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1. Medical device name

BREATHING FILTER (hereinafter, filter or device)

Design variants;

Breathing filter with Luer-lock port FL-70311

Breathing filter with Luer-lock port FL-70312

Breathing filter with Luer-lock port FL-70313

Breathing filter with Luer-lock port FL-70314

Breathing filter with Luer-lock port FL-70114

Breathing filler with Luer-lock port FL-70211

Breathing filter FL-70320

Breathing filter with oxygen port FL-70125 -

Breathing filter with oxygen port FL-70126

Breathing filter with oxygen port and sanitation port FL-70128
Breathing filter with oxygen port and sanitation port FL-70129
Breathing filter with oxygen port and sanitation port FL-70130
Breathing filter FL-70124

2. Purpose of the medical device

Filters are medical devices designed to be placed in the breathing circuit proximally relative to the patient to remove
and retain microbes while capturing the heat and moisture generated by the patient's exhalation for use in heating
and humidifying therapeutic gases inhaled by the patient. n

3. Scope of the medical device
Surger>', Designed for use in intensive care units.

4. Medical device usage conditions
at temperatures from 0to 40 °C
air humidity from 20 to 80%

5. Indications for use
for removal and retention of microbes when capturing the heat and moisture generated by the patient's exhalation

6. Contraindications
. This device should not be used in conjunction with heated humidifiers or sprayers.

7. Warnings

All filter components are sterile. Do not use if the package is damaged or opened. Sterilized with ethylene oxide. For
single use. Re-sterilization or re-use are prohibited. Does not contain medicinal substances. Biologically safe for
humans. Store under the conditions described in the instructions, failure to comply with these conditions may cause ~
damage to the filters. It is prohibited to use in conjunction with heated humidifiers or sprayers. The filter is used
only by physician's prescription and only under the supervision ofa medical professional.

Store under conditions described in the operating instructions, otherwise the filter will not be suitable for use
Excessive discharge/bleeding may cause the filter to become clogged and make it difficult to breathe; in this case,
the filter should be replaced immediately. Make sure that there are no obstacles to the passage ofair inside the filter.
Make sure that the aspiration/inspection holes are properly closed during use.

To reduce the risk of damage and contamination by small objects, remove the device from its package only
immediately before use.

8. Safety instructions

. Regularly check for increased flow resistance and replace the filter if necessary.

. Avoid contact with acetone or similar solvents that may disrupt its structure and cause the catheter to leak
or damage it.

. Maximum filter operation time: 24 hours.

. Do not restore, re-use, soak, rinse, wash or sterilize the medical device, and do not use any disinfectants for
its treatment (especially avoid contact with phenol and alcohols).

. The device may be used only with devices whose connectors comply with 1SO standards.

. Replace the filter for patients at least once a day to reduce the risk of obstruction and the appearance of a

colony ofbacteria or fungus in the device.
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POSSIBLE ADVERSE REACTIONS
Filter use may cause the following adverse reactions. Complications are listed in an order that does not reflect their
frequency or severity: the consequence of blocking the filter with sputum and complications due to a violation of the

filter's conductivity —breathing difficulty, dyspnoea, hypercapnia and hypoxia.

10. Medical device manufacturer

Manufacturer: Besmed Health Business Corp.

Address: No.

5. Lane 116, Wu-Kong 2nd Rd,Wu-Ku District, New Taipei City248, Taiwan
Telephone: 886-2-2290-3959

Fax: 886-2-2299-9076

E-mail address: info@besmed.com
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11. Composition of the medical device, the list of design variants
Breathing filter with oxygen port (FL-70126): consists of a filter body with an oxygen port, a PP filter and a
sanitation port

Breathing filter with oxygen port (FL-70125): consists of a filter body with oxygen port and a PP filter

15F

6mm

Breathing filter with oxygen port and sanitation port (FL-70128, FL-70129, FL-70130): consists of a filter body with
oxygen port, PP filter and sanitation port (see table below)
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Breathing filter with Luer-iock port FL-70114
Consists of a filter body, a PP filter and a Luer-lock port

Breathing filter with Luer-lock port FL-70314
Consists of a filter body, a PP filter and a Luer-lock port

Breathing filter with Luer-lock port FL-70313 and FL-70312
Consists ofa filter body, a PP filter and a Luer-lock port
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Breathing filter with Luer-lock port FL-70311
Consists of a filter body, a PP filter and a Luer-lock port

%

Breathing filter FL-70211
Consists of a filter body and a PP filter

22M/15F

22F

Breathing filter FL-70130
Consists of a filter body, a PP filter and a sanitation port

Suction Port
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Breathing filter FL-70320

Consists of a filter body, a PP filter

Breathing filter FL-70124

Consists of a filter body, a PP filter and a tube

22F

15F

The delivery package includes:

1. Breathing filter in the design variant -1 piece
2. Instructions for use -1 piece

List ofaccessories
Not provided

12. Technical characteristics

Breathing filter design

variant

Range ofbreathing
volume (BV) (ml)

Dead space (ml)

Moisture output

Flow re$istance

(cm H20)

WeiehUe)
Connectors

patient side (mm)
apparatus side

FL-70125 FL-70126
250-KXO 15-50
125 23
9 mg of
water/L at BV -
500 ml
30 IVmin 0,62
cm H20 -
6.8 27.60
22F/15M
15F/22M 29M/15E
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FL-70211

32

29 mg of
water/l. at
BV 500 ml
30 L/min

0.75cm H20

60 L/min

148 cm H20
23.60

22F/15M
22M/15F

FL-70114 FL-70128 FL-70129 FL-70130
allows Allows Allows
enrichment enricluncnt  enrichment
of inhaled air of inhaled air of inhaled air
250-1000  with oxygen with oxygen with oxygen
with a with a with a
concentration concentration concentration
up to 50%  up to 50%
58 10 10 10
33mgof 95mgof 95mgof 95mgof
watcr/L at  water/L BV water/L BV water/L BV
BV 500 ml 500 ml 500 ml 500 mi
30 L/min 0.8
cm H20 30 IVmin 30 L/min 30 L/min
60 IVmin 15 0,25 cm H20 0,25 cm H20 0J5 cm 1120
cm H20
2951 4.0 4.0 6,3
22F/15M
22M/15F B



(mm)
Bacterial filtration
efficiency (BFE)

Viral filtration
cfTiciency (VFE)

Model
Range of breathing
volume (ml)
Dead space (mi)

Moisture output

>09.9992%  >99.9992% >99.9992% >99.9992% >99.9992% >99.9992% >99 9992%
>99,9970%  >99.9970% >99.9970% >99,9970% >99.9970% >99.9970% >99.9970%
FL-7031! FL-70312 FU70313 FL-70314 FE-70320 FL-70124
50*250 250-1000 250-1500 250-1000 250-1000  more than 1500
19 45 60 71 35 90

29 mg/Lat BV 28 mg/L at BV 29mg/L at BV 28 mg/L at BV 29 mg/L at BV 29 mg/L at BV

5(&_0 ml SOQ ml 500 ml 500 ml 500 ml 500 ml
. 30 I-/min 2,6 cm 30 Dmin 1.6 cm 30 L/min 1,1 cm 30 L/min 1,6 cm 0,517s0.5 cm
Flow resistance H20 H20 H20 H20 " H20
(cm H-20) 50 L/min 5,3 cm 60 L/min 2.6 cm 50 L/min 2,5 cm 50 L/min 2,6 cm ¢ /2> ¢m H20 105 L/s 1,4cm
' H20 H20 H20 H20 H20
Weight (e) 11.30 27.90 34.50 38,50 310 35.0
Bacterial filtration
efficiency (BFE) >99,9992%  >99,9992%  >99,9992 %  >99,9992 %  >09,9992%  >99,9992%
Viral filtration
efticiency (VFE) >99,9970%  >99.9970%  >99,9970%  >99.9970 %  >99.9970%  >99,9970%
Size (height x widthy 18¢mx 800 727cm X 75cm X6.23  7.19 cm x 5.26
cm 591 cm cm cm
HEPA class 13 13 13
Connectors patient side 15M 22F/15M 99F/15M
mm) apparatus side 22F/15M 22F/15M
(mm) ‘(’r‘]’qm) 22M/15F 22M/15F 22M/15F 22M/I5F 22M/I5F 22F/15F
Model FL-70128 FL-70129 FL-70130
Sanitation port 5.0 mm 3.0 mm 2.0 mm
Color White Blue Blue
Conical connectors should meet the following requirements:
Connector size A B c D E Taper Tolerance
F per unitd
lent
15 15.525+0.005 15.165+0.005 14.5+0.005 4.310.(t05 2.2+0.005 1:40 D.025+0.00
22 22.425+0.(O5 21.94+0.005 19.5+0.(FO5 5.2+0.(t05 2.240.005 1:40 0.025+0.00

Male parts of the 22 mm conical connections, except for those intended for attachment to the face mask, should havi
a groove in accordance with the figure below).
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R 0,4 max

The breathing volume was set at the rate of 8-9 ml/kg of ideal body weight. The maximum period of filter use is
limited to 48 hours.

The fitting on the patient side is a covered conical connector 22 mm in size and, coaxially, a female conical
connector 15 mm in size;

both connectors should comply with ISO 5356-1.

The sanitation port should not get disconnected from the filter body. Gas leakage from the sanitation port, brought to
a temperature 0f20 °C and a pressure of 101.3 kPa, should not exceed 5 ml/min.

13. Description of materials contained in key functional elements / blocks / parts of the medical device,
including materials in contact with the human body

Name ofthe breathing filter
component
Filter body Polyvinylchloride
EVO08EFP02
green pigment
Pigment No. Green 7 :CAS NO. 1328-
53-6 (Chloronated copper
iC phthalocyanine)
Jia Filter Polypropylene
gh PP 5090T
@ Sanitation port TEP Dryflex®
o blue pigment
Pigment No. Blue 15:0:CAS No,147- Hotai Industrial co. Itd
14-8
(Copper phthalocyanine)
Luer-lock port Polypropylene
PP 5090T
blue pigment
Pigment No. Blue 15:0:CAS No,"47-
14-8
(Copper phthalocyanine)
green pigment
Pigment No. Green 7 :CAS N0.1328-
53-6 (Chloronated copper
phthalocyanine)
Tube EVA EV 302 ASIA polymer Corporation
Package HOPE polyethylene 8050 Formosa Plastics Corporation

Material, grade Supplier

Green Field Chemtech co. Ltd.

Formosa Plastics Corporation

Formosa Plastics Corporation

14. Preparation for work and operational procedure

14.1 Preparationfor work
ATTENTION: Strictly follow aseptic technique and general precautions and procedures established by the
protocols ofthe medical institution.

The procedure is performed according to the guidelines for medical professionals approved in a medical institution.
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14.2 Operationalprocedure

1 Choose a mode! of the breathing filter or a filter with a heat and humidity exchange that is appropriate for tix
patient's age and clinical situation.

2. It is recommended to install breathing filters with a heat and humidity exchanger between the end of tre
endotracheal (tracheostomy tube, laryngeal mask, etc.) and the Y-shaped element of the breathing circuit. Breathing
filters with heat and humidity exchange are not recommended for use with active humidifier or aerosol systems.

3. Breathing filters without a heat-and-humidity exchanger may be installed between the end of the endotracheal
(tracheostomy tube, laryngeal mask, etc.) and the Y-shaped element of the breathing circuit, or along the inspiration’
and expiration line. Respiratory filters without heat-and-humidity exchanger are not recommended for use with
active humidifier or aerosol systems.

4. Open the package and remove the device.

5. Connect the device to the breathing circuit and the patient's endotracheal tube (tracheostomy tube, laryngeal mask,
etc.), make sure that the breathing circuit is tight (there is a plug on the Luer-lock port).

6. Set the necessary ventilation parameters taking into account the "dead space".

7. When using a breathing filter or a breathing filter with a heat transfer unit equipped with a Luer-lock connector,
for gas analysis/capnography connect the analyzer line to the filter port, and make sure that the connection is tight.
8. Replace the device every 24 hours of ventilation or more often as contamination occurs.

9. Itis not allowed to use one device in several patients.

10. Disinfection, sterilization and reuse of the device are not provided, dispose of the product after use.

Note

1. Device is used under the physician's supervision. |
2. Ifdamage of the package is detected, the use of the filter is not recommended.

3. Obstruction of the device by the discharge from the patient's airways, which disrupts ventilation and requires
immediate replacement of the filter, is possible.

4. It is necessary to make sure that the breathing circuit is tight, check the connection of the device with te
breathing circuit and the patient’ endotracheal tube (tracheostomy tube, laryngeal mask, etc.), check the connection
ofthe gas analysis/capnography line with the filter port, analyze the ventilation monitoring data for leaks.

15. Maintenance

15.1 The controlled conditions and environment are constantly monitored for bioburden using the sedimentation
plate method. Bioburden control method, the frequency of checks, and the limit value of colony-forming units (CFL
are provided in GTP/QC/14.

15.2 Periodical monitoring of the bioburden on equipment, structures, and personnel clothing, is also conducted
Bioburden control method, the frequency of checks, and the limit value of colony-forming units (CPU) are providec
in GTP/QC/14.

16. Cleaning and disinfection
Not provided.

17. Safe use conditions

17.1The device is manufactured under controlled conditions; a class 7 dean room in accordance with 1SO 14644-li
The room is equipped with a high-efficiency particulate air filter (HEPA), humidity and temperature are controlled
The room environment is periodically validated to check the effectiveness of the HEPA filter. The room condition!
correspond to WI/CVC/02.

17.2 Possible complications of excessive humification:

* Increased risk of nosocomial infection

« Increased mucosal discharge

« Increased need for suction procedures

* The narrowing and occlusion of the tracheal tube

» Water condensation may block the air duct, causing obturation

Typical characteristics of an unheated medical gas mixture:

Temp. 20°C

Abs. hum. 1mg H20/L

Possible complications of insufficient humification:

« Restriction and occlusion of the tracheal tube lumen

« Mucosal and ciliary dysfunctions

* Atelectasis

* Increased possibility of postoperative pulmonary complications

* rhe change in lung mechanics that leads to hypoxemia
lypical characteristics ofan isothermal saturation zone:
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Temp. 37°C

Abs. hum. 44 mg H20/L

17.3 The device is used according to its instructions, failure to follow the instructions may result in damage to the
filters and termination of the manufacturer's warranty.

The device does not contain medicinal products.

L8 Environmental protection requirements, including requirements for safe destruction and disposal.
Environmental protection.

18.1 Products during storage, transportation and operation do not emit toxic substances into the environment and do
not (in direct contact) have a harmful effect on the human body and the environment. When working with the
devices, no special measures to protect the environment from harmful effects are required.

18.2 All filter manufacturing operations are carried out in rooms equipped with local extract and input ventilation.
Open flame in these rooms is prohibited.

18.3 Environmental protection in accordance with the applicable sanitary and epidemiological rules and regulations
of the manufacturer.

18.4 The controlled conditions and environment are constantly monitored for bioburden using the sedimentation
plate method. Bioburden control method, the frequency of checks, and the limit value of colony-forming units (CPU)
are provided in section

18.5 Periodical monitoring of the bioburden on equipment, structures, and personnel clothing, is also conducted.
Bioburden control method, the frequency of checks, and the limit value of colony-forming units (CPU) are provided
in section

18.6 Disposed of as class b waste —epidemiologically hazardous waste.

Unused devices are disposed of in accordance with the standards adopted in Medical Practice, as well as the relevant
local, state and federal legislative acts and instructions, as class A waste SanPiN 2.1.7.2790-10 "Sanitary and
epidemiological requirements for medical waste handling".

19. Service life data
The finished product remains in compliance with technical and functional requirements for at least 5 years from the

date of manufacture. Service life —24 h.

20. Transportation and storage requirements

Transportation of products is carried out by all types of covered vehicles in accordance with the rules of
transportation of goods in force for this type of transport, subject to temperature conditions.

Transportation at temperatures from 0 to 40 ®C

Store in a dry place, protected from direct sunlight, at temperatures from 0 to 40 °C.

21. Manufacturer's warranty

Twelve month warranty. The manufacturer guarantees absence of workmanship or material defects if proper storage
and use conditions are met. This warranty is void in the event of improper storage or use, as well as in the event of
factors related to the patient, his/her diagnosis, treatment, surgery and other aspects that are beyond manufacturer's
control and have a direct impact on the manufacturer's products and the results of its use.

22. Medical device labeling

22.1 Description ofthe MD labeling

The labeling includes the following particulars:

- manufacturer's trademark

- manufacturer's name and address

- name and designation of the product type (series)

- product number according to the manufacturer's numbering system

- other data depending on product requirements (see symbols used for labeling).
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Example of labeling for RF:

PEEL TOOPEN

BesmedV
BREATHING FILTER
In design variants

Breathing filter with l.uer-lock port FL-70114
REF FL-70114

LOT  MOXXXOXXXX

20XX-XX
2 20XX-XX
® A
C€ 2460 STERLEEO

m Besmed Health Business Corp.

AAAI No.5. Lane 116. Wu-Kong 2nd Rd. Wu-Ku Oistnct.
New Taipet City. Taiwan

Authorized representative of the manufacturer:
Odyssey Medical LLC, Ap. 4. Build. 36. Zoya and
.Mcksander Kosmodemvanskv st.. Moscow. 125130

0-FL-nOOXtfi8nQ»1 M8

Labeling of the outer cardboard box and transport cardboard box is performed with additional symbol
regarding correct transportation and storage ofdevices, such as:

- Temperature limitations I

- Protect from moisture f

- Protect from direct sunlight

ayout of secondar ransport packaging of the device:

Besmed Breathing filter FL-70124

REF FL-70124

SAMPIIE,
N MOXXXXXXXX crl]20XX-XX S 20XX-XX

Besmed Health Business Corp.
No. 5. Lane 116. Wu-Kong 2nd Rd. Wu-Ku District.
New Taipei City, Taiwan f }TBH[_“E‘

r A A C€ 2460
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22.2 Description of the symbols, printed on the MD label

22.3. Device packaging process

Devices are packed in air-bubble wrap.

Ethylene oxide sterilization procedure accordingto EN ISO 11607-1.
information aboutthe sterilization procedure:

1 Exposure time: 3 hours / half-cycle, 6 hours / full cycle.

2. Temperature: 65 + 5°C

3. Humidity: RH 55-90%
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4. Pressure; 500 mm Hg £ 100 mm Hg

23. List of applicable national and international standards to ensure the safety, efficiency and quality of th(
medical device

O EN 1SO 14971: 2012 Medical devices. Application of risk management to medical devices

O EN ISO 13485: 2012 Medical devices. Quality Management Systems. Requirements for regulaton
purposes

O EN 1SO 9360-1: 2009 Anaesthetic and respiratory equipment. Heat and moisture exchangers (HMES) ﬁr
humidifying respired gases in humans. Part 1. HMEs for use with minimum tidal volumes of 250 ml

O EN 1SO 9360-2: 2009 Anaesthetic and respiratory equipment. Heat and moisture exchangers (HMEs) fi

humidifying respired gases in humans. Part 2. HMEs for use with tracheostomized patients having minimum tid
volumes of 250 ml

O EN ISO 1041: 2008 Information supplied by the manufacturer of medical devices|
O EN ISO 5356-1: 2015 Anaesthetic and respiratory equipment. Conical connectors Part 1L Cones and sockelj
O EN ISO 11135-1: Sterilization of health care products. Ethylene oxide. Part 1 Requirements ff
development, validation and routine control of a sterilization process for medical devices !
O EN 1SO 11607-1: 2014 Packaging for terminally sterilized medical devices. Part 1. Requirements fa

materials, sterile barrier systems and packaging systems
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Authorized representative of the manufacturer in the RF (name, address, telephone, mail)

Authorized representative ofthe manufacturer:
Full or abbreviated company name (in Odyssey Medical Limited liability companv (Odyssey
accordance with the Constituent documents) ~ Medical LLC)

Legal address (in accordance with the Apt. 4, 36, Zoyi i Aleksandra Kosmodemyanskikh Str.,
Constituent documents) Moscow, 125130

Telephone (at the actual address) 8-925-145-61-34

E-mail infoi®odyssey-medical.ru
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«YTBEPXOAK»/ *APPRO VE”

/.

( msa/name)
( momkHOCTb/position)

(nognucek/signature)

« » 2020r.
«fieHb» mecsl, (undpamn) / «day» month (numerals)
M.T. /Stamp

NHCTPYKLMA NO NPUMEHEHWIO Ha MEeULMHCKOE U3Aenne:

NbIXATENbHbIA ®W/TbTP B BapuaHTax UCMNONHEHMUSA

[NponsBognTenb: Besmed Health Business Corp. («becmepn Xenc BusHec Kopn.»)
Afpec: Ne 5, /leitH 116, YKyH CekoHp Poya, paiioH By-Ky, CUHb6311248, TaliBaHb
(No. 5, Lane 116, Wu-Kong 2nd Rd,Wu-Ku District, New Taipei City248, Taiwan)
TenedoH: 886-2-2290-3959

dakc: 886-2-2299-9076

Agpec anetopoHHoOW noytkl: info@besmed.com
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1 HammeHoBaHMe MeMLUMHCKOIo N3aenuns
ObIXATENbHbLIN ®UbTP (ganee no TekcTy - GUALTP UAK U3genue)

BapVIaHTbI NCNONHEHNS;

[AbixaTenbHblii GUAbLTP ¢ NOPTOM Mt03p-noK FL-70311

[AbixaTenbHbll (QUAbLTP C NOPTOM NH03p-10K FL-70312

[bixaTenbHblii GUAbLTP ¢ NOPTOM N03p-nok FL-70313

[ObixaTenbHblii GUAbLTP € NOpPTOM Nt03p-noK FL-70314

[bixaTenbHblii GyUnbTp ¢ NOpTOM NM03p-nok FL-70114

[AbIxaTenbHbI QUABTP € NOPTOM NH03P-N0K Pb-70211

[ObixatenbHblin punstp FL-70320

[bixaTenbHblli QUNbLTP C KNCNOPOAHbIM nopTom FL-70125

[bixaTenbHbli GUALTP C KNCNOPOAHbIM nopTom FL-70126

[bixaTenbHbln QUALTP C KMCNOPOAHBLIM NMOPTOM M MOPTOM ANs caHauum FL-70128
[bixaTenbHblli UALTP C KACNOPOAHbLIM MOPTOM M MOPTOM Ans caHauum FL-70129
[ObIxaTenbHblii PUALTP C KUCNOPOAHBIM NOPTOM 1 MOPTOM A1 caHaummn FL-70130
[ObixaTenbHblin punbtp FL-70124

2. HazHaueHve MeaMLUMHCKOro 13aenmst

CDVU'IprbI npeactasnaroT cobom MEQNUMHCKNE U3aennda, npegHasHadyeHHbIE ANA NOMELWLEHNA B Abl-
XaTebHbll KOHTYP NPOKCMMa/IbHO OTHOCWUTENIbHO NauuneHTa Anda yganeHuna n yaepXxaHua MUKpo-
60B npu 3axsate 06pa3OBaBLIJeFOCFI B pe3ynbTaTe BblAoXa NalneHTa Tenna u Bnarn gna nx ncnosnb-
30BaHuA C LENbIO Harpesa 1 yBaXXHEHNA TEPaNeBTUYECKNX Ia30B, BAbIXa€MbIX NaLWEHTOM.

3. O6nacTb NPUMeHEHUSI MeAVLIHCKOIO 13aenmst
Xupyprus, npegHazHaueHbl A5 UCM0b30BaHWSA B OTAENEHNSX peaH!MaL .

4. YcnoBua sKcnyataumm MeguLHCKOro usaenmsa
npu Temnepartype ot Ogo 40 °C
BNaXHocTn Bo3ayxa oT 20 go 80%

5. NoKasaHusA K NPUMEHEeHWIO
AN yaaneHna n ygepXxaHnsa MMKpo6oB npu 3axBaTe 06pa3oBaBLUErocs B pesy/b-TaTe BblLLOXa Ma-
LUMeHTa Tenna 1 Bnaru

6. MpoTMBOMOKa3aHMs

¢ JaHHoe n3genue sanpeLlaeTca UCMNO/bL30BaTh BMECTe C YBNAXKHUTENAMU C MOAOTPEBOM WA
pacnbIINTENAMMN.

7. TpenynpexaeHna

Bce KOMMOHEHTbI (PUNLTPOB CTePU/bHbLI. He MCNonb30BaTh B C/lyYae MOBPEXAEHHON MM BCKPbITOM
paHee ynakoBku. CTepuiv3oBaHO 3TUIEH OKcuAoMm. [1ag 04HOPa3oBOro npumeHeHus. MNoBTOpHbIE
CTepunn3aums AN nNpumMeHeHne sanpeLleHbl. He coAepXunT fieKapcTBEHHbIX BeLlecTs. bronormye-
CKun 6e3onacHbl ANna 4enoseka. XpaHl/lTb npn ycnosuax, onmncaHHbIX B UHCTPYKLUNN, HECOﬁI‘HO,D,EHME
YCNOBUI MOXET MPUBECTU K MOBPEXAEHUIO (UNbTPOB. 3anpeLllaeTcs UCMosib3oBaTb BMECTE C
YBXHUTENAMW C NMOAOITPEBOM UNN PaCnbINTENAMN. q)VII'Ipr NMPUMEHAETCA TO/ILKO MO Ha3Ha4e-
HMIO BpaYa 1 TONbKO MoA HabnoaeHne MEANLIMHCKOTO pab0THUKA.
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XpaHUTb NpY YCNOBKSX, OMUCAHHbIX B UHCTPYKLUMW MO 3KCMyaTauuu, nHave UbTP GyaeT He
MPUroAeH K NCNoNb30BaHMIO

O6UNbHbIE BbLLENEHNS/KPOBOTEUEHUS MOFYT NMPUBECTM K 3aCOPEHMI0  (DMNbTPa U 3aTPYAHEHNIO
AbIXaHWUs; B 3TOM C/ly4Yae Heo6X0AMMO He3aMea/IUTENbHO 3aMeHNTb PULTP.

Y6eanTech B OTCYTCTBUM NPENSTCTBUIA AN NPOXOXKAEHWUS BO3AyXa BHYTPU (GUbTPA.

Y6eanTecb B TOM, 4T06bI B NPOLIECCE UCMOMb30BaHMS acnupalMoHHbIe/VMHCNEKLMOHHbIE OTBEPCTHS
BblN Hag/IeXall M 06pa3oM 3aKpbIThl.

[N CHXKEHMS prCKa NOBPEX/AEHUS M 3aCOPEHUs MENKUMU NpeaMeTaMu U3BfeKaiiTe usgenve u3
YNaKOBKM TO/IbKO HEMOCPEACTBEHHO Mepe/ UCMOb30BaHWEM.

8. WHCcTpyKumMa no 6e3onacHoOCTH

*PerynspHo npoBsepsaiiTe, He yBeNMYUNach 1 CONPOTUBNIEHNE MOTOKY, U NPU HEOOXOAMMOCTM 3a-
MeHUTe PUnbTP.

*He fonyckaTb KOHTaKT C aleTOHOM WM aHaIoMMYHbIMU PacTBOPUTENAMM, KOTOPbIE MOTYT Hapy-
LUNTb ero CTPYKTYPY ¥ Bbi3BaTb NPOTEKAHWE KaTeTepa AN NMPUBECTU K ero NOBPEXIEHMIO.

» MakcmmarbHbIin pecypc gunbTpa: 24 yaca.

* He BoccTaHaBnuBaliTe, He UCMONb3YTe NOBTOPHOW, HE MPOBOAMTE OTMayrBaHue, OnonackuBaHue
W OTMbIBaHWE, CTEPUNN3ALMIO MESULMHCKOTO U3LeNNs U He UCNONb3yiTe ANns ero o6paboTkn Ka-
Kve-nnbo fesnHpuumpyloLive cpeactsa (0CO6eHHO crieflyeT M3beratb KOHTaKTa C cofepxXalium
(heHoN U cNupThI).

*/3penve paspeLuaeTcs UCMosib30BaTb TONLKO C annapataMu, pasbeMbl KOTOPbIX COOTBETCTBYIOT
ctaHgaptam I1SO.

[MpounsBoanTe 3ameHy punbTpa AN NauUMEeHTOB MUHUMYM pa3 B [ieHb 415 YMEHbLUEHUA prcKa 06-
CTPYKLMW ¥ NOSABMEHUSA B YCTPOWCTBE KOIOHUW 6aKTepuid unm rpubka

BO3MO>XHbIE HEBJTAT OIMNPNATHbBLIE PEAKUNI

MpuMeHeHWe UNbTPA MOXET BbI3BaTb CMeAyHoLLe He6NaronpuaTHble peakuun. OCNOXHeHUs ne-
peuncneHbl B NOPSAKe, KOTOPbIA He OTpaXkaeT YacTOTy MX BO3HUKHOBEHWS U CTENEHU Cepbe3Ho-
CTW; nocneacTBre 6/10KNPOBaHMS (HUNbTPa MOKPOTOM M OCNIOXHEHWS 06YCN0BNEHHbIE HAPYLLEHWEM
MPOBOAVMMOCTY (UNbTPA - 3aTPYAHEHUE AbIXaHUS, AUCMHO3, TUMNEPKaMHUS 1 TUMOKCUS.

10. MNMpownssoguTe/ib MeAULMHCKOIO N38eNns

Mpownssogutens; Besmed Health Business Corp. («becmep Xenc busHec Kopn.»)
Appec; Ne 5, MleitH 116, YkyH CekoHAPoya, paiioH By-Ky, CuHb0311248, TaiiBaHb
(No. 5, Lane 116, Wu-Kong 2nd Rd,Wu-Ku District, New Taipei City248, Taiwan)
TenegoH: 886-2-2290-3959

dakc: 886-2-2299-9076

AZpec 3n1eKTpoHHOM noutsl; info@besmed.com
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IL CocTaB MeaULIMHCKOIO N3AeNns, rnepeyeHb NUCMOTHEHWIA
[bixaTenbHbI UbTP ¢ KMcnopoaHbiM noptom (FL-70126); cocTomT 13 Kopnyca uabTpa ¢ Kuc-
NOPOAHbLIM NMOPTOM, PUNLTPOM 13 11111 NOPTOM ANS caHauun

[bixaTensHblli GuabTp ¢ KucnopogHsiMm noptom (FL-70125): coctomT m3 kopnyca (unbTpa ¢
KUCMOPOAHLIM MOPTOM 1 hunbTpa n3 MM

15F

6mm

[bIXaTeNbHbI PUALTP C KNCNOPOAHLIM MOPTOM K MOpTOM Ans caHaumm (FL-70128, FL-70129,
FL-70130): cocTouT U3 Kopnyca uabTpa ¢ KMCMOPOAHbIM nopToMm, (unsTpa u3 MM n nopta gnsa
caHauuu (cM. Tabnuua Huxe)
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[ObixaTensHblil UNbTP ¢ NOPTOM Nt03p-nok FL-70114
CocTomnT 13 Kopniyca unbTpa, gpunbtpa n3 1111um nopta J1103p-n0oK

[bixaTenbHblli (UAbLTP C NOPTOM Nt03p-noK FL-70314
CocTouT 13 Kopnyca gunsTpa, hunbtpa 13 M n nopta J1t03p-nokK

J J  [bIxaTenbHblil puabTp ¢ NopToM N03p-noK FL-70313 n FL-70312
CoctouT 13 Kopnyca hunstpa, unbtpa u3 11111 nopTa JIH03p-nokK
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[ObixaTenbHbli PUALTP ¢ NOPTOM NtO3p-noK FL-70311
CoctouT 13 Kopnyca unbTpa, uabtpa us 'l n nopTa J1103p-noK

[ObixatensHblil punbtp FL-70211
CoctouT 13 Kopnyca hunsTtpa 1 unstpa ns Ml

22M/15F

22F

[ObixaTensHbli hunbtp FL-70130
CocTtomnT 13 Kopnyca gunbtpa, punsTpa u3 MM v nopTa Ana caHaumm

Suction Port

Suction Port - TopT gna caHauun
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[ObixatenbHbli punbTp FL-70320

CocTounT u3 kopnyca punbTpa, punbtpa u3 Ml

[ObixatenbHblid hunbtp FL-70124

CocTouT 13 Koprnyca punbTpa, punbtpa ns M un Tpyoku

22F N~

15F

B KOMM/IEKT NOCTaBKW BXOAUT:

1 AbixaTeNibHblli QUALTP B BApUaHTe UCNOMHEHNSA- LT,

2. VIHCTPYKLMA MO NpUMeHeHuo- 1 LT.

MepeyeHb NpUHaLNEXKHOCTEN
He npegycMoTpeHbl

12. TeXHUYECKME XapaKTepUCTUKN

BapuaHT uc-
MONHEHWS Nbl-
XaTeNbKoro
thunbTpa

FL-70125 FL-70126

[wnanasoH fbl-
XaTesIbHoro
o6bvema (40)

(mn)

250-1000 15-50
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Fb70211

32

FL-70114

250-1000

FL-70128

nossonset
oboraTuTb
BAbIXaeMbli
BO3/yX KKCNo-
POAOM C KOH-
LleHTpaLuelt go
50%

FL-70129

noseosnse)
oboratutb
B/bIXaeMbli
BO3AYX KMUC-
NOPOLOM C
KOHLIeHTpa-
umei go 50%

FL-70130

nossonset
oboratuTb
BAbIXaeMblii
BO34YyX
Kucnopo-
[lOM C KOH-
LleHTpaLueit
0 50%



Meprsoe npo-
CTpaHCTBO (M)

12,5 23 ; 58 10 10 10

9 Mr Bogbl/n 29 mr Boabl/n 33 Mr Bofbl/n 95 M BOZLIN 9,5 mr BV 9,5 Mr BO-
Bbixog Bnaru npun 40O - npu 40 npu 40 ’.U.O SOOAMH abl/n O 500 abi/n 40
500 mn 500 mn 500 mn Mn 500 mn
30 n/mnH 0,75 30 n/muH 0,8 30 n/muH 0,25 30 n/MuH
ConpoTviBneHvie 30 n/muH 0,62 - CM BOb! CM BOApI 30 n'munH 0,25 om cM 0,25 cm Bogp!
noToKy (cM HrO) cv BOfbl 60 a"mmK 1,48 60 n/muH 1,5 BOfp! BOfp!
CM BOZp! CM BOAp!
Bec (1) 6,8 27,60 23,60 29,51 4.0 4,0 6.3
CoeguHuTenn
CTOPOHa NaLiHeH- 22F/15M 22F/15M - -
Ta (M) ISF/22M ggl;/{/lfsl\ﬁ 22M/15F 22M/15F -
CTOpOHa Nprb<cha
(Mm)
AddekTnB-
HOCTb 6aKTepu- >99.9992 >09.9992 >09.9992 >09.9992 >99.9992% >99.9992 >99.999
i % 9 % % % 2%
aNnbHoOI (nNb- %
rpauyun (36d)
AhhekTuns-
HOCTb BUPYC- >99.9970 >99.9970 >99.9970 >09.9970 >99.9970% >09.9970 >99.997
HOW (PUbTPa- % % % % % o7
uumn (3BD)
Mogenb FL-70311 FL-70312 FL-70313 FU70314 FL-70320 FL-70124
[unanasoH Abl- 6onee 1500
XaTenbHOTO 50-250 250-1000 250-1500 250-1000 250-1000
ob6bema (M)
Meprsoe npo- 19 45 50 7 35 90
CTpaHcTBO (M)
R — 29 mr/n npu 40 28 mr/n npu 29 mr/n npu A0 28 mr/n npn 4O 29 mr/n npu 29 wmrin npu 10
A 500 mn [0 500 mn 500 mn 500 mn [0 500 mn 500 mn
30 //MHA 2,6 CM 30 /MVH 1,6 cM 30 n/MHH 1,1 cm 30 n/muH 1,6 cm 0.5n1/c0.5 cm
ConpoTvie/eHe BOfb! BOfIbI BOb! BOfpbI 7n/2.5¢cm BOfpbI
noToky (cm HrO) 60 n/MUH 5,3 cm 60 N/MUH 2,6 cM 60 N/MHH 2,5 cm 60 n/MuH 2,6 cm BQObI 1.05n/c 1.4cm
BOfb! BOfb! BOAbI BO/bl BOAbI
Bec (r) 11,30 27,90 34.50 38,50 31,0 35,0
AddekTns-
0,
HOCTb anTepVI- 599,992 % 599,0992% 99,9992 % >99.9992% 0>/99.9992 >99.9992%
anbHOM usb- 0
Tpauun (36®)
ShhekTuns-
0,
HOCTb BMpYC- 99,9970 % 99,9970 % 99,9970 % >99 9970 % 3/99.9970 >99.9970%
Holi hmnbTpa- ' 0
uun (9B®)
Pa3mep (BbIcO- 7.16 oM X6,00 e 7,27 cm X 7,5 cM x6,23 cMm 7 19 cm X 5,26 cm _
Ta XLWunpmnHa) 5,91 cm '
HEPA knacc - 13 13 13 -
CoeauHutenu
CTOP?_:?J;;MQH' 15M 22F/15M 22F/15M 22F/15M 22F/15M
22F/15F
CTOpOHa npubopa 22M/15F 22M/15F 22M/15F 22M/15F 22M/15F
(Mm)
Mogenb FL-70128 FI~70129 FL-70130
MopT ans caHa-  ~ 5.0MM 3.0mm 2.0MM

umm
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|_|'Be'|' Bensblit
Pas- A B
Mep coeau-
HeHuA

15 15.525+0.0 15/165+0,005
05

22 22425%0.0
05

21.94+0,005

14.5+0.005

19,5+0.005

CuHuiA

CuHuii
m ipew ba -wmm.
D E KOHA'CHOCTh  JlonycK Ha KO-
F HTCHOCTb Ha
eMHUL) O/INHbI
AnamveTtpa
4,3+0.005  2,2+0,005 1:40 0,025+0,0(t02
5,2+0.005  2,2+0.005 1:40 0,025+0,0002

Pa3Mepr KOHNYECKNX COG,EI,I/IHVITe]'IeI\/’I

OxBaTblBaeMble feTain KOHUYEeCKNX COE,CI,VIHEHI/II‘/’I pasmepom 22 MM, 3a UCK/TIOYEHUNEM npeaHasHa-
YEHHbIX ONMA NMPUCOEANHEHNA K HMHEBOM MacCKe, OO0/XKHbl MMETb MPOTOYKY B COOTBETCTBUN C PU-

n CYHKOM HUXEe).

[ObixaTenbHblli 06beM ycTaHaBAMBanu M3 pacyeTa 8-9 MA/KF uaeanbHOW macchl Tena. MakcuManb-
HbIl CPOK NCNONb30BaHNUA PUNLTPA OFpaHUYeH 48 yacamu.
LTyuep Ha CTOpOHe nauueHTa NpeAcTaBnseT co60l 0XBaTbiBaeMblii KOHWYECKUW COefUHUTENb

pa3MepoM 22 MM W, COOCHbI/ eMy, OXBaTbIBalOLWUA KOHUYECKNIA coefuHNTEeNb pasmepom 15 mwm;
06a coeiMHUTENA AO/MKHbI COOTBETCTBOBATL Tpeb6oBaHUAM 1SO 5356-1
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MopT Ans caHauumn He AOMKEH PacCOeaMHSATLCS C KOPMyCoM (MnbTpa. YTeuka rasa U3 nopta caHa-

unn, npusefeHHas K TemnepaTtype 20 °C u pgasneHuo 101,3 klla, He fo/mkKHa npesbiwarb 5
MJI/MWH.

13. OnrcaHve MaTeprasoB, COAEPXaLLMXCS B KITOUEBbIX (DYHKLMNOHA/IbHbIX
anemeHTax / 60Kax / 4acTaAX MeAUUMHCKOrOo Wu3aennsi, B TOM  UUCTIe,
MaTepuanoB, KOHTAKTUPYIOLLMX C YeN0BEHECKUM OpraHn3MOM

HanmeHoBaHMe YacTu gpixa-

TENLHOO (AbTPA Martepuasn, mapka MocTaBLNK
Kopnyc dunbTpa MonusmHuMnNxXnopung
EVO8EFP02
KpacuTenb 3eNeHblii Green Field Chemtech co.

Pigment No. Green 7 ;CAS  Ltd.
N0.1328-53-6 (Chlor-onated
copper phthalocyanine)

PUnbTp MonunponuneH Formosa Plastics Corpora-
PP 5090T tion
MopT gna caHauum T3l Diyflex®

Kpacutenb CUHWIA
Pigment No. Blue 15:0;CAS  Hotai Industrial co. Itd
NO,147-14-8
(Copper phthalocyanine)
MopT JTiosp-nok MonunponuneH
PP 5090T
KpacuTenb CUHWUIA
Pigment No. Blue 15:0:CAS
NO,147-14-8 Formosa Plastics Corpora-
(Copper phthalocyanine) tion
KpacuTenb 3e/eHblii
Pigment No. Green 7 :CAS
NO. 1328-53-6 (Chlor-onated
copper phthalocyanine)
Tpy6bka 3BAEV 302 ASIA polymer Corporation
YnakoBka MonnatuneH HDPE 8050 Formosa Plastics
Corporation

14. lMoarotoBKa K paboTe 1 NopsiioK padoTbl

14.1TMogroToska KpaboTe

BHVMAHWE: Crporo cnegosath Metogam acenTuku u cobmogath 06LimMe Mepbl NpesocTo-
POXXHOCTU U MpOLEeAypPbl, YCTaHOBMEHHbIE MPOTOKONAMM NeYe6HOr0 YUpeXaeHus.

Mpoueaypa NpoBOAMTLCA COrlTaCHO METOAMYECKUM YKasaHuam (MY) ans MeAUUMHCKUX paboTHU-
KOB, YTBEPXX/AEHHON B MeANLNHCKON YUpEXAEHNMN.

14.2 NopafokpaboThbl

1. BblbepuTe Mofenb AblIXaTenbHOro (unbTpa MM QuabTpa ¢ TennoBnaroo6MeHHWKOM, COBETYHO-
LLLYO BO3pacCTy nauueHTa U KAMHUYECKON CUTyaLun.

2. PekomeHpyeTcs ycTaHaBMBaTh AblxaTesibHble PUALTPbI C TEN0BNAaro06MEHHUKOM MeXAy KOH-
LIOM 3HAOTpaxeasibHON (TPaxeoCTOMUYECKOW TPYOKM, NapuHreanbHON Macku v ap.) 'Y -06pasHbiM
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3/1eMEHTOM [bIXaTeNbHOr0 KOHTYpa. [bIxaTe/lbHble (PUbTPbI C Tena0B1aro0bMeHHUKOM He peKo-
MEHAYHTCA K NPUMEHEHWNIO NPW UCNONb30BaHUMN aKTUBHOMO YBMI&XXHWUTENA UM a3P030JIbHbIX CU-
CTEM.

3. [ObixaTenbHble (UILTPLI 6e3 TernnoBnaro06MeHHWKa MOTYT ObITb YCTaHOB/IEHbI MEXAY KOHLOM
9HAOTpaxeasibHOW (TPaxeoCTOMUYECKON TPYOKU, NapuHreasbHOM Macku v ap.) u Y -06pasHbIM ane-
MEHTOM [JblXaTeNlbHOro KOHTYpa, UK Mo IMHUKN BXOAA U BblAoXa. [bixaTefibHble (uabTpbl 6e3 Ten-
NoBNaroo6MeHHNKa He PEKOMEHAYHOTCA K NMPUMEHEHWNIO MPW UCMO/b30BAHUN aKTUBHOTO YBNAXHW-
Tens NN a3po30/ibHbIX CUCTEM.

4. BCKpOITe ynakoBKy, U3BNEKUTE U3AeNNe.

5. MNocnepoBaTenbHO COEAMHUTE U3LENNE C [blXaTe/IbHbIM KOHTYPOM W 3HAOTpaxeasibHOW TpyOKoW
(TpaxeocTOMUYECKOW TPyOKM, N“MHreanbHOW Macku v Ap.) nauueHTa, ybeauTecb B repMeTUYHO-
CTV [bIXaTe/lbHOro KOHTYypa (MMeeTcs 3arnyLika Ha nopTe nyap-/1okK).

6. YcTaHoBUTE HeOOXOAMMbIE NapameTpbl BEHTUIALMMN CYHeTOM «MepTBOro NpoCTPaHCTBa.

7. TIpn “CNoMb30BaHUN AbIXaTeNbHOr0 (PUILTPA UK AbIXaTeNbHOro GuIbTpa C TENIOBNAr006MeH-
HVWKOM, CHab>XeHHOro pas3bemMoMm flyap /10K, A/19 NPOBeAeHWs ra3oBOro aHanvsa/kanHorpagpum co-
eIVHUTE IMHUIO aHasim3aTopa ¢ NopPToM (ubTpa, yoeanTecb B repMeTUYHOCTU COEANHEHNS.
B.MeHsinTe nsgenne Kaxasle 24 yaca nposeaeHns VIBJ1 unu valle no Mepe 3arpsisHeHns

9. He gonyckaeTtcsa UCNonb30BaHWe O4HOT0 U3LENNA Y HECKONbKUX MaLneHToB.

10. [e3vHdekuus, ctepunmsaums u NOBTOPHOE NCMONb30BaHUE U34eNNA He NPesyCMOTpPeHbI, noce
MCNOMb30BaHUA YTUNN3NPYITE U3LeNve.

MpumeyaHmne

[.MpvmeHeHe n3gennsa NPpoBOAMTCA NOA KOHTPO/IEM Bpaya.

2. Tpy 06Hapy>KeHNW MOBPEXAEHUA YNAKOBKN NMPUMEHEHVE (UbTpa He PeKOMEHAYeTCs.

3. BO3MOXHO pa3BuTve 06CTPYKUUU W3AeNUs OTAEeNAeMbIM W3 [bIXaTeflbHbIX MyTel nauueHTa,
HapyLlatoLLee NpoBejeHVe BEHTUIALUN 1 TpebytoLiee HeMea/leHHOW 3aMeHbl (hunbTpa

4. Heobxoanmo y6eanTbecs B repMETUYHOCTM AblXaTe/lbHOOr0 KOHTYpa, NPOBEPATL COefUHEHNe 13-
Jenns ¢ AblXaTeNlbHbIM KOHTYPOM W 3HAOTpaxeanbHOW TPy6Koi (TpaxeocTOMMYecKol Tpy6Ku, na-
PUHreasbHOM Mackv W [p.) nauueHTa, MpoBepATb COeAWHEHWe JIMHUWM Ta30BOr0  aHanu-
3a/karnHorpagumn ¢ NOpToM (UNbLTPA, aHaIN3MPOBaATb AaHHbIE MOHUTOPUHIA BEHTUNALUW Ha MNpea-
MeT YTeuKu.

15. TexHnYecKoe 06Cy>XKnBaHme

15.1 OcyLLecTBNAETCH MOCTOSHHbI MOHUTOPUHI KOHTPOMMPYEMbIX YCNI0BUIA U cpedbl Ha npeamet
OuoHarpyskn no Metofy CeAVMEHTaUMOHHbLIX NnacTH. MeTof KOHTpoNA 6uoHarpysku, nepuo-
AMNYHOCTb MPOBEPOK U MpefefibHoe 3HauYeHne KosnoHueobpasyowmx eguHuy, (KOE) npusoamTca B
GTP/QC/14

15.2 Takxxe nepmognyeckn NpoBOAMTCA KOHTPONb GUOHArpy3kn Ha 060pyfoBaHue, KOHCTPYKLNN,
o4exnay nepcoHana. MeTtog KOHTPONA B6MOHarpy3ku, NneproAnyYHOCTb MPOBEPOK W NpesesibHOe 3Ha-
YyeHUWe KonoHueobpasyowmx eamumny, (KOE) npusogutca B GTP/QC/14.

16. YucTKa 1 ae3nHpeKums
He npegycmoTpeHa.

17. Ycnosus 6e30MacHOro NpMeHeHNs

17.1 Tpon3BOACTBO M3AENNA OCYLLECTBAAETCA B KOHTPONMPYEMbIX YCMOBMAX: YMCTad KOMHaTta
Knacca 7 B cooTBeTcTBMU € ISO 14644-1. MomelleHne 060pyL0BaHO BbICOKOIPHPEKTUBHLIM MPOTH-
B0a3p030/1bHbIM (hunbTpoM (HEPA), BNaXXHOCTb 1 TemnepaTypa KOHTPOMpyroTca. Meprnoanyeckm
npoBOAUTCS Banupaums cpefbl B KOMHaTe B LiefaX NPoBepKu sddeKTMBHOCTU thnnbTpa HEPA.
Ycnosus cogepxaHusa nomeleHns cootsetcteyoT W1/CVC/02.

17.2 BO3MOXHble OC/TOXKHEHUA MPY N30bITOYHOM YBNKHEHUN:

* [OBbILLEHHbI PUCK HO30KOMUA/IbHOWN MHEKLNN
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- [OoBbILLIEHHbIE BbIAENEHUS CAIN3UCTOI 060/104KK

ml10BbILLEHHAS HEOOXOAMMOCTb OTCaChIBaOLLMX NPOLEeAYP

mC\)KEHVE 1 OKK/THO3US TPaxeasbHON TPyoKu

- KoHgeHcaums Bogbl MOXET 6/10KMPOBaTh BO34YXOBOJ, Bbi3blUas 006TypaLuio
TyNUYHbIE XapaKTePUCTUKM HeHarpeToi MeAnLMHCKON ra3o0BoOin CMecK:

Temn. 20°C

A6c.Bn. ImrH20/n

B0O3MOXXHble 0CNI0XKHEHWS NPY HEAOCTATOYHOM YBIXKHEHUN

 PecTprKLmMa 1 OKK/103UA NpocBeTa TpaxeanbHON Tpy6KM

* HapyLieHve CAM3nCTon 1 LMANapPHOR (yHKLNIA

* ATeniekras

* [0BbILIEHHASA BO3MOXHOCTb NMOCTOMNEPALMOHHBIX 1EF0YHbIX OCNOXHEHWIA

* I3MeHEHNEe MeXaHUKN NErKnX, BeyLlee K rmnoKcemmm

TUNNYHbIE XTLIAKTEPUCTUKN 30HbI M30TEPMUYECKOrO HaCbILLEPLLS;

Temn. 37°C

A6c.Bn. 44mr H20/n

17.3 W3pgenvie NPUMEHAIOT COrNAaCHO MHCTPYKLUMW Ha U3fenve, HecObNI0AeHNe NHCTPYKLUN MOXKeT
MPUBECTM K NOBPEXAEHNIO (DMNbTPOB M NPEKPALLEHNIO rapaHTUM NPOV3BOAMTENS.

JleKkapCcTBEHHbIX CPeACTB B COCTaBe U3LENNA HeT.

18. TpeboBaHUS OXpaHbl OKPY)KAKOLLEN cpefbl, B TOM 4ucre TpeboBaHusA 6e3-

OMNacHOro YHUUYTOXeHUA N yTUn3aumn. 3alimra 0pr>Ka+ou_\e1‘/'| cpenbl.

18.1 Vzgenus npu XpaHeHumW, TPaHCMOPTUPOBKE M 3KCNyaTtaunm He BbILENAOT B OKPYXaOLLYHO

cpefly TOKCUKO/IOrMYEeCKMX BELLECTB M He 0Ka3biBatOT (MPW HernocpeacTBEHHOM KOHTAKTE) BPeAHO-

ro B/IMSIHNA Ha OpPraHn3M YenoBeKa M OKpyXXarolyto cpegy. Mpu paboTte ¢ usgenusamu cnewmasib-

HbIX Mep Mo 3aliuTe NPUPOAHOI cpefbl OT BPeAHbIX BO3AENCTBUI He TpebyeTcs

18.2 Bce paboTbl N0 NPOU3BOACTBY (DMALTPOB MPOBOAATLCA B MOMELLEHUAX, 0060PYAOBAHHbLIX

MECTHOI NPUTOUYHO-BbITAXXHOIN BEHTUNSALMEN.

MprYiMeHeHWe OTKPLITOrO OrHA B 3TUX NMOMELLIEHUAX 3anpeLLaeTcs.

18.3 OxpaHa OKpyxawLlleld cpedbl B COOTBETCTBAM C  [eACTBYHOLWMMU  CAHUTIL3HO-

3NNAEMUONOrMYECKUMU NPaBUIAMU 1 HOPMaMW NPOU3BOAUTENS.

18.4 OcyuiecTBnsAeTCA NOCTOAHHbI MOHUTOPUHT KOHTPOMPYEMbIX YCNOBWUIA 1 Cpefbl Ha npeaMeT

OMoHarpyskn Mo MeTofy CeAMMEHTaLMOHHbIX NAacTUH. MeTof KOHTPOons 6uoHarpysku, nepuo-
Cl OVNYHOCTb MPOBEPOK U NpefAenibHOe 3Ha4YeHne KosloHreobpasyowmx eagnHny, (KOE) npusogutcs B

18.5 TakxXe NeproAnYecKn NMPOBOAMUTCA KOHTPO/Ib BMOHArpy3Kn Ha 060pyA0BaHME, KOHCTPYKLUN,

ofexnay nepcoHana. MeTog KOHTPONA GMoHarpy3ku, nepuognyHoOCTb NPOBEPOK U NpeAenbHoe 3Ha-

yeHue KonoHmeobpasywowmx eamHny, (KOE) npusoamTcs B

18.6 YTunm3npyroTca Kak 0TXo4bl Knacca b- anuaemMmnonorn4yeckn onacHble 0TXoAbl.

He wncnonb3oBaHHble W3eNns YTUAU3UPYKOTCA B COOTBETCTBUM C MPUHATBIMA B MEeAWLMHCKON

npakTuke HoOpMamu, a TakkKe COOTBETCTBYHOLMUMU  MECTHbIMU, TOCYA"CTBEHHbIMU W

(befepanbHbIMK 3aKOHO4ATE/bHBIMW aKTaMn U MHCTPYKUMAMK, KaK 0TXofgbl Knacca A CaHlluH

2.1.7.2790-10 "CaHuMTapHO-3NUAEMMNONIOTUYECKME TPeboBaHMUA K 06palLeHU0 ¢ MeAULUHCKUMMU

oTxogamu".

19. [1aHHbIe MO CPOKY CNy>obl
0TOBOE M3Aenime COXpaHsAeT COOTBETCTBME TEXHUYECKUM U PYHKLMOHaNbHbIM TpeboBaHNAM B Te-
yeHue He MeHee 5 /1eT OT Aatbl U3rotosneHnsa. CpoK cnyxobl - 24y,
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20. TpeboBaHUA K TPaHCMOPTUPOBAHWUIO U XPaHEHWUIO

Vi3penna TpaHCnopTUPYHOT BCEMU BUAAMM KPbITbIX TPAHCMOPTHBLIX CPEACTB B COOTBETCTBUM C MNpa-
BMNaMU NepeBO3KM rpy30B, AeNCTB3NOWMMN Ha TPAHCNOPTE AaHHOMO BUAA, MPW COBNOLEHUN TEM-
nepaTypHOro pexxuma.

TpaHcnopTnpoBKa npu Temnepatype ot 0 go 40 °C.

XpaHUTb B CYXOM MOMELLEHNN 3aLMLLIeHHOM OT NPSMOro CO/IHEYHOro cBeTa npu Temneparype ot 0
[0 40 °C.

21. ["apaHTUN N3roToBUTENSA

rapaHTI/IFI 12 MECALIEB. ﬂpOMSBO,EI,I/ITG}'Ib rapaHTUPyeT OTCYyTCTBUE ,D,E(*)eKTOB NCNOJSTHEHNA NN Ma-
TEpUanoB Npu CO6MOAEHUN HaANeXaLlnX YCNOBUIA XPaHEHUST U NUCMOMb30BaHUS. [JaHHas rapaHTus
aHHYNMPYeTCA B Cny4dae HEMPaBU/bHOIO XpaHEHUA NN NCNONb30BaHUA, a TakKXXe npyu BO3HWKHOBE-
HUN q)aKTopOB, CBA3aHHbIX C NalWeEHTOM, €ro AnarHo3om, NeyeHnem, XUpyprmyecKMmm Bmella-
TeNbCTBaMN N APYTMMN aCneKTaMWn, He 3aBUCALLMMN OT NPOon3BoaAnTeNA N OKa3blBalOLWLMMMN HEmno-
CpeacTBEHHOE B/IMAHNE Ha NPOAYKLMIO NPON3BOANTENA U PE3YNbTATbl €€ UCMOJ/Ib30BaHNA

22. MapKnpoBKa U1 yrnakoBKa u3fenma

22.1 OnucaHne Mapkuposkn M

MapKrpoBKa BK/IOYAET CNefyHoLLY0 MHPOpMALMIO:

-TOBapHbIN 3HAK MPeanpuUATUA-U3roTOBUTENS

-HavMeHOBaHWe NPON3BOAUTENSA C YKa3aHWeM ajpeca

-HanMmeHoBaHMe 1 0603HaYeHWe TUNa (B1aa, cepum) n3genmns

-HOMEp U3AeNnsa Nno cucTeme Hymepalmm NPoun3BoaUTENS

-Apyrve faHHble B 3aBUCMMOCTM OT TPeb6OoBaHWMiA K M34enuam (CM. CMMBO/IbI, UCNO/b3yeMble
ON15 MapKUPOBKMK).

MakeT MMKUPOBKY AN1a PD;
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rLTorpK

Besmed
I

OBIXATENBHBLIA dUNBTP
B BapuaHTax UCMONHEHNSA

Obin10;1bl1bié hwlbipr ««{Tn* ;f0lp-nolc{'b-70114
REF FL-70114
[FoT] MOXXXXXXXX
A 20XX-XX
2 20X%-XX

C€ 2460 S5TEMLEEO

Beamed Health Business Corp.
No. S. Lam 116, Wu-Kong 2nd Rd, Vi™ Ku District,
New Taipei City, Taiwan

>iiuiiMMU4MiRMa np«,u-1aB*1Bnb Up«H<w>,![H1lc.1q:
<rOpHecciiMen11kn)>125/10,r Mockm.yn 3<LWHAKKC3H3pa

AK'moneMMTWK, i.kL w.4

> Obrecs

MapKnpoBKa BHELLHEN KapTOHHON KOPOOKM 1 TPAHCMOPTHON KATOHHOM KOPOOKN BbIMNO/MHS-
eTCA C HaHeCeHWeM AOMNOIHUTENbHBIX CUMBOJ/IOB O MPaBW/IbHOM TPAHCNOPTUPOBKE U XPaHEHWUN U3-
Aennii, TakKnx Kak:

- OrpaHuyeHmne TemnepaTtypsl I

- bepeyb OT Bnaru

- Hepgonyckatb nonajaHus Co/IHEYHOrO cBeTa

MakeT BTOPWUYHOM 1 TPAHCMOPTHO YNaKoBKM U3AENNs:

Beamedi ObixatenbHblii hunbtp FL-70124

rRer  FL-70124

(01)04716770XXXXXX(10)MBL>000CX{17)XXXXXX

MOXXXXXXXX cro20XX-XX S20XX-XX

Beamed Health Business Corp.
No. 5. Lane 116. Wu-Kong 2nd Rd, Wu-Ku OistncL
New Tavei City. Tawan

22.2 OnucaHue CMMBOJIOB, HaHECEHHbIX Ha MapKMpPoBKY MI/
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22.3. 'lpoLiecc yrnakoBKW 13aenvis

3genns, ynakoBaHo B BO3JYLUHO-MY3bIPYaTYIO NIEHKY.

Mpoueaypa cTepunnsaymn atnneHokengom no EN 1ISO 11607-1.

CsefieHna 0 npouenype cTepunnsalum;

1. Bpems akcnosunumu: 3 yaca/ NONOBPLUHBIA LMK/, 6 HYaCcOB / MOMHbIV LK.
2. Temneparypa: 65 + 5RC

3. BnaxkHocTb: 55~90% OB
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4. [asneHue: 500 mm pT.CT. = 100 Mm pT.CT.

23. NepeyeHb NPUMEHAEMbIX HaLMOHA/IbHbIX U MeXAYyHapoAHbIX CTaHAAPTOB C
LiefNbio 06ecreyeHnst 6e30MnacHOCTU, 3hheKTUBHOCTU N KavecTBa MeAULIMHCKOTO

n3genua

O EN ISO 14971. 2012 W3pgenua wmMeauvumMHcKme. TIpuMeHeHWe MeHePKMeHTa pucka K
MeLULMHCKUM U3LeNNaM

O EN ISO 13485: 2012 W3penus megmumHckue. CucTembl MeHempkmeHTa KadvectBa. Cu-
CTeMHble TpeboBaHWA AN LeNein peryampoBaHms

O EN ISO 9360-1: 2009 AnnapaTbl WHransiyMOHHOW aHeCTe3WM W WUCKYCCTBEHHON BeH-

TUNAUMKW Nerkux. Tennosnaroo6mMeHHUKN (TBO) Ana yBNaxHEHUs BLbIXaeMbIX Y€10-BEKOM ra3os.
Yactb 1 TennoBnaro06MeHHUKN C MUHUMAIbHbIMUW AblXaTelbHbIMU 06b-eMamut 250 M

O EN I1SO 9360-2: 2009 Ann”™aTbl WHransiyMoHHOM aHecTesum W WCKYCCTBEHHOW BEH-
TUNALMM nerknx. Tennosnaroo6meHHukn (TBO) ansa yBnaxHeHUs BAbIXaeMblX Yen0-BEKOM rasos.
YacTb 2: TBO ¢ MUHMMaNbHBIM AblXaTe/lbHbIM 06beMOM 250 M/ 415 Na-LMEHTOB C TPaxeoCTOMO

U EN ISO 1041: 2008 WHdopmauua, npepocTasnsemas MpPOU3BOAUTENIEM MeLULNHCKUX
n3genuni
O EN ISO 5356-1: 2015 AnnapaTtbl WHraisaUMOHHOMW aHecTe3Mn W WUCKYCCTBEHHOW BEH-

TMnAumm nerkmx. CoeguHeHms koHnyeckume. Yactb 1. KoHnyeckune natpyokm v rHesga

O EN I1SO 11135-1: 2007 Ctepununsaums MegULUHCKOM NPOAYyKUMK. DTUneHokeua. YacTb 1
TpeboBaHNA K pa3paboTke, BaiMjauuyv W TeEKYLEMY YMpaBieHW0 MPOLECCOM CTepuin3aumm
MEeANLMHCKNX N3aenuni

O EN I1SO 11607-1: 2014 YnakoBKa AN MeAWLUHCKUX W3AENNA, NOANeXalmnx (GUHULLIHOW
cTepunmsaymm. Yactb L TpeboBaHus K mMaTepuanam, 6apbepHbIM cMCTeMaM AN1S CTepuansaumm un
YyNaKoBOYHbIM CUCTEMAM,

YMNOMHOMOYEHHBIA MpeacTaBuUTe/lb Npom3BoanTens B PP (HaMmeHoBaHuWe, aj-
pec, TeneoH, no4ra)
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YNONHOMOYEHHbIN npeacTtaBuUTeE/lb MNMPOU3BOAUNTENA:

NonHoe 1n coKpaLleHHoe Hanme-
HOBaHWe MPMbI (B COOTBETCTBUM C
YupeguTenbHbIMM AOKYMEHTaMU)
FOpuanyecknin agpec (s cootset-
CTBUW C YUpeaUTeNbHbIMU JOKYMEH-
Tamu)

TenehoH (no akTMueckomy agpecy)
E-mail
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O6LWecTBO C OrpaHNYEHHON OTBETCTBEH-
HocTbio «Opgucceit Megunkan» (OO0
«Opuccenn Megukan»)

125130, r. Mocksa, yn. 3on u
AnekcaHfpa KocMmogembAHCKUX, 4.36,
KB.4

8-925-145-61-34

info(S,odyssey-medical.m



«YTBEPXJAKO»/ "APPROVE"
/.

Capal/Jlv
(uma/ncpne)
Buue-npesnieHT
(momkHocTb/position)
Inodnuch/
(noanuce/signature)
« 04 » 08___2020r.

«fileHb» Mecqy, (undppamu) /«day» month (numerals)

M.M. /Stamp
/WTamn: becmen/

[LLiramr;
2020 rog, nebuunblii fOKyMeHT HapogHoro cyaa r. Taii6aii

Ne [lena 0929 fara; 05 asrycra 2020 T.

MognmHHOCTL Nognuen (NoArLLCCi) / nevaTu (Nevatei),
MPOCTaB/MEHHbIX B HACTOSILLIEM AOKYMEHTE, NOATBEMKLEHA B
HOTapuasnbHol koTnope YsHa LizsHb-KOaHs (Cheng, Chien-Yuan),
Okpy»kHoIM cyA TainBaHs, Tain6aid, Kutaiickas Pecry6imka.

YsH L3saHb-HOaHb 1Mognmck/

TaviBaHb, Tali6aid, YaHr AH 3. Poyg, 52, 9F-2

(9F-2, No. 52, Sec. 2, Chang An E. Rd., Taipei, Taiwan)
Ten: (02)25074587]

NHCTPYKLMA N0 NPUMEHEHNIO Ha MEAULIMHCKOE U3fenne:
ObIXATEJIbHbIN ®NJIbTP B BapmaHTax UCMOSTHEHUS

MpovsBoanTenb: Besmed Health Business Corp. («becmepg Xenc BusHec Kopn.»)
Agpec: Ne 5, JleitH 116, YkyH CekoHp Poyg, paiioH By-Ky, CuHb6311248, TailBaHb
(No. 5, Lane 116, Wu-Kong 2nd Rd,Wu-Ku District, New Taipei City248, Taiwan)
TeneoH: 886-2-2290-3959

dakc: 886-2-2299-9076

Ajpec aneKTpoHHoM nouthbl: info(gbesmed.com
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MepeBof aHHOTO TEKCTa BbIMOHEH NepeBOAYNKOM MaxTyHOBLIM ANeKceeM BnagumMupoBuuem

Poccuitckas deaepauns

["opog MockBa
BToporo ceHTA6ps fABe ThiCAYM ABaALATOrO roja

A, HaxaeB Maramen Ka36eKoBWY, BPEMEHHO WCMONHAKOUWWIA 0683aHHOCTM HOTapuyca ropoga

MockBbl [ypnapesa AnekcaHgpa BnagumupoBuya, CBUAETENbCTBYIO MOAAMHHOCTL MNOAMUCHU
nepesoguuka MaxTtyHoBa Anekceda Bnagumuposnua.

Moanuch caenaHa B MOeM MPUCYTCTBUN.
JINYHOCTL NOANUCABILEr0 JOKYMEHT YCTaHOB/IEHA.

3apernctpupoBaHo B peectpe: Ne 77/178-H/77-2020y
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