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THIS IS TO CERTIFY THAT. the seal of Shanghai Kindly
Medical Instruments Co., Ltd. on the annexed
DECLARATION is genuine.

China CO1LLE1 for?tne T omi gon
of IntefnationaPI™Md . -
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Authorized

. Zhou Pingf
Signature:

BLU: 2024705,4220
(Date: May. 22,2024)
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jfInghni Kindly Medical Instruments Co., Ltd =
<(0.925, Jinyuan yi Road, 201803, Shanghai, P.R.C.
Tel: +86-(0)2 1-59140056 Fax: +86-{0)21-69000013

Declaration

We, Shanghai Kindly Medical Instruments Co., Ltd., the manufacturer of
the following medical device: Balloon Catheter Inflation Device, hereby declare
that:

1. the attached content is the cover page of the <Instruction for use> used for
medical device “Balloon Catheter Inflation Device”.

2. the attached content is used only for the medical device registration in L
Russia, and is required notarizang according to Russian official regulations.

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



ShBtighfti Kindly MedIrtl Insiroffifcnts Co*, LLI

Mo,925, Jinyuati yi Tload, 20LLI 5, Shstjgbai, P.RC.
oM: +86-(0)21-59140056Fax: +L110)21-«9LLI 0B

Instruction for use

Balloon Catheter Inflation Device

Approved By

Name Title Signature Date
Xu Jianhai QC Manager 2024-05
Manufac
Shanghai ents Co., Ltd.
No.925Ji ai, 201803, China
Tel: 821N
Fax: 86-21

Authorized Representative on the territory of the Russian Federation:

SP-CARDIOLtd.

107076, Russia, Moscow,
Matrosskaya Tishina str., h. 23, bid. 1
Tel:+7 (903) 616-15-71

e-mail: sp cardiofSrambler.ru

2024, VVersion 03
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Medicd device name

Biloncatheter inflation device (further Inflation device).

Product Description

Inflation Device is 20 ml disposable device, the resistance to pressure of the inflation device contains three types: 30

dmend 40 atm.

Infldion Device Al30 and Al40 features an easy-to-read fluorescent display for low-light procedures; ergonomic handle
at(® rotating pressure gauge; rapid inflation and deflation; crystal clear barrel for easy de-bubbling.

Inflation Device Al25 and AlI25A features an accurate and easy pressure control with ergonomically designed handle
atinflate speed 50% faster compared to previous version, 30 cm high pressure extension tubing with male rotating luer
&LUe pressure maintenance during inflation, crystal clear barrel for easy de-bubbling, and could be deflated by one

blle.

Nakingenvironments acceptable for use with the inflation device: saline and contrast agent.

Infliation Device is a single use device.

'Product Types
linflation Device size matrix is shown in the table

REF Description

A5 20 ml, 30 atm, with 500 psi
stopcock; 300 (x20) mm extension line
AI25A 20 ml, 40 atm, with 500 psi
stopcock; 300 (x20) mm extension line
A1 20 ml, 30 atm, with 500 psi
stopcock; 300 (£20) mm extension line
Al40 20 ml, 40 atm, with 500 psi
stopcock; 300 (£20) mm extension line
4ain technical characteristics:

Table
Inflation
speed

1.5-2.0cycle
to 30 atm
1.5-2.0 cycle
to 40 atm
3.5-4.0 cycle
to 30 atm
4.0-4.5 cycle
to 40 atm

Accuracy and
range of pressure
gauge readings
0-30 atm,
step latm
0-40 atm,
step latm
0-30 atm,
step latm
0-40 atm,
step latm

Extension line outer diameter: 3.6 mm; Inner diameter: 1.8 mm. Tolerance: 0.1 mm

No leakage under 30 atm pressure for 10 seconds

The scale should be clear; the capacity tolerance should be less than 2.0 mi

' The force for disconnecting all connections must be more than 15N

*The outer surface must be smooth, free of burrs, dirt and other plasticization defects. Excess lubricant should not be
visible on the piston and inside the cylinder; The calibration line on the grip of the fitting should be complete, legible,

clear, uniform thickness.
Pressure gauge:

*Zero point: The zero scale line of the pressure gauge should be located between the two scales, and part of the positive
pressure should move from zero to the right (clockwise); the vacuum moves from zero to the left (counterclockwise).
*Negative pressure indicator: The negative pressure indicator area of the pressure gauge must have a sector range

representing negative pressure and must be indicated by the words "VAC" or "vacuum".
Pressure relief: The pressure gauge needle should quickly return to its original position.

Bubble observation and removal: The indeflator must have a certain transparency so that the air inside the cylinder can

be observed and removed.

Flexibility of the shut-off valve switch: The shut-off valve switch should rotate flexibly and have no signs of blocking.
Tightness of the shut-off valve: When the switch is turned to the Off position, there should be no signs of air leakage.
Continuous movement of the shut-off valve: when the switch is turned to the On position, it can remain unlocked.
The Inflation Device components are specified on the picture 1and picture 2.

Picture 1

Plunger
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8. Seal

Weight
(+0.59)

200g
200g
2509

250g



[aw materials

2 Cover 9. Pressure gauge

3 Lever bracket 10. Extension line

4. Thread block 11. Long male rotating adapter
5 Button 12. Leverage

6 Barrel 13. Spring

7. Piston 14. Stopcock

1 Handle 8. Extension tube

2. Spring 9. Rotating adaptor (Luer)
3. Rack 10. Plunger

4. Cover 11. Stopcock

5 Barrel

6. Piston

7. Pressure gauge

he raw materials specification of the Inflation Device is provided in the Table 2 and Table 3.

Table 2. Table 3.
Component Material Grade Component Material Grade
Vockl Al25 Model Al30, Al40
Plunger Nylon PAG-GF45 Handle PC IR2200
ABS TR588A
Cover PC IR2200 Spring SS304V /
.ever Bracket PC IR2200 Rack Nylon PAG6-GF45
[Fulcrum)
Thread Block Nylon PAG-GF45 Cover PC IR 2200
Button ABS TR588A Barrel PC IR 2200
Barrel PC IR 2200 Piston Rubber /
Piston ABS TR588A Pressure PC IR 2200
gauge SS304V
Seal (Piston ring) Isoprene Rub- Rubber Extension PU PU58377
ber tube PA PAG-GF45
Pressure Gauge Copper SS304V Rotating PC IR 2200
PC IR 2200 adaptor Silicone rubber
Stainless Steel SUS304
Extension Line PA PU58377 Plunger ABS TR588A
PU PA6-GF45
Long Male Rotat- PC IR2200 Stopcock PC IR 2200
ing Adaptor Silicone rub- HDPE DMDA-8008
ber
Leverage Stainless Steel SUS304
Spring Stainless Steel SUS304
Stopcock PC IR2200
HDPE DMDA-8008

Type and duration of contact of the product with the human body: non contact with patient.

Contents

Inflation Device - 1pc.
Stopcock - | pc,
Instruction for use - 1pc.
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Indications
Helnflation Device is intended to inflate and deflate balloon catheter during transluminal angioplasty, also to monitor
trepressure during interventional procedures.

Intended patient population and medical condition to be treated and patient selection criteria

Inflation Devices are indented to use in a link, the product is not used to sustain life.

Telnflation Device is mainly used in intervention operation, applications range includes cardiac angiography, percu-
tereas transluminal coronary angioplasty, stent implantation, peripheral angioplasty.

Qlyphysicians who have received appropriate training and are familiar with the principles, clinical applications, com-
plicatios, side effects and hazards commonly associated with Inflation Devices should use this device.

Davcas to be used in combination

Telnflation Device is intended to inflate and deflate balloon catheter during transluminal angioplasty.

Telnflation Device can be used in combination with devices routinely used in interventional procedures at the discre-
of a medical specialist, depending on the clinical situation and the intervention being performed.

Contraindications
Jabsolutely contraindication.

Varnings
1 Only physicians who have received appropriate training and are familiar with the principles, clinical applica-
tions, complications, side effects and hazards commonly associated with Inflation Devices should use this de-
vice.

2. The product is only for single use. Do not reuse, reprocess or resterilize this product. Reuse, reprocessing or
resterilization may compromise the structural integrity of the device and/or create a risk of contamination of the
device which could result in patient injury, illness or death. Cleaning, disinfection and resterilization may com-
promise the essential material and design characteristics of the device leading to device failure.

Do not use if package is opened or damaged.

Use Inflation Devices prior to the expiration date specified on the package.

Insert dilator into the sheath.

Insert guidewire from the end of dilator, hold tightly when the dilator is approaching the skin, and rotate gently

while pushing into the vessel.

Hold sheath tightly and remove guidewire and dilator.

8. Translate catheter across the sheath into the vessel, leave it in right position. Fix the sheath with seam if it is
necessary.

o gk w

~

Precaution
1 Prohibit use ifthe individual package is damaged or the product is overdue.
2. The use ofthe device must be performed by professionally trained physicians.
3. Before use, inspect the device and the package in case of damage during shipping and ensure the needle of
pressure gauge are resting within the “0” pressure otherwise please don’t use it.
The device is only for single use, it is prohibited to reuse, reprocess or resterilize.
It is prohibited to use the device beyond of expiry day.
It is prohibited to change the product structure during using procedure.
After use, this product may be a potential biohazard. Handle and dispose of in accordance with accepted medical
practice and applicable local, state, and federal laws and regulations.

~No ok

Potential Adverse Events
Potential complications include risks normally associated with percutaneous diagnostic and/or interventional proce-
dures. Other complications include, but are not limited to:
Air embolism
Thrombus formation
Infection
Pseudo aneurysm formation
Hematoma
Guide wire embolization
Bleeding
Perforation or laceration of the vessel wall
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Instruction for use

To make the device ready, turn the device with pressure gauge facing down and aspirate contrast solution or
other fluid up to 20 ml by left(right) hand holding the barrel and right (left) hand squeezing the rack and pulling
back the handle.

Squeezing the rack and pull the handle against upside to remove the air in the device, release rack after expelling
to lock the position.

Use the long rotating connector to connect with balloon, and make sure the needle on the resting position-(0
ATM). Squeeze the rack and rotate the handle clockwise to increase pressure to the balloon until achieving
desired pressure.

4. Push the button and pull the plunger release pressure after use.
Caution:

The needle of pressure gauge coming down after inflating indicates the leakage of the system

During the process of inflation ,no display for the needle of pressure gauge, stop to use it immediately and take
place of new one.

Hold the barrel by left (right) hand and squeeze the rack and pull back the handle by right (left) hand to create
the negative pressure, the rack to lock the plunge in the negative pressure position after release.

To protect the rack of plunge, the pressure should be reduce to less than 25 ATM before pulling back the handle
by rotating the handle anticlockwise.

Statements

MeInflation Device and packaging do not contain materials derived from animal or human tissue.
rre Inflation Device and packaging do not contain medicinal products.

[re Inflation Device and packaging do not contain blood derivatives.

No.  Standard number Standard name

1 Directive 93/42/EEC Medical Devices Directive

2 ENISO 13485:2016 Medical Devices - Quality Management Systems - Requirements for reg-
ulatory purposes

3 EN I1SO 11607-1:2009 Packaging for terminally sterilized medical devices. Part- 1 Requirements
for materials, sterile barrier systems and packaging systems

4 ISO 11607-2:2019 Packaging for terminally sterilized medical devices. Part - 2: Validation
requirements for forming, sealing and assembly processes

5 ISO 14155:2011 Clinical Investigation of Medical devices for human subjects: Good clinical
practice

6 ENISO 15223-1:2016 Medical devices. Symbols to be used with medical device labels, labelling
and information to be supplied. General requirements

Sterilization

Tre Inflation Device is ethylene oxide (EO) sterilized and is intended for one procedure only (single-use, disposable).

Shelf life

Shelflife of the Inflation Device is 3 years from the date of sterilization.

Tre Inflation Device was evaluated after being subject to accelerated aging simulating 3 years shelf life. All test suc-
cessfully met acceptance criteria.

Labelling

Individual package label should contain the following information:
mnae and description of the device;

ename and address of the manufacturer;

-catalogue number;

-serial number;

-manufacturing date and expiration date;

econditions of transportation and storage (indicated in the labeling in Russian);
msymbol "Sterilized with Ethylene oxide gas”;

-symbol "Do not reuse";

esymbol "Do not use if package is damaged";

ssymbol "Do not resterilize™ (indicated in the labeling in Russian);
mhe symbol "Caution! Refer to the instructions for use".
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lpackage and shipping box label should contain the following information;

i@ name;

bime and address of the manufacturer;

catalogue number;
jaid number;

manufacturing date and expiration date;
quertity of pieces;
oconditions of transportation and storage (indicated in the labeling in Russian);
iymhols "Upside", "Fragile, handle with care", "Keep away from sunlight", "Keep dry";
sybd "Sterilized with Ethylene oxide gas™;

mbol "Do not reuse™;
sy "Do not use if package is damaged";
syibal Do not resterilize™ (indicated in the labeling in Russian).

iraphical symbols used on the labeling are presented in the table below.

Legal manufacturer
LOT Catalogue number

LOTI REF

Manufacturing date Use by

Sterilized with Ethylene oxide Do not resterilize
STERILE|EO]| gas @
Do not reuse Do not use if package is
@ damaged
Upside Caution! Refer to the in-
structions for use
Fragile, handle carefully yln Keep away from sunlight

Keep dry

Transportation, storage and usage terms
Handle with care. Store in original packaging. Avoid exposure to direct sunlight or heats. Store in a cool, dark and dry

place.
Devices packaged by manufacturer may be transported by all modes of transport in covered vehicles in accordance with

trerules of transportation of goods for each type of transport.
Tretemperature at transportation should be between -10°C to +40°C with a range of £2°C and Relative Humidity from

Iwto 75% with a range of £5%.
Tre Inflation Device should be stored at controlled room temperature, nominal 20°C to 30°C, in an enclosed space in

ireoriginal manufacturer’s packaging for the labeled shelf life.
Tre Inflation Device should be used in hospitals and medical institutions, at room temperature, between 15°C to 25°C

ad Relative Humidity from 30% to 75%.
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iposal instructions
Tuse, dispose of product and packaging in accordance with hospital, administrative, and/or local government policy

cgulation.

dudts, which had contact with blood and/or other biological liquids of patients should be disposed and eliminated in
ordance with the requirements for handling medical waste, established by SanPiN 2.1.3684-21 for class B and other
native legal acts of the Russian Federation.

jsed products, including the ones which expired (which had no contact with the biological liquids of patients) should
isposed in accordance with the procedure of disposal of solid domestic waste established by the legislation of the

isian Federation for class A by SanPiN 2.1.3684-21.

vironment protection requirements
Inflation Device does not adversely impact the environment.

irranty/Liability
warranty shelf life of the Inflation Device is 3 years from the date of sterilization,

product has been designed, manufactured, tested and packaged with all reasonable care,
aeis no express or implied warranty, including without limitation any implied warranty of merchantability or fitness
particular purpose, on this item. Product described in this document under no circumstances shall Shanghai Kindly
edical Instruments Co., Ltd. be liable for any direct, indirect, incidental or consequential damages resulting from reuse
le product and other than as expressly provided by specific law. No person has the authority to bind Shanghai Kindly
Klical Instruments Co., Ltd.to any representation or warranty except as specifically set forth herein,
case of questions or difficulties concerning our instruments please contact your local distributor or Shanghai Kindly

ical Instruments Co., Ltd. directly during regular working hours.
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CEPTUDPUKAT

*IOrOTUMN*
CCPIT
(KnTalicKuii KOMUTET COAECTBMS Pa3BUTUIO MEXAYHAPOAHON TOProBam)

KuTalickmii KOMUTET COIENCTBMA Pa3BUTUIO MEXIYHAPOAHON TOProBav - 3TO TOProBo-NpoMbILLfieHHas nanata Kutas
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180431 *norotun*
Kutainckumini KOMUTET COAENCTBUA Pa3BUTUIO MEXYHapOLHON TOProBn

KuTalickas nanata MexxayHapoAHOW TOProB/u

CEPTUNPUNKAT

*QR-kog*

Ne24310080/004106

|aCTOAWMM YOOCTOBEPAETCA CNEAYHOLEE: nevats komnaHun Shanghai Kindly Medical Instruments
Q, Ltd. Ha npunoxeHHoin AEKNAPALINI sBnseTcs NOAINHHOIA.

KWTainCKnin KOMUTET COAENCTBUS Pa3BUTUIO MEXAYHAPOAHOW TOProB/In
*nevyatb*

. CﬁPTM¢MKAHMﬂ CQPIT (24)

KUTANCKU KOMUTET COAENCTBUSA

PA3BUTUNIO MEXXOYHAPOAHOW TOPIOBJIN

*nognuck*

YNONHOMOYeHHbIV nognucaHT: Zhou Pingfan

[Oara: 22 mas 2024 roja

NHTepHeT-caliT A1 NPOBEPKM HacToswero ceptudukara: hUp:/Avw\v.r/cepit.com/vaMdate.himl
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Shanghai Kindly Medical Instruments Co., Ltd norotun'

K 925, Jinyuan yi Road, 201803, LLlaHxaii, KuTait
enegoH: +86-(0)21-59140056; dakc: +86-(0)21-69000013

Jeknapauuns

(b) koMmnaHma Shanghai Kindly Medical Instruments Co., Ltd., aBnssicb npousBoguteneMm MeAULMHCKOro M3aenms:
1HpedyATop ANt 6aIOHHOIO KaTeTepa, HACTOALLMM 3aAB/ISIEM CRefyHoLLee:

MPUNOXKEHHBIA MaTepuan NpeacTaBseT Cobo TUTYNbHYO CTPaHULY AOKYMEHTa «V/IHCTPYKLMS MO NPUMEHEHUIO»,
OTOPbIi OTHOCKTCS K MEAULMHCKOMY M3LeNNI0 «HAehNSTOp Ans 6aNoHHOTO KaTeTepay.

MPUNOXeHHbIE MaTepuan WCMonb3yeTcs TOMbKO [ PerucTpaumyM MeauLMHCKOro wu3genuss B Poccuiickoit
Kaoepaumy, 1 emy TpebyeTcs HOTapuasibHOE 3aBepeHVe B COOTBETCTBUM C  O(MLMaIbHBIMA - HOPMATUBHbIMU

peboBaHVsMK, AECTBYOLMMI B Poccuiickoi deaepaumi.
ihanghai Kindly Medical Instruments Co., Ltd.

MapKeTVHIOBb I MeHeaKep

W Hailou *nedaTb*
*nognuce™
‘neyarb™*
*neyarb™
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"Shanghai FOn(11y Medical Instruments Co., Ltd *norotmn*

\H 925, Jinyuan yi Road, 201803, LLaHxai1, KuTtaii
[Feredpor: +86-(0)21-59140056; ®dakc; +86-(0)21-69000013

NHCTPYKUNS MO MPUMEHEHUIO

NHpehnaTop Ans 6annoHHOro KateTepa

YTBepaun
PNO JomKHOCTb Moanuck JdaTta
Cto L3zsHbxai MeHemkep OKK Anoanucb™ 2024-05
MpounsesoanTens:

Shanghai Kindly Medical Instruments Co., Ltd.

No. 925, Jinyuan Yi Road, 201803, Shanghai, China
len: 86-21-59140056

dakc: 86-21-69000013

YNOMHOMOYeHHbIV NpeacTaBUTe b HAa TeppuTopmumn Poccuiickoii degepauunm:

000 "Cn-KAPANO"

107076, Poccusa, MockBa,

T. Matpocckas TuwmHa, a. 23, cTp. 1 *neyaTb*
len: +7 (903)616-15-71

e-mail: sp_cardio@rambler.ru

2024, Pepakuusa 03
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{MeHoBaHMe N3aenns MeULMHCKOr0 Ha3HauYeHns
kdnatop ana 6annoHHOro Katetepa (ganee - Mupednatop)

caHve n3genus
edniaTop 4na 6anN0HHOr0O KateTepa npefcTaBnseT cobo ogHopa3oBoe usgenme o6sveMom 20 M, HarHe-
moe aaBsnieHune: 30 atm un 40 atm.
enatopbl ana 6annoHHoro katetepa Al30 n Al40 nmeeT Nerko YntTaemblit h1lyopecUEeHTHbINA gucnnen
ANpoBeAeHNsa Npoueayp B YCNOBUSAX HEAOCTAaTOYHON OCBELEHHOCTW; 3prOHOMUYHYO PYUKY W Bpalaro-
TCA Ha 0™ MaHOMeTp; 6bICTpPOe pa3fyBaHue U cAyBaHUe; KPUCTa/IbHO YMCTbIN KOPNyC A5 NIerkoro ypa-
B/A MY 3bIPbKOB.
[pethnsaTopbl And 6annoHHoro katetepa Al25 n AI25A oTanyaroTca TOUHLIM U MPOCTBIM KOHTPONEM AaB-
HA C NOMOLLbIO 3PrOHOMUYHOM PYKOATKM, CKOPOCTb pa3ayBaHus Ha 50% Bbille N0 CPaBHEHUIO C Npefbl-
Wwew Bepcuen, yanuHuTenbHas Tpy6Ka BbICOKOro faBneHuns anvHoi 30 cm ¢ BpalwaroLwmmMes 13pom obec-
luvBaeT NnoALep>XaHne faB/ieHUs BO Bpems pasfyBaHUs, KpUCTalbHO YUCTbIR KOPNYC A5 NErKoro cAyBaHus
[3bIpeit, cayBaHMe MOXET OCYLLLECTBAATLCA OAHON PYKOATKOIA.
160ure cpefbl, [ONYCTUMbIE AN WUCMONb30BaHUSA MHMAALMOHHOIO U3genns: (pu3pacTBop U KOHTPacTHOE
iiluecTBO.
AfensaTop ABNAETCS n3gennem OLHOKPATHOIo NPUMEHEHNS.

Neumpurkauna nigenuns
abnuua pasmepoB MHAeMNATOPOB NpuBefeHa B Tabnuue 1

Tabnuua 1
|N3pe- OnucaHue CkKopocTb TOo4YHOCTb Bec
1nne pasfyBaHuA n gnanasoH (x 0,5
MnoKasaHui p)
MaHoMeTpa
AI25 20 mn, 30 at™., C 3anopHbIM KpaHukom 3447378,65 Ma 1,5-2,0 0-30 atm, 200 r
(500 psi), C 3proHOMWUYHOI PYyUKOI, ANNHA YANNHW- umkna go 30 war 1arm
TeNbHON nuHumM 300 (£20) MM at™m
N125A 20 mn, 40 atm., ¢ 3anopHbIM KpaHuMKom 3447378,65 Ma 1,5-2,0 0-40 aTm, 200 r
(500 psi), C 3proHOMUYHOI PYUKOI, ANNHA YANNHN- uukna go 40 war larm
TenbHOW NMHMM 300 (£20) MM atm
AI30 20 mn, 30 atM., C 3anopHbIM KpaHUKoM 3447378,65 lMa 3,5-4,0 0-30 atm, 250r
(500 psi), ¢ hyopecuUeHTHbIM AnUCNNeeM, ANNHA YANN- umkna go 30 war latm
HUTeNbHON NuHKUK 300 (x20) MM at™m
Al40 20 mn, 40 at™m., € 3aNOpHbIM KpaHnkom 3447378,65 lMa 4.0-4,5 0-40 atm, 250r
(500 psi), ¢ hyopecueHTHbIM guUcnieeM, ANHA YANN- umkna go 40 war 1arm
HUTeNbHOW NMMHUK 300 (£20) MM atm

KHOBHbIE TEXHUYECKNE XapaKTEePUCTUKMN:
BHewwHuiA gnameTp yANMHUTENbHON NMHUK: 3,6 MM; BHYTpeHHuiA gnameTp: 1,8 mm, Jonyck: £0,1 mm.
OTtcytcTtBre yTeukn npu gaeneHnm 30 atm B TedeHne 10 cekyHS.

LLIkana fo/mkKHa 6bITb YeTKOWN; fONYCK HA BMECTUMOCTb A0/DKEH ObITb MeHee 2,0 M.

Ycunve anst pasbeMHEHNS BCeX COeANHEHNIA AOMKHO ObiTh 60onee 15 H.

BHeLHAA MOBEPXHOCTb A0KHA 6bITb rNajgKoi, 6e3 3ayceHLeB, rpsasn U Apyrux geekTosB naactugukaLun.
bObITOK CMa3Ky He [0/XKeH OblTb BUAEH HA NOPLUHE U BHYTPU UUnnHApa; KannbpoBoyHas NMMHUA Ha pyKo-
Tke WTYuepa AoMKHa ObiTb MONHONR, pa3bopyMBOiA, YETKON, paBHOMEPHON TONLLUHbI.

TaHomeTp:

Hynesast Touka: JINHNA HYNEBOW TOYKW LIKaNbl MaHOMeTpa A0/HKHa pacnonaraTbCa Mexay ABYMS LWKanamu,
(1 3TOM YacTb NONMOXUTENbHOTO AaBNEHUS JO/HKHA NepeMellaTbcs 0T HyNs BNpaBo (MO 4acoBOW CTPenke);
Tkauka nepemelyaeTcs OT HyNs BIeBO (MPOTUB YaCOBOW CTPESIKH).

*IHAnKaTop oTpuuaTenbHOro fAasneHus: O6nacTb UHAMKAaTOpa OTPULATENIbHOTO [aB/ieHMs MaHOMeTpa
tO/DKHA UMETb CEKTOPHbIN Ananas3oH, NpeAcTaBafaoLWMNA oTpuLaTensHOe 4aBieHne, U LO/MKHA 6bITb 0603Ha-
leacnosamu "VAC" nnm "Bakyym".
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Coc faBneHus: Mirna maHomeTpa 4oHa 6bICTPO BO3BPaLLaTbCA B UCXOLHOE NOJIOXKEHME.

HabnogeHre n ypaneHve nysbipbKoB: WHaehnaTop fosmkeH o6nagaTb onpefeneHHOW Mpo3pavyHoCTbHO,
AL BO3YX BHYTPKM 6anioHa MOXHO 6b110 Habnw4aTh U yaanaTh,

MMoKoCTb MepekntoyaTenss 3anopHOro KnamaHva: [lepekntoyaTenb 3aMoOpHOro KnanaHa [JO/MKeH TUbKo
)paaTbeA 1 He UMeTh MPU3HaKOB 6/I0KUPOBKU.

['epMeTMYHOCTL 3anmopHOro KnanaHa: Korga nepekntoyaTteflb MOBEPHYT B NOMOXKeHWe "BbIKAOYeHO", He
FO/DKHO ObITb NPU3HAKOB YTEYKM BO3ayXa.

HenpepbiBHOE ABMXXEeHMe 3aMOPHOro KnanaHa: Korga nepekntouartesib NMOBepHYT B MofoXeHue "Bkn.", oH
tO/DKEH 0CTaBaTbCA HE3ab/I0KMPOBaHHbLIM.

KOMMOHEHTbI MHAe(NATOPa YKa3aHbl Ha pUCYHKe 11 pucyHke 2.

PucyHok 1
1 MnyHxep. 8. YnnoTHuTeNb.
2 KpbiLwKa. 9. MaHomeTp.
3 KpoHwTelH pbiyara (Touka BpawieHuns). 10. Y ANMHUTENbHAS INHNUA.
4. BNOK HUTW. 11. ANUHHbIV BpaLlaroLmnincs nepexo4HUK ¢ Hapy>KHOM pe3bboii.
5 KHonka. 12. Pbiyar.
6. CtBOJI. 13. MpyXunHa.
7. MopLueHsb. 14. 3anopHbIA KPaHUK.
PUCYyHOK 2.

/J.

e
1 PyKoATKa. 8. Y AnnHuTenbHas TpybKa.
L MpyXuHa. 9. ANVHHBIN BpalLatoLuiAica NepexofHNK C HapyXXHOW pe3bboil.
] PerynaTop. 10. TnyHxep.
1 Kpbnnka. 11. 3anopHbIli KpaHUK.
). CTBON.
6 MopLueHsb.
7 MaHowmeTp,

CofiepxrMoe ynakoBKu

mlHgehnaTop Ans 6anioHHOro Katetepa - 1WT,,
*3anopHbIin KpaHuK - 1 wr.,

WIHCTPYKUUA MO NPpUMeHeHno - 1 wrT.
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|[Tepuans! cbipbs

Kundukaumua matepuanos cbipbs ang ngemnatopa npeacrasneHa B Tabnuue 2 n Tabnuue 3.

KOMMNOHEeHT

! MnyHxep
KpbiLwwka

KpoHwWwTeiH pblvara (To4ka onopsbl)

LLITOK nopLuHs
KHonka

Uwnnnuap
MopLueHb

YnnoTHeHue (MOPLIHEBOE KOMbLO)

MaHomeTp

YonunHutenoHasa MMHUSA

Bpawatowmiica agantep J1toap

Pbluar
Mpy>xxnHa
3anopHbIin KpaHUK

KOMMNOHEHT
BapuaHT ncnonHeHus
PyKoaTKa

MpyXunHa
Lepxarenb
Kpbiwwka
UnnnHap
MopleHb
MaHoMeTp

Y pnvHNTeNbHasa NMHUA

Bpawatowumiica agantep Jltoap

MnyHxep
3anopHbI KpaHWK

Tabnuua 2.
Martepunan

HelinoH
MonunkapboHat
MonunkapboHat

HelinoH
ABC-nnacTuk
MonukapboHat
ABC-nnacTuk

N3onpeHoBas pe3nHa
Megb
MonunkapboHat
Hep>kaBetowasa cranb
Monnamng
lNMonuypeTtaH
MonunkapboHat
CuNMKoHOBaA pes3nHa
HepxxaBetowas cranb
HepxasetoLas crtanb
Monukap6oHaT

MonnaTuneH BbICOKON NAOTHO-

cTU
Tabnuua 3.

Martepuan
AIl30, Al40
MonunkapboHart
ABC-nnacTuk
SS304V
HeiinoH
MonunkapboHat
MonunkapboHat
Pe3nHa
MonukapboHat
SS304V
MonnypetaH
Monnamng
MonunkapboHat
CunukoHoBas pesnHa
ABC-nnactuk
MonunkapboHart

MonnaTuneH BbICOKOW NAOTHO-

CTHn

Mapka

PA6-GF45
IR2200
IR2200

PA6-GF45

TR588A
IR2200
TR588A
Pe3nHa
SS304V
IR2200
SUS304
PU58377

PA6-GF45
IR2200

SUS304

SUS304

IR2200
DMDA-8008

Mapka

IR2200
TR588A
/
PAG6-GF45
IR2200
IR2200
/
PU58377
PA6-GF45
IR2200

IR2200
TR588A

IR2200
DMDA-8008

Tun n NPOAOC/IKNTENBHOCTb KOHTaKTa n3genna ¢ opraHn3Mom 4esioBeKa: KOHTAKT OTCYTCTBYET.
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{(3HaueHvie
boednsTop NnpeaHasHaveH 4Ns HafyBaHMS U cLyBaHUs 6annoHa KaTeTepa ANa TPaHCMOMUHANBLHOW aHrMo-

XTUKN, a TakKXXe ANnda KOHTPONA faBneHUa npu npoBeaeHNN NHTEPBEHLMOHHBIX npoueayp.

|peanonaraemast BbI60pKa NauMeHTOB M COCTOSIHUE 340POBbSA, NOA/eXallee IeYEHUIO, a TaKXe Kpu-
(v oT6OpPa NaymeHTOB

{HoednaTOpbl AN 6aNNOHHOrO KaTeTepa npeAgHasHavyeHbl 4N8 MCMNOMNb30BaHMA C APYTMMU U3AENUAMU MpU
POBEAEHNN MHTEPBEHLMOHHbIX NpoLeayp, U3AeNne He NCNOMb3yeTcs ANs NOAAEPXAHUSA XKNU3HN.

[HoednaTop cnonb3yeTcs NPU UHTEPBEHLUMOHHBIX BMELIATENbCTBAX, AMana30oH NPUMeHeHUs BK/IOYaeT aH-
torpagito, YPECKOXHYI TPaHCHOMMHANIbHY0 KOPOHAPHYH aHrMonnacTuKy, UMNAaHTaun CTeHTa, nepu-
epPUYECKYHO aHTMOMNNACTUKY.

ObKO BpayK, NpoLlejLle COOTBETCTBYOLLYIO NOAFOTOBKY M 3HAKOMbIE C MPUHLMNAMMN KIMHWYECKOro Npu-
CHEHUSI, OCMIOXXHEHUAMMW, HEXeNaTeNbHbIMU ABMEHNSMM N ONACHOCTSAMMW, 06bIYHO CBA3AHHLIMU C MPUMEHE-

HeM MH,ﬂ,e(*)ﬂﬂTOpOB, OOJ/IKHbI UCMOJ/1b30BaTb AaHHOE U3fenne.

baenvst 4N COBMECTHON0 UCMO/b30BaHUS
[HoednaTop Ans 6annoOHHOTO KaTeTepa NpefHasHauyeH fns pasfdyBaHUs W cAyBaHUs 6GannoHa KaTeTepa BO
pevsl TPAHCIOMUHAIbHO aHTMONNacTUKN.

[HoednsiTop AN 6aNNOHHOTO KaTeTepa MOXET WCMO/b30BaThCs B COMETAHWUM C U3LENMAMU, 06bIYHO NpUMe-
SEMbIMU B MHTEPBEHLIMOHHBIX NpoLiegypax, N0 YCMOTPEHUIO MeJULUHCKOTO CreuuanncTa, B 3aBUCUMOCTH
TKAVHUYECKOW CUTYaLMN 1 BbINONHAEMOr0 BMeLIaTebCTBa.

1poTrBONOKa3aHUA
[pOTI/IBOI'IOKa3aHI/IF| K TPUMEHEHUIO N3AENNA HE N3BECTHbI.

1lpepocTepexeHuns
. To/IbKO Bpayn, npollefLle COOTBETCTBYIOLLYIO MOATOTOBKY W 3HAKOMbIE C MPUHLMNAMUN KAUHUYECKOTO

PUMEHEHMNA, OC/MIOXKHEHMAMM, NOOOYHbIMM 3hheKTaMnm U ONacHOCTAMKW, OObIYHO CBA3AHHLIMU C
(HaednATopamMm, AOMKHbI MCNONb30BaTh AAHHOE U3fenue.

M3nenne npegHazHaveHo TONbLKO A5t OAHOKPATHOrO UCNOb30BaHUA. He MCnonb3yinTe NOBTOPHO U He Noj-
)epraiiTe MOBTOPHOI cTepunaunsaunn faHHoe msgenue. NMoBTOPHOE MCNOMb30BaHWe, NOBTOPHas 06paboTka
LW MOBTOPHAasA CTepuaM3aLmns MOryT HapyLWnTb CTPYKTYPHYIO LLeIOCTHOCTb YCTPOMCTBA /1K co3fatb pUCK
TO 3arpsA3HEHNSA, YTO MOXET NPUBECTN K TpaBMe, 3a601eBaHNI0 MK CMepTU naumeHTa. OUNCTKA, Ae3nHGeK-
VA 1 noBTopHas cTepuansanmsa MOryT HapyLWWUTb OCHOBHbIE XapaKTepUCTUKN MaTepuana u KOHCTPYKLMK
CTPOICTBa, YTO MOXET NPUBECTU K €ro NONOMKE.

LHe ncnonb3yiite nsgenune, eCnn ynakoBka BCKpbITa UM NOBPEXAeHa.

1 CnepyeT Ucnonb3oBaTb NHAEMNATOP A0 UCTEUYEHMSA CPOKa FOAHOCTU, YKAa3aHHOI0 Ha YNaKoBKe.

). BcTaBbTe AnnaTaTtop B MHTPOAbLHOCEP.

SBcTaBbTe NPOBOAHMK C KOHLA Aunfiatatopa, AepXXUTe KPenko, Korga gunaratop npubnanxaeTcs K Koxe, u
tOTOPOXKHO BpallaiTe, BBOASA B COCYA.

! Kpenko gep>XXute MHTPOAbHOCEP U M3BNEKMNTE NPOBOAHMK W Annararop.
| MpoBeanTe KaTeTep Yepes NMHTPOAbLIOCEP B COCY/l, OCTaBbTE €r0 B MPaBUIbHOM NON0OXeHnUn. 3adukcnpyiTe

LITPO/AbOCEP LLIBOM, EC/IN 3TO HEOGXOAMMO.

\lepbl NPesOCTOPOXKHOCTH
1 3anpeLwweHo MCNONb30BaTb, €CIM UHAMBUAYANbHAA YNaKOBKa MOBPEXAeHa WAN CPOK FOAHOCTU U3AeNuns

HCTeK.
2 MpuUMeHeHMe N34eNns LOMKHbI OCYLLECTBAATL NPOECCHOHANBHO NOATOTOBNEHHbIE BPaYM.

3 Mepep MCMOMb30BaHWEM HEOBXOAMMO OCMOTPeTb U3AeNVe W YNakKoBKY Ha MpeAMeT MOBPEeXAeHWi npw
TPaHCNOPTUPOBKE 1 Y6eaMTbCS, YTO CTPENIKa MaHOMETPa HaxoAMTcs B NpeAenax gaBneHus "O", B NpOTUBHOM
Clyyae, He UCMONb30BaTh U3AENNe.

l. 3genve npegHasHauyeHo TOMbKO 415 OAHOKPATHOrO MCNONb30BaHUA, 3anpeLyaeTcs NOBTOPHOE MCNOMb30-
BaHVie, NepepaboTKa 1y NOBTOPHAasA CTePUIN3aLMS.

5 3anpeLiaeTcs MCMOMb30BaTh U3feNne NOCNe NCTeYEHUs CPOKa FOAHOCTM.
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r3anpeLLaeTcs N3MeHATb CTPYKTYPY M3[eNns BO BpeMs MPoLeAypbl MCNONb30BaHNSA.
lMocre MCMNoMb30BaHUA JaHHOE u3fenve MOXeT MpeAcTaBNATb MOTEHLMaNbHY 6MONOrMYecKyro onac-
iCh Y TUAn3npyinTe ero B COOTBETCTBMU C MPUHATON MeAULUHCKOA NPaKTUKOW U NPUMEHUMbIMW MecCT-

aw, rocyapcTBeHHbIMU U hefepanbHbIMW 3aKOHAMU 1 NpaBUiamu.

(OTeHLl,I/IaJ'IbeIe OC/10KHEH WA
[OTEHLLI/IaI'IbeIe OCJ/TOXXKHEHMA BKAKYAKT PUCKH, 00bIYHO CBA3aHHbIE C YPECKOXHbIMW ANArHOCTUYECKUMN

JYVIHTepBeHUMOHHbIMY NpoLuefypamun. [pyrne 0CNOXXHEHUS BKOYAOT, HO HE OrpaHMyYnBaKOTCA clesy-
LUMMW:

BosayLiHas am60/114

Tpom60o3

WHhekupa

NceBfoaHeBpM3mMa

"emaToma

Ambonuzaums

KpoBoTeueHune

[Avnccekums nnm paspbiB CTEHKU cocyaa

{HCTPYKLMS MO NPUMEHEHUIO
1. YToGbl MOArOTOBUTL U3feNNe, MOBEPHUTE U3[eNe MAHOMETPOM BHW3 U acNUpPUPYiiTe KOHTPACTHbI

pacTBOp WU APYTYH XUAKOCTb 06beMoM A0 20 Mn neBoil (NpaBoOil) PyKOR, yaepxusas LINPUL, a
npaBoi (NeBoit) pyKoW CXXMUMas gepXKaTenb U OTTATMBas PYKOATKY.

2. CoxMuTe fepxaTesb W MNOTAHWUTE PYYKY BBepX, YTOObl yAanuTb BO3LYX W3 W3LeNus, OTMNyCcTUTe
Aep>xaTtenb Nocne BbITaNKNBaHUS, YTOObI 3ahMKCUMPOBATb MOMOXKEHME.

3. Vicnonb3yiiTe ANVHHbLIA Bpaljatolleecs YCTPOWCTBO A5 COeAUHEHMA C BanioHOM M y6eanTech, YTO
CTpesnKa HaxoAuTcA B MonoXxeHun nokos - (0 ATM). Coxmute fepxaTesb U MNOBEPHUTE PYUKY MO
4acoBOI CTPeNkKe, YTOObI YBENNYNTL AaBeHNe Ha 6annoH A0 4OCTUXKEHUS XKENaemoro faBneHus.

4. HaxMuTe KHOMNKY M NOTAHUTE NAYHXep, 4ToObl cOpOCUTL faBfieHe NOCne NCMNOb30BaHUSA.

)CTOPOXHO:

e CrTpenka maHOMeTpa, OMycKatLasacsa nocae HakavyMBaHuUs, yKasblBaeT Ha Ha/lnume YyTeUYKN B CUCTEME.

* B npouecce HakaumBaHus, eCiy CTpefika MaHOMETpa He CMeLLaeTcs, HeMeA/IeHHO MpeKpaTuTe ero
MCMNONb30BaHME N 3aMEHUTE Ha HOBBIA.

e Y[epxuBas Wwnpuy neBoil (NpaBoil) PYKOM, COXMUTE fepXaTelb U OTTAHUTE PYKOATKY NpaBoii
(neBoil) pyKoW, 4TOObI C€O34aTb OTPULLATENbHOE AAaBfIEHWE, MOcne OTNyCKaHus 3auKcupyinTe
Aepxatenb NAyHXepa B MOM0XKEHUN OTPULATENLHOMO AaBMEHUS.

e YT006bl 3aWMTUTL AepXXaTeNb NAyHXepa, AaBNEHNE JOMKHO ObiTb YMEHbLIEHO A0 MeHee Yem 25 atm,
npexae 4eM oTTArMBaTb PYKOATKY Hasaf, NoBopaymBas PyKOSITKY NPOTWUB YaCOBOI CTPENKM.

NABNEHUA
VHaethnaTop 1 ero ynakoBka He cofep)Xat MaTepuasnoB, NOMYyUYEHHbIX U3 TKaHel XNBOTHbIX WX YenoBeKa.

[1HAehnsTOp 1 ero ynakoBKa He CoAepyXaT NIEKAPpCTBEHHbIX CPeACTB.
NHaednsTop v ero ynakoBka He cofiep>aT NPOM3BOAHbIX KPOBM.
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|)MeHVMbIE CTaHAAPTbI M COOTBETCTBME CYLLECTBEHHbIM TPe60BaHMAM

Yeryn Homep cTaHgapTa HanmeHoBaHMe cTaHgapTa
Ovpektnsa 93/42/EEC OunpekTtusa 93/42/EEC Ha MeguuMHCKMe Npubopsbl, YyCTPOIA-
cTBa, 06opynoBaHue
ENISO 13485:2016 N3pgenna meguumHckne. Cuctembl MeHeI)KMeEHTa KayecTsa.
TpeboBaHMA gns Lenen perynnpoBaHus
3 ENISO 11607-1:2009 YnakoBka Ans MegULUHCKUX W3Lennid, nognexawmx ou-

HUWHONW cTepunm3aunn. Yacte 1. TpeboBaHUSA K maTepua-
nam, 6apbepHbIM CUCTEMaM AN CTepUAM3aLMM U ynakoBoY-
HbIM CUCTEMaM

4, ISO 11607-2:2019 YnakoBka gns MegUUMHCKUX WU3fenunid, nognexawmx u-
HULWHOWN cTepunusaunn. Yacts 2. TpeboBaHMA K Banngaymm
npoLeccos (hOpMUPOBaHUA, FrepMeTM3aLnn n coopKn

5. ISO 14155:2011 KnnHnueckne wuccnepgosaHma. Hapnexawias KanMHM4YecKas
npakTnKa
6. ENISO 15223-1:2016 N3pgenna mMeguumHckne. CUMBOSbI, MNPUMEHAEMble TpU

MapKMpoBaHUN MeAULMHCKUX W3LeNuii, Ha 3TUKeTKax U B
COMPOBOANTENLHON [OKyMeHTaumu. Yactb 1. OCHOBHble
TpeboBaHUs

Tepunmnsauns
[HoethnaTop cTepunuayetcs atuneHokenaom (30) u npegHasHayveH TONbKO ANs ogHoON npoueaypbl (04HO-
paTHOro MCNo/b30BaHWs, O4HOPA30BbINA).

'POK roiHOCTH

(hOK rogHOCTM aHrnmorpagMyecKoro Kartetepa cocrasnseT 3 roga c fatbl CTepuan3aLnm.

{HoepnaTop ansg 6anIOHHOIO KateTepa UCNbITbIBAACS MOC/e NOABEPraHua YCKOPEHHOMY CTapeHuto, UMUTK-
)ytoLemy 3-1eTHUIA CPOK XpaHeHuns. Bce ncnblTaHMsa NPoLL/v YCNELWwHOo U COOTBETCTBOBAIN KPUTEPMAM NpK-
M/IEMOCTH.

|LlapknpoBka

{a3TnKeTKe NHAMBMAYANbHON YNAaKOBKM M3aenna LO/MKHa ObiTb yYKa3zaHa cneaytolas UHGopmalms:
HavMeHOBaHVe WU ONucaHue N3Lenuns;

HavMeHOBaHWe 1 afpec NPon3BOANTENS;

HOMep No KaTanory;

Koa napTum;

Aata npom3BOACTBa U CPOK FOAHOCTY;

WYC/I0BMSA TPAHCNOPTMPOBaHNA U XpaHeHUs (yKasaHbl B MapKMPOBKe Ha PYCCKOM fi3blKe);
K1MBON «CTepunn3aLmnsa oKCMA0M aTUNeHax;

*CMBON «3anpeT Ha NOBTOPHOE NPUMEHEHNEY;

EIMBO/ «He ncnonb3oBaTh NPU MNOBPEXAEHNN YNTAaKOBKU»;

*CMBON «He cTepunn3oBaTb NOBTOPHO» (yKa3aH B MapKUPOBKE Ha PYCCKOM A3bIKe);
*CMBOJT «OCTOPOXHO» O6paTUTECH K MHCTPYKLUUW NO MPUMEHEHNIO.

[1a 3aTnkeTKe rpynnoBoii ynakoBKW M TPAaHCMNOPTHOW KOPOOKW M3Aenns A0/MKHa ObiTb yYKasaHa CneayoLas
NHopMaLms:

*HanMeHOBaHWe N3aenns;

-HaMMeHOBaHMWe 1 afpec NpPoM3BOAMTENS;

*HOMEP MO KaTanory;

mKOA NapTuu;

eflaTa NPOM3BOACTBA MU CPOK rOAHOCTY;

*KONNYECTBO U3ENNIA;
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|C/108/M TpaHCNOPTMPOBaHUA U XpaHeHUs (YKasaHbl B MapKMPOBKE Ha PYCCKOM Si3blKe);

;UMBO/bI «Bepx», « XpynKoe, 06pallaTbCs OCTOPOXHO», «He fonycKaTb BO3A4E/CTBUS COTHEYHOTO CBETAY,
/eonycKaTb BO34eNCTBMA BNarun»;

cumBon «CTepunnsanms OKCMA0M 3TUNEHa;

CMMBO/T «3anpeT Ha NMOBTOPHOE MPUMEHEHMEY;

cumBON «He ncnonb3oBaTh NPy NOBPEXAEHUN YNAKOBKMN»;

cMMBON «He cTepmnnn3oBaTb NOBTOPHO» (YKa3aH B MapKMPOBKE Ha PYCCKOM SA3bIKe).

pa(*)VILIeCKVIe CUMBOJbI, NCMNONBb3YEMbIE Ha 3TUKETKaX, NMpeactaB/ieHbl B Ta6nmue HUNXxe

M3roToBuTenb
M 1
Koga naptuu Homep no karanory
LOT [ref]
[aTta n3rotosneHus Wcnonb3osaTb Ao
"WWT
CTepunnsayms oKCUaom He cTepununsosatb no-
|STERILEJEQ|
aTuneHa BTOPHO
3anpeTt Ha NOBTOPHOE Npu- He ncnonb3osatb npu
MeHeHwe (§ ) NOBPEXAEHNM YNaKOBKM
" Bepx Q OcTopoXxHo!
Xpynkoe, obpawatbcs He gonyckaTb BO3fel-
OCTOPOXHO CTBUA COMHEYHOrOo CBeTa
** bepeub oT BNaru

TpaHcnopTUpPOBKA, YCN0BUA XPaHEHNA U 3KcnyaTaumu

OcTOpOXHO Ob6palyaliTech ¢ U3nennem. XpaHute B OpUrMHaNbHON ynakoBke. W36eraliiTe BO34eNCTBUA Nps-
MbIX COJTHEYHbIX yYeli UK BbICOKMX TeMMepaTyp. XpaHuUTe B NPOX1agHOM, TEMHOM M CYyXOM MecTe.
[3genuns, ynakoBaHHbIE NPOU3BOAMTENIEM, MOTYT TPAHCNOPTUPOBATLCA BCEMU BUAAMM TPAHCNOPTA B KPbITbIX
TPaHCMOPTHBIX CPefcTBaxX B COOTBETCTBMU C NpaBuiamMmm NePeBO3KU rPy30B AN KaXA0ro BMaa TpaHcnopTa.
TpaHcnopTupoBaTb M3genne Heobxoammo npu TemnepaType oT 10°C go +40°C B gnanasoHe £2°C 1 oTHOCU-
TenbHol BRaxHocTn oT 30% A0 75% B AMana3oHe +5%.

VHpednaTtop cnefyeT XpaHUTb NpU KOHTPOAMPYEMOW KOMHATHOW TemnepaType, HOMWHanbHO oT 20°C ao
30°C, B 3aKpbITOM NOMELLEHNN B OPUTMHANBbHOI YNAaKOBKe NPOM3BOAMTENSA B TeUeHMe YKa3aHHOr0 CpoKa roj-
HOCTW.

NHaedhnaTop LOMKEH 3KCNyaTUPOBaThCS B FOCAUTANAX U MEAULMHCKNX YUPEXAEHUAX NPU KOMHATHOM TeM-
nepatype oT +15°C o +25°C 1 oTHOCUTENbHOM BAaXHOCTU OT 30% fo 75%.

VIHCTPYKLUMM N0 yTUNM3aLNN

Mocne NCcnonb3oBaHWUA YTUAN3NPYIATe U3LeNne U YNAaKOBKY B COOTBETCTBUM C MONUTUKOW M NpaBunamm 60b-
HULbI, aAMUHUCTPALMN N/MNN MECTHLIX OPraHoB BNACTW.

W3penus, nMeBLLINE KOHTAKT C KPOBbIO U/UAW APYTUMI GUONOTUYECKMMM XUAKOCTAMU NaLMeHTOB, noanexat
YyTUAU3ALUM N YHUUTOXXEHUIO B COOTBETCTBUM C TPE6OBAHMSIMM N0 06paLLeHUI0 C MEAULMHCKMMMU OTX0AaMMU,
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craHosneHHoiMn CaHlMuH 2,1,3684-21 ans knacca b v gpyrumMmy HOpMaTMBHLIMW MPaBOBLIMW aKTaMUu
Kcuiickon depepauun,

KMCMONb30BaHHbIE W3feNnNA, B TOM 4MUC/e C WCTEKLIMM CPOKOM rOAHOCTU (He WMEBLUME KOHTaKTa C
OMO/IOTVYECKUMI  YKUAKOCTAMM  NaLMEeHTOB), MOANEXaT YTuUAu3auum B COOTBETCTBMM C MNOPALAKOM
Ta/mM3aumm TBepAbIX 6bITOBbIX OTXOL0B, YCTAHOB/IEHHbIM 3aKOHOATeNbCTBOM Poccuiickoin Pefepauunn ans

upecca A no CaHlMuH 2,1.3684-21.

TpeGoBaHVsi MO0 0XpaHe OKpYXKatoLleit cpefbl
ViHOeNATOp HE OKa3blBaeT HEraTUBHOIO BO3/AENCTBMS Ha OKPYXXaloLLYIo cpeay.

apaHTUSI/0TBETCTBEHHOCTb
Qpok c1yK6bl aHTMOTpadUyecKoro KateTepa cocTaBnseT 3 rofa ¢ MOMeHTa CTepUN3aLnm,

W3oenve 6b1n10 pa3paboTaHO, M3rOTOB/EHO, UCMbITAHO M YNaKoBaHO C COG/MIOLEHMEM BCEX pasyMHbIX Mep
MPeAoCTOPOXKHOCTH.

HfaHHOe n3genvie He NPefoCTaBAeTCAa HUKAKMX ABHbIX UMW NoApasyMeBaemblX rapaHTuid, BKno4vas, 6es3
orpaHWYeHuid, no6ble nofpasyMeBaeMble rapaHTUM TOBApHOIO COCTOSAHWA WAM NPUTOLHOCTW  ANA
KOHkpeTHOM uenn. KomnaHus Shanghai Kindly Medical Instruments Co,, Ltd. HM npm Kakmx
06CTOATENbCTBAX HE HeceT OTBETCTBEHHOCTW 3a N060M NPAMOW, KOCBEHHbIW, crny4yaiHbli yuepb B
pesynbTate NOBTOPHOIO MCMO/b30BaHUA WU3MeNNsA, ONMUCAHHOIO B HACTOALLEM LOKYMEHTE, 338 UCK/TIOYEHUEM
cny4aes, NPAMO NpefyCMOTPEHHbIX CNeunanu3npoBaHHbIM 3aKOHOLATENIbCTBOM. HW O4HO NMLO HE uUMeeT
No/IHOMOYMA cBA3bIBaTb KomnaHuto Shanghai Kindly Medical Instruments Co., Ltd. ¢ Kakumu-nn60
LUB/IEHUAMW UN TaPaHTUAMU, KPOME CreLranbHO OTOBOPEHHBIX B HACTOALLEM AOKYMEHTE.

Bcnyyae BO3HWKHOBEHWA BOMPOCOB WM 3aTPYAHEHWI, CBA3AHHLIX C HAWWMW U34eNuaAMU, MoxXxanyincra,
obpalaiiTecb K MECTHOMY AUCTPUGLIOTOPY MM HenocpeacTBeHHo B Shanghai Kindly Medical Instruments

Co., Ltd. Hanpsimyto B 06bI4HOE paboyee Bpems.

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



[MepeBog faHHOToO TekcTac KWTalCcKoro n aHrnMincKoro 13blKOB Ha pyCCKVIVI A3blK BbIMONHEH MHOA,
nepesoguynkom NMasneHko Bnagucnasom CTaHUCNaBOBUYEM.
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MepBoro ntona Age TbicAYM fBajLaTb YeTBEPTOro roga
Keutko ®efop AnekcaHaposuy, HoTapuyc ropoga Mocksbl,
CBWETENbCTBYIO BEPHOCTbL KOMUU C NPeACTaB/IeHHOr0 MHe [JOKYMeHTa.
3aperncTpmMpoBaHO B PeecTpe; No62/137-H/77-2024-
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