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1 Name of the medical device

Single Use Sterile Pulse Flushing System for Wound Care, model SAC WPWS-1000,
consisting of:

Main body handle - 1pc.
Short debridement nozzle - 1 pc.
Long debridement nozzle - | pc.
Irrigation line - 1 pc.
Drainage line - 1pc.
Battery box - 1pc.
Flow controller - 1pc.
Instruction for use ~ 1pc.
Hereinafter referred to as the “Pulse Flushing System”, “system”, “device”.

2 Information about the manufacturer, developer and authorized representative of the
manufacturer

Manufacturer

SAC (Xiamen) Medical Technology Co., Ltd.

Room ~01, No. 218, Houxiang Road, Haicang District, Xiamen, Fujian Province, 361022, P.R.
China.

Telephone: +86 592 6087101

Fax:+86 592 6087101

E-mail: info@double-medical.com

Developer

SAC (Xiamen) Medical Technology Co., Ltd.

Room 401, No. 218, Houxiang Road, Haicang District, Xiamen, Fujian Province, 361022, P.R.
China.

Telephone: +86 592 6087101

Fax: +86 592 6087101

E-mail: info@double-medical.com

Authorized representative of manufacturer in the Russian Federation

Zdorovie LLC

Legal address: 115054, Moscow, Dubninskaya street, 57, building 2, unit IV office 9,10
Business address: 115054, Moscow, Dubninskaya street, 57, building 2, unit IV office 9,10

Tel: 8 (495) 134-34-42

E-mail: sales@trauma-msk.ru

3 The device purpose with the indication of a potential customer

3.1. Device purpose

Intended for treating wounds, bone marrow cavity and cleansing soft tissues in orthopedic
surgeiy' for locomotor apparatus injuries.

3.2. Potentlal customers

This device must be used only by qualified specialists, surgical specialization doctors
(surgeons, orthopedists, traumatologists).
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4 Description of the device

Single Use Sterile Pulse Flushing System for Wound Care, model SAC WPWS-1000, is
composed of the main body handle, debridement nozzle, irrigation line, drainage line, flow
controller and battery box. By the vibration of the pulse flow, bacteria and dirt in the wound
detach from tissues, which makes it easy to clean thoroughly. It can clean extensive wounds, no
easy-clean crack, and deep wounds effectively.

5 Indications, contraindications and possible side effects

Indications;

Single Use Sterile Pulse Flushing System for Wound Care, model SAC WPWS-1000 is used for
locomotor apparatus injuries, non-union of fractures and other diseases associated with
orthopedic surgery; for hip and knee joint replacement, joint restoration, osteomyelitis and other
diseases associated with joint surgery; for spinal cord injuries, spinal tumor, scoliosis,
degenerative cord diseases.

Contraindications:
It must not be used for the following patients:

“V Severe diabetes;
- Patients with hypoproteinemia;
- Patients with severe hemorrhagic shock.

Possible side effects: not detected.

6 Precautions

6.1. This device is for single-use, reuse is not allowed. Reuse may cause infection to wounds.
6.2.  This device is sterilized. If the sealed bag is damaged before use, do not use it.

6.3. Do not use in the place with flammable and explosive anesthetic or gas.

6.4. Do not immerse the mainframe in the fluid, to avoid the system corruption.

6.5.  When using, the flushing fluid tube’s hanging position should be more than 20 cm higher
than the mainframe.

6.6.  Turn offthe flow controller when suspending the surgery.

6.7. Do not use the product near the high frequency equipment, for instance, high frequency
electrical knife, mobile phones. Otherwise, it would cause the risk of malfunction,

6.8. Do not directly administer to spinal nerves during operation.

6.9.  This product is disposable and cannot be repeatedly sterilized and used. The use time is
no more than 30 min.

6.10. The rinsing solution is physiological saline, provided by the hospital.

6.11. Before using this product, please read the instructions thoroughly to avoid improper
operation due to which the product cannot achieve the expected results.
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7 Usage procedure

1. Peel out the pack and remove all the accessories.

2. Select an appropriate nozzle, connect it to the main body assembly and lock it. The short
debridement nozzle is used for cleaning large-area wounds; long debridement nozzle is used for
cleaning deep wounds.

3. Attach the drainage line to the suction pump.

4. Attach the irrigation line to the irrigation source.

5. Select the low speed or high speed fluid delivery.

6. Use a flow controller to turn rinse solution on or off.

There are three modes:

Run Stop”: the device stops operating in the current mode.

Slow Speed”: select this mode, when the wound requires a large flushing force. The
flow at reduced gear must be not less than 300 ml / min, and die water flow frequency must be

not less than 3 times per minute.
1

Tast Speed”: select this mode, when the wound requires a small flushing force. The flow
rate at high gear must be not less than 500 ml / min, and the water flow frequency must be not
less than 4 times per minute.

8 Technical characteristics.
Table 1
Single Use Sterile Pulse Flushing System for Wound Care,
model SAC WPWS-1000 consisting of
Main body handle
The device overall dimensions

Width (£ 2) mm 140
Height (£3) mm 190
Weight (+10)g 230 g
Static axial load of connections N <15N
Short debridement nozzle

Connecting diameter, 12mm
DI(0)(£2), mm

The diameter ofa protective screen against splashing, 34mm
02(0) (x2), mm

length, Li (£5), mm 40mm
Length, L2 (£5), mm 114mm
Weight (+ 2) g 17,49
Long Debridement nozzle

Connecting diameter, 30mm
01(0) (£5), mm

Tube diameter, 9mm
D2{0)(x0,5), mm

Length, LI (£5), mm 40mm
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8.1.1. Irrigation line and drainage line can tolerate pressure of 0.05 MPa without leaks at room
temperature.
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.1.2. Each junction can sustain static axial tension not less than 15 N.

8.1.3. There is no backflow or leakage of liquid in the tube when the flow controller is under a
negative pressure of 200 mmHg.

8.1.4. The high gear flow should be no less than 500 ml/min, and water flow frequency should
be no less than 4 times per minute; the low gear flow should be no less than 300 mi / min, and
water flow frequency should be no less than 3 times per minute.

8.1.5. Flushing pressure: 0.310-0.703 kg / cm.

8.1.6. Total extractable metal content: Sample test solution and blank control solution of the
same batch, the total content of lead, zinc, tin and iron is < 1ug/mL, cadmium < 0.1 ug/mL.

8.1.7. pH: The difference between the pH of the sample test solution and blank solution of the
same batch is < 1.5.

8.1.8. Reducing substance: The difference in consumption of potassium permanganate titration
solution {0.002 mol / L) between the sample test solution and the blank control solution shall not
exceed 2.0 mL.

8.1.9. Depending on the perceived mechanical influences, the product belongs to portable, but
not intended for use when carrying and moving of the device within a stationaiy room. A
medical device is used only within a medical institution.

8.1.10. Single Use Sterile Pulse Flushing System for Wound Care, mode} SAC WPWS-1000 is a
device with an internal power supply.

8.2 Characteristics and parameters

8.2.1 Tube system sealing performance

Each end of the irrigation line and drainage line should be connected to the negative pressure
source which is 0.05 MPa. Immerse the other end of the tube into the water. There should be no
leakage when the clamp is closed.

8.2.2 Connecting firmness
The connection part of the tube should bear the separate force which is no less than 15 N.

8.2.3 Flow controller
It should open and close the tube effectively. When closed and under the condition of 200 mmHg

negative pressure, fluid in the tube should no flow back or leak.

8.2.4 Work noise
When functioning properly, the product shall not produce more than 95 dB of noise when

measured at a distance of 2 m with a standard psophometer.

8.2.5 Performance requirements
The product has high gear flow and low gear flow mode, and its performance requirements are

listed in Table 2, as below,*
Table 2. Performance Requirements of High gear and Low gear

! Gear Flow requirements Hydrodynamic frequency
1 High gear > 500 ml/min > 4 times/s
1 Lowgear > 300 ml/min > 3 times/s

9 Interpretation of symbols used in the marking of the consumer and transportation
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«ckagling

Symbol Interpretation Symbol Interpretation
Manufacturer AvT Manufacture date
ISTERILE{EO Ethylene oxide sterilization Prohibition of reuse
REF Catalogue number (part number) T Lot number
Compliance with European Please, refer to the
standards instructions for use
Do not use if the packaging is
damaged 2 Use before
X Temperature limit Humidity range

[ ] O Atmospheric pressure limitation Cautionl
]

£

The accumulator battery
Type B applied part must not be disposed of in
r

undesignated areas

K

The right position of the

Fragile. Handle with care (for packaging is this side up
transportation packaging) (for transportation

packaging)

Keep away from moisture
(for transportation
packaging)

Direct current (for the
battery)

10 Requirements for maintenance and repair of the medical device
The devices do not require maintenance and repair..

1 Sterilization
Single Use Stesilc Pulse Flushing System for Wound Care, model SAC WPWS-1000 shall
be sterilized with ethylene oxide.

The information on the sterilization process validation is represented in a separate document
“EO Sterilization validation report: (see Annex 3 of this document).

EO Sterilization is an outsourcing process, which is controlled according to the control
procedure of outsourcing processes.

Sterilization company of the device:

INSTRUCTION FOR USE FOR 1HE MEDICAL DEVICE
Single Use Sterile Pulse Flushing System for Wound Care, mode) SAC WTWS-1000
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y Surgaid Medical (Xiamen) Co., Ltd.

! 3F Comprehensive building. No. 218 Building, Houxiang road, Haicang District. Xiamen,
/361026, P.R. China.

Tel: +86-592-6880677
e-mail; niaijs"+surgaid.coni

The devices must not be re-slerilized. The re-sterilization may disrupt the structural integrity
of devices, create a risk of contamination of devices, lead to infection of a patient and / or to
cross-infection, including the transfer of infectious diseases from one patient to another, as well
as become a cause of injuiy™ or death of a patient.

The manufacturer carries out the sterilization process validation. The manufacturer has
evaluated the medical device safety and performance. The manufacturer has established and
applies a quality management system for the design engineering and development, manufacture
and distribution of the Pulse Flushing System.

The verification and validation procedures create a basis for the preparation of the
documentation confirming that the results of engineering the device comply with the project
specifications, and that the device is suitable for its intended use.

In “EO Sterilization validation report” the device sterilization method, preparation and
procedure are indicated. All procedures are repeated (maximum - twice for one batch) under the
control of the quality department of the device manufacturer. The conditions for carrying out the
sterilization stage have the parameters, which values are clearly formulated with an indication of

the established ranges and errors. /

12 Transportation, storage and operation conditions

Transportation

Do not throw, do not expose to pressure, do not crumple during transportation. The device
must be well protected from the influence of rain and snow. The number of tiers, when stacking,
must be less than five.

Transportation conditions;
Temperature: -40 to +70°C
Relative humidity: 10-80%

' Atmospheric pressure: 1000-1060 hPa
Storage
Ihe device should be stored ina clean, diy', ventilated location. Store away from corrosive materials.
Storage conditions:
Temperature; +18 to +28°C
Relative humidity: 10-80%
Atmospheric pressure: 1000-1060 hPa
Usage

The devices are used in medical institutions,
INSTRUC riON FOR USE FOR THE MEDICAL DEVICE
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Environmental operation conditions of the medical device:
Temperature: +18 to +28RC

Relative humidity: 10-80%

Atmospheric pressure: 1000-1060 hPa

13 Disposal

The medical devices “Single Use Sterile Pulse Flushing System for Wound Care” after using
according to their intended purpose belong to epidemiologicaily hazardous waste (devices
contaminated with blood and / or other biological fluids of patients).

In this case, the medical organization carries out only the collection and temporary storage of
the above waste. 1be collection is carried out into the single-use bags or containers with the
colour marldngs established for hazardous medical waste indoors or in places for temporary
storage of the medical waste until subsequent transportation to the disposal site.

The transportation of the medical waste from the medical institutions and their disposal are
carried out by specialized organizations holding a license to handle epidemiologicaily hazardous
medical waste.

Packaging, defective devices and unused devices with expired shelf life belong to
epidemiologicaily safe waste (non-hazardous waste that does not contact with biological fluids
of patients) that is close in composition to municipal solid waste (MSW), with the exception of
the battery, which must be disposed of through special licensed organizations.

The collection of the non-hazardous waste  carried out in reusable vessels or disposable
bags (with the exception of bags of the coldur established for the hazardous waste). The
disposable bags are located inside the reusable containers. The waste collection vessels must be
marked and Installed on a special site (indoors). The reusable containers after emptying are
subject to washing and disinfecting. The procedure for washing and disinfecting the reusable
containers is detennined in accordance with the waste management scheme of each particular
organization.

The transportation and disposal is carried out taking into account the requirements
established for this territory, in accordance with the sanitary legislation of a particular country
applied for the maintenance of the territories of populated areas and the treatment of the waste of
manufacture and consumption.

14 Shelflife

The device shelf life is 2 years from the date of sterilization.
Do not use upon the shelf life expiration.
15 List of international standards that the medical device complies with

Directive 93/42/EEC, HN 980, EN ISO 1041, EN IEC 62366, IEC 60601-1, EN IEC 60601-i,
EN 60601-1-2, EN ISO 10993-1, EN ISO 10993-2, EN ISO 10993-5, EN I1SO 10993-10, EN
ISO 10993-12, EN ISO 10993-18, ISO MN737-2, EN 550, EN ISO 13485, EN ISO 14971, EN
ISO 15223-1, MEDDEV 2.7/, rev. 4, MEDDEV 2.12.1, rev. 8, MEDDEV 2.12.2, rev. 2, ISO
11607
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[Tepesoo ¢ anznuiickoz0 u xkumaticko2o 236iK08 Ha PYCCKULi A36IK)
[Ha 6aanxe Kumaitickozo komumema coDelicmeus pazsumuio MENCOYHAPOOHOU mOp206au)

[Texcm Ooxymenma Ha KUMGUCKOM U GHZAUUCKOM R3BIKAX uoenmusier)

CEPTHO®UKAT

[/Toeomun: «Cu-Cu-ITn-Al-Tu» (CCPIT)
Kuraiicknii xomuTter coselicTBua pa3BHTHIO MEXYHAPOAHOH TOProsiu]

@yuxuud Kuraiickoro komurera cofiefiCTBHA Pa3sBUHTHIO MEXKAYHAPOTHOH TOPTrOB/IHA BHINONHAET
Kuraiickas nanara MeAyHapoAHOH TOProBIM
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[Tozomun: «Cu-Cu-Ilu-Al-Tu»
Kuraticknii xoMuTeT COACHCTBUA pa3sBHTHIO MeXTyHapoAHol Toprosnu])

Kuraiickuit xoMHTeT coaeficTBHA PR3BHTHIO MEAXIYHAPOAHOH TOPIOBIH
KuTaiickas najara Mexaynapoasioll TOprosan

CEPTHOHKAT

[QR-x00]
Ne 233502A0/000136

HACTOSILUUM YIOCTOBEPSIETCS, YTO mneuats xommammu «3C-3¥-CH (CSAMBIHb)
MEJQHUKAJI TEKHOJIODKH KO., JITA.» (SAC (XIAMEN) MEDICAL TECHNOLOGY CO.,
LTD.) na npunaraeMom JIOKYMEHTE noanuuna.

[Tucnenas nevamv: CEPTHOUKALMA «Cn-Cu-Tlu-Ai-Tuw» KUTAMCKMA KOMMTET
COJAENCTBUSA PA3BUTHIO MEXIYHAPOJTHOH TOPI'OBJIU]

Kuaraiicknii komETeT COfeiCTBHS PAIBHTHIO MEXKIYHAPOAHOI TOProBIR

({Tevamy: CEPTUOUKALIUA «Chn-Cu-Tn-Ai-Tuy KUTAUCKHN KOMWTET COJIEMICTBUS
PA3BUTUIO MEXIYHAPOHON TOPTOBJIH)

Ynonnomouennoe nuio: Yxy Yaoan (Zhu Chaoyang)
[Tonnuck: /noonuce/

Hara: 05 suBaps 2023 r.

Bet-caltT ans npoacpku ceprnduxara: http://www.czocpit.com/validate. htmf
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[Oata: 08 Hos6psa 2021 T.
«YTBEPXEHO»

Inodrmcbf (nognuce)

By CaoxoHr (Wu Xiaohong)

[VpekTop No MexAyHapoAHbIM npogaxkam

«3C-ON-Cun (CaAmbiHb) Meaukan TekHonogkun Ko. /1tg.»
(SAC (Xiamen) Medical Technology Co. Ltd.)

[MeyaTb: «3c-2ii-Cn (CambiHb) Meaukan TekHonomxku Ko., 1Ta.»]

MHCTPYKUMA MO MPUMEHEHWIO
HA MEAVWUNHCKOE N3AEJTUNE

OpHopasoBas cTepuaibHadaA cUMcTeMa «NyJibC-naBaX» A4 yxoja 3a paHamu,
mogenb SAC WPWS-1000

Bepcua 2

[MeuaTb Ha Kaxkoii cTpaHule: CEPTUDUKALNSA «Cn-Cu-Mu-Ail-Tu» KUTANCKUN
KOMWTET CO,U,EMCTBI/IH PA3BNTUIO ME)K,D,)’HAPO,D,HOVI TOPIroBAn]
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|  HawumeHoBaHVe MeAULIMHCKOIO U3aeNns

OpHopasoBasa cTepunbHaa cucTema .«nysbCc-aBaXk» Anda yxoga 3a paHamm mogens SAC
WPWS-1000 B cocTase:

Pykoatka- 1wT.

KopoTkasa Hacafka ans 06paboTku paHbl - 1 LWT.
OnnHHaa Hacagka ans 06paboTKM paHbl - 1 WT.
Tpy6Ka Ansg nogayn XXunakoctu - 1 wrT.

Tpyb6ka gna gpeHnposaHus - 1w,
AKKyMynaTtop - 1 wWr.

3aXUM 4Nd perynMpoBKY NoToka - 1 wr.
VIHCTPYKLMA No sKcnayaTauum - 1 wT.

© NSO R WD

[anee no TeKCTy - CUCTEMA «MY/bC-NIaBaX», CUCTEMA, U3feNNe.

2 CsefeHnss 0 MpoU3BOAWNTeNe, paspaboTuMkKe W YMOJHOMOYEHHOM MNpejcTaBuUTeNe
npounsBoAnTeNs

MpoussoguTesnb

«3C-I-Cun (CambiHb) Megukan TekHonomxu Ko., Ta.»

(SAC (Xiamen) Medical Technology Co., Ltd.)

XoycsaH Poyga, 218, og. 401, XaityaH AucTpuKT, CAMbIHb, NPoBMHUMA DyLU3aHb, 361022, KuTalickas
HapogHasa Pecny6nuka (Room 401, No. 218, Houxiang Road, Haicang District, Xiamen, Fujian
Province, 361022, P.R. China)

TenegoH:+86 592 6087101

dakc:+86 592 6087101

on. noyta: info@double-medical.com

PaspaboTunk

«3C-3-Cn (CamblHb) Meankan TekHonogkmn Ko., Ta.»

(SAC (Xiamen) Medical Technology Co., Ltd.)

XoycsaH Poypg, 218, ogh. 401, XaliyaH AUCcTpukT, CAMbIHb, NPOBUHUUS Pyu3saHb, 361022, KuTtaiickas
HapogHasa Pecny6nuka (Room 401, No. 218, Houxiang Road, Haicang District, Xiamen, Fujian
Province, 361022, P.R. China)

TenethoH:+86 592 6087101

dakc: +86 592 6087101

3n. noyTta; inro@double-medical.com

YNONHOMOYEHHbIN NpeAcTaBUTeNb Npon3BoAnTeNS B PP

00O «3p0poBbLE»

KOp. agpec: 115054, r. MockBa, yn. youHuHckas, g. 57, ctp. 2, nom/kom 1V/9,10
dakTnuecknin agpec: 115054, r. Mocksa, yn. lybuHunHckas, g. 57, ctp. 2, nom./kom. 1V/9,10
Ten.: 8(495) 134-34-42

an. noyta: sales@trauma-msk.ru

VMHCTPYKUWA MO NPUMEHEHNIO HA MEAVLUWNHCKOE N3AENVE
OfHopasoBas CTepusibHas cucTema «nysbC-naBax» A4 yxoga 3a paHamuy mogens SAC WPWS-1000
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3 HasHaueHune usgenunsa c ykasaHmem noTeHUManbHOro I'IOTpe6l/ITefIFI

3.1. Ha3HaueHMe n3genus

MpeagHa3Ha4yeHo Ana 06paboTKM paH, KOCTHOMO3rOBOW MOMNOCTU U OUYMLLEHMSA MATKUX TKaHein B
OpTOMEeLMNYECKOW XUPYprumn npy TpaBMax ONOPHO-ABUraTeIbHOro annapara.

3.2. MoTeHUManbHbIe NOTPE6UTENN

[laHHOe wu3fenne AO/MKHO WUCMO/Mb30BaThCA TOMbKO KBaNUMULMPOBAHHLIMK CReLnanucTamu,
BpayaMmn XUpypruyveckoii cneymanmsaymm (XMpypri, optoneabl, TPaBMaTonoru).

4 OnwucaHue n3genns

OpfHopa3oBasa cTepuibHad CUCTeMa «MNy/bC-naBax» And yxofa 3a paHamu mogens SAC
WPWS-1000 coCTOUT U3 PYKOATKU, HacaAKu AN 06paboTKM paHbl, TPYOKM ANA nojadn XXULKOCTH,
APEHaXHON TpyOKM, 3aXuMma ANs PerynvpoBKM MOTOKa WM aKKymynstopa. bBnarogaps Bubpayun,
/ BbI3bIBAEMOMN MYNbCUPYHOLWMUM MOTOKOM, GaKTepUM U 3arps3HEHUs B paHe OTAENATCA OT TKaHeW,

4yTo obneryaet TwWaTenbHOe ouunleHne. MN3genme aphHeKTUBHO ounLLaeT O6LWINPHbLIE paHbl, CNOXHO
oynLLaeMble TPewmnHbl U rny6oKue paHbl.

5 TlokasaHus, NPOTUBOMNOKa3aHUsA 1 BO3MOXHble M060UYHbIe 3heKTbl

Moka3aHus;

OpfHopasoBasa cTepuibHas cUcTeMa «nybec-naBaXx» Ans yxoga 3a paHamm mogens SAC WPWS-1000
NCNo/Mib3yeTCca Mpu TpaBMax OMOPHO-ABUraTe/IbHOro annapara, Hecpaw,eHUn NepesomMoB U APYTrux
3a00MeBaHUAX, CBfA3AHHbIX C OPTONEAMYECKOW XWUPYpruen; npu 3ameHe Ta30b0eApeHHOro wu
KO/IEeHHOro cycTaBa, MpW BOCCTAHOB/EHWW CYyCTaBa, OCTEOMMENUTE W [pYyrux 3abonesaHusx,
CBA3AHHbIX C CYCTaBHOW XMpPypruein; npuv MNO3BOHOYHO-CMMHHOMO3IOBbIX TpaBmax, OMyXxoaun
CMUHHOIO MO3ra, CK0/IM03e, fereHepaTUBHbIX 3a601eBaHMAX MO3BOHOYHMKA.

MpoTnBONOKasaHUA:

He ncnosnb3oBaThb y NaLnMeHTOB:
- C TAXEnon opmoi amabeta;
- C rMnonpoTevHeMuei;
- C TSXXEeNnon ¢hopmoil reMopparmyeckoro Loka.

B03MOXHbIe NO60YHbIE 3PPEKTbI: He 0OHAPYXKEHO.

6 Mepbl NpesoCcTOPOXHOCTHU
6.1. M3genne npefHasHayeHo [Ans O[HOPA30BOro  MPUMEHEeHWsA, MOBTOPHOE TMpPUMEHEHMue
HegonycTuMo. NoBTOPHOE NPUMEHEHME MOXKET NPUBECTU K MHPULUPOBAHUIO paH.

6.2. M3genue npowuno crtepunusaunio. Ecivm repmMeTUyHas ynakoBka MoOBpeXAeHa [0 MPUMEHeHMs,
He 1CMo/b30BaTh U3aenue.

6.3. He MpuMeHsTb PsAoM C NIEFKOBOCM/IAMEHSIOWMMCS WM B3PbIBOOMACHLIM aHECTe3MPYHoLWUM
CPeACTBOM MU Fa3oM.

6.4. He norpy>atb pyKOSATKY B XWAKOCTb BO M36€XaHNE NOBPEXAEHUS CUCTEMbI.

MHCTPYKLUWA MO MPUMEHEHWIO HA MEAVWUWMHCKOE U3AENMNE
OpHopa3oBas CTepUibHasA CUCTeMa «My/bC-NaBax» A5 yXoja 3a paHamu mogens SAC WPWS-1000
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US. Mpu nprMeHeHnn TpybKa AnS NOLAYM XKXMAKOCTM B BUCAYEM MOMOXEHUWN LOMKHA HAXOAUTLCS
6onee yem Ha 20 CM BbilLEe PYKOATKU.

6.6. lMepeBecTn 3aXUM [N PEryMPOBKM MNOTOKA B 3aKPbiTOE MNONOXKEHWEe MpU nepepbiBe B
npoweaype.
6.7. He npumMeHsTb Wu3denMe PSAOM C  BbICOKOYACTOTHbIM  060pPyAOBaHMEM, Hanpumep,

BbICOKOYACTOTHbIM 3/1eKTPOHOXOM, MO6GMNbHbIMK TeneoHamu. B npoTMBHOM cny4yae eCcTb PUCK
cbos.

6.8. Mpu NpoBefeHNM NpoLeaypbl He MPUMEHATb HANPAMYH Ha CMTMHHOMO3IOBbIX HepBax.

6.9. N3penune aBnseTcs OA4HOPA30BbIM W He MOAMEXMUT NOBTOPHON CTepunmn3aLmm 1 UCNoNb30BaHUIO.
OnnTensHOCTb NpUMeHeHns He npesbiwaeT 30 MUHYT.

6.10. PacTBOp ANna NpOMbIBaHWA SBNSETCA (PU3NOMNOTMYECKMM pacTBOPOM, MNpefOCTaBAseMbIM
60NbHULEN.

6.11. MNepen npuMeHeHMeM U30eNA BHUMATENIbHO NPOYECTb UHCTPYKLUN BO n3dexaHue OTCYTCTBUA
0XXMNpaeMblX PE3Y/IbTATOB N3-3a HEMPaBU/IbHOTO NCNOJ/Ib30BaHUNA.

7 MopafoK npumMeHeHUsA

1. BCKpbITb YNAKOBKY, BbIHYTb BCE KOMMIEKTYOLLME.

2. BblGpaTb NoaxoAslyto HacafgKy, NOACOeAMHUTL K PYKOATKe U 3aMKcMpoBaTh. KopoTkas Hacagka
MCNONb3YeTCs ANF OUMLLEHUS OOLWUPHBLIX PaH, ANUHHASA ~ AN OUULLEHUS TNYBOKUX paH.

3. MoacoeiMHUTL ApeHaXHY0 TPYBKY K YCTPOWCTBY AN acnuMpaLumn XUAKOCTH.

4. MoacoeAnHNUTL TPYOKY ANS NOAAUN XKUAKOCTU K EMKOCTU C XUAKOCTbIO.

5. BbI6paTb HI3KYH MW BbICOKYH MOLLHOCTb MOTOKA XXUAKOCTU.

6. icnonb3oBaTh 3aXKUM A5 PEryNMPOBKM NOTOKa, YTOGbI HayaTb WM NPeKpaTUTb Nojgavyy pacTeopa
ANS NPOMbIBaHUS.

CylecTByeT TpU pexuma:

«Run Stop»: n3genve nepectaeT paboTaTh B TEKYLIEM PEXMUME.

«Mef/ieHHaa CKOpOCTb»: BblGepuTe 3TOT peXxuMm, Korga paHe Tpebyetcsa 60nbLioe ycunuve
MPOMbIBKM. [MOTOK NOHMXEHHOW nepefayn JO/MKeH 6biTb He MeHee 300 M/I/MMH., a YacToTa MOTOKa
BOAbl - He MeHee 3 pa3 B MUHYTY.

«BbICTPas CKOPOCTb»: BbIGEPUTE 3TOT PeXKUM, Korga paHe TpeGyeTcs He60/bLIOE ycuaue
npombiBaHNs. CKOpOCTb MOTOKAa Ha BbICOKOW Mepefaye f[OMKHA ObiTb He MeHee 500 MA/MUH., a
yacToTa NOTOKA BOAbI A0/MKHA 6bITb HE MeHee 4 pa3 B MUHYTY.

MHCTPYKUNA no MPUMEHEHWIO HA MEAMUNHCKOE U3OENVE
OpHopasoBas CTepuibHas cUcTema «mnynbe-naBax» Ang yxoga 3a paHamu mogens SAC WPWS-1000
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TexHn4YeckmMe xapaKTepuUCcTnuKu

Tabnuua 1

OpHopasoBas CTepunbHas cucTema «nynbc-naBax» Ans yxoAa 3a paHamu Mofesb

SAC WPWS-1000 B cocTaBe

PykoAaTka
MabapuTHble pasmepbl M3aenuns

LWuvpuHa (b 2) Mv 140
BbicoTa (+3) MM 190
Macca (x 10) r 230r
CraTunueckas oceBast Harpyska coeiuHeHunii H <15H
KopoTkasa Hacafka 415 06paboTKn paHbl

MpucoeanHUTENbHbINA AUaMETP, 12 Mm
01(0) (x2), mm

[unameTp 3alMTHOro aKpaHa 0T pa3bpbI3rMBaHus, 34 Mv
02(0) (£2), mm

OnuvHa, L1 (£5), mm 40 Mm
OnvHa, L2 (£5), Mv 114 mvm
Macca (£ 2) r 174r
OnnHHas Hacagka gns 06paboTKu paHbl

MpncoeanHUTENbHBIN AnameTp, 30 MM
01(0) (£5), mm

[nameTp Tpyokw, 9 MM
02(0) (x0,5), Mm

OnvHa, LI (£5), Mv 40 mm
OnuHa, L2 (£5), mm 205 MM
Macca (£2) r 152r
Tpy6Ka 4na nojayun XXnaKocTu

Junametp, 9 MM
0(0) (1), mm

OnunHa, L (£ 5), cm 290 cm
MakcumanbHoe fasneHue Mrlla 0,05 Mla
(6e3 npoTeyeK Mpy KOMHATHOW TemmnepaType)

Tpyb6Ka Ana ApeHnpoBaHuA

dunametp, 9 mm
0(0) (£1), mm

OnvHa, L (£ 5), cv 300 cm
MakcumarnbHoe aasneHne Mila 0,05 Mrla

(6e3 nNpoTeyeK Np1 KOMHaTHOI TemnepaType)

3aKMM Ana perynnpoBKM NoToka
"abapuTHbIe pa3mepbl
ANMHA X LUMPUHA x BbicoTa(x2)

25%x38x17,5 Mm

YCTPOICTBO ANs acnmpaLumn XnaKocTu
(npepocTaBnseTca 60MbHULEN)

3HayeHue oTpuLaTeNbHOrO AaBneHus
YCTPOICTBA AN acnmpauyn XXUAKOCTU:
100-300 MMy

PacTBop N4 NpoMbIBaHUA paHbl 0,9 % dmsmonornyeckuii pactsop NACL

(npepocTaBnseTcs 601bHULER)
AKKymMynaTop
MabapuTHbIE pasMepbl 13aenus 195x75 x21 Mm

MHCTPYKUWMA NO NPUMEHEHWIO HA MEAVMUWMHCKOE U3AENMNE
OpHopa3oBas CTepubHas CUcTeEMa «My/bC-naBax» ANs yxona 3a paHamu mogenb SAC WPWS-1000
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YamHa X WnpKrHa X BbicoTa (£2)Mm

Macca (£10) r 299 r

HanpspkeHne 12 B NoCTOAAHHOr 0 TOKa
dnemeHTbl NUTaHMs Tun LR6 15 B * 8AA 6e3 nepe3apsiiku
MoTpebnsemas MOLLHOCTb 12 BA

Pexxnum paboTbl KpaTKOBPEMEHHbIV
Bpems paboTbl, MVH <2

WHTepBas, MUH >5

MoaknoyeHne K cucteme HECBLEMHbI NMPOBOL,
OnvHa, L (£ 0,1), m 2,70 m

Paboyas yacTb Tvn B

CreneHb 3aWmThbl OT MPOHUKHOBEHWS 1PX0

O6uwan macca usgenms (+ 50), r FOOr

8.1 OKcnayaTaynoHHbIE XapaKTepPUCTUKN

8.1.1 Tpy6Ka Ans nojauv XMAKOCTU U ApeHaxKHas Tpybka MOryT Bblaep>XuBats gasneHue 0,05 MMMa
6e3 nNpoTeyeKk NpyM KOMHATHOMN TeMmnepaType.

8.1.2 Kaxxpgoe coeiMHEHMEe MOXET Bblep>KaTb CTaTUYECKYHO OCEBYIO Harpysky He meHee 15 H.

8.1.3 Korga 3axum fns perynupoBKM MOTOKa HaxXOAWTCS NPU OTPULATENbHOM [aBMEHWUW, PaBHOM
200 MM pT. CT., B Tpy6Ke 0TCYTCTBYET 06paTHbI TOK UK YTeUKa XUAKOCTH.

8.1.4. CKOpoCTb MOTOKa MpPW BbICOKOW MOLWHOCTU AO/KHA COCTaBNATb He MeHee 500 MA/MWH,,
yacToTa CTOKa BOAbl AO/HKHA OblTb He MeHee 4 pa3 3a MWUHYTY; CKOPOCTb MOTOKA MNPW HU3KOW
MOLLLHOCTM [0J/KHA COCTaBNATb He MeHee 300 M/MUH., YacToTa CTOKa BOAbI LO/HKHA ObITb He MeHee
3 pa3 3a MUHYTY.

8.1.5. [laBneHue xunaxkoctn npu opoweHumn: 0,310-0,703 Kkr/cm.

8.1.6. OOlee copepxaHue IKCTparupyemblx MeTannoB: B WCNbITYEMOM pacTBope obpasua u
KOHTPO/IbHOM XO0/10CTOM pacTBOpe M3 O4HON napTum obuiee cofepXXaHwe CBMHLA, UMHKA, 0/10Ba U
Xesnesa coctasnseT < 1 MKr/mn, cofepxaHue kagmua coctasnseT < 0,1 MKr/mn.

8.1.7. YpoBeHb pH: pasHuLa B ypoBHe pH y UCMbITYyeMOro pactsopa o6pasiia 1 X0noCcToro pactesopa
13 O4HOIN NapTum coctasnseT < 1,5.

8.1.8. Pegyuupytollee BeL,ecTBO: pasHMUA B MOrNOWEHNN TUTPOBAHHOIO pacTBopa MepmaHraHara
kanusa (0,002 monb/n) y ncnbITyemMoro pactesopa o6pasla U KOHTPO/MbHOrO X0/10CTOr0 pacTeopa He
AO/mKHaA npesbiwaTb 2,0 M.

8.1.9. B 3aBMCMMOCTM OT BOCMPUHMMAEMbIX MEXaHWYECKUX BO3AENCTBUIA u3denne OTHOCMTCA K
NMepeHOCHbIM, He MpeAHasHavyeHHbIM ANA paboTbl NpU NepeHocKax W NepeaBvdXKeHUsX B npegenax
CTauMOHApPHOro nomelleHns. MeaWUUHCKOe WU3[ennMe WUCMNOoNb3yeTca TONMIbKO B nNpefenax
MeLMLIMHCKOTO YUpeXxaeHns.

8.1.10. OpHopa3oBafd CTepu/ibHas CUCTEMA «NYyNbC-flaBaXK» [N Yyx0ja 3a paHamy MOfefb
SAC WPWS-1000 ABnsetcs u3gennemM ¢ BHYTPeHHUM UCTOYHUKOM NUTaHWUA.

WHCTPYKLWMA NO NPUMEHEHWNIO HA MEAVWUWMHCKOE U3AENNE
OpHopa3oBaa CTepu/ibHas CUCTEMA «MY/bC-NaBaX» AN yxofna 3a paHamu mogens SAC WPWS-1000
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8.2 XapaKTepucTtnukn n napameTpsbl

8.2.1 O(h(heKTUBHOCTb 3aXKMMa ANns TPyOKm

OOMH KOHel TpyOKM ANnA nojayn XUAKOCTM W APeHaXHON TPyOKM [O/MKeH OblTb COeAWHEH C
MCTOYHWKOM OTpMLATENIbHOIO faBfieHns, coctasnsawowero 0,05 MMa. MorpysuTb BTOPOI KOHel,
Tpybku B BoZy. Korfa 3aXnm HaxoAUTCA B 3aKPbITOM MONOXKEHUW, HE AOMKHO ObITb TOKA XNAKOCTHU.

8.2.2 MpOYHOCTb COEANHNTENLHOI YacTK
CoeaunHuTeNnbHas YacTb TPYOKM JO/KHA BblAepXKMUBaTb Harpysky He meHee 15 H.

8.2.3 3axuM ans perynpoBKu MoToka

OH fomkeH a(h(heKTUBHO obecneynBaTb M Mpekpawartb nogadyy Xuakoctn B Tpybke. B 3aKpbiTOM
MONOXEHUWN B YCNOBMAX OTpULATENbHOrO AasneHus 200 MM pT. CT. He LO/DKHO OblITb NPAMOro Wu
06paTHOro TOKa XXMAKOCTU B TPYOKe.

8.2.4 Wywm npwn pabote
Mpn HOpMaNbHOM (PYHKLMOHMPOBAHWUW YPOBEHb LyMa W3AeNnsa He A0/DKeH npesbiwaTth 95 b npu
N3MEPEHMM Ha PacCTOAHUN 2 M C MOMOLLbIO CTaHAAPTHOrO McoomMeTpa.

8.2.5 TpeboBaHNS K XapaKTepucTuKam

Y n3penuns ecTb pPeXxxrMm BbICOKOM M HU3KOW MOLLHOCTM MOTOKA, TPebOBaHMSA K COOTBETCTBYHOLLUM
XapaKTepucTMKaMm nepeyvncrieHbl HKe B Tabnimue 2.

Tabnuua 2 - TpeboBaHUS K XapaKTepUCTMKaM ANS1 BbICOKON 1 HU3KOM MOLLHOCTM

MouHOCTb TpeboBaHMA K NOTOKY mppognHamunyeckada yactoTa
Bbicokas > 500 Mn/MUH. > 4 pasa B CeKyHAy
Hwnskas > 300 mn/MUH. > 3 pa3sa B CeKyHAy

9 PacwngpoBka CUMBOMIOB, MNPUMEHSIEMbIX B MapKMUPOBKe MNOTPEOUTENbCKON 1
TPaHCNOPTHOM YNaKOBKM

Tabnuua 3. CumBO/bI M 0603HAYEHNS

Cumson Pacwungpposka Cumson Paclungpposka
I J M3rotoBuTeNb Jlata n3rotosneHus
. CTepunnsayms oKCMLom 3anpeT Ha NOBTOPHOE
sterileleo|
aTuneHa npumMmeHeHue
REF Howmep no katanory (apTukyn) LOT Homep naptuu
CE CoO0TBETCTBME EBPONENCKUM O6paTtntech K MHCTPYKUUKN MO
HOpMam NPUMEHEHNIO

He ncnonb3oBaTb npu

5 Ncnonb3osath 4o
(8) MOBPEXAEHUMN YNaKOBKMU

X Mpegen TemnepaTypsl JunanasoH BNaxHocTn

OrpaHnyeHne aTMOCHEPHOro

OcTopoxHo!
fLaBneHuns /1 \

WHCTPYKLUWA NO NPUMEHEHNIO HA MEAVNLWNHCKOE W3AENVE
OpHopa3oBas CTepUbHasa cMcTema «MynbC-naBax» ANa yxofa 3a paHamum mogens SAC WPWS-1000
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AKKymynaTopHasa 6atapes
Pa6ouyast wactb TMnNa B He No4NeXuT yTunmsaummu
B HEMOJIOXXEHHOM MecTe

[MpaBnnbLHOE MOI0XKEHME
YMaKOBKW 3TO CTOPOHOIA
BBepX (AN TPAHCNOPTHOIA

Xpynkoe. O6patlaTbCs
OCTOPOXXHO (Ans

1 TPaHCMOPTHON YNaKoBKM
P P y ) YyNaKoBKW)
r n
Bepeub OT Bnarun (gna MoCTOsHHBIN TOK (ans
TpPaHCNOpPTHOW aKKyMynsTopa)
yNakoBKMK)
L J

10 TpeboBaHMA K TEXHUYECKOMY 06CNY>XXMBAHUIO U PEMOHTY MEAMLMHCKOIo N3aenns
N3penna B TEXHWYECKOM 06CYyXXMBAHUN Y PEMOHTE He HYXAarTCS.
11 CrTtepununsaumnsa

OpHopasoBad cTepuabHaa cUcTeMa «NyabCc-naBaXk» A4 yxoga 3a paHamu mogens SAC WPWS-
1000 cTepuin3yeTcs OKCMAOM 3TUMEHa.

Crtepunusaumns 3TuUeH OKCUAOM NpefcTaBnseT cob60i ayTCOPCUHIOBbLIA MNPOLECC, KOTOPbIN
KOHTPO/IMPYETCA B COOTBETCTBUY C NPOLefypO KOHTPONS ayTCOPCUHTOBbLIX NMPOLLECCOB.

KomnaHud, npoBojdLaa cTepunnsanuio n3fenms:

«Cyprang Megukan (CamaHb) Ko., /iTa.» (Surgaid Medical (Xiamen) Co., Ltd).

XoycsH Poya, 3F KomnpexeHcuB bunguHr, Ne 218, XanuaH AucTpukt, CambiHb, 361026,
KuTtaiickas HapogHas Pecny6nuka (3F Comprehensive building. No. 218 Building, Houxiang road,
Haicang District, Xiamen, 361026, P.R. China)

Ten.: +86-592-6880677

2n. noyTta: mail@surtzaid.com

N3penua Henb3d nofsepratb MOBTOPHON cTepunusauuun. [MOBTOpHAas CTepunmnsaums MOXET
HapyLWnTb CTPYKTYPHYIO LEeIOCTHOCTb W3LEeNNiA, CO3L4aTb PUCK 3arpsA3HEHUA U3aenuid, NpuBecTn K
MHOWUUMPOBAHUIO nNauveHTa W/WMAM K MNEepeKpecTHOM WHGeKuMn, B TOM 4YUCNe K MNepeHocy
NHPEKLMOHHbIX 3aboneBaHWii OT OLHOr0 nauueHTa K ApyroMmy, a TakXe cTaTb MNPUYUHON
TPaBMWPOBAHWA WX CMEPTU MaLMeHTa.

lMpoun3soanTens NPOBOAMT Balufauuio npouecca crepunusaunn. [ponssoguTeNlb OLEHUN
6e30nacHOCTb U 3PEKTUBHOCTb MEAULMHCKOrO n3genus. NMpon3soguTens YCTaHOBUA Y NPUMEHAET
CUCTEMY YMpaB/ieHWA KayecTBOM A1 KOHCTPYMpoBaHUA U pa3paboTKu, W3rOTOBMEHUA W
ANCTPUOBYLMM CUCTEMBI «MYJbC-NABAXY.

Mpoueaypbl NO NpoBepke U BanujalMy Co3farT OCHOBaHWe N4 COCTaB/IEHNA AOKYMEHTaLum o
TOM, YTO pe3y/nibTaTbl NPOEKTUPOBAHUS U3LENNS OTBEYAOT TPpe6OBaHUAM MPOEKTHbIX 3a4aHUI, U 4YTO
n3genvie NOAXOANT 415 CBOErO LiesIeBOro HasHaueHus.

B pokymeHTe «Banupauumsa npouecca CTepuiv3auum OKCULOM 3TWNEHA» YKa3aHbl MeTof,
MoAroToBKa W npoueaypa crTepunusauumn usgenvs. Bce npouegypbl NoBTOPAOTCA (MAaKCUMYM -
ABaXAbl [N OAHOW 3aknafku) nof KOHTPO/MeM OTAena KayecTsa MPeAnpuATUA-U3rOTOBUTENA
n3genvsa. YCnosus BbIMOMHEHWA CTaguu CTEpUN3auuv MMEKT napameTpbl, 3HAYEHUA KOTOPbIX
YETKO C(HOPMYNNPOBaHbI C YKa3aHWeM NPUHUMAEMbIX ANana3oHOB U NOTPELLIHOCTEN.

MHCTPYKUWNA no NMPUMEHEHNIO HA MEAVNUMHCKOE N3OEJTNE
OfHopa3oBas CTepu/bHas cMCTeMa «MynbC-naBax» Ang yxopa 3a paHamu mogens SAC WPWS-1000
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12 YcnoBusi TpPaHCNOPTUPOBKUW, XpaHEHUsI W 3KCnyaTauun

TpaHcnopTupoBaHue

Mpn TpaHCNOPTUPOBKe He BpocaTb, He NOABEPraThb faB/IeHNIO, He CMUHATL. V3fenne JONXKHO
OblTb XOPOLLO 3aLUULLEHO OT BO3AENCTBUS JOXAA M cHera. KoMyecTBo ApycoB Npu yKNagke LOMKHO
OblTb MeHblLUe MATU.

YCnoBus TpaHCNopTUPOBaHUA:

Temnepatypa ot -40 go +70 °C

OTHOCUTEeNbHaa BNaxHocTb Bo3gyxa 10-80 %

ATMOcC(epHoe gaBneHme 1000-1060 rla

XpaHeHune

W3penvie cnegyeT XpaHUTb B YUCTOM CYXOM BEHTUIMPYEMOM MOMeELLEHUN. XPaHUTb OTAeNbHO
OT BbI3bIBaOLLNX KOPPO3NIO MaTEPUAsIOB.

Ycnosua xpaHeHus:

Temnepatypa ot +18 go +28 °C

OTHOCUTeNbHaa BNaXXHOCTb Bo3gyxa 10-80 %

ATmochepHoe gaBneHne 1000-1060 rla

Jkcnnyartayms
N3genns npuMeHAoTCa B MEAULNHCKUX YUPEXAEHNAX.

YCnoBus B MOMELLEHMAX MPU IKCNayaTaunum MeULUNHCKOTO U3Lenuns:

Temnepartypa oT +18 fo +28 °C

OTHOocUTeNnbHasa BNaxHocTb Bo3gyxa 10-80 %

ATmochepHoe gaBneHme 1000-1060 rMa

13 ¥YTunmnsaunsa

MeguumHckue nsgenns «OfgHopa3oBas CTepu/ibHas cucTema «MnyfbC-naBax» Ansa yxoga 3a
paHaMn» MOC/Me WCMOMb30BaHUA MX MO Ha3HAYeHUK OTHOCATCA K 3MUAEMMUONOrMYECKN OMaCHbIM
oTxofam (M3[4enusi, 3arps3HeHHble KPOBbK W/MNM ApYrumMum  BUONOTUYECKMMU  XKUAKOCTAMMU
naymeHToB).

B [AgaHHOM cfyyae MeAMUMHCKas OpraHmM3auus OCYLecTBAsSeT TONbKo c60p W BpeMeHHoe
XpaHeHue BbllleyKa3aHHbIX 0TX0f40B. CGOp OCYWECTBASOT B MNakeTbl WAM B KOHTEHepsbI
O[HOKPATHOr0 MPUMEHEHWUS C LBETOBOM MapKUPOBKOW, NPUHATOW ANS ONacHbIX MeAWLUHCKUX
0TXO[]0B B MOMELLEHUN WM B MeCTax AN BPEMEHHOT0 XpaHeHWUs MeAMLUHCKUX OTXO0[0B [0
nocnefyoLLero TPaHCMOPTUPOBAHMS K MECTY YTUAM3ALUN.

TpaHCNOPTUPOBAHWEM  MEAULUMHCKMX  OTXOA0B U3  MEAULMHCKUX  YUPEeXAEHWI,  UX
yTUAn3aumeil  3aHUMalOTCS  CreuuanvM3npoBaHHble OpraHu3auuW, UMeLline NULEH3NUK  Ha
obpalleHne ¢ ONacHbIMK B 3NUAEMUONOTMYECKOM OTHOLWEHUM MefNLUHCKUMU OTXOaMu.

YnakoBka, 6pakoBaHHble W3AeNNS W HEUCMNOoNb30BaHHble W3AENUS C WUCTEKLWUM CPOKOM
rOAHOCTU OTHOCHATCS K 3MNUAEMMONOTMYecK 6Ge3onacHbIM 0TXoAam (HeonmacHbIM 0TX0faM, He
MMEKLWNM KOHTaKTa C 6MONOrMUYECKUMI XUAKOCTAMU MNaLMeHTOB), MPUBAMXKEHHBIM MO COCTaBy K
TBepAbiM ObiTOBbIM 0TXoAam (TBO), UCKNHOUYeHME COCTaBNAET aKKyMynaTop, KOTOPbIA MOANEXUT
yTUAM3aLUn Yepes crneyuanbHble NULEH3MPOBaHHbIe OpraHu3aLum.

C60p HeonmacHbIX OTXOJOB OCYLLECTBIAETCS B MHOrOpa3oBbleé €MKOCTW WM OfLHOPa30oBble
nakeTbl (3a UCK/IOYEHNEM MAKEeTOB LiBETa, MPUHATOrO AN OMacHbIX 0TX0A0B). OAHOPA30BbIe MaKeThI

MWHCTPYKUMA NO MPUMEHEHWNIO HA MEAVWLWHCKOE U3AENUNE
OpgHopasoBas CTepu/sibHas CUCTEMA «MYyNbC-NlaBaX» AN4 yxofa 3a paHamu mogens SAC WPWS-1000 9
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pacnonaratTcs BHYTPM MHOropas3oBbiX KOHTEHepoB. EMKOCTW gns c6opa OTXOA0B LOMKHbI ObITh
NPOMapKMpoOBaHbl 1 YCTAHOBJ/IEHb! Ha CreluanbHol nnowaske (B nomelieHnn). MHoropasosas Tapa
nocfne OMOPOXHEHUA MNOLNEXMWT MbITbIO ‘U Ae3nHpekunn. opasoK MbiTbs U Ae3nH(eKLUn
MHOrOpa3oBOi Tapbl OMNPefensieTcqd B COOTBETCTBUMM CO CXEMOW Ob6palieHUs OTXOAOB B KaXKAoii
KOHKPETHOI opraHu3auuu.

TpaHCcnopTUpPOBaHUE N YyTUNNU3ALUA OCYLLECTBASETCA C y4eTOM TpeboBaHWA, NMPUHATBIMU AN15
[AaHHOW TeppuTOpMMK, B COOTBETCTBMM C CAHUTAPHbIM 3aKOHOLATENbCTBOM TOW WM WMHOW CTpaHbl K
COLEPXaHNI0 TEeppUTOPUIA HaceNeHHbIX MeCT UK obpalleHWt0o C O0TXO04amu nNpou3BOACTBA W
notpebneHus.

14 CpoK rogHoctun

CpOK roHOCTU M3aenns cocTaBnseT 2 rofa oT AaTbl CTepUanU3aLun.
He NpuMMeHsTb N0 UCTEYEHNUMN CPOKA FOAHOCTM.

15 TlepeyeHb MeXAYHapPOAHbIX CTaHAAPTOB, KOTOPbIM COOTBETCTBYET MeULMHCKOE U3aenme

Owvpektnea 93/42/EEC, EN 980, EN ISO 1041, EN IEC 62366, IEC 6060M, EN IEC 60601-1,
EN 60601-1-2, EN ISO 10993-1, EN ISO 10993-2, EN ISO 10993-5, EN ISO 10993-10, EN ISO
10993-12, EN ISO 10993-18, ISO 11737-2, EN 550, EN ISO 13485, EN I1SO 14971, EN ISO 15223-
1, MEDDEV 2.7.1, peg. 4, MEDDEYV 2.12,1, peg. 8, MEDDEV 2.12.2, peg. 2, ISO 11607

MHCTPYKLUWMA NO NPUMEHEHWNIO HA MEAVMUWMHCKOE U3AENNE
OpfHOpa3oBas CTepubHaA cUCTeEMaA «MybC-NaBax» Ans yxona 3a paHamu mogens SAC WPWS-1000 10
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MepeBof A4aHHOIO TeKCTa BbIMONHEH NepeBoAUYNKOM KokuHoii Mapuein OnerosHoii

P1th w'R.M8

Poccuitickas Pefepaums
"opog Mocksa

[lecaToro siHBaps [pe ThicsuM ABaALAaTh TPEThero roga

A, MapTbliHOBa HaTanua AHApeeBHa, BPeMEHHO WCNOHAKWaA 0043aHHOCTU HOTapuyca
ropoga Mocksbl AkumoBa [neba bopucosnya, CBUAETENLCTBYK MNOLJIUHHOCTDL  MOAMUCX
nepesogunka KoknHoin Mapun OnerosHbl.
Moanuce caenaHa B MOeM MPUCYTCTBUK,
JInyHOoCTb NoAnucasLlero 4OKYMeHT yCTaHOB/EHA.
a.l0
3aperncTpuposaHo 6peecTpe: No 77/09 ~H/77~2 0 2 3 '
YnnayeHo 3a coBepLUeHne HoTapuanbHoro gericTaus: 400 py6. 00 kon.

NoAnuch

lep6oBast Meyvatb H.A. MapTbIiHOBa
HoTapuyca r.MocCKsbl

AKkumoBa [ .b.

MpoLLHypoBaHO, NPOHYMEPOBaHO
1 CKPEneHo neyaTbio 3 mcT(-a, ~0B).

BPWO HoTapuyca:

roga

I"ne6a BopvicoBiya,
— T0 MHe IOKyMCUTA.

Kon.

HA MapTbiHOBa
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