoro yupexaesuws. (Puc. 5).
Haunute npoueaypy uHbekumu, nudysmun nav 3abopa Kposu B COOTBETCTBUU C
npoueaypoi nevebHOro yupeXaeHuA.

UssneueHue urnni:

1. Nocne 3aseplwieHUA NEYEHUA NPOMOITE NOPT B COOTBETCTBMM C NPOTOKOAOM
nevebHoro yupemgeHus. 3adMKCUPYMTE NONOKEHME NOPTA, HAAEGKHO
YAepXuean ero ocHoBaHume. (Puc. A).

2. YBEPEHHO NOTAHUTE KPbUTbA BBEpX A0 Ynopa {Puc. B) u 610KMPOBKK OCTPUA UTABI
8 6e3onacHyio No3nLKIo. 3eAeHan TOuKa Ha OCHOBaHWM UIrNbl CBUAETENbLCTBYET 06
aKTMBaLUMKM mexaHu3ma He3onacHoCT!.

3. YTuausupyite B KOHTEHHEP ANA OCTPBLIX NPEAMETOB.
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B. Braun Medical
28 rue Armengiud
10 Saint-Cloud
FRAMCE

nfarvation:
Fx35882N77
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HanmeHoBaHue
[Job6asnsemoro MYyniLL
HanmeHoBaHue
MeAMLMHCKOro M3fenus

HanmeHoBaHue
Npov3BOAUTENA U MecTa
Nnpon3BOACTBa

Ha3HaueHne

MokasaHWsa K NpUMEHeHUIo

[nnTenpHocTb
NpPUMEHeHNs

Llenesas rpynna
nonb3oBaTesei, ycnosns
NpUMeHeHNs

Ycnosus TPaHCMOPTUPOBKMN
N XpaHeHus

Cpok rogHocTu
MeANLMHCKOro n3aenvs

OCHOBHble ~ TEXHUYECKue
XapaKTepPUCTUKU
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MpnnoxeHne 1

OnucaHune

Wrna "Cypekan" (Surecan®) K moptam, BapuaHTbl UCMOMHEHUS:

1. Wrna CypekaH Caiightn 1l (Surecan® Safety Il) k nopTam, KaT. HOMep:
04447042, 04447000, 04447001, 04447002, 04447003, 04447004,
04447043, 04447005, 04447006, 04447007, 04447008, 04447009,
04447044, 04447010, 04447011, 04447012, 04447013.

2. Wrna CypekaH Caiiotn Il ¢ Y-KOHHEKTOPOM U C KnanaHom Keacait
(Surecan® Safety Il with Caresite Y) k noptam, kat. Homep: 04447057,
04447045, 04447046, 04447047, 04447048, 04447049, 04447058,
04447050, 04447051, 04447052, 04447053, 04447059, 04447054,
04447055,04447056.

Mpn COBMECTHOM YNOMWHaHWW MO TEKCTY WHCTPYKLWUU WCMOMb3YyeTcs

cokpauleHve «Mrna CypekaH Caiidhti 1l (Surecan® Safety 11)»

MpoussoanTens: B. BRAUN MEDICAL, 26 rue Armengaud, 92210 Saint-

Cloud, France / b. BPAYH MEAVKAJ, 26 pto ApmaHro, 92210 CeH-Kny,

PpaHuma

MecTo npoussogctsa: B. Braun Medical Industries Sdn. Bhd., Bayan Lepas

Free Industrial Zone, 11900 Penang, Malaysia

Mrna "CypekaH" (Surecan®) K noptaMm npeAHasHadeHa A NyHKLUA

Mem6paHbl MMMIaHTUPYEMbIX MOPT-CUCTEM AS11 MPOBEAEHUS WHBEKLMIA,

WHAY3WiA, acnupaumy X1AKOCTEN U NeKapCTBEHHbIX PacTBOPOB.

Wrna CypekaH Caiiptv Il (Surecan® Safety 1l) nokasaHa gns MyHKLUM
MeMOpaHbl UMMAAHTUPYEMbIX MOPT-CUCTEM A1 MPOBEAEHUS WHBEKLMIA,
MHAY3UiA, aCnMpaLyu XXNAKOCTEA 1 NeKapCTBEHHbLIX PacTBOPOB.

Mpn ucnonb3oBaHWM C NOPTaMW, KOTOPble MPWUCNOCO6MEHbI A1 BBeAeHUS
KOHTPAacTHOrO BeLlecTBa MOA [JaBNEHUEM B LEHTPaIbHY BEHO3HYH
CUCTEMY C AMArHOCTWMYECKOW Lenbto, murna CypekaH Caidtu Il (Surecan®
Safety Il) Takke MOXeT ObITb MCNOMb30BaHa ANA BBEAEHWUS BblGPaHHOIO
KOHTPacTHOro BellecTBa. [l BBefEHWS| KOHTPAaCTHOrO BeLlecTBa Nog
[aBNeHVeM 4Yepe3 Urny MakKCUMa/bHOE pPeKOMeHAyemoe [aBfneHue
cocTasnseT 22,4 6ap (325 psi).

dyHKuma 6GesonacHocTh CypekaH Caiitn |l (Surecan® Safety 1l)
BbIMOMHSAETCA BPYYHYIO BO BPEMS W3BfIEYEHUS UMbl 1 NpefHasHayeHa N
MpefoTBpaLLEHNS CYyYaiiHbIX TPaBM Wr/I0M.
Mrna CypekaH Caidti Il (Surecan® Safety 1) MoXeT ncnonb3oBaTbecs Ao 7
[Held, Npy OTCYTCTBUM MOKPACHEHUs, 0TeKa, 60/ 1 NPU3HAKOB UHeKLMK, a
TakkKe B COOTBETCTBMW C MpaBMIaMW W HOPMamu, YTBEPXKAEHHbLIMW B
NeyebHOM yupexaeHunu.
Mcnonb3oBaTb urnbl “"CypekaH" (Surecan®) K MOpTam MOXET TOJIbKO
MEJVLMHCKWIA nepcoHasn, 06YYeHHbI TeXHUKE WM KIMHUYECKMM acreKTam

MPUMEHEHNS UMM K UMMNaHTUPYeMbIM  MOPT-CMCTEMaM B YCNOBUAX
TpaHcnopTupoBka XpaHeHune
TeMnepaTypa oT -18C no oT +15°C
+40°C fo +25°C
OTHOCUTENbHAA Ao 80 % 10 80 %

B/TaXXHOCTb BO3ayXa

Cpok rogHoctn Urnbl CypekaH Caliditv Il (Surecan® Safety I1) kK noptam
cocTaBngeT 5 ner.

Cpok rogHoctvt Urnbl CypekaH Calidptit 11 ¢ Y-KOHHEKTOPOM M C K/anaHoMm
Keacaiit (Surecan® SafeW Il with Caresite Y) K nopTam cocTaBnseT 3 rofa.
YcnoBHoe 0603HayeHWe UMbl (HOMUHAMbHBIV Hapy>XHbIA gnameTp TPYoKu
UrMbl, BbIPQKEHHbIA B KanMbpax, HOMUHaNbHas [AAWHa TPYOKM UMbl
Bblp@KEHHas B MM) MpeAcTasfieHbl Bbille. MapKupoBKa HapyXXHOro

BapuaHT Surecan® Safety Il Surecan® Safety 1l with
NCMONHEHNS Caresite Y

Kanuép (G) 19G 20G 22G 19G 20G 22G
MeTpuyeckmii 11 0,9 0,7 U 0,9 0,7

pasmep (Mm)



Cpe3 noa yraom { 13° 11° 11° 13° 11° 11°
o’ilo

Hndyinonunan oT xpbinbeB g0 Jlosp [ | - oT xpeiibeB pno Y-
TpyGica: Jlox koHHekTOpa C | KOHHEKTOpa
HapyxHo#t pe3bboit 2 - ot Y-xOoHHEKTOpa A0

Jlioap Jlok xoHHekTOpa C
Hapy»XHo# pe3nboii

Hnusa (Mm) = 10 | 200 1: 105
2:98
BHewHuit 02,25
anamerp  (MM)
0,05
BuyTtpennnit 01,15 | 90,97 | ©0,78 | O1,15 20,97 | ©0,78
anamerp  (MM)
0,05
Kpbinbs ans | wupuuHa: 30,6 + 0,1 MM
uxcauun
Knanan - +
Keacaiir
3amurHbiii +
KOAMNA40K
I[BeToBOE B cootsercteuu ¢ ISO 6009 (TOCT P UCO 6009) B
KOAHpOBAHHE 3aBHCHMMOCTH OT  HOMMHANLHOMO  HApYXHOro
(3a%HM) anameTpa TpyOKH uribl:

19G: Kopnusesblit*, 20G: Xenrwiit, 22G: YepHbiit
*Ina 19G BMmecTo «kpemoBoro» uBera (UBET,

KOTOPBIi c TPYAOM pacrno3HaBaics
noss30BaTeNnsMu) Obin HCNONB30BAH KOPHUHHEBBIH
11BCT.

1.10

CooTBeTCTBHE CTaHAApTaM

IpoussoacTBo muMeer CepTUPHLMPOBAHHYIO CHCTEMY MEHEDKMEHTa
Ka4yecTBa B cOOTBeTCTBUH o ctanaapromM EN ISO 13485.

JlononKuTensHLIe CHMBOBI

HOHO.'IHHTCJIBHHC CHMBOJIbl, KOTOPLIE MOTYT 6bITb HAHECEHBI Ha YNaKkoBKYy
MCAHKUHHCKONO H3aenus

O ] [ D

Onunapuan | Crpana MeanunHckoe
crepunbHas | usrotosnenua’ | usgeame!'
6apbeptan

cucrema'?

I

Xpynkoe, Beepx
obpawarscs
OCTOPOXHO
! Tlpu Hanuumm.

2 Ha MapKHpOBKE CHMBOJ MOXeT GbITb COBMEUIEH C CHMBOJIOM

«CTepu.nmauun OKCHI10M 3THJICHA», HANNPUMEP:

1.12

apanTHiinbie
obazarenscrea/Pexnamaumnn

Komnauus B. BPAYH MEJIUKAJL, dpanuus (B. BRAUN MEDICAL,,
France) rapawtupyer cooTBercTBde MeauumHckoro usnenns «Hrna
"Cypexan" (Surecan®) x nopram», NpeabABNAEMbIM TpeGOBaHHAM NpH
cOOMONEHUK YCIIOBHII XpaHEHHs W TPAHCNOPTHPOBKH B TEYEHHE BCErO
CpOKa FOZHOCTH, H HE HECET OTBETCTBEHHOCTH 32 WCMOIL30BAHHE H3AEAHS
HE MO Ha3HAYEHHIO,

[MpeTeH3nn NO OTBETCTBCHHOCTH, CTABIUME PE3y/bLTATOM HENPABHIILHOIO
ofpalleHHs MM  HCMONBL30BAaHHA MEAMIMHCKOrO H3/ENHs, a Takke
HCNOJIL3OBAHKA €r0 B COMETAHMU C APYTHMH MEAHMUHMHCKHMH H3NIENTHAMH
WM NPHHAMIEKHOCTAMH, Oy ayT OTKIOHEHDL.

Mo sonpocam ofpawenus Meauuunckoro usaeaus «Hrna "Cypexan”
(Surecan®) k nopram» Ha Teppuropuu _ Poccuiickoii  dencpaunu
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ofipallaTheA K YNONHOMOYEHHOH opranusauny (umnoptep) B PO:

O0mecTro ¢ OrpaHKHYEHHOMN OTBETCTBEHROCTHIO «B. Bpayu Meauxan»

(000 «B.BpayH Menum»)

1opuandeckali  aapec’: 191040, . Caml'[e'repﬁypr, BH.TEp.T.
MyHHRHDANbHbHE oxpyr Baagumupckuit owpyr, ya. Ilymxunckas, £.10, nur.
A, nomem, 40-H

Ten (812) 320-40-04, daxc (812) 320-50-71,

e-mail: office spb.ru@bbraun.com

L Tex xe BHYTPHTOPOACKO! OKpYT, RSDANY C WHHMW JONOIHCHMAME Gopaata

MYHHUHNANGEONO JENCHUN, B¢ SRANETCA AAPecoobpIyyiouTM MEMEHTOM, Bi MAPKNPOBKE
MCJLHIAICTNE MOMET OMTE yRE38H AXPCC MCCTOHAXORACHHE YNOTHOMOMCHHON Oprani3ALNR
{#mnoprep) B PO B BuAC:
191040, r. Ceuur-TlerepGypr, yn. Iywknucxas, 2. 10

1.13

TIopanox YTUIMZAUHH HIH
YHHYTOKEHHA

MEHURHCKOTO H3ACTTHA

YTHIH3AUHA MERMUHHCKOTO M3NENHA OCYLUSCTANACTCH B COOTBETCTBHH ¢
TpeGOBAHHAMH TPOTOKONOB je4eGHOro ydYpexaeHHA H HAUHOHATLHBIX
HOPMATHBHO-TIPABOBEIX AKTOB.

Vmunuauas Memanuuckoro manesms: «Urna *Cypexau” (Surecan®) x
fIOpTaM» nOCIC HCMOJIEIOBEAHHA OCYLICCTBICTCA B COOTBETCTBHM C
TPeGOBAHHAME K OGPUIICHHIO ¢ MEIMIHHCKHMH  OTXOHAMM,
ycraHoBneHHeiMH CanlInH  2,1.3684-21 mo_ knaccy b ¥ HMHBIMA
HOPMATHBHO-NPaBOBRIMU akTaMH Poccuiickoli Benepauvm.
Hescrnons3osaitoe MEAMUHHCKOE M3AENE, HEHCTIONBIOBAHHEIE YTIAKOBKH,
RONAKHB GhiTh YTHAHSHPOBAHE B COOTSETCTBHA ¢ MOPAMKOM YTHAUIALHKH
TBEPABIX OLITOBRIX OTXOZOB, YCTaHOBJICHHHIM 3aKOHOAATCALCTEBOM
Poccuiickoit ®eacpaunn no kaccy A Canllan 2.1.3684-21.

TpH BOSHHXHOBSHHK BONPOCOB, KACAIOWHXCA YTHAN3ALUME MEAHUMHCKOFO
n3genua, ciacayer ofpamaTica K yNOIHOMOMCHHON — opraHusauMmp
{(vmnoprep) 8 PO.

.14

Hara BbiMyCcKa
wibopMaLy

Deppans 2024 r.
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BIBRAUN A ot

SHARING EXPERTISE yupexqertoe B LUACVEVHJOTTYATY
30, ABeHio fie Tam Mozigpre,
86360 LUACHEW-FOTTYATY
B
OEANEPAJIbHYHO C/TYXXBY MO HAA3OPY B COEPE 3APABOOXPAHEHUA
(POC3PABHAL3OP)
ConposogutesibHoe NMCbMO Jarta: 15 despana 2024 roga

Hactoawmm nMcsMom Mbl,

«b6. BPAYH MEANKA» (B. BRAUN MEDICAL), 26, Pto ApmaHro, 92210 CeH-Kny, ®paHums (26 rue Armengaud, 92210 Saint-
Cloud, France), kak OTBETCTBEHHbI/ ochrLmasibHbIA NPON3BOAUTENb MEAVNLIHCKOIO U3aevs

Mrna «CypekaH» (Surecan®) K noptam

yBEeAOM/ISIEM O NPeAOCTaBIEHN NHCTPYKUMK Mo npumeHeHuto (UMIM) Ha aHrNnickoMm sAsbike ¢ MNpunoxeHviem 1k UMM :

1 VMM anAavirae Cypekau™ Caiidp Tw 11 (Surecan® Safety 1) <Llitamn: ToproBo-npombILLIEHHaA Naviara r. BoeHa
CBUOETENLCTBYETCA UCK/TIOUUTESLHO /19 MOATBEPXAEHUA
MpunoxxeHve 1k UMM cogepxuT criegyrolme nyHKTbl:™ BblILLIEYKA3aHHOM NoAnmcy
CunbBu Mniome (Sylvie Plumet)
11 HavmeHoBaHvie MEOULIMHCKOIO U3LEeNnA KaTpuh Byamenio (Catherine Boismenu)
12. HavmveHOBaHVe NPON3BOAUTESNA U MECTa MPOV3BOACTBa CBUAETENbCTBYETCS VICKIIOUUTENTBHO IS NOATBEKAEHIS
13. HasHaqerve BbILLEYKA3aHHOM MOArMcK
14. TlokasaHus K npyUMeHeHno
15, JAMTeNbHOCTL MPUMEHEHNs OT uMeHun npe3naeHTa EBbl KACChE (Eve CASS1ER)>
16. Llenesas rpynna rnosnb3osaresieit, ycrnosus rnpyMeHeHnst <nognucaHo>
17. Ycnosus TPaHCMOPTUPOBKN U XpaHeHUs
18. CpoK rogHoct MeauLIMHCKOro 1saenusa <lLiramn: MyaTbe
19. OcHOBHbIE TEXHUYECKME XapaKTePUCTUKN 20 ®EBPAJIS 2024 FO[IA> <noanucano> <LLitamn: 020>

1.10. CooTBeTCTBME CTaHAapTam

1.11. JononHUTeSbHbIE CUMBOJIbI

1.12. MapaHTUiiHbIE 06sA3aTeNbCTBa/PEKTamaLin

1.13. MNopsAoK yTwnsaumm Win YHUUTOXKEHUA MEAULIMHCKOro

vzaenvs

1.14. [aTa BbinyckKa nHgopMaumm
*— onucaHve gaHHbIX cM. B MNMpunoxkeHnn 1K Hactodwemy WM.
C Uenblo OBGHOBMEHUS [OKYMEHTOB PEervcrpalyioHHOro A0Cbe B CBA3W C COBEPLUEHCTBOBAHVMEM CBOWMCTB M XapaKTepuCTUK
MEAVNUMHCKOITO U30E/MSA Mirna «Cypekaw» (Surecan®) k nopTam, MMPU  HEU3IMEHHOCTU (PYHKUMOHA/ILHOTO Ha3HauYeHus,
npeanonaraeMoro Mcronb3oBaHNs 1 NPUHLMNG ASCTBUSA MEAULIMHCKOTO U3AENVs, 1 NPeLOCTaB/ieHns Bbilleyka3aHHOro fOKyMeHTa
B denepanbHyto Cry»oy no Haasopy B cihepe 3apaBooxpaHeHust (Poc3apaBHaazop) Poccuiickoii depepaupn.
Kpome Toro, HacTosiLLMM 3asiB/IsieM O TOM, YTO HaMu BbIV MPUHSATBI BO BHUMaHVE 3amMevaHnsi, nprBeaeHHbIe B nvcbme Ne 04-9960/24,
oT 13 cheBparia 2024 roga. C yHeTOM BbILLEN3NIOXKEHHOMO Mbl MPeAcTasnsiem Ballemy BHUMaHUIO BbilLieyKa3aHHbIA JOKYMEHT.

OT nmeHn 1 no nopyyerHnio «b6. BPAYH MEAVKA» (B. BRAUN MEDICAL)

<nognucaHo> <nognucaHo>

Cunbsu MJTIKOME (Sylvie PLUMET) KatpuH BYAMEHIO (Catherine BOISMENU)

JupekTop LieHTpa viccnenoBaHuin un paspaboTok MNpeactaBuTtens LieHTpa viccriefoBaHmin n paspaboTok LacHel, 3avectntenb
LLlacHel [OMpeKTopa No Ka4ecTBY W YMOIHOMOUEHHbI NMpeacTaBuTeslb OTAeNa HOPMaTUBHO-
«b. bpayH Meguikan» (B. Braun Medical) npaBoBOro perynvposaHusa «b. bpayH Megvikan» (B. Braun Medical)

Per. Ne B TOproBo-MpoMbILLIIeHHOM peecTpe I. HaHtep: 562 050 856 IMouTOBbIV anpec
YcTaBHbIA Karwmmar: 31 000 000 eepo 26, Pro ApvaHro, Ten:. +33(0)141 105300
Koz, 0cHOBHOIO BIaA AesTeribHOCTY mpeanpurstivs (APE): 3250 A 92210, Cen-Kny Qakc: +33(0)1 41 10539

Mepesopg ¢ aHranmihckoro u cppaHuychoro A3bl KOB Ha pyCCKMﬁ A3bl K BblMONHEH NepeBOAYMKOM

TapaH WpuHoiW BopucoBHOI
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Poccuiickaa depgepauuns
flopoa MockBa

MepBOro mapTa [Be ThicAuMW ABajllaTb YeTBEPTOro roga

BnagumMmpoBNWY, HOTApuyc ropoga MoOCKBbB , CBUJETENbCTBYI

A, AnexuH EBrenui
MWpuHb BoOopuMCOBHBLI .

NOANWHHOCTL NOANUCKU NepeBOfYMKA TapaH

Mognucb cpenaHa B MOeM NPUCYTCTBUMN.

NunyHocCcTb NMoagnNnmnWcaBlw ero AOKYMEHT ycTaHOBNEeHa.

3apernctpupoBaHo B peecTtpe: N 57/17bH/77-2024-1-894.

HoTapuanbHoOro geictBna: 400 py6. 00 kon.

YnnayeHOo 3a cCOoOBepweHune

E.B.AnexuHn

) Noanwuce

epboBas nevaTb
! "®P6oBas

HOoTapuyca
HoT.-" AyaThb

Boero mpoLLHyposaHo,
MPOHYVEOB3HO U GO TEHD
e 5 ner(-a-08)

Mopgpnuceob

Poccuiickaa depepauyuns
flopog MockBa

[MepBoro maprta ABe ThiCAYN ABajuaTb YeTBEPTOro roga

g, AnexuH EBreHuit BnagummupoBMY, HOTapumyc ropopfa MOCKBbL , CBUAETENbLCTBYHW
BEPHOCTb KONMMWU C NpPpefcTaBleHHOro MHeE AOKyMeHTa.

SapernctpuposBanHogf£™r~™e: N 57/171-uw/77-2024-1-895.

YnnaueHo 3, wBepbeunnn Ibsrwanbuoro peddctBua: 2600 py6. 00 kon.

L —
E.B.AnexwuH

Bcero npoLLHypoBaHo,
MPOHYMEPOBAHO Y1 CKPervieHo™
neyarb0"51ncT(-a,-0B)
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