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*SWIDE™

Drug Coated Coronary Balloon Catheter

Instructions for use

Shanghai Shenqi Medical Technology Co., Ltd.

Prior to use, please read this IFU carefully and pay attention to all Warning and
Precautions listed.

Modified date : 7" August 2024 BY-SMS-DP01-001 Rev: A/0
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[Warnings}

X The swide™ Drug Coated Coronary Balloon Catheter should be used only by
physicians with practical experience in percutaneous transluminal coronary

angioplasty (PTCA).
Please Read IFU carefully prior to using this device.

For single use only. Re-use of single-use devices creates a potential risk for
the patient or the user. It may lead to contamination and/or loss of functional

capability. Contamination and/or limited functionality of the device may lead
to injury, illness or death of the patient. After use, dispose of product and
packaging in accordance with hospital-regulated waste disposal procedures.

X The Drug Coated Coronary Balloon Catheter is STERILEO with ethylene
oxide (EO), always stay sterile and non-pyrogenic. Use within the expiry
date. DO NOT use if the package is opened, damaged or broken.

[Package List]

X The sterile packaging contains one Drug Coated Coronary Balloon Catheter (with
the balloon protective sleeve, the internal pipe transportation wire). The surface of

the Balloon is coated with Paclitaxel Drug Coating.
2%  One copy of instruction for use.

[ General description]

swide™ Drug Coated Coronary Balloon Catheter manufactured by Shanghai Shenqi
Medical Technology Co., Ltd. is a drug coated coronary balloon catheter based on a
rapid exchange design, intended for the treatment of coronary arteries. swide™ Drug
Coated Coronary Balloon Catheter is designed to improve the lumen diameter and
to reduce restenosis during the treatment of coronary artery lesions, mainly for the
treatment of coronary artery in-stent restenosis. The surface of the Balloon of the
product is coated with 3.0 pg/mm? active drug coating — Paclitaxel. As the Balloon
expanding, the Paclitaxel coating surface contact with vessel, transferring the drug
into the vessel wall, achieving the treatment target. Depending on patient situation
and vessel morphology, the maximum balloon inflation pressure should be kept (in
general) for a period of at least 30 seconds. In cases where long lesions are treated
(longer than the maximal balloon effective length available), the particular subareas
should be treated only once with the product.

The Drug Coated Coronary Balloon Catheter mainly consists of the Paclitaxel Drug
Coating and the Coronary Balloon Catheter. The Paclitaxel Drug Coating is applied
to the surface of the effective length of the Balloon. The Tip indicates the distal end
of the Coronary Balloon Catheter, which consists of two catheter lumens, one to
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inflate/deflate the Balloon, the other to insert a guide wire (0.014 inch or smaller-
diameter guide wire). Two radio-opaque developing points indicate the effective
length of the cylindrical portion of the Balloon. The effective length of the Balloon
Catheter is 1400 mm. Two markers position on the Proximal Outer Catheter, 870
mm and 975 mm away from the Tip, to indicate the relative position of the Balloon
Catheter and the Guiding Catheter.

[Structure and composition]

The product consists of a drug coating and balloon catheter. The balloon in the
catheter is made of nylon 12; The drug coating is composed of paclitaxel at a
metered dose of 3.0 pg/mm? and a drug carrier substrate consisting of
ioprosamide.

Diagram 1
swide™ Drug-Coated Coronary Balloon Catheter

Marker point: balloon<Paclitaxel coating
Tip

— —— =

Effective length< notch<
1st marker position 870mm«’

2nd marker position 975mm¢

Catheter effective length 1400mm¢
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Table 1
swide™ Drug Coated Coronary Balloon Catheter product matrix

Balloon Balloon Balloon Balloon
Model . Effective Model . Effective
. . Diameter . . Diameter
Specification Length Specification Length
(mm) (mm)
(mm) (mm)
DP0120010 10 DP0122510 10
DP0120015 15 DP0122515 15
DP0120020 2.00 20 DP0122520 2.25 20
DP0120025 25 DP0122525 25
DP0120030 30 DP0122530 30
DP0125010 10 DP0127510 10
DP0125015 15 DP0127515 15
DP0125020 2.50 20 DP0127520 2.75 20
DP0125025 25 DP0127525 25
DP0125030 30 DP0127530 30
DP0130010 10 DP0135010 10
DP0130015 15 DP0135015 15
DP0130020 3.00 20 DP0135020 3.50 20
DP0130025 25 DP0135025 25
DP0130030 30 DP0135030 30
DP0140010 10 Note:
DP0140015 15 Nominal Pressure (NP): 8atm
DP0140020 4.00 20 Rated Burst Pressure (RBP): 16atm
DP0140025 25 Recommended guide wire: 0.014inch
DP0140030 30 Recommended guiding catheter: 6F
Table 2
swide™ Drug Coated Coronary Balloon Catheter Compliance table
Pressure ( atm Diameter (mm)
) 2.00 2.25 2.50 2.75 3.00 3.50 4.00
4 1.88 2.08 2.38 2.66 2.90 3.40 3.86
6 1.94 2.17 2.44 2.72 2.95 3.46 3.93
8 (NP) 2.00 2.25 2.50 2.75 3.00 3.50 4.00
10 2.08 2.37 2.55 2.83 3.08 3.56 4.07
12 2.12 2.45 2.60 2.89 3.15 3.62 4.14
14 2.15 2.51 2.64 2.97 3.21 3.70 421
16 ( RBP) 2.19 2.58 2.69 3.03 3.28 3.79 4.28
18 2.23 2.63 2.73 3.07 3.34 3.86 4.34
20 2.28 2.69 2.78 3.12 3.40 3.92 4.40
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Note :

Data at 37° water bath in vitro-rounded to 0.01mm — Result do not take into
account lesion resistance.

[Individual treatment )

Prior to use, the benefits and risks for each patient must be individually assessed.

When establishing the patient exclusion criteria , the risk associated with antiplatelet

treatment should be taken into account. Special consideration is required in patients
with recent active gastritis or PUD (Peptic Ulcer Disease).

[Indications]

Coronary artery in-stent restenosis
[ Contraindications ]

¢ Intolerance to Paclitaxel and/or the delivery matrix (main ingredient: iopromide)
¢ Allergy to Paclitaxel and/or the delivery matrix (main ingredient: iopromide)

2¢ Severe allergy to contrast media

¢ Pregnancy and lactation

¢ Cardiogenic shock of patient

2 Lesions which are untreatable with PTCA or other interventional techniques

2¢ Coronary artery spasm in the absence of a significant stenosis.

[Possible complications of balloon dilatation]

Hematoma at the vascular access site
Pseudoaneurysm

Acute myocardial infarction

Pulse arrhythmia

Angina pectoris

Arterial perforation

Spasm of coronary arteries

Death

Cerebral circulatory disorders

General bleeding

Side effects due to the accompanying medication (see corresponding package
leaflet)

Thrombus formation

Arterial rupture
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Dissection of the coronary vessel

Hypotension

Ventricular fibrillation

Local bleeding

Arterio-venous fistulas

Palpitations

Vascular complications which necessitate surgical interventions
Infection

Emergent Coronary Artery Bypass Graft Surgery ( CABG )

Arrhythmia , including ventricular fibrillation

Total occlusion of a coronary artery
Restenosis of prior treated target vessel segment
Pseudomembranous colitis

[Pharmaceutical information on included drug)

The very small quantity of Paclitaxel in the blood plasma means that the classic
undesirable effects caused by Paclitaxel appear less relevant than for a systemic
treatment. However, side effects yet unknow cannot be ruled out.

MOOKOKOK

36 KK

Allergic or immunological reaction to the drug, similar agents, or to the
balloon coating (main ingredient: iopromide).

Alopecia

Anemia

Alopecia Gastro-intestinal tract impairment

Abnormal liver enzyme values

Histological changes in the vascular wall , incl. inflammation , cell damage

Or necrosis

Disorders of the cardiac conduction system
Myalgia/arthralgia

Peripheral/neuropathy
Pseudomembranous colitis

CAUTION:

Based on the in-vitro and in-vivo testing, Paclitaxel has been shown to be
mutagenic at concentrations similar to maximum local drug concentrations
after application of a single swide™ drug coated coronary balloon catheter.
This pharmacodynamic action of Paclitaxel acts in interference with the
microtubule disassembly. The relevance of this specific mechanism of
genotoxicity for human carcinogenicity risk is currently not known. It is known
from the relevant scientific literature that coated drug-eluting implants (DES)
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may cause inflammable and / or prothrombotic reactions swide™ Drug Coated
Coronary Balloon Catheter does not include any polymer layer, the drug is
applied to a degradable matrix on the balloon surface.

¢ Although not demonstrated in pre-clinical studies with the swide™ Balloon.
system, the above-mentioned incidences cannot be completely excluded. The
treating physician should balance the medical advantage of a Paclitaxel-
releasing balloon against the potential risk.

[ Allergies]

If the patient has an existing allergy to any of the components of the coating (main
ingredient:  iopromide) and/or to  Paclitaxel. @ The  possibility of
allergic/immunological reactions to any component of the balloon, the delivery
matrix (main ingredient: iopromide), and/or Paclitaxel, or of local inflammatory
reactions resulting from possible injuries of the vascular wall, cannot be excluded.

[Interactions with other drugs]

The amount of Paclitaxel on the balloon surface corresponds approximately to a
few hundredth of the quantity usually used in anti-neoplastic treatment which
makes it rather improbable that interactions with other drugs will occur infections.
However, caution should be exercised when concomitantly administering known
CYP3A4 and/or CYP2CS8 substrates (including terfenadine, cyclosporin, lovastatin,

midazolam, ondansetron ) or drugs with high PPB (especially sulfonureas

anticoagulants of the coumarin type, salicylic acid, sulfonamides, digitoxin ) . For

possible interactions with other drugs within the scope of Paclitaxel administered
for oncological indications, the relevant instructions for use should be consulted. A
complete study of possible interactions of Paclitaxel in association with treatment
accompanying drugs has not been established.

[ Pregnancy]

The usage of Paclitaxel during pregnancy is contraindicated. It is not possible to state
the effects of swide™ Drug Coated Coronary Balloon Catheter on the unborn child.
No clinical data is available on the usage of swide™ Drug Coated Coronary Balloon
Catheter with pregnant women. Reproduction relevant contraindications and risks
are unknown.
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[Instruction for use)

Materials Required

Quantity

Material

2-3

Guiding catheter of compatible size

1-2

Angiographic catheter

1-2

Percutaneous needle and Short guidewire

1

Guidewire (0.035 inch or 0.038 inch x 145 cm)

Guiding guidewire (0.014 inch (0.36 mm) (or a smaller
diameter) x 175 cm (Min. length))

Torque Device for guidewires

Introducing Device for guidewires

1

Arterial sheath (6 F to 8 F) and Dilator

2-3

Syringe (10-20 cc (ml)), evacuate all air prior to use

1000U/500cc

Heparinized Normal Saline

1

Rotating hemostatic valve

50% Contrast medium, diluted 1:1 with sterile saline solution|

1

Balloon inflation device with pressure gauge and three-way
rotatory valve

Caution :

Prior to use, it is essential that all the instruments, catheters and individual
components are carefully checked. An integrity test of the balloon (with the
protective balloon left in place), a complete removal of air from the system and a

thorough control of the connector seals are mandatory.

Preparation of the Balloon Catheter

2 Prepare a 1:1 mixture of sterile saline solution and contrast medium.

X Draw approximately 3 ml of the contrast medium mixture into a 10 ml or 20
ml syringe. Then, connect the syringe to the luer adaptor of the catheter, with

syringe and luer adaptor pointing downwards. Aspirate. Repeat until no air
bubbles can be seen.

X Remove protective sleeve of the Balloon and transportation wire from the
guide wire lumen. The catheter is now ready for use.

X Prepare the balloon inflation device.
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Technique for use

Percutaneous introduction techniques and arteriotomy are both suitable when using
introduction sets and guide wires.

¢ Insert a guiding catheter fitted with a hemostatic adapter using standard
technique

Carefully introduce the guide wire and place tip distal of the stenosis
Carefully introduce the balloon-tipped catheter over the proximal end of the
guide wire and into the hemostasis adapter of the guiding catheter.

Slide the PTCA catheter forwards and place the catheter under contrast
media injection and x-ray control

As soon as the PTCA catheter has passed through the stenosis , inflate the

balloon to dilate the artery. Depending on patient situation and vessel
morphology the inflation should be kept at least 30 seconds.
X After dilatating the balloon has to evacuate completely and under x-ray

control , pull the balloon-tipped catheter back into the guiding catheter and
check the results of dilatation angiographically.

X Ifnecessary.it is possible to substitute another balloon tipped catheter via the
guide wire that remains in the vessel.

2¢  In the case of an unsatisfactory primary result, a repeated dilatation of a
balloon with larger outer diameter can be performed. For prevention of local
overdosing, it is not indicated to use a further swide drug coated coronary
balloon catheter

Warnings/Precautionary measures

?¢  When removing swide™ drug coated coronary balloon catheter from the
packaging and when passing the haemostasis valve, great care must be taken
to ensure that the balloon system does not become damaged or non-sterile.

¢ Direct touching of the balloon , wiping of balloon surface or contact with

liquids should be strictly avoided, since this can cause delamination of the
balloon coating.

2 It is possible to rinse the guide wire lumen in a sterile/isotonic saline solution.

2 Do not inflate the balloon prematurely. The recommended inflation pressure of
the balloon must not be exceeded. It is also recommended that a pressure gauge
is used to measure the inflation pressure.

2¢ Do not treat the same lesion segment with more than one swide™ drug coated
coronary balloon catheter.

2 If any resistance becomes apparent at any time during the insertion procedure,
the catheter must not be pushed with applied force. The resistance can indicate
damage to the balloon catheter. If resistance occurs while advancing through

the guiding catheter , the entire delivery system should be pulled back.
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2 Predilatation with a non-coated balloon is recommended in case of complex
lesions. Extended manipulation of swide™ Drug Coated Coronary Balloon
Catheter can cause delamination of the coating.

Handling and Precautions

The inflated diameter of the balloon should correspond to the lumen of the coronary
artery. Never use a balloon with a larger diameter.

Never shake the catheter before use to debubble the balloon. Do not advance the guide
wire in the balloon catheter if resistance is felt without first identifying the resisting force
and taking remedial action.

This PTCA balloon catheter is 99.9% resistant to indicated maximum pressure with a

confidence of 95% ( rated burst pressure ) . Inflation in excess of the maximum
inflation pressure is not recommended as the pressure may cause the balloon to rupture

or cause the balloon joints to fail respectively. Should this occur , deflate the balloon
and remove it.

Note:

¢  For treatments to be successful and to provide patients with long-term
satisfactory results, the entire lesion length should be ideally covered by the
Drug-coated balloon.

2 Do not bend or squeeze the balloon portion of the swide™ drug coated coronary
balloon catheter before procedure.

2¢  Although the active ingredient of the balloon coating is unlikely to be released
during removal from the packaging, it is still recommended that a protective mask
be used. Released particles may enter the respiratory tract.

2¢  Balloon pressures should not exceed the manufacturer's recommended
inflation pressure. Use only the appropriate liquid balloon inflation medium.

Failing to have the appropriate fluid ( e.g. having a higher concentration of

contrast medium ) may lead to prolonged in- and deflation times. Never use
air or gaseous inflation media.

2 After dilatation of the vessel segment with the swide™ Drug Coated Coronary
Balloon Catheter, a bare-metal stent can be implanted. Drug-eluting stent
implantation is not recommended for further lesion treatment. Potential
interactions of the Drug Eluting Stent with Drug Coated Balloon catheter have not
been evaluated.

2 Experiences of using the product to treat in-stent restenosis (ISR) in drug-eluting
stent (DES) are extremely limited. For any type of DES, the possibility of drug
interactions and overdosage cannot be ruled out. Therefore, the product is only
indicated for ISR in DES occurs 90 days after the implantation of the DES. For
the most commonly used types of DESs, the stent has basically completed the drug
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release after 90 days.

2¢  The length and diameter of the Balloon should not be less than the reference
length and diameter of the target vessel.

2 Prior to beginning the angioplasty procedure, all equipment to be used for the
procedure, including the balloon catheter should be carefully examined to
verify its functionality. The appropriate anticoagulant and coronary vasodilator
therapy must be provided to the patient prior to the angioplasty procedure and
must be maintained during the procedure. These catheters should only be
manipulated in the body while they are under fluoroscopic observation with
high quality radiographic imaging equipment. To decrease the potential for the
introduction of air into the catheter system, careful attention must be paid to
ensure that tight catheter connections are maintained. Use the protective
balloon sheath until the catheter is being prepared for insertion, it will prevent
contact with objects and accidentally damage of the coated balloon.

[ Medication schedule]

On admission to the hospital, the baseline values for prothrombin time ( PT ) and

partial thromboplastin time (PTT) as well as the platelet count should be documented
for every patient. The following medication schedule is intended solely as a possible
guideline and should not be seen as a strict medical regimen.

Before balloon inflation:

2 Aspirin: 100-300mg, starting at least 24 hours before surgery.

2 Clopidogrel: loading dose of 300mg, taken at least 6 hours before surgery, followed
by 75mg per day. If clopidogrel (75mg/d) has been taken for 72 hours
preoperatively, no additional loading dose can be given.

During balloon inflation:

2¢ Unfractionated heparin (UFH) and low-molecular-weight heparins (LMWHs)
can be used when needed.

After balloon inflation:

2 Low-molecular-weight heparins (LMWHS) : subcutaneous injection if necessary.
%  Clopidogrel: 75mg-150mg per day
¢ Aspirin: 100mg-300mg per day

Post-discharge

2 Aspirin: 100mg-300mg per day for at least 3 months
¢ Clopidogrel: 75mg-150mg per day for at least 3 months
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Note :

¢ The stated dosages, instructions and values must be carefully checked by the
user before dilatation of the swide™ Balloon. Due to recent developments of
the corresponding methods, other procedures which differ from those
described above are entirely feasible.

[ Sterilization ]

swide™ Drug Coated Coronary Balloon Catheter has been sterilized with ethylene
oxide (EO); it cannot be resterilized for use.

[Storage]

Avoid direct sunlight or exposure to corrosive gases, avoid direct contact with heat.
The product storage temperature ranges from 10°C to 40°C.

[ Transportation condition]

The products should be protected from heavy pressure, direct sunlight and rain when
transported, or as specified in the ordering contract.

[Date of manufacture}

Please refer to product label for the date of manufacture.

[ Shelf life]

The shelf life of swide drug coated coronary balloon catheter is two years under
storage compliant conditions.

[Symbols used in labeling]

r A

1) ® Do not re-use
r A
2) DE‘J Consult instructions for use or consult electronic
instructions for use
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3)

4)

S)

6)
7)

8)

9)

10)

11)

12)

13)

14)

15)

16 )

V]
o
l>;\./,
s

r L
STERILE[EO
[ |
r A

3
_

j Protect from heat and radioactive sources

Keep dry

Date of manufacture.

Use-by date.
Batch code

Catalogue Number

Sterilized using ethylene oxide

Do not use if package i1s damaged and consult instructions
for use

Contents: One Unit.

Temperature limit

Unique device identifier

Single sterile barrier system with protective packaging
inside

Medical device

Manufacturer
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[Service]

Shanghai Shenqi Medical Technology Co., Ltd. has committed itself to the
manufacture of the swide Drug Coated Coronary Balloon Catheter product, warrants
that all the products shall be free of defects in materials and workmanship upon
receipt Shanghai Shenqi Medical Technology Co., will not to be liable for any
incidental, special, or consequential loss, damage, or expense resulting, directly or
indirectly.

From use of its product, please contact with Shenqi for product related questions
directly.

[ Warranty and limitations]

Shanghai Shenqi Medical Technology Co., Ltd. (hereinafter referred to as "Shenqi")
explicitly states that swideTMDrug Coated Coronary Balloon Catheter manufactured
by our company are for single use and shall not be reused. Shenqi will not be
responsible for any damage to the product or failure of the operation caused by
improper selection of product specifications, operating errors or any other man-made
accidents. Shenqi does not recommend, indicate, or imply the reusability of the
products in any way, and is not responsible for accidents or product damages caused
by reuse.

[ Manufacturer)

r il

o

J

Shanghai Shenqi Medical Technology Co., Ltd.
Building 19, 315 Qingda Road

Pudong New District

201201 Shanghai

PEOPLE’S REPUBLIC OF CHINA

Tel: +86-21-58562068

Fax: +86-21-58201969

Service email: customerservice@sgmedical.com
Website: http:// www.sgmedical.com
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[[IpenynpesxxaeHus]

X Karerep OaTOHHBIA KOPOHAPHBIN C JIEKAPCTBEHHBIM IMMOKPHITHEM swide™ moipKeH HCITOTb30BaThCS
TOJIBKO BpayaMu, UMEIOIUMHU MPAKTUUECKUM OIBIT MPOBEACHUS YPECKOKHOM TPAHCIIOMUHAILHOMN
kopoHapHoi anruoruiactuku (UTKA).

% Ilepenm wcnonmb30BaHWEM MaHHOTO YCTPOHCTBA BHUMATENBHO TPOUYTHUTE WHCTPYKIHIO TIO
MIPUMEHEHHUIO.

% Tonbko AN ONHOKPATHOTO NpuMeHeHHs. [IOBTOpHOE HCIIONIB30BaHUE H3JENUN OJHOKPATHOTO
MPUMEHEHUS] CO3[aeT MOTEHIMATbHBIA PHUCK JUIA TAalWeHTa WU TMoib3oBarend. lloBTopHoe
WCTIOJIb30BaHIE MOXKET IPUBECTH K 3arpsi3HEHHUIO W/IIK TToTepe (HyHKIIMOHAIBHOCTH. 3arpsi3HeHne
W3JCTUsl W/WIK €ro OrpaHuMYeHHas (YHKIHOHAIBHOCTh MOMKET NPUBECTH K TPaBMUPOBAHUIO,
pasBUTHIO 3a00JIeBaHUN WM cMepTH nanueHTa. [locie ucnoap30BaHus yTUIM3UPOBATh U3AEINE U
YIaKOBKY B COOTBETCTBHH C MOPSAKOM VTHIW3AIUN METUIIMHCKUX OTXOJIOB, MPHHATOM B
YUpEXKISHUH 3IpaBOOXPaHEHUS.

% Karerep OaysloHHBIA KOpOHapHbI ¢ JjekapcTBeHHbIM mokpeiTueM CTEPUJIM3YETCA
sruineHokcuaoM (D0) M ocTaercsi CTEPUIbHBIM M ANMPOTCHHBIM B TEUCHHUE BCEr0 BPEMEHHU
ucnonb3oBanus. Mcnons3zoBate B TeueHue cpoka ronnoctd. HE UCITOJIb3OBATD, ecnu ynakoBka
BCKpBITA WIH MOBPEXK/ICHA.

[IIepeyeHb coaepKaHUA YIIAKOBKH |

% B crepunbHON ymakoBKe HaxoguTcs onuH Karterep OalIOHHBIM KOPOHAPHBINA C JIEKAPCTBEHHBIM
MOKPBITHEM (C 3alUTHON My(TO# OalloHa W BHYTpEHHEH TpyOUaTOi TpaHCIOPTHOW MPOBOIOYHON
CTpyKTypoii). Ha moBepxHOCTh OanoHa HAHECEHO JIEKapCTBEHHOE NMOKphITHE [laknuTakcen.

% OJuH dK3EMILTSAP UHCTPYKIUH 10 IPUMEHEHUIO.
[Obmee onucanue]

Karterep OayulOHHBIH KOPOHAPHBIA C JICKAPCTBEHHBIM TMOKpbITHEM swide™ mpou3BojcTBa KOMIAHUU
Shanghai Shenqi Medical Technology Co., Ltd. npexacrasisier coboii kareTep OaNIOHHBIA KOPOHAPHBIH C
JIEKapCTBEHHBIM TOKPBITHEM, pabOTalOMK MO NPUHLIMIY ObICTPOH 3aMEHBl M NpeIHa3HAuYCHHBIA IS
JieueHHs KOPOHAPHBIX apTepuid. KareTep OamtoHHbIN KOPOHAPHEIH C JIeKapcTBEHHBIM MOKpbITHEM swide™
MpeIHa3HaYeH MJIs YIy4dlIeHHs AWaMeTpa IPOCBETa M yMEHBIIEHHsS PEecTeHO3a BO BpeMs JIEUEHUS
MOpaXeHN! KOPOHAPHBIX apTepuil. ETo OCHOBHOE NMPHUMEHEHHUE — JIEUEHHE BHYTPUCTEHTOBOTO PECTEHO3a
KOpOHapHbIX apTepuil. [loBepxHOCTH 6ayioHa U3/eNrs MOKPHITa aKTUBHBIM JIEKAPCTBEHHBIM BEIIECTBOM
(makyurakcenom) B KoHueHTpauuu 3,0 Mxr/mm?. [1o Mepe pasayBanus GauloHa, MOBEPXHOCTh, MOKPHITAS
ITaknuTakcemoM, HaYMHAET KOHTAKTUPOBATH C COCYJOM, IEPEHOCS JIEKAPCTBEHHOE CPEACTBO B CTEHKY
cocyna, JOCTUrast TAKUM 00pa30oM LIeH JiedeHusl. B 3aBUCMMOCTH OT COCTOSIHMS MalMeHTa 1 MOpQOI0Truu
COCY/IOB, MAaKCHMaJIbHOE JaBJIEHUE Pa3AyBaHUs OaJlJIOHa CIEAyeT MOAAEPKUBATH (KaK MPaBUIIO) B TEUEHNE
30 cekyHn kak MUHUMYM. Bo BpeMms jedeHHs AJMHHBIX OYaroB MOPAXKEHUs (UIMHHEE MaKCHMaJbHO
JOCTYITHOHM pabodell 1IuHBI OajuIoHa), ONpeIeIeHHbIE YYaCTKH cliefyeT 00padaThiBaTh H3/IEINEM TOJIBKO
OJIH pa3.

Karetep 0annoHHBIN KOPOHAPHBIHN C JIEKAPCTBEHHBIM MOKPBITUEM COCTOHT M3 JIEKAPCTBEHHOTO IMTOKPBITHS
[Naknurakcen n KopoHapHOro OamoHHOro Karerepa. JlekapcrBenHoe nokpeiTHe IlakinTakcena HaHOCUTCS
Ha TIOBEPXHOCTh pabouedl JunHbI OaiuioHa. HakoHewHuK 0003HAa4YaeT MUCTAILHBIA KOHEI[ KOPOHAPHOTO
0aJUTIOHHOTO KaTeTepa, KOTOPBI COCTOMT M3 JIBYX MPOCBETOB KaTeTepa: OJWH JUIS pa3/yBaHUs/CyBaHUS
OaiioHa, JApyroi Juisi BBeAeHUs TmpoBoaHuMKa (muamerpom 0,014 mroiima wim  MeHee). [IBe
PEHTI€HOKOHTPACTHBIE TOYKH MPOSIBKA 0003HAYAIOT pabouyro JJIMHY LWIMHAPHYECKON YacTH OajuloHa.
Pabouas mmHa 6aitonHoro karerepa coctapisier 1400 mm. Ha mpokcuManbHOM Hapy»KHOM KaTeTepe Ha
paccrossHuM 870 MM 1 975 MM OT KOHYMKA pacloOXKeHbI 1Ba MapKepa, YKa3bIBAIOLIEe OTHOCUTEIBHOE
MOJIOKEeHUE OAJUIOHHOTO KaTeTepa U HaIllpaBJISIOIIETro KaTeTepa.
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[KoHcTpyKIus B cocTaB]

Wznenue cocTOUT U3 JIEKapCTBEHHOI'O IOKPHITHA U OaJUIOHHOTO KaTreTepa. baiioH B kaTteTepe U3roTOBJICH
W3 Heilslona 12; JeKapcTBEHHOE TOKPHITHE COCTOMT M3 TaKJIUTakcena B 1o3e 3,0 MKr/Mm2 u cybcTpaTa-
HOCHTEJS IEKAPCTBEHHOT'O CPENICTBA, COCTOSAIIETO U3 HOMpocaMua.

MapxkepHast Touka  OaJUIOH

Konunx

Cxema 1
Katetep 0a/u10HHBIH KOPOHAPHBIH ¢ JIeKAPCTBEHHBIM MOKPbLITHEM swide™

HOKPBITI/IC MaKJIUTAKCEIIOM

Paboyas mHa

BBICMKa

1-s mo3umms mapkepa 870 Mm

2-51 o3unus Mapkepa 975 MM

Pa6ouas niuna karerepa 1400 MM

CoeauHuTeNb

Taoauuna 1
KateTtep 0a/510HHBIIH KOPOHAPHBIH € JIeKAPCTBEHHBIM MOKPbITHEM swide™: MaTpuna npoaykra
Cnenupuxanus JAunamerp Pabouas niuna | Cnenuduxanus Aunamerp P;gg:zﬂ
MOJIeJIN 0anoHa (MM) o0aniona (Mm) MOJIeJIN 0as1oHa (MM) it ()
DP0120010 10 DP0122510 10
DP0120015 15 DP0122515 15
DP0120020 2,00 20 DP0122520 2,25 20
DP0120025 25 DP0122525 25
DP0120030 30 DP0122530 30
DP0125010 10 DP0127510 10
DP0125015 15 DP0127515 15
DP0125020 2,50 20 DP0127520 2,75 20
DP0125025 25 DP0127525 25
DP0125030 30 DP0127530 30
DP0130010 10 DP0135010 10
DP0130015 15 DP0135015 15
DP0130020 3,00 20 DP0135020 3,50 20
DP0130025 25 DP0135025 25
DP0130030 30 DP0135030 30
DP0140010 10
IIpumeuanue:
DP0140015 15 Homunansnoe naBnenue (NP): 8 atm. PacuetHoe
DP0140020 4,00 20 nasnenue paspsiBa (RBP): 16 atm.
DP0140025 25 Pexomennyemsrit mpoBoguuk: 0,014 mroitma
DPO140030 30 PexoMeH1yeMbIii MPOBOJHUKOBEIN KaTteTep: 6F
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Tao0auna 2

KaTeTep 0a/u10HHBIH KOPOHAPHBIH € JIeKAPCTBEHHBIM MOKpPbITHEM swide™: Tabaumna

PACTAKMMOCTH

JlaBaenne (aTm) Huaverp (Mm)
2,00 2,25 2,50 2,75 3,00 3,50 4,00
4 1,88 2,08 2,38 2,66 2,90 3,40 3,86
6 1,94 2,17 2,44 2,72 2,95 3,46 3,93
8 (NP) 2,00 2,25 2,50 2,75 3,00 3,50 4,00
10 2,08 2,37 2,55 2,83 3,08 3,56 4,07
12 2,12 2,45 2,60 2,89 3,15 3,62 4,14
14 2,15 2,51 2,64 2,97 3,21 3,70 4,21
16 (RBP) 2,19 2,58 2,69 3,03 3,28 3,79 4,28
18 2,23 2,63 2,73 3,07 3,34 3,86 4,34
20 2,28 2,69 2,78 3,12 3,40 3,92 4,40

IIpumeuyanmue:

Janneie mpu Temnepatype BoAsiHOHM Oanu 37 ° in vitro okpyriaens! 10 0,01 mm. Pe3ynbrar He yduThiBaeT

COIIPOTHUBJICHUEC MMOPAKCHHA.

[AapuBuayaibHOE JieyeHue)|

[epen npuMeHeHUEM HEOOXOMMO UHAMBUAYAILHO OLEHHUTH TIOJIB3Y U PUCKHU IS KAXKIOTO MAIUEHTA.
IIpu ycTaHOBIEHMH KpUTEpUEB HCKIIOYCHHS TMAlMEHTOB, CJIEAYeT YYUTHIBaTh PHUCK, CBSI3aHHBIA C
aHTuTpoMOounTapHOH Tepanueid. Oco0oe BHUMaHHE CIEAyeT YICJATh MalUeHTaM C HEIABHUM

o0ocTpeHneM racTpuTa win nentudeckoit s3son (I15).
[IIoka3aHMsA K IPUMEHEHHIO]
BHYTpUCTEHTOBBIN PECTEHO3 KOPOHAPHOH apTepuu

[IIpoTuBONOKA3aHUS|

Tsxenas amieprust Ha KOHTPACTHOE BEILIECTBO
Bepemennocts 1 kopmileHHE
KapauoreHnHnsrii ok y marnueHTa

METOO0B

X Cna3M KOpOHApHOM apTepHH B OTCYTCTBHE 3HAYMMOT'O CTEHO3a

[Bo3MoskHBIE OCT0KHEHUSI 0AITOHHOM TUIATAIIUN]

I'emaroma B MecTe cOCyIHCTOrO 10CTyIa
TIceBnoaneBpusma

OcTppriif nH(pApKT MUOKapIa

Aputmus myJssca

CreHokapaus

Ilepdopanms aprepun

Cna3m KOpOHapHBIX apTepHui

JleTanpHBIA UCXOT

Hapymenre Mo3roBoro KpoBooOpaleHus
OO611ee KPOBOTEUCHHE

[loGounble >QQeKThl, BBI3BaHHBIE COMYTCTBYIOLUIMMHU
COOTBETCTBYIOIIUH JIMCTOK-BKJIAIbIII)

HenepeHnocuMocCTh MakIMTaKCeNa W/ WM MAaTPHUIIBI JOCTaBKH (OCHOBHOM MHTPEMEHT: HOTPOMUNI)
Anneprus Ha MaKIUTaKCeI H/WIH MATPUILy JOCTaBKH (OCHOBHOW MHIPEAUEHT: HOIIPOMHT)

[TopaxkeHust, KOTOpbIE HE NOAAAOTCS JeueHUto ¢ noMoibio YTKA unu qpyrux HHTEpBEHIUOHHBIX

JICKAPpCTBCHHBIMU  CPCACTBAMHU (CM.
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TpombooOpazoBanme

Pa3prIB apTepuu

Paccnoenune koponapHoro cocyna

['unoren3us

OUOPHITIIATIHS KETYA0IKOB

MecTHOE KpOoBOTEUEHHE

ApTepHOBEHO3HBIE (DUCTYIIBI

ITagpnuranusa

CocyaucTeie OCIOXHEHHUS, TPEOYIOIIe XHPYyPrHIECKOr0 BMEIIaTeIhCTBA
Nudexnns

DKcTpeHHast orepanusi a0pTOKOpoHapHOTo myHTtrpoBanus (AKILD)
Aputmus, BKITIo9ast GHOPHILIALINIO KeTTyT0YKOB

ToTanpHast OKKIIO3HsI KOPOHAPHOU apTepuun

PecTeHno3 panee npoJieueHHOTO CerMEeHTa 1IeJIEBOT0 cocyia
IIceBnoMeMOpaHO3HBIN KOTUT

[@apmaneBTHYecKass HHGOPMAaLUs 0 IPMMEHSIEMOM Iipenapare]

OueHp Manoe KOJUYECTBO MAKJIMTAKCENa B IUIa3ME€ KPOBH O3HAYACT, YTO TUIMYHBIC HEXKEIaTeIbHBIC
3¢ (deKThl, BEI3bIBAEMBIE MAKIUTAKCENIOM, KOKYTCSd MEHEe 3HAYUMBIMHU, Ye€M MPHU CHUCTEMHOM JIEYCHUH.
OpHaKko HeNb3s UCKITI0YaTh U HEM3BECTHBIE HA HACTOAIINA MOMEHT MOO0YHBIE A (EKTHI.

X Anneprudeckas WIM MMMYHOJOTMYECKas peaklys Ha JIEKApCTBEHHBIM Mpemapar, aHaJOTHYHbIe
BEIIECTBA WIIM Ha IOKPBITHE 0ajiioHa (OCHOBHON MHTPEIUEHT: HONPOMU).

Anonenus

Anemus

Anonenus Hapymienue QyHKIHMH 5KeTyI0YHO-KUILIEYHOTO TPaKTa

AHOMaIbHBIE TIOKA3aTeN IEYEHOYHbBIX ()EPMEHTOB

I'ncTonornyeckne M3MEHEHUS! COCYAMCTOM CTEHKH, BKJIIOYAs BOCIAJICHUE, MOBPEKACHUE KIETOK
WJIM HEKPO3

Hapymenust npoBoasuieil cucTeMsl cepana

Mpuanrus/apTpanrus

[epudepuueckas Heifiponarus

IceBaoMeMOpaHO3HBIN KOJUT

XK KX X

BHUMAHHUE:

%  Ha ocHOBaHMM pe3yNbTaTOB MCIIBITAHUN in Vitro M in vivo AOKa3aHO, YTO MaKJIMTaKced obianaer
MyTareHHBIMH CBOHCTBaMH B KOHIIGHTPAIMsIX, aHAJOTMYHBIX MaKCUMAalbHBIM MECTHBIM
KOHILIEHTpAlMsM Ipernapara Iocje NPUMEHEHHUs] OJHOI0 KOPOHApHOro OalJIOHHOTrO Karerepa ¢
JIEKapCTBEHHBIM TIOKpbITHEM swide™. DTo QapmMakogMHAMHUYECKOE [EHCTBUE MAaKIMTAKCENa
NPOSIBIISIETCS B HAPYIIEHUH paciiaja MUKpOTpyOoUek. BimsiHue 3Toro cnennpuieckoro Mexanu3Ma
TeHOTOKCUYHOCTH Ha PHCK KaHIEPOTEHHOCTH Yy 4YeJIOBEKa B HACTOsIIee BpeMsi Heu3BecTHO. M3
COOTBETCTBYIOIIEH Hay4yHOH JIUTEPAaTyphl M3BECTHO, YTO MMIUIAHTATHL C JIEKAPCTBEHHBIM
nokpeitieM (DES) Moryt BbI3bIBaTh BOCHAIUTENBHBIC W/HIM MPOTPOMOOTHYECKUE PEaKIHH.
Karerep OaiioHHBI KOPOHApHBIM C JIeKAPCTBEHHBIM TMOKphiTHeM swide™ He cojepKuT
MOJIMMEPHOTO CII0S, IEKAPCTBEHHOE CPEJICTBO HAHECEHO Ha pa3jiaraeéMylo MaTpHILly Ha IIOBEPXHOCTH
OasutoHa.

X Xors BBIIICYTIOMAHYTBIC ClIydau HE OBLIIM BELISABIICHEI B JOKJIIMHNYCCKUX UCCICOIOBAHUAX OaJUIOHHOM
cuctembl swide™, uX HeIb3s IMONHOCTHIO WCKIIOYWTH. Jlewammii Bpad JODKEH COMOCTaBUTH
MEIUIIMHCKYIO TIOJIb3y U MOTEHIIHAILHBIA PUCK HCITOBL30BaHUS OAJLTOHA C TTAKIIUTAKCEIOM.

[Angaepruu]

Ecnm y manmierTa ecTh aJuteprus Ha KaKoW-1u00 KOMITOHEHT MOKPBITHS (OCHOBHOM HHTPEANCHT: HOIPOMU)

u/unu Ha MaKITUTAKCET. Henpzs HCKIIIOUUTh BO3MO>KHOCTh BO3HUKHOBEHUS
AIePrUIeCKUX/MIMMYHOJIOTHYECKIX pEaKIuid Ha 000 KOMITIOHEHT OajloHa, MaTpHIly JOCTaBKH
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(OCHOBHOW MHTPEIUCHT: HOMPOMIT) W/WITH TAKIIUTAKCEN, a TAKKE MECTHBIX BOCIIAJHTEIBHBIX PEaKIUi B
pe3ynIpTaTe BOZMOXKHBIX TTOBPEXKICHUH COCYINCTON CTEHKH.

[B3aumoneiicTBre ¢ APYTMMH JIEKAPCTBEHHBIMH CPeACTBAMH]|

KonuuecTBo maknurakcena Ha TMOBEPXHOCTH OaJUIOHA COOTBETCTBYET MPUMEPHO HECKOJBKHUM COTBIM
JIOJSIM ~ KOJIMYECTBA, OOBIYHO HCIONB3YEeMOTO TIPH TMPOTHBOOIYXOJEBOW Tepamud, 4YTO JelacT
MaJIOBEPOSTHBIM B3aUMOJICHCTBHE C IPYTUMH JICKAPCTBEHHBIMU CPEJICTBAMH W BOSHUKHOBEHHE WH(PEKITHHA.
Opnako cienyer coOIoaaTh OCTOPONKHOCTh MPU OJTHOBPEMEHHOM MPHMEHEHUHM M3BECTHBIX CyOCTPaToOB
CYP3A4 w/mmm CYP2CS8 (Bximtouas TepdheHaauH, ITMKIOCIIOPHH, JIOBACTATHH, MUAA30JIaM, OHIAHCETPOH)
WIA TIPENapaToB C BBICOKMM CBS3bIBAHWEM C Oe€lIKamMH TUIa3Mbl (0COOEHHO Cynb(hOHMIMOUYEBUHHBIX
AHTUKOATYJITHTOB KYMapHHOBOTO THIIA, CAJMIIMIOBON KHCIOTHI, CyJb(haHWIaMUIOB, TUTHTOKCHHA).
HNudopmarnmro o

BO3MOXXHOM B3aMMOJICHCTBUU C JAPYTMMH JICKAPCTBEHHBIMU CPEIICTBAMHU, KOTOPHIC MOTYT TPUMEHSTHCS
BMECTE C MAaKJIUTAKCEJIOM IPH OHKOJOTMYCCKUX IOKa3aHMSX, CIEIYeT HMCKaThb B COOTBETCTBYIOIIHMX
HHCTPYKIHAX IMO0 MPUMCHCHUIO. ITonmHoE HCCJIICAOBAHUC BCCX BO3MOKHBIX CICHApPHCB B3aHMOI[eI>iCTBHﬂ
MaKJIUTAKCeNa ¢ COMYTCTBYIOIIUMHE JICKAPCTBEHHBIMH CPEJICTBAMH HE MPOBOIUIIOCh.

[bepeMmeHHOCTB|

[lpumeHeHne nakiIUTaKcena BO BpeMs OEpPeMEHHOCTH MPOTHBOIOKA3aHO. BiusHMe KOpoHapHOTO
OaJJIOHHOTO KaTeTepa ¢ JIEKapCTBEHHBIM MOKphITHEM swide™ Ha HepoauBIierocs peOeHKa OmpeneTuTh
HEBO3MOXKHO. KimHMuYeckne aaHHble OO0 HCHONB30BAaHUM KOPOHAPHOIO OasIOHHOrO KaTeTepa C
JIEKapCTBEHHBIM MOKpbITHEM swide™ y GepeMeHHBIX )KEHIIWH OTCYTCTBYIOT. [[poTHBOMOKA3aHNS U PHCKU
OTHOCHUTENIFHO PENpPOTyKTUBHON (YHKIIUH HEM3BECTHBI.

[AHCcTpYyKIMS 110 IPUMEHEHH O]

Heo0xoaumble MaTepUasbl

Koanuecrso Matrepuan
2-3 [TpoBOAHMKOBEIN KaTeTep COBMECTUMOTIO pa3Mepa
1-2 AHruorpaduyeckuii KaTeTep
1-2 UpeckoskHast UrJ1a ¥ KOPOTKUH MPOBOIHUK
1 IpoBomauk (0,035 mofima nnm 0,038 mroiima x 145 cm)
1 Hanpasmstronuit npoBoauuk (0,014 mrofima (0,36 MM) (MM MEHBIINH JHaMeTp) ¥
175 cm (MuH. 1uHA))
1 YcrpoiicTBO 11 BpalieHus: IPOBOIHUKOB
1 YcrpoiicTBO BBeIeHNS (MHTPOABIOCED) AJISI IPOBOJAHUKOB
1 Aprepuanpnblii uaTposIocep (oT 6 F no 8 F) u guaratop
2-3 [mpwur (10-20 cm3 (Mo1)); Iepe UCTTOJIB30BAHUEM YIAJUTh BECh BO3IYX
1000 En/500 cm3 I'enmapuHU3NPOBAHHBIN (HHU3NOIOTHUECKUI PacTBOP
1 Bpamatomuiics reMOCTaTU4ECKUN KilaniaH

50% KOHTpacTHOE BELIECTBO, pa30aBIEHHOE B COOTHOMEHUH 1:1 cTepHIbHBIM
(pU3HOJIOTHYECKUM PacTBOPOM

1 YerpoiicTBo Ui pa3ayBaHus OaJUIOHA ¢ MAHOMETPOM H TPEXXOJI0BBIM TOBOPOTHBIM

KJIATIAaHOM

Buumanue:

[epen ucmons30BaHNEM HEOOXOMMO TIIATEIHHO MPOBEPUTH BCE MHCTPYMEHTHI, KATETEPHI U OTIIEIbHBIE
KOMITOHEHTBL. O053aTeNIbHO MPOBOASATCS: MPOBEPKA LEIOCTHOCTH OajuloHa (IIPH 3TOM 3AILMTHBIM YeXOJ
OajutoHa ocTaeTcs Ha MecTe), MOJHOE YIalleHWe BO3JyXa M3 CHUCTeMbl W TIIATEIbHBIM KOHTPOJb
TEPMETUYHOCTH COCTUHUTEIICH.
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IMoaroroBka 0aJJIOHHOT 0 KaTeTepa

T'otoBAT CcMecCh CTEpPHIIBHOTO (DHU3HOJIOTHIECKOTO pPAacTBOpa W KOHTPACTHOTO BEIIECTBA B
cooTHoIrennu 1:1.

HaGwupator mpumepHO 3 MJI CMECH KOHTPACTHOTO BEIECTBA B MIMpHI] 00beMoM 10 M mmm 20 mit.
3areM MOACOENWHSIOT IIMPHUI] K JIOPOBCKOMY aJanTepy KareTepa — MpH 3TOM, MIIPHUI] U
JIFOAPOBCKHN a/lanTep JOJDKHBI OBITh HAlpaBiieHb! BHU3. BeimomHstoT acupanuto. [loBTopsior 1o
HCYE3HOBEHUS ITy3bIPHKOB BO3AyXa.

CHUMAIOT 3aUTHYI My(Ty OamioHa M yHaJsioT TPaHCIOPTHPOBOYHBIA MPOBOJ W3 MPOCBETA
NpoBOJHUKA. Teneps KaTeTep TOTOB K HCIOJIh30BAHUIO.

I'oToBAT ycTpoiicTBO U1 pa3ayBaHus OaylIoHa.

MeToa npuMeHeHus

HpI/I HCIIOJIBb30BaHNH Ha60p0B U1 BBECACHUSA M IIPOBOJHHMKOB MOXKHO HCIIOJIB30BAaTh KaK METOIbI
YPCCKOXHOI'0 BBEACHUS, TAK U apTCPUOTOMUHU.

Bcrasnsior HpOBO[IHHKOBBIﬁ KaTeTep, OCHaHIGHHBIﬁ TeMOCTAaTUYCCKHUM aJanTepoM, HCIOJIL3Ys
CTaHJAPTHBII METOL,.

OCTOPOXKHO BBOAST IMTPOBOJHUK U PACIIONATAIOT €r0 KOHYHMK JAUCTAIbHEE CTEHO3a.

OCTOpO’)XKHO BBOZST KareTep C OaUIOHHBIM HAKOHEYHHKOM 4Yepe3 NPOKCUMAIbHBIA KOHeIl
MPOBO/IHMKA B TEMOCTAaTHUYECKUI aJanTep MPOBOJHIUKOBOTO KaTeTepa.

IIponsuraror xaterep anst UTKA Bhoepen u pa3melialOT KaTeTep NPU BBEAECHUU KOHTPACTHOIO
BEIIECTBA U IO/ KOHTPOJIEM PEHTIeHOTpad .

Cpazy mocne mpoxoxaeHus karerepa st UTKA depe3 creHo3, pa3myBaioT OaiOH, YTOOBI
pacIIMpHUTh apTePHI0. B 3aBUCHMOCTH OT COCTOSTHUS MAITMEHTa M MOP(OIIOTHH COCYIOB pa3ayBaHUe
ciemyeT noanaep:kuBath He MeHee 30 ceKkyH .

[Mocne pumatanuu OayuIoH HEOOXOAMMO TOJHOCTHIO OMOPOKHUTH U TOJ] PEHTTEHOJIOTHYECKUM
KOHTPOJIEM BTSIHYTh KaTeTep ¢ OaJUIOHHBIM HAKOHEYHUKOM OOpaTHO B ITPOBOJHHUKOBBIN KaTeTep U
MIPOBEPUTH PE3yIbTATHI TUIATAIINN AaHTHOTPA)UUIECKH.

[Tpy HEOOXOJMMOCTH MOXHO 3aMEHUTH €r0 JAPYTHMM KaTeTepoM C OaIJIOHHBIM HaKOHEYHHKOM TI0
MIPOBOJIHUKY, OCTaBILIEMCS B COCY/IE.

B ciydyae HEyJIOBIETBOPUTETHHOTO TIEPBUYHOTO PE3yNIbTaTa MOXKET OBITH MPOBEICHA IMOBTOpPHAS
JUIIATAIUS C UCTIONIb30BaHNEeM OaJljioHa ¢ OOJIBIIMM HApY)KHBIM AuaMeTpoM. [1Jist mpe1oTBpaleHust
MECTHOM MEPeI03UPOBKH JalIbHEHIIIee HCII0Ib30BaHUE KOPOHAPHOTO OAJIOHHOTO KaTeTepa swide™
C JIEKAPCTBEHHBIM ITOKPBHITUEM HE TIOKa3aHO.

Ilpenynpesxnenusi/Mepsl Ipea0CTOPOKHOCTH

Uro0Obl HEe MOBPEeIUTH OAIIOHHYIO CHCTEMY M HE HApyIIUTh €€ CTEPHIBHOCTh MPU H3BJICUYECHUHU
KOPOHapHOro OANJIOHHOTO KaTeTepa C JICKApPCTBEHHBIM MOKpHITHEM swide™ u3 ynmakoBKH M IPHU
MPOXO’KACHUH FeMOCTATHYECKOI0 KJlallaHa, He00X0IMMO COOJII0AaTh 0COOYI0 OCTOPOKHOCTb.
HacrositenbHO pexoMeHyeM u30erath HEMOCPEJCTBEHHOTO INPHUKOCHOBEHHUS K  OaluloHY,
MIPOTHUPAHUS €r0 MOBEPXHOCTH WM KOHTaKTa C XHUIKOCTSIMH, TaK KaK 3TO MOYKET MPHUBECTH K
OTCJIOCHHIO TIOKPBITHA OaJITOHA.

[IpoceeT NpoBOTHMKA MOKHO MIPOMBITE B CTEPHIILHOM/H30TOHUYECKOM (DU3NOIIOTHYECKOM PacTBOPE.
He pasayBarb OamoH mpexaeBpeMeHHO. [IpeBblllieHre peKOMEHIyeMOro JaBICHUST pa3ayBaHHs
OajutoHa He gomyckaercs. Takke peKOMEeHIyeTcs MCIOJIb30BaTh MAaHOMETP Ui HM3MEPEHUs
JIaBJICHHA pa3ayBaHUs.

He ucrionp3yiiTe Juist JieueHHsI OJTHOTO M TOTO JK€ CErMEHTa MopayKeHHs 0oJiee OTHOTO KOPOHAPHOTO
0aJUIOHHOTO KaTeTepa C JIEKapCTBEHHBIM MOKpbITHEM swide™.

He npunarars ycunme x KareTepy, €Clid B KaKOH-THO0 MOMEHT MPOLEAYpPhl BBEICHHUS OLIYILAeTCs
Kakoe-1i00 conpoTupiieHre. CONMPOTHBICHHE MOXKET 03HAYATH IIOBPEXKICHIE OAIUIOHHOTO KaTeTepa.
Ecnu npu mpoaBmwkeHHH depe3 TMPOBOIHUKOBBIA KaTeTep BO3HHUKAET COMPOTHBIICHHE, CIEAYET
OTTSAHYTH Ha3aJ] BCIO CUCTEMY JOCTaBKH.
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% B ciydae CIOXHBIX MOpaXeHUH peKOMEHAYETCs MpeaBapuTeIbHas AMIATAUA C UCIOIB30BaHUEM
OayioHa 0Oe3 MOKPHITHA. [|HTenpHbIE MaHUMYJSIIMA C KOPOHAPHBIM OaUIOHHBIM KaTETEPOM C
JICKaPCTBEHHBIM MOKPBITHEM swide™ MOTYT MPUBECTH K OTCIOCHHUIO TTOKPBITHSL.

Oo0pamenne U MepbI MPeIOCTOPOKHOCTH

Huamerp pazmyroro 6amioHa IOJDKEH COOTBETCTBOBATH IPOCBETY KOPOHApHOHW aprepun. Hukorma ne
WCTIONB3yHTe OATIIOH OOJBIIETO TuaMeTpa.

Hukorna He BcTpsixuBaiiTe KateTep mepe] MCIOJIb30BAaHHEM, YTOOBI yNAIWTh MYy3bIPBKH BO3AyXa M3
Oamtona. Ecnm 4dyBCTByeTCsl CONPOTHMBIICHHE, HE IIPOABHUIAWTE IPOBOAHUK B OAJJIOHHOM KaTeTepe,
IpeIBAPUTEILHO HE ONPEAEINB CHITy COIIPOTHBIICHUS U HE NIPUHSAB MEPHI 110 YCTPAaHEHHUIO POOIIEMBI.
Hanneiii 6annonnsiii katetep s YTKA nHa 99,9 % ycTOMUYMB K yKa3aHHOMY MaKCUMaJIbHOMY JaBJICHUIO
C IOCTOBEPHOCTHIO 95 % (pacueTHOe naBlieHHE pa3phiBa). PazayBanue cBepX MakCHMaJIbHOTO

JaBJICHUSI Pa3lyBaHUs HE PEKOMEHAYETCs, TaK KaK OHO MOXET IPUBECTH K pa3pbiBy OaJlJIOHA UIH BBIXOAY
U3 CTPOSL €r0 COCAMHSIONINX AIEeMEHTOB. Eciii 9T0 npon3onuio, 6aioH He00X0IUMO CIYTh U U3BJICYb.

IIpumeyanmne:

% UYroObl nedyeHne OBUIO  YCHEMIHBIM ©  0O0ECHEYHMBall0O  TMAlMEeHTaM  JOJTOCPOYHEIE
YIOBJICTBOPUTENIBHBIE PE3yJbTaThl, BCS JIMHA MOpPaKEHWS OOJDKHA B HICAIBHOM Clydae
OXBaTHIBAThCSl OATIIOHOM C JICKAPCTBEHHBIM TIOKPHITHEM.

%  He crubaiite W He cHaBIMBaiiTe OAJUIOHHYIO YacTh KOPOHAPHOTO OAJJIOHHOTO KareTepa C
JIEKapCTBEHHBIM MOKpHBITHEM swide™ mepes mpote Iy poi.

% XOTS aKTHBHBIA HMHTPEIUCHT TMOKPBHITUS OaJUIOHA BPSA JIM BHICBOOOIWTCS TPH HM3BICUCHUH W3
YIAaKOBKH, IO-TIP&KHEMY PEKOMEHAYeTCs HCIIONb30BaTh 3aIMTHYIO MacKy. Belinensromuecs
YaCTHUIIBl MOTYT MOMACTb B IbIXaTEIbHbIC IIyTH.

%  [laBmenue B Oa;ioHe HE JODKHO TPEBBINIATH PEKOMEHIYEMOE MPOM3BOAMTENIEM aBIICHHE
pa3ayBanus. Cienyer MCIIONb30BaTh TOJIBKO PEKOMEHIOBAHHYIO KUAKYIO Cpely AJs pa3ayBaHUs
OayutoHa. lcnosp30BaHHE HECOOTBETCTBYIOLIEH >KUAKOCTH (HalpUMep, HMCIOJIb30BaHHE Ooee
BBICOKOW KOHLIEHTpPAllMd KOHTPACTHOTO BEIIECTBA) MOXKET NPUBECTH K YBEIMUYCHHIO BPEMEHHU
pa3ayBaHus W cAyBaHus. Hukoraa He HCHONB3yiTe BO3AYX WM Ta3000pa3Hble Cpeabl s
pasnyBaHusl.

%  Tlocme punmataumy CErMEeHTa COCyAa C TIOMOIIBI0 KOPOHApHOro OalJIOHHOTO KareTepa ¢
JIEKapCTBEHHBIM MOKpBITHEM sWide™ MOKHO MMITIAaHTHPOBAThH HETIOKPBITHI METAIITHMYECKHIA CTEHT.
Jns manpHeiniero jedeHusl MOpaKeHUs] WUMIUIAHTAIMS CTEHTa C JIEKApCTBEHHBIM MOKPBITUEM HE
pexomennyercs. IloTeHunanbHOEe B3aMMOAEHCTBHE CTEHTAa C JIEKAPCTBEHHBIM IIOKPHITUEM U
0aJUIOHHOTO KaTeTepa C JIEKAPCTBEHHBIM IOKPHITHEM HE OLIEHUBAJIOCh.

% OnsIT UCMONB30BAHUS M3JENUA U JIeYeHHUs BHYTpHCTeHToBOro pecreHosa (ISR) B crentax c
nekapcTBeHHbIM TOKpbiTHeM (DES) kpaiiHe orpanuuen. /s mgro00oro THma CTEHTOB ¢
nekapcTBeHHbIM TOKpbITHEM (DES) Henmp3s uckimodyaTe BO3MOXKHOCTH — JIEKAPCTBEHHOTO
B3aUMOJICHCTBUS U TIEpeI03UPOBKH. TakuM 00pazoMm, U3JIeNIne TOKa3aHO TOJIBKO JJIS CITydaeB, KOT/ia
BHYTPUCTEHTOBBIH PECTEHO3 B CTEHTAX C JieKapcTBeHHBIM MokpeITHEM (DES) mpouncxonut gepes3 90
nHer mocie uMruiantauun DES. B ciydae Hamboiniee 4acTo HMCIONB3YyEMBIX THIIOB CTEHTOB C
nekapcTBeHHBIM TOKphITHEM (DES), BBICBOOOXACHHME JIEKAPCTBEHHOTO CPEACTBA W3 CTEHTA B
OCHOBHOM 3aBepiraercs uepe3 90 nueil.

% JlimHa u nuamerp OaJuloHa HE JOJDKHBI OBITH MEHBIIE STaJOHHOW JJMHBI M JTHaMeTpa LEeJIEBOTO
COCyJla COOTBETCTBEHHO.

% Ilepen HawamoM mporenypsl aHTHOIIACTUKH BCe 000PYI0BaHNE, KOTOPOe OyIeT NCIIOIB30BATHCS BO
BpeMsl TpOLEAYphl, BKJIIOYas OaJUIOHHBIH KaTeTep, CIEeAyeT TIIATENbHO MPOBEPUTH, YTOOBI
yOeautecsi B ero ¢yHKuumoHansHOCTH. [lepex mpouemypoll aHTHOMIACTHUKH, a TAaKXKe BO BpeMs
MPOLEAYPHl aHTHOILIACTUKY, TAIIMEHTY CJIEyeT BBOAWUTH COOTBETCTBYIOIINE AHTHKOATYJISHTHI U
KOpPOHApHBIE Ba30MJIATATOPBI. MaHWUIYyIHMpPOBaTh pPacCMAaTPUBAEMBIMH KaTeT€paMH B OpPTaHHU3ME
CJIeIyeT TOJBKO MOJ PEHTTEHOCKOITMYECKUM KOHTPOJIEM C UCIIOIb30BaHHEM BHICOKOKAYECTBEHHOTO
peHtresorpaguieckoro o0opynoBaHus. UYTOOBI CHHM3UTh BEPOSTHOCTh IIONAJAHMs BO3AyXa B
KaTETepHYI0 CHUCTEMY, HEOOXOIMMO YIEeNIATh 0c000€ BHHUMAHHE OOECHEYEHHIO T'€pPMETHIHOCTH
COCIMHEHHNH KareTepa. 3aluTHYI0 000JI0uKy OajyioHa CieqyeT MCIOJIb30BaTh 0 TEX IOp, IMOoKa
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KareTep He OyIeT MOATOTOBIEH K ycTaHoBKe. OHa MPEAOTBPATUT KOHTAKT C WHOPOIHBIMH
MpeIMEeTaMy 1 CITydaifHOoe TIOBPEXKIEHNE MTOKPBITOrO OayIoOHa.

[I'paduk npuema gexapcrs|

[Tpu moctymieHny B OONBHUIY y KaXKIOTO MalMeHTa CIeAyeT AOKYMEHTHPOBATh MCXOIHBIC 3HAYCHUS

nporpomburoBoro Bpemenn (IITB) m dactmunoro TpomOommactuHOBOro BpeMenu (UTB), a Ttaxke

Kom4decTBO TpoMmOonnToB. Criemyromuid rpaduk mpueMa JIeKapcTB NMpeqHa3HaueH HCKIIOYUTEIHHO B

KayecTBE BO3MOXKHOI'O PYKOBOACTBA M HE JOJDKEH paccMaTpUBATBCA B KadeCTBE CTPOTrOM CXEMBI

MEINKAaMEHTO3HOTO JICUCHUSI.

Ilepen pa3nyBanuem 0ajiIoHA:

% Acnoupun: 100-300 mr, HaunHas Kak MUHUMYM 32 24 gaca JI0 oIepaluu.

% Knomumorpen: Harpyzounas go3za 300 Mr, mpuHuMaeMas He MEHEe 4eM 3a 6 4acoB /IO OIepalluu,
3areM 1o 75 mr B cytku. Ecnmu ximonmmorpen (75 Mr/cyt) mpuHUMAICS B T€YeHHE 72 94acoB JIO
oTiepaluy, TO AOTIONHUTEbHAS HATPY304Has 1032 HE T0JDKHA Ha3HAYAThCS.

Bo Bpemsi paznyBanus 6a110Ha:

% Ilpm HeEoOXOmUMOCTH MOMKHO WCIIONB30BaTh HehpaknuoHupoBaHHbd remapuH (HOI) wu
HU3KOMOIIEKyIsIpHbIe Tenapuabl (HMI).

Ilocne pasnyBanust 6a/110HA:

% Huskomonekyspasle renapuasl (HMI): moakoxHas HHBEKINS TP HEOOXOIUMOCTH.
X Knonmporpen: 75-150 Mr B cyTkH

% Acnoupun: 100-300 Mr B cyTKH

ITocie BuImuCcKH

% Acnoupus: 100-300 Mr B CyTKU B TEUEHHE KAK MUHUMYM 3 MECSLIEB.
% Knonumporpen: 75-150 Mr B cyTKH B Te€UeHHE KaK MUHUMYM 3 MecsI1IEB

IIpumeyanmne:

% Ilepen mwnataumeit 6ayutona swide™ monb30BaTeNb MOJDKEH TINATEIBHO MPOBEPUTH yKa3aHHBIC
JO3MPOBKH, WHCTPYKLUMH W 3HadeHus. braronmaps HemaBHUM pa3paboTKaM COOTBETCTBYIOLIMX
MCTO/Z0B, BIIOJIHE BO3MOXXHO INMPUMEHCHUC U JPYIrux MNpoueayp, OTIUYAIOIIHUXCA OT OIHMCAHHBIX
BBIIIIC.

[Crepunu3anus|

Karerep OaJulOHHBI KOpPOHapHBI C JIGKAPCTBEHHBIM TMOKpbITHeM swide™  crepunmzoBaics
stuneHokcuaoM (D0); ero HeNmb3s CTEPIIIN30BATh IIOBTOPHO C IENIBI0 TATEHEUIIIETO NCTIOIB30BAHMS.

[Xpanenue]

W3beraTs nmonagaHus MpsIMBIX COMHEYHBIX Jy4YeW MM BO3JAEHCTBUS €IKHUX Ta30B, MPSIMOTO KOHTAKTa C
WUCTOYHUKAMH TeTlIa.

[Junanason Temnepatyp xpanenus uzzaenus: ot 10 °C no 40 °C.

[YcaoBust nepeBo3ku]

IIpu mepeBo3Ke U3aeNre JOIKHO OBITH 3alTUIIICHO OT BO3ICHCTBHUS JABJICHHSI, IIPSIMOTO COTHEUHOTO CBETA
Y JOXKIS; WK TOJDKHBI COOJTIOIaThCS YCIIOBHS, YCTAHOBIICHHBIC B IOTOBOPE I10 3aKa3y.
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[daTa npou3BoacTBa]
JlaTy M3roToBIEHUS CMOTPUTE HA STUKETKE H3/ICITHSI.
[Cpox rognocTu]|

CpoOK roTHOCTH KOPOHAPHOT'0 OAIIOHHOTO KaTeTepa C JICKapCTBEHHBIM MOKPHITHEM swide cocTaBiseT JaBa
ToJIa TIPY COOITIO/ICHIH YCIIOBUI XpaHEHUSI.

[CuMBoOJIBI, IPUMeEHsIEMbIe B MAPKHPOBKe|

CM. HHCTPYKLUIO IO TPUMEHEHUIO WIIM CM. 3JICKTPOHHYIO HHCTPYKIIHIO O

r 1
1) ® He ucnions3oBaTh NOBTOPHO
= =
r A
L -

2
) NIPUMEHEHUIO
r A
w
3) vy AN 3amuImare OT UCTOYHHUKOB TEIIA U PAIHOAKTUBHOTO U3IyUCHUS
L |
r A

40
4) ‘T XpaHHUTB B CYXOM MecTe
L .

5) Jlara mpousBozcTBa.

T 1
6) g CpoOK TOTHOCTH.
1 |

r T
7) LOT Kox naprun
r A
8) REF Howmep o xatanory
L .
r 7
9) S TER!LE CTepuIM30BaHO ITUIICHOKCHUIOM
L 4
1
10) He ncmons30BaTh, €CITH yIIAKOBKA TIOBPEXAeHA M 0OPATHTHCS K HHCTPYKIIUH TI0
MIPUMEHEHHIO.
L A
11) 1 ConepkuMoe: oJIHa eUHUIIA.
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12) JlomycTiMas Temreparypa
L |
r 7
13) U DI YHUKaIbHBIN HISHTH(DHUKATOP U3IEITHS
L
r Ll
14) Enunas crepuipHas OapbepHas CUCTEMa C 3aIIUTHOM yITaKOBKOW BHYTPH
[ -

15) M D MeIUITHHCKOE U3/eTHe

r -

16) [TpousBoauTENH
L _I

[O6cay:xuBanue|

Komnanust Shanghai Shenqi Medical Technology Co., Ltd. B3si71a Ha ce0st 00s13aTETBCTBO 1O TPOU3BOACTBY
KOPOHApHOTO OATIOHHOTO KaTeTepa C JIEKapCTBEHHBIM MOKPHITHEM swide™ ¥ rapaHTHpyeT OTCYyTCTBHE
neexkToB MaTepHanoB W M3rOTOBJICHHMS Ha MoMeHT nonmydenus. Kommanust Shanghai Shengi Medical
Technology Co. He OyeT HECTH OTBETCTBEHHOCTH 3a JIFOOBIC ClTyualiHble, 0COObIE WIIX KOCBEHHBIC YOBITKHY,
ymiep0 MM pacxo/ipl, KaK MpsiMbIe, TaK U KOCBEHHBIE.

[To BomIpOCaMm, CBSI3aHHBIM C UCTIOJIB30BAaHUEM MPOIYKIIMH, OOpaliaiiTech HAIPSIMYIO B KOMITaHUIO Shenqi.

[lTapanTus 1 orpaHnyYeHu|

Kommnanust Shanghai Shenqi Medical Technology Co., Ltd. (nanee numenyemas «Shenqi») npsmo 3asiBiser,
yto Karerep OayuioHHBII KOpPOHApHBIA C JIEKAPCTBEHHBIM MOKpHITHEM swide™ mpou3BojCcTBA Halel
KOMITaHUM TIpeJHA3HAYeH JJIs OJHOKPATHOTO TPUMEHEHHsS M HE JOJDKEH HCIIOIb30BaTHCS MOBTOPHO.
Shenqi He HeceT OTBETCTBEHHOCTH 3a JIIOObIE MOBPEXKICHHS W3JENUS WIM HEydady NpH NPOBEACHUH
olepauuy BCIEACTBHE HENMPABWIBHOTO BRIOOpA crielu(pHUKaUi U3eNnsl, OIUOKA XUpypra win Jo00ro
JIPyroro ueiioBeueckoro (akropa. Shenqi He peKOMEHYET, HE YKa3bIBACT M HE MOPa3yMeBacT B KaKOWi-
160 popMe MHOTOKPATHOE HCIIOJIH30BaHUE M3/ICIHS, U HE HECET OTBETCTBEHHOCTH 32 HECUACTHBIE CITy4an
WM TIOBPEXIEHHS N3/IeIHs, BEI3BAHHBIE MHOTOKPATHBIM MCIIOJIb30BaHUEM.

[[IpousBoauTeBH)

&l

Shanghai Shengi Medical Technology Co., Ltd.

3manue 19, Hunna Poyn, 315

Hosplii paiion Ilynyn

201201 Ilanxaii

KUTAMUCKASI HAPOJHA Sl PECIIYBJIMKA

Ten.: +86-21-58562068

®dakc: +86-21-58201969

DreKTpoHHas oYTa CITyKOBI moaaep kku: customerservice@sgmedical.com
Caiit: http://www.sgmedical.com
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ABTOpCKHe MpaBa HAa JaHHYIO CTAThI0 MpUHAaAJIexkaT komnanun Shanghai Shenqi Medical
Technology Co. Ltd. KonupoBanue 0e3 paspenieHus 3anpenieHo.

™

7//4AN
SHeNQI MeEDICAHL

Shanghai Shengi Medical Technology Co., Ltd.

Ieuats: «[auxait [lIsasim Meaukan Texunomomku Ko., JIta.» (Shanghai Shengi Medical Technology Co.,
Ltd.)

«Manxai Hbasuun Meaukana Texnoaom:xu Ko., JIta.»
(Shanghai Shengi Medical Technology Co., Ltd.)

JIOIDKHOCTE: 3aMeCTHTEb TEHEPATbHOTO AUPEKTOpa
Wmst: LHuamoit Boit /Tlognuce/
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