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Zumax Medical Co., Ltd. §
m Legal address and address of manufacture (p@):

5 Zhiying Street, Suzhou New District, Suzfibu
RSN Jiangsu, China ,@

Tel: +86 512 6665 0512 ext.502/504 @

Fax: +86 512 6690 9655 Q

http://www.zumaxmedical.com g

E-mail: sales@zumaxmedical.com
O
©
To whom It May Concern @ §

g )
To be submitted to the Compete ealth Authorities in Russi@Federation

O

[ herewith confirm, that the content/of the «Binocular medical Iot@Qwith accessories»

Operational documentation is valid© true.

Zumax Medical CO., LTD, 5 Zhiying Street Suzhou New District,@guzhou Jiangsu, China
is original manufacturer of the ce mentioned in Operational @umentation.
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©

c € The CE mark on th oduct indicates it has bee@sted to and conforms with the
provisions noted within the 93/42/EEC Medical Device ctive.

(@) Zumax Medical Co.ﬁ.
@) @)

Thank you for pu sing this product. To prev§ damage to your product (@njury to

. yourself or to oth read the following safety pré€caution in their entirety befoi%using this
equipment. Keep:these safety instructions w all those who use the produet will read
them.

Sy§tﬂs:

c

p)

& Oper instructions
S . K
A @gﬁentlon. Read operating manual for cautions and mstructxon@ use.
§' Warnings and Cafrtions /\/

Warning: Do not expose yroduct to liquid or moisture@to humidity.

MO

Warning: Do not touch théjsurface of lens with hand or hard objects.
Warning: Never cleanurface of lens with any har dirty materials.

Warning: Do not lo&@nto the sun or into a powerful light source with this loupe.

A Warning: Federal law restricts this device to sale or order of a physician.
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Binocular Loupes Version: 2
Date: 2020-0

1. Purpose and features of the product

1.1 Purpose @
The binocular loupes and headlights are used in Medicine. Q
Prescription Y

Designed to increase the image space and / or illuminate the field of view of the der@t during a

patient examination or surgery @)
g

1.2 Features:
e Multi-coated, high grade glass lenses m&@ce crisp, clear images.

e The Loupes which employ eyepiece &@ry large view field diameter.(Phe depth of focus
is deep and object can be seen stereo@pically with actual distance gng.

e The angle of the loupes can be adjusted between 0°~40 ° with ease fatigue is

minimized even after prolonged (@) .
e 6mm up and down displacement=Pupil distance can be adjusted@vidually which

could be suited for all kind of @es. (@)
* Adapts to any Head-Band andHeadlight,

e Smart design, convenient formobile diagnosis. ’%
2. Operating instruction § @Q
2.1 SLE and SLF operating, )
First step, please fasten the So the frame of glasses. Qh
Put on the loupe and check e pupil distance is symmet@y set.
Now look at a well it three-dimensional object. Adjust one eyepiece after the other until you see
a round image with no shalotvs and a focused object in e &) Then screw in both set screws. The
position of the optics is @usted over a wide range by kns of the hinge mount. The €ase of
movement of the hinges@n be adjusted by means of the inge screws. & .

© S
Adjusting headbang O
Pull the headline b to the end and then put on glasses to adjust to the mosi /anonable
position. Tighten éiead cord button to ensure @ the surgical magnifying gl stable on
the head. Figure@ @)

Q

Figure 1
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Binocular Loupes Version: 2
Date: 202@-21

Adjust the interpupillary distance: @
Loosen the Wrench to make the magnifying glass active. The user rotates ‘Q@ surgical
magnifying lens barrel along the middle hinge according to his or her own ifiterpupillary
distance, and then puts on the surgical magnifying glass and ensures that the two l&@ arrels are

| distributed on both sides of the eye according to the interpupillary distance, at the two
eyepieces are Observe the field of view coincidence. Figure 2 O

8@ @@@

Wrench
Tube
; Adjust position : ©
E After adjusting the hgight and pitch angle of the sur@al magnifying glass to the appropriate
position, the Wrench=s"fixed and the Wrench is remeyed, and the user can clearly éwe the

object in the field o@ w. Figure 3 Kéy) T

w

O
§
3
S
N
%
&

o

operating
1St step, please adjust the k@ f headband, wearing the bi ar loupes. Then check that
he pupil distance is symmetrically set.
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Binocular Loupes Version: 2

Date:/2020-09-21

Now look at a well it three-dimensional object. Adjust one eyepiece after the other you see
a round image with no shadows and a focused object in each. Then screw in both sefjserews. The
position of the optics is adjusted over a wide range by means of the hinge mouri/jThe ease of

movement of the hinges can be adjusted by means of the hinge screws. @

Adjusting headband Q
Adjust the middle headband to the comfortable position in the middle, and éét the two knobs
to fix the headband to ensure that the surgical zoom lens is stable on the hea@

N Knob @~
(O

8

Middle headband §
5
| AT
O

Fi 4 Q
igure @)
i@@
(U

Adjust the interpu pillary distance
'the knob to make the magnifyi%lglass active. The user rotates the surgical

Loosen the lever and

magnifying lens b@el along the middle hinge aceetrding to his or her own distance, and then
puts on the sur, magnifying tube and ensuressthat the two barrels are distributed on both
sides of the ey ording to the interpupillary @nce, so that two The observation fields of the .
eyepieces cm:ﬁﬁe. Figure 5 )

g
&
3
S
N
%
S

o

Figure 5 l
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Binocular Loupes Version: 2
Date: 2020- 1

Adjust the height: 0
After adjusting the height of the surgical magnifying glass to a suitable height, tighte knob
to fix the height of the surgical magnifying glass. Figure 6

j

Figure 6

5
O
Q
©
§
0“)
&
5

Adjust position :

After adjusting the height and Fgle of the surgical magnifyifig glass to the appropriate

position, tighten the lever to fix sition of the surgical mag&ing glass, and the user can
clearly observe the objects in th d of view. Figure 7 Q

N

5%

Lever
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Binocular Loupes Version: 2
Date: 2020-09-21

2.3 Optional accessory installation method
Secure the magnetic housing to the surgical magnifying glass with screws; Figer 4 &

) AD’ Figure 8
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Binocular Loupes Versign: 2
Date: 2020@21
3. Maintenance of product
3.1 Maintenance of lens @?
e The instrument not in use should be covered and put into the packing box. @
e Do not disassemble the optical lens by unskilled or unqualified technicians. @

e If the product does not work properly, contact an Authorized Represen‘% e of the
manufacturer. Do not try to repair the product yourself. o)

3.2 Cleaning
e The outer surface of the instrument may be cleaned with wet cloth, th@maining stains
can be cleaned off with the mixture @750% alcohol and 50% disti@ water. Do not

wipe with any corrosive detergent | at the surface should be d d.
e C(leaning the lenses : Mirror-clemg paper or a drop of liquid solvent (50% alcohol
and 50% aether) may be used to €léan the lens, blow it carefull)&there is dust stained
, on the lens, blow them with a bl@ball or brush them with a dus@ ;
| S &
| A Caution : Be careful to preyent the solvent into the instru
<
4. Specifications g A,
Optical specifications, SLE o
Magnification ork distance (mm) &eld of view (mm)
= Galilean Loupes [35)
2.5% _~ | 340/420/460 /500 £7/180/90/100/110
3.0x =] 340/ 420/ 460 / 500 L0 [60/65/68/70
35 x ) [340/420/460/500 <L [50/60/70/80
€3 Prismatic Loupes/~,
4.0 x 340/420/460/500 /~ 55/65/75/85
5.0 x Y 340/420/460/500,_ 45/55/60/ 65 Y
6.0 x =S 340 /420 /460 / 500./) 40/47/50/58 N
> O &
Optical specifications, SLF e vl
Magnification /= | Work distance ( | Field of view (5
o Galile upes A
2.5x I 340 / 420 / 460+500 80/90 /100 (10
3.0x ~ 340/420/ 500 60/65/ 68§
3.5x A 340 /420 / % 500 50/60 /70780
S T xS
Optical ications, SLH - =
Magnification | Work di‘éce (mm) | Field o‘&w (mm)
A 'Galilean Loupes o
2.5 x AN 340 /420 / 460 / 500 80/90./100/110
3.0 340,420 / 460 / 500 60 L65/ 68 / 70
3.560° 3404420 / 460 / 500 5§ /70 / 80
L ) Prismatic Loupes
—
40 40/ 420/ 460 / 500 55765/75/85
5.0 x 340/ 420 /460 / 500 45/55/60/ 65
6.0 x 340 /420/460 /500 40/47/50/58
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Environment requirements

Binocular Loupes Ver

Date: 202&1 21

@
F
Q

Temperature +10 °C — +40 °C
Operation Relative humidity 30% — 75%
Atmospheric pressure 700 hPa — 1060 hPa 2
Temperature -40 °C — +55 °C
Shipping Relative humidity 10% — 90% (@
Atmospheric pressure 500 hPa — 1060 hPa
Temperature -40 °C — 455 °C (O
Storage Relative humidity (y | 10%—90% (@)
Atmospheric pressure , /~ | 500 hPa— 1060 hPa £
>
Applicable symbols O K@
S
Manufacturer O @
¥ /N Q
Authorized R&sesentatwe in the EU O
& Manufactu@gg date
‘O
Serial m@er

Stor§ emperature

e —&J SO
@ Sto@e Relative humidity @’
s /Y Y
F 7 4

@rage Atmospheric pressure

)

T

Keep away from moisture &

<)

O
@ Fragile § @§L
= i S
§ CE mark § ay
N Caution g S

g

Consult instmctiomgor use

Non Sterile

&A Q

e @

Ption date and warranty p

uction date on the body labe
Uselife of the device is 5 years.
The actual warranty period is | year.




Binocular Loupes Vergion: 2
Date: 2020=00-21

L
Limited Warranty @

«Zumax Medical CO., LTD» (Zumax) warrants that reasonable care has been used i*the design
and manufacture of this instrument. This warranty is in lieu of and excludes all other'warranties
not expressly set forth herein, whether express or implied by operation of law therwise,
including, but not limited to, any implied warranties of merchantability or fitness % a particular
: ; o ok
purpose. Handling, storage and cleaning of this instrument as well as other factors=relating to the
patient, diagnosis, treatment, surgical procedures and other matters beyond ?
directly affect the instrument and the results obtained from its use. Zumax's ob! tion under this
warranty is limited to the repair or replacemg 1 b
for any incidental or consequential loss, da @? or expense directly or indir
use of this instrument. Zumax neither ass| iz , nor authorizes any other (-L

any other or additional liability or respons lity in connection with this instrdn
@) @

Dispose in accordance with acceptec@edical practice and applicab‘al, state, and federal
A )
laws and regulations. & Q

Class of hazard for medical wasfﬁy reference to specification of\morphological composition

(in accordance with Russian Sanit egulations and Standards 2. 12790-10) Class A

%%L/ hg n
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Binocular Loupes Version: 2
DatdJ2020-09-21

Ay
L
£
‘ Zumax Medical Co., Ltd. @
5 Zhiying Street, Suzhou New District, Suzhou, Jiangsu, China 215129 Q
Phone : +86 512 66650502 Y
Fax : +86 512 66909655 <©©
E-mail : sales@zumaxmedical.com
Http://www.zumaxmedical.com (O
& g
EC | REPIMedNet EC-REP Gmb%@rkstrasse 10, 48163 Miinster.@rmany
O 1 )
Authorized representative of anufacturer in Russia ()
LLC "N. CELLA"
111033, Moscow, VolochaeySkaya st., 12A, bldg. | @)
+7 (495) 771-75-39 0
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SLT

User’s Guide

§
L
@
L
Medical Binocular Loupes é'@l
&
©

M
Zumax Medical Co., lﬁh

T
Q . ™"
Thank you for purchasing this product. To preve amage to your product or injury to

yourself or to others, read the following safety preca tion in their entirety befor@ing this
equipment. Keep e safety instructions whe&g@@l those who use the produt%l?will read

them.
O
- \

5 A

Operating instructions §ming
A .§nﬁon. Read operating ma@ for cautions and instructi or use.
@@; . Warnings and Ca:gs o . o
A § arning: Do not expose yoursproduct to liquid or moisture o@/ humidity.
&g, Warning: Do not touch th@'-face of lens with hand or han@)jects.
Warning: Never clean trface of lens with any hard a d
g Warning: Do not loo the sun or into a powerful li
A\

Warning: Federal law restricts this device to sale or order of a physician.

irty materials.

source with this loupe.
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1. Purpose and features of the product §
1.1 Purpose @
£

The binocular loupes and headlights are used in Medicine.

Prescription

Designed to increase the image space and / or illuminate the field of view of the ist during a
patient examination or surgery ég/'

1.2 Features: @

e  Multi-coated, high grade glass lenses produce crisp, clear images.

e The Loupes which employ eyepiece %z?very large view field diameter The depth of focus is
deep and object can be seen stereoscopically with actual distance feeli

e  Smart design, convenient for mobﬂ@iagmosis. ™
2. Instructions for use O o

SLT loupe is personalized to meet the requirements of each surgeo@Q\e following parameters ’

are preset according to the data or@v customer sheet.

e Inter-ocular distance ,@ O

e  Working distance o)

e Lens correction @

e Inclination or declinat@ drilling position depending %the inter ocular distance and
position of the eyes @)

e Position of the nose r (39)

The device requires fin stment before using the first @E.

Adjust the sides if nec and then try it on. SLT s be used with the headband fastened
to keep it in position. side guards clip onto the fra

O O

3. Maintenance of product @ @j’
ot 5 S

3.1 Maintenance ns O

e The instrumehhot in use should be coveredput into the packing box. & _* .

¢ Do not disa§semble the optical lens by unski or unqualified technicians. @)

e If the pr does not work properly,“contact an Authorized Repé@ntative of the
manufa r. Do not try to repair the pro@t yourself. @

3.2 Cleani AN §
e The r surface of the instrument be cleaned with wet cloth, emaining stains can
be @wd off with the mixture of 509 alcohol and 50% distilled@ter. Do not wipe with
gorrosive detergent lest that t rface should be damaged. /\/
. ing the lenses : Mirror-cl@mg paper or a drop of liquiﬁvem (50 % alcohol and
ere is dust stained on the

G % aether) may be used to c@m the lens, blow it carefully.
ens, blow them with a blowball-6r brush them with a dust pen

§A Caution : Be care prevent the solvent into the instrument.
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4. Specifications

&
Ay
L
@
L
g
e

Optical specifications, SLT
Magnification | Work distance (mm) | Field of view %T
TTL Loupes X
2.0x 340/ 420/ 460/ 500 100/ 110/ 1307/ 140
2.5x 340/ 420/ 460£500/550 70 /80 / 9@/ 120
3.0 x 340/ 420/)4607 500/550 60 /70 /8 0 /100
PD =N g
PD, mm 55; 55,@; 56,5:57: 57.5;58:58.5: 59@,5; 60; 60.5; 61;
61,5; 62762,5; 63; 63,5; 64; 64,5; 65; 65,3; 66; 66,5; 67; 67,5;
68; 6@ @
. | o
nvironment requirements S8 C)H
Temperature /) +10 °C — +40 °C,..
Operation Relative humidity: 30%—-75% ., ¥
Atmospheric sure 700 hPa — 1060:hPa
Temperature &~ -40 °C — +55°0.
Shipping Relative hummidity 10% — 90%-.)
Atrnosphe@ressure 500 hPa +.1060 hPa
Temperatiire -40 °C — 386 °C
Storage Relative-hmidity 10% — 909
Atmospheric pressure 500 1060 hPa
5. Product type O @'

The instrument is divided into a frame Loupes and a s@ﬁs Loupes.
Titanium Frame (fi 1) Sport Frame (figure 2) @

20796
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Manufacturer

Applicable symbols '§
Niy
@

Authorized Representative in the EU

EIEME 3

Ny
£}
Manufacturing date %Q
O
@)

Serial number

Nc @
. Storage Temperature U
= S @ %

'M#@ Storage Relative l?%ﬂdlty ™

63 |
R Storage Atmos@enc pressure

@ L
ﬂ 0" ’
S

s &

=N
Keep away @m moisture

~ Q
Fragile § Q%
CE n§ @2©
Ca&n Q}'

= B> |me )

= \"4
C@mlt instructions for use i'
2 a
O O

on Sterile

S
Production datec%the body label.
Uselife of the deyice is 5 years.

The actual w@nty period is 1 year.

§
§
N

p)

c
=
~
Production dategd warranty period §
G
Ay

Limited WaFranty
«Zumax Medical CO., LTD» (Zumax) w

Q

prants that reasonable care ha used in the design

and manufacture of this instrument. This W anty is in lieu of and excl all other warranties
3 L)

not e sly set forth herein, wheth press or implied by operat@g? of law or otherwise,

including, but not limited to, any i 5-(:.).-’ warranties of merchantabili@ fitness for a particular

pu Handlmg, storage and cleaning of this instrument as well as other factors relating to the

procedures and other matt f%beyond Zumax’s control
ax’s obligation under this
d Zumax shall not be liable

pat@ diagnosis, treatment, surgi

ly affect the instrument and

anty is limited to the repair os replacement of this instrumen

any incidental or consequential-loss, damage or expense dir or indirectly arising from the

e of this instrument. Zumax neither assumes, nor authorizes other person to assume for it,
any other or additional liability or responsibility in connection with this instrument.

(D
esults obtained from its use.

v
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Dispose in accordance with accepted medical practice and applicable local, state, and/federal

laws and regulations. L
Class of hazard for medical wastes by reference to specification of morphological c@msition

(in accordance with Russian Sanitary Regulations and Standards 2.1.7.2790-10) Cla
o
O

© Q
o

u Zumax Medical Co., Ltd. A
5 Zhiying Street, Suzhou New District, Su%@, Jiangsu, China 215129
Phone : +86 512 66650502 @
. @)
Fax : +86 512 66909655 Q
E-mail : sales(@zumaxmedical.com @ @
<

Http://www.zumaxmedical.com @

0
EC | REPIMedNet EC-REP Gm@Borkstrasse 10, 48163 Miinster, Germany

Y Q

. . o O
Authorized representative e manufacturer in Russia (V)
LLC "N. CELLA" &
111033, Moscow, VolochasviRaya st., 12A, bldg. 1 )

+7 (495) 771-75-39

manager(@nsella.ru @ ©
O < S
L D Q
) oy O
g O
S I &
o S ®
IS © IS
& Y —
S O Y
5 L IS,
® 9 N
S & 2
& I &
&

8
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to Medical Binocular Loupes

User’s Guide

&
L
@
L
. ©
Headlight HL8000 ,%Q'
O
(U

Q
o
QO
O

O

c € The CE mark @vthis product indicates it ha@éen tested to and conformsisjlith the
provisions noted wi@t the 93/42/EEC Medical Device Directive.

o (e
4} Zumax Medical €o., Ltd.

X
O

\ A

Thank you for hasing this product. To prev@%amage to your product or i to yourself
or to others, r¢ad the following safety precaut@ in their entirety before usi 1S equipment.
Keep these s@gy instructions where all thosé’@o use the product will read thém.

Sym§:

Consult Articl

S Q

Internal electrical power source

@) (O
&
& I
(%)
¥ O

&

(P
A
§ —~ Nlumination adjustment mark
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&
Q)
] Class II
&

1. Read this article for Cautions and instructions for use.

2. Do not use this instrument in damp rooms. Do not expose the instrument to water

splashes, dripping water or sprayed water. @)

3. This product must not be used in the presence of flammable gases.

4. Do not shine the light directly into t?@eyes. @

5. Ensure that the headband power cord is located in the clips provi The headlight

body should not be left covered with &cloth or similar. ™

6. Please use special certificated ad@er. Q)

7. Never scratch the glass cover with fingers or any other hard rials. '
8. Federal law restricts this devi@o sale or order of a physicia@

S
1. Purpose and Features of th@oduct

A Cautions é@%
2

1.1 Purpose O

The binocular loupes and he hts are used in Medicine.

Prescription @, %

Designed to increase the i@e space and / or illuminate t eld of view of the dentist during a
patient examination or surggry O

M

1.2 Features Qh
o Light Source: LED) source with color temperatufe of 5000 K .White, shadow-free light
¢ Enjoy the fle lity of operating the headligl@sing the rechargeable Lithium battery, can
use without b 1i J
for all kinds of surgery. 0 '
¢ The headlight could be used when it is charging.
e Batteryi tor lights.
e Smartd&Sign, convenient for mobile didghosis.
p) &

allowing the do@' to see tissue characteristics without distortion.
he direct power source. It is one@f the most comfortable lightw@ headlights
and suitabl e to S
< N
e Adapts {g-any Binocular Loupes of Zu (?
D

2. Operating Instructions @) @

Attach-the power cord by means of tl@lip provided. Place the devi your head and adjust

for and height to that it fits comfGrtably. O ‘

Cornect the Headlight to the powe@dapter. Use the headband ri@/yr left brightness control

k@ select the required brightn @)

I@ n the fixing screw to adju light head up and down and&lzackwards or forwards. After
justment, retighten the screws=Ihe illuminated field of view be selected by means of the
ide control. )

\Y

3. Maintenance

20796
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product. Please contact with authorized dealer or manufacture.
Caution: If the product does not work properly, contact an Auffidrized
Representative of the manufacturer. Do not try to repair the product yoursel@

f Caution: Qualified trained professional persons are needed to maintenana§e

3.1 Battery charging and replacing Q
3.1.1 Battery case BT552 is charged ’/%’

Battery box BT552 (hereinafter referred to as the battery) yellow light, prompt charge or
replace as soon as possible to recharge the battery backup. If the power indic only yellow
light and continue to use, the battery will start self-protection, cut off the po o prevent the
battery over-discharge. @ Q

When charging, connect one end of the powgradapter output line to the roun@le on the side of
the battery, and the power adapter is plugged into the network power socke® At this point the
charging indicator will flash from yellow een followed by charging. Charging lights are all
off, indicating that the battery is full. When charging, the headset inspeétion lamp can continue

1o use.
S

3.1.2 Battery case BT556 is charged/ ™~ @)
The headlamp can be plugged dire€tly into the charger to charg@hen the battery power is

depleted. %
When charging, you should p e headlight in the chargex@ connect adapter one end
connected to the charger and th er end connected to power spply.

M

&

L

Cauﬁon@lease use the appropriate battery. The

: battery “should never be placed in icipal
\ wa lease check local regug,ions for
dis of batteries.

O
g
3
S
N
D
g

BT556
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&
Yy
3.2 Battery use and care 'i’

The capacity of Lithium battery will be changed by it’s using condition. For maxi battery
capacity, use the battery in room temperature(10 °C~40 °C). Do not expose the battefy~to extreme
temperatures, if the battery is used in high or low temperatures, the battery ¢ ity will be
reduced.

3.3 Cleaning Recommendations

e The outer surface of the instrument may be cleaned with wet cloth, the
be cleaned off with the mixture of 50%.alcohol and 50% distilled wa
any corrosive detergent lest that the S\j@e should be damaged.

e (leaning the lenses: Mirror-cleanin) per or a drop of liquid solvO% alcohol and 50
% aether) may be used to clean th s, blow it carefully. If there i§/dust stained on the lens,
blow them with a blowball or brush them with a dust pen. Q b

N
Q Caution : Be careful to{ptevent the solvent into the deviCé;

4. Installation @§
4. 1Installing the cradle
According to the battery b@nounting hole in the wall, ﬁgl@g two expansion screw holes and

@%@

/@y@

then typing the expansion @w sets and then installing th ice as follow the picture.
S @

T
& N
9 Q
(@) $
@)
S &
S @
N

Qrvran:

xas shown in below picture, t ttery cartridge into the adjv@g knob cover, then

ving, counter-clockwise rotatio 0 degree position and then p@lﬂt out.
e two types of battery install@n, respectively, up or back. o
S

"
o

o




S

5. Technical Speciﬂcg)n i &%’
Optical specifications. ™ 1 (o)
illumination light spot-at 420mm 2(§§§nm Ay
Illumination in 200mm working distance > 0 Ix o
Adjustable raggg@) f? (O
Fluctuation distartee >12.5 mm s
Angle range [~ ertical £25° AN
Weight (O
Headlight ( e@ding head band) %69 g ‘§
Option part Red color filter A

= P

Electrical ifications
[lluminati ource
/)

, LED, life 20000 hours co@uous burn, do not
{ feed to change the LED lamp .

Elect afety

&

EN60601-1,EN60601-1-2 :
"Class II and internal electri ower source

Ac ies %9
Battery BT552 5% | 7.4 V Recharged LithiumBattery (4400mAh)
Battery BT556 7.4 V Recharged Lithium battery (1800mAh)

Power adapter input voltage

100VAC ~ 240VAC, 50Hz or 60Hz.

20796
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Power adapter Output voltage and power | Output voltage 12 V| §7
maximum input power < 30 VA N
Battery Run-time >7 h (Maximum luminance) BT552 @
>3 h (Maximum luminance) BT556 <L
Battery Charging-time <5 h BT552 (O
<2.5 h BT556 Q
Protection Short circuit protection, power protectightand over
current protection. P
Longer spring cable (if necessary) Length <200cm I
Cable (if necessary) Length <19cm {'§f
Y &
Electromagnetic compatibility %& (25)

The use of non-original cables and batteriey result in increased emissid decreased
electromagnetic immunity of the medical @vice.

The medical electrical device should m@ located or used near other d@es. If the device is
located or used near another device, n@itor its operation. (@)

Portable and mobile RF communics equipment can interfere wif@]e Headlights. To avoid

exposure, follow the guidelines in he'tables below. %
iy S

Guidance and Manufacturer's-Declaration - Electromagneﬁc@ssions

the product should ensure th, s used in the specified electromagnetic environment.

The device is intended for ughe electromagnetic enviro@ specified below. The user of

Initial measurements irements Electromagnet%@?ironmem - guidelines

filled
RF emissions according yroup 1 This product@ly uses very low levels of RF
to CISPR 11 energy and therefore does not cause interference to
Q 7 nearby electronic equipment. oy
RF emissions according™ | Class A The devi@ntended for use in all premises-not
to CISPR 11 AL used fo@mestic purposes and not connégted to
Harmonic emission Class A low-v e distribution networks.

according to IEC -

3-2 P~ IS O

Voltage fluctuations / Compliant (@) g
>

flickering emissions IEC )

61000-3-3 (O Ay

NOTE. The @vssion characteristics of this device are suitable for use in industridl areas and
hospitals (s@ﬁrd CISPR 11, class A). If this'device is used in a residential ironment (which

typically r@ires CISPR 11 Class B), it mz ¢rlot provide adequate protecti r radio frequency

\/
)

P

communications. The user may need to ta (-«‘ itigation measures such as nidying or reorienting
the devige £

S @ :
Guidance and Manufacturer's Dec ion - Immunity
T oduct is intended for use in t ectromagnetic environment ified below. The user of
t oduct should ensure that it i d in the specified electroma ¢ environment.
Stability test Test level Compliance level Electromagnetic

according to IEC environment - guidelines

20
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&

60601 AN
Electrostatic + 6 kV - contact + 6 kV - contact The floor in the roon@
discharge (ESD) discharge discharge made of wood, conéféte or
according to IEC ceramic tiles. WithA4Toors
61000-4-2 + 8 kV - air + 8 kV - air covered with s ic
discharge discharge

material, the re e
humidity is at feast 30%

Nanosecond impulse

+ 2 kV - for power

+ 2 kV - for power

On-grid powér.quality

noise per [EC 61000- | lines lines based on typical
4-4 commercialt hospital
+ 1 kV - forinput/ | £ 1kV - for input / conditiong
output lines ut lines N
High energy + 1 kV with wire- )ﬁ I kV with wire-to- | The qu{@7 of electrical
microsecond impulse | to-wire ‘§§vire interference power invthe electrical
noise according to interference @ﬁ' netw@rk should be ensured
IEC 61000-4-5 O in a%rdance with a typical
+2 kV with wir€s) | =2 kV with wire-to- | co rcial or hospital
to-ground L_ | ground interference onment.
interference @ F
Voltage dips, short <5% (voltage/dip> | 5% (voltage dip> '©n-grid power quality - in
interruptions and 95%) for 03 period | 95%) for 0.5 period Z@ne with typical
voltage variations on commercial or hospital
input power lines 40% (voltage dip 40% (voltage dip Aﬁconditions. If the user needs
according to IEC 60%) for$ periods | 60%) for 5 period©Q to ensure continuous
61000-4-11 () operation in conditions of
70% tage dip 70% (voltage di possible power
30 r25 30%) for 25 pemods | interruptions, it is
periads %, recommended that the
<5% (voltage dip> product be powered from
£59 (voltage dip> | 95%) for § @onds an uninterruptible power

5%) for 5 seconds

supply or battery _

Industrial magnetic 1

%Z? A/m Power frequency§gnetic
field @ @ field levels sho e
frequency (50/60 Hz)~ provided in accerdance
[EC 61000-4-8 % § with typical c@emial or
= hospital co ns

S

o

Guidance and manufacturer's declaration *electromagnetic immunity

S

The produc@ntended for use in the elect
uld ensure that it is used in t

the product's

=X
ro,

e

etic environment specified w. The user of
pecified electromagnetic envitonment.

Stability Test level pliance Electromagnetic/environment -
(O according to el guidelines
S IEC 60601 ¢
Cond 3V @E v The distalgoetween the mobile
disturbance by radio | 150 kHz to 8@ radiotelephone communication
fre cy MHz Q[\, systemsnuse and any part of the
el magnetic fields @ productiincluding cables, must be
ding to IEC at leaS{the recommended
00-4-6 separation separation, which is

calculated in accordance with the
expression below for the frequency
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O
of the transmitter. N
N

RF electromagnetic 3V/m 3 V/m Recommended distance 'i’
field IEC 61000-4-3 80MHz to d=3,5/3 * SQRT(P) 9
2.5GHz d=3,5/3 * SQRT(P) 80MHz to

80080MHz S
d=7/3 * SQRT(P) @-{z t02.5

80GHz AV/'

Where P is the n mum rated
output power

§
watts (W) ac cording to the

l@li/ € transmitter in

@, manufacture _ata, anq d is the
A recommended;distance in meters
ISt (m) .
'§b i @@

(D

O
O
o
@, el magnetic environment,
0 should be lower than the
@ compliance level in each frequency
Ig %d.

@%erference can occur in the
1) vicinity of marked equipment.

3 @Qh((g))

L
O

Vi

Notes
@)

1. At 80 MHz and @ MHz, the higher frequency r@e applies. @ (

2. These guideline@nay not apply in some situations: &
Electromagnetic(pifopagation is affected by abs n or reflection from structur&objects and P

people. g K> Q
S S v
Recom@&ed separation distances b en portable and mobile RF @nmunications
equipment and the product &Q’,
The prod@is intended for use in an elects agnetic environment in whi:@diated disturbances
ed. The user of the product cagavoid the effects of electromagnetic interference by
afping a minimum distance betwe@ ortable and mobile RF co cations equipment
mitters) and the product as reco@ended below, taking into acc the maximum output
f the communications equiprént. =S
aximum output Reco@ended distance (m), dependiﬁ%n the frequency of the
8 power of the R transmittery,”
ransmitter, (W) 150 o 80 MHz 80 to 800 800 MHz to 2.5 GHz
@@ d=ﬁv SQRT(P) | d=3,53*8S (P) d=7/3 * SQRT(P)
D 0,01 01 & 0,1 0,2
0.1 0,4 0,4 0,7

20796
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&

1 12 12 23
10 3.7 3.7 7.4 §
100 11,7 11,7 23,3 oF

When determining the recommended distance d for transmitters with a rated maximum o
power not listed in the table, the expressions given are substituted for the rated maximu
power, P, in watts, as stated in the transmitter manufacturer's documentation.

Notes

1. At 80 MHz and 800 MHz, the higher frequency range applies.
2. These guidelines may not apply in some situa@s.
Electromagnetic propagation is affected by abs@eption or reflection from struc

t

&
S

Qutput

©
bejects and
o

people. J
3 .
O ég
Environment requirements @) (@A)
Temperature [ +10°C—+40°C
Operation Relative humidity 30% — 75% N
Atmospheric presstre 700 hPa — 1060 hPa="
Temperature S5/ -40°C—+55°C
Shipping Relative humidi 10% — 90%
Atmospheric p@nre 500 hPa — 10(@
Temperature -~ -40 °C — +55
Storage Relative humidity 10% — 90%()
Atmospherjépressure 500 hPa — £060 hPa
O° o
Applicable symbols @ @'
u Martufacturer //g@
JUe - L »)
Rra @nzed Representative in the%l

anufacturing date

"Serial number

Storage Temperature &

k5
S
G

Storage Relative humi@
a)

el

Storage Atmospher@essure
Q

@\\,
Keep away fro%eisture
@

Fragile

20796
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&
€ | CEmak §

Internal electrical power source

[llumination adjustment mark

]
(O
—~~ AQ
@ Class II g
A Caution
(1

Consult instructions fi ¢
A el
S
Non Sterile
o
YU

el
d) O
Production date and warranty perio@ @)Q'

Production date on the body label. CC%
Uselife of the device is 5 years. @
The actual warranty period is | year)

|
Limited Warranty @§ % |

«Zumax Medical CO., LTD» @max) warrants that reasonabl a
and manufacture of this ins t. This warranty is in lieu £and excludes all other warranties

not expressly set forth here&’ whether express or implied/b¥. operation of law or otherwise,
including, but not limite(;§ny implied warranties of megeh#ntability or fitness for a particular

purpose. Handling, stora d cleaning of this instrument-as’well as other factors relating to the
patient, diagnosis, treatmént, surgical procedures and other matters beyond Zumax’s control
directly affect the instrufaént and the results obtained frdmits use. Zumax's obligation under this
warranty is limited to repair or replacement of this@trument and Zumax shall not be liable
for any incidental or gequential loss, damage or expense directly or indirectly arisig

S

om the
use of this instrum umax neither assumes, no athorizes any other person to a e forit,
any other or additi liability or responsibility in ection with this instrument. o
Dispose in acc ’%ce with accepted medical ice and applicable local, s and federal

laws and regulatigns.
Class of haz or medical wastes by refereficé to specification of morphol@l composition
(in accordan&with Russian Sanitary Regula&&ns and Standards 2.1.7.2790-10).Class A

“ Zu§Medical Co., Ltd. ®© /@@

5 Zhiyin@treet, Suzhou New District, Suzhou, Jiangsu, China 215129

Phone 4886 512 66650502 ® %)
Fax : &86 512 66909655 Q @
E-  sales@zumaxmedical.com ) N

H ww.zumaxmedical.com @

@

&=

MedNet EC-REP GmbH Borkstrasse 10, 48163 Miinster, Germany

C | REP



mailto:sales@zumaxmedical.com
Http://www.zumaxmedical.com

Authorized representative of the manufacturer in Russia g
LLC "N. CELLA" L

111033, Moscow, Volochaevskaya st., 12A, bldg. 1 @
+7 (495) 771-75-39 L
manager(@nsella.ru g
(@)
(@)
&
& §
Ay )
&
S
(@)
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Headlight HL8200
to Medical Binocular Loupes

User’s Guide

C € The CE mark on ?g

his product indicates it has be ested to and conforms with the

&
provisions noted within &93/42/EEC Medical Device Directive.
@' Zumax Medical CoN.,@%d. ~
Ny
L 2 Q S

Thank you for purcg this product. To prevent é@agc to your product or injury‘e, yourself
or to others, read %ﬁ)llowing safety precaution ifi‘their entirety before using thig“equipment.
Keep these safety@t ctions where all those wh the product will read them.b

Symbolsg

B
§D

< (O
Yy

C It Articl @

onsult Article @

Q0

2

Internal electri -r/?- ower source

S
Y
O
N
S
S

Q

Illumination @nstment mark

Class 11 ()
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A Cautions §
1. Read this article for Cautions and instructions for use. @)@
2. Do not use this instrument in damp rooms. Do not expose the instrument to wa@
splashes, dripping water or sprayed water. @

3. This product must not be used in the presence of flammable gases. Q

4. Do not shine the light directly into the eyes. é\g

5. Ensure that the headband power cord is located in the clips provided. Th@adlight

body should not be left covered with a cloth or similar.

6. Please use special certificated adapter. @ '
7. Never scratch the glass cover with fing@or any other hard materialsQ

8. Federal law restricts this device to saj order of a physician. Qb ’

)

1. Purpose and Features of the produ @
O

1.1 Purpose Q

@

The binocular loupes and headlights @Jsed in Medicine.

Prescription @

Designed to increase the image sp@amd / or illuminate the field ofview of the dentist during a
patient examination or surgery — ~£)

S
1.2 Features @ %

e Light Source: LED so§vith color temperature of K .White, shadow-free light

allowing the doctor to s sue characteristics without disfortion.

e Enjoy the flexibility erating the headlight using echargeable Lithium battery, can
use without the direc er source. It is one of the comfortable lightweight headlights
and suitable for all kinds of surgery.

e The headlight coulc@b@ used when it is charging. O

e Battery indicator @ts. @ @,

) S

7\

e Adapts to any Binecular Loupes of Zumax.
e Smart design,

L ;
g enient for mobile diagnosis@ é‘% ﬁ‘

cO!
N

2. Operating I@uctions é\/

Attach the powiep cord by means of the clip p@'ded. Place the device on you@ead and adjust
for width and*height to that it fits comfortably. @

Connect th adlight to the power adapte&se the headband right or leﬁ%rightness control
knob to se@ the required brightness. [

Loosen t@ﬁing screw to adjust the lig@ad up and down and backw@ or forwards. After
adjust @ retighten the screw. The ill@ nated field of view can be s@gﬁted by means of the

slide ol. @
Q Q 'S
3. intenance @ )

Caution: Qualified §d professional persons arefficeded to maintenance the

product. Please contactWwith authorized dealer or manufaeture.
Caution: If the uct does not work pro , contact an Authorized
Representative of the manufacturer. Do not try to repair the product yourself.




3.1 Battery charging and replacing §
3.1.1 Battery case BT576 is charged 'i'
Battery box BT576 (hereinafter referred to as the battery) yellow light, prompted to e or
replace as soon as possible to recharge the battery backup. If the power indicator only~yellow
light and continue to use, the battery will start self-protection, cut off the power to ent the
battery over-discharge. ,/%,

When charging, connect one end of the power adapter output line to the round hole©n the side of
the battery, and the power adapter is plugged into the network power socket. A{this point the
charging indicator will flash from yellow to green followed by charging. Char lights are all
off, indicating that the battery is full. When %&rging, the headset inspection can continue

to use. &
'S o

3.1.2 Battery case BT556 is charged ([ @
The headlamp can be plugged directly faio the charger to charge whe battery power is

depleted. @) @
When charging, you should put the“headlight in the charger an\( ect adapter one end
connected to the charger and the oth d connected to power suppl§©

P
Caution: Pl se the appropriate battery.
The batte 05 ould never be placed in

municipal ste. Please check local
regulation disposal of batteries.

attery use and care @
capacity of Lithium battery@l be changed by it’s using cofidition. For maximum battery
capacity, use the battery in room temperature(10 °C~40 °C). Do not expose the battery to extreme

20796
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temperatures, if the battery is used in high or low temperatures, the battery capacity§ be
reduced.

&

3.3 Cleaning Recommendations Q’

e The outer surface of the instrument may be cleaned with wet cloth, the rem4ining stains can
be cleaned off with the mixture of 50% alcohol and 50% distilled water not wipe with
any corrosive detergent lest that the surface should be damaged.

e Cleaning the lenses: Mirror-cleaning p%{ or a drop of liquid solvent % alcohol and 50

% aether) may be used to clean the 15 issblow it carefully. If there is d@ﬁained on the lens,
blow them with a blowball or brush them with a dust pen. D
@

O
Q Caution : Be careful to pr@em the solvent into the device.(’@Q,

o~
o
4. Installation @' @
0

4. 1Installing the cradle
According to the battery box ting hole in the wall, fighti o expansion screw holes and
then typing the expansion scr%esets and then installing the de©@ as follow the picture.

M

S

z

g
£ 4
g

4.2 Installing the battery into the headb §
shown in below picture, the battery cartridge into the adjus@ knob cover, then

time until the level stops.
counter-clockwise rotation t degree position and then pu ut.

two types of battery installati@ respectively, up or back. %)
O
A\

o

S Q
O
&
\y

20796
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&

4.3 Headlight Hgoo installation instructions §

eadbands, SLE loupes, STtl?xpes.

Headlight HL8§ can be easily mounted on R Qg
¢)

20796
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SLF loupes + HL8200




5. Technical Specification

Optical specifications o
illumination light spot at 420mm 120 mm A
[llumination in 200mm working distance > 35000 Ix ~
Adjustable range i;\{:
Fluctuation distance >32 mm a
Angle range Vertical +45° S
E Weight @?
Headlight ( excluding head band) 16 g @’
Option parts Orange color filter Q)
Electrical specifications A 5~ |
[llumination Source @ LED, life 20000 hours cor@bus burn, do not
[ieed to change the LED lamp. -,
Electrical Safety CEN60601-1,EN60601-1-2 =7
Class II and internal electricg@wer source
Accessories ﬁ
Battery BT576 7.4 V Recharged Lithium Baitery (2400mAh)

&
O
Battery BT556 <L | 7.4 V Recharged Lithium'bdttery (1800mAh)
Power adapter input voltage ,,\\@ 100VAC ~ 240VAC, S@W 60Hz.
Power adapter Output voltage and pewer | Output voltage 12 V,
AL maximum input powgrs=30 VA
Battery Run-time § >7h (Maximum | nce) BT576

S

N

>3 h (Maximum liminance) BT556

Battery Charging-time <3.5h BT576
<3 h BT556 @Qﬁ

Protection @) Short circuit pedtection, power protection and over
€A current protectiQn
Longer spring cable (if necessary) Length <200em’
Cable (if necessary) ' Length <19cny ~
9 <

~
Electromagnetic cﬁaﬁbility @ N

The use of non-o cables and batteries may r§ in increased emissions amt‘ eased
electromagnetic gaimunity of the medical device.@ @

The medical el@rical device should not be lg%% or used near other devices. §e device 1s

located or us ear another device, monitor eration.
’ 0]

Portable a@wbile RF communications eq%ment can interfere with the lights. To avoid
exposure.@low the guidelines in the tab@elow. /\/
) (#a)

Guida)§and Manufacturer's Declaration - Electromagnetic Emissions
le¢iromagnetic environment speeified below. The user of

The is intended for use in the éle

the uct should ensure that it is uséd-in the specified electromagnetie.énvironment.
Ini easurements Requirements | Electromagnetic envirofiment - guidelines

e fulfilled)
i emissions according | Group™}* This product only usés very low levels of RF
to CISPR 11 energy and therefore does not cause interference to

nearby electronic equipment.

20796
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RF emissions according
to CISPR 11

Class B

The device is suitable

Harmonic emissions
according to IEC 61000
3-2

Class A

buildings.

Voltage fluctuations /

flickering emissions [EC

61000-3-3

Compliant

including home use, as well as in direct
with public low-voltage power supply néforks of

for use in all establi@vients,

c@eetion

©

Q
S
O

Guidance and Manufacturer's Declaration - Immunity

(O

The product is intended for use in the elec@)agnetic environment speciﬁ@elow. The user of

the product should ensure that it is used s ‘the specified electromagnetic e nment.
Stability test Test level "<\ | Compliance level Elebfromagnetic
according to [ er@'onment - guidelines
60601
Electrostatic +6kV -co + 6 kV - contact floor in the room is
discharge (ESD) discharge 4. discharge ade of wood, concrete or
according to IEC @) &ramic tiles. With floors
61000-4-2 +8kV - E + 8 kV - air Q»oovered with synthetic
dischang discharge material, the relative

humidity is at least 30%

8\

Nanosecond impulse | +2 kVI[3for power |+2kV - for pm@ On-grid power quality
noise per IEC 61000- | line lines based on typical
4-4 ) O commercial or hospital

+ &V - forinput / |+ 1 kV - for @t/ conditions

@t lines output linegs.
High energy kV with wire- | = | kV withwire-to- | The quality of electrical
microsecond impulse | t6-wire wire inte nce power in the electrical
noise according to _interference network should be ensured

IEC 61000-4-5

S

+ 2 kV with wire-

O
N

+ 2 kVaywith wire-to-

in accordance with a typical
commercial orshospital

to-ground groundinterference | environment. .
5@ interference i%

Voltage dips, s@ <5% (voltage dip> @oltage dip> On-grid po AS quality - in
interruptions 95%) for 0.5 period for 0.5 period | line withtypical
voltage vari s on commereiat or hospital
input powe%es 40% (voltage dip % (voltage dip conditiga$’ If the user needs
according to TEC 60%) for S periody S@O%) for 5 periods to ensugecontinuous
61 000-4@ u opera in conditions of

70% (voltage di

o

70% (voltage dip

N 30%) for2s 7 | 30%) for 25 periods | int Fptions, it is
(O periods @, @mended that the
§' <5% (voltage dip> uct be powered from
Q <5% (volta§p> 95%) for 5 seconds ninterruptible power
@) 95%) for 5 séconds A%ﬂpply or battery
strial magnetic 3A/m 3A/m SPower frequency magnetic
) field levels should be
quency (50/60 Hz) provided in accordance
EC 61000-4-8 with typical commercial or

hospital conditions
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Guidance and manufacturer's declaration - electromagnetic immunity
The product is intended for use in the electromagnetic environment specified below. The@er of
the product should ensure that it is used in the specified electromagnetic environment.

Stability test Test level Compliance Electromagnetic enviromment -
according to level guidelines
IEC 60601 Q
Conducted 3V 3V The distance betweefi the mobile
] disturbance by radio 150 kHz to 80 radiotelephone co nication
frequency MHz systems in use ang part of the
2 electromagnetic fields product, includi ) bles, must be
! according to IEC at least the reco i ended
61000-4-6 @ separation sepn, which is
} ] I~ calculated in rdance with the
'& expression bélaw for the frequency
f@ of the transfiiter.
| RF electromagnetic 3V/m 3 V/m Recomm d distance:
field IEC 61000-4-3 80MHzto ) d=3,5/3 T(P)
25GHz AL d=3,5/3SQRT(P) 80MHz to
O 80080@
d=7/3*SQRT(P) 80MHz to 2,5

80GHzZ

L
5
@ re P is the maximum rated
& t power of the transmitter in
@ tts (W) according to the
& ufacturer's data, and d is the
commended distance in meters

(m).

The field strength during
propagation of radio waves from
stationary radio transmés, based

on the results of obseryations of the

Interference carhgecur in the
vicinity of m equipment.

Af 80 MHz and 800 MHz, the hi @

2 se guidelines may not apply in.Some situations.
romagnetic propagation is a .-»

gple @

I Recommended separation distances between portable and mobile RF communications ]

20796
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equipment and the product

&
=

The product is intended for use in an electromagnetic environment in which radiated di
are controlled. The user of the product can avoid the effects of electromagnetic interft
maintaining a minimum distance between portable and mobile RF communications

power of the communications equipment.

(transmitters) and the product as recommended below, taking into account the max@m output

bances
ce by
pment

power, P, in watts, as stated in thefransmitter manufacturer's doc@entation.

Notes § %

1. At 80 MHz and 800 MHz ; higher frequency range app Q

Rated maximum output Recommended distance (m), depending on the fre hcy of the
power of the transmitter =
transmitter, (W) 150 kHz to 80 MHz | 80 to 800 MHz Z@%ﬂz t0 2.5 GHz
d=3,5/3 * SQRT®) | d=3.5/3 * SQRT(P) 7/3 * SQRT(P)
0.01 0,1 A ol 025~
0.1 0.4 S |04 0"
| 1,2 & 1,2
10 3,7 3.7 4
100 1,7 O 11,7 23,3 ‘
When determining the recommendedidistance d for transmitters wit ted maximum output

power not listed in the table, the e@essions given are substituted fopthe rated maximum output

2. These guidelines may nply in some situations. (29)
Electromagnetic propagation is affected by absorption or re@c’tion from structures, objects and
people.

L

@)

0, C
9

Environment re ements

g

&
“JFTemperature Q10 °C — +40 °C
Operation .~ Relative humidity &\ 30% — 75% A7
_Atmospheric pressure /= 3| 700 hPa — 1060 hPa Y
() | Temperature FD | -40°C—+55°C [0
Shipping 4= [Relative humidity | 10% — 90% &S
o Atmospheric pressure “-\." 500 hPa— 1060 hPa  —
§ Temperature (@) -40 °C — +55 °C (O
Storage Nk Relative humidity =/ 10% — 90% %&
S Atmospheric pressurel) 500 hPa — 1060 hPay~

= 3 %
S < Q
g
AN
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Applicable symbols

Manufacturer

re|rr= | Authorized Representative in the EU Q@,

L
&I Manufacturing date

Serial number
: ® é@
Storage Temperature
N &

TN J NS
@ Storage Relative h@t}' -
- ¢ )

)

p— 69 | Storage Atmosp@c pressure @Q'
S S

<
Keep away t§ moisture

O
S
Fragile § f@%

CE m@

[nte@lectrical power source

2

[lidmination adjustment mark @)

K‘%aution

S
S

Consult instructions for us

T

v

C€

]

O] STI ~ St
5 :

Non Sterile @

A

H

S

©
&
X

8
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Production date and warranty period
Production date on the body label.
Uselife of the device is 5 years.

&
QY
L
@
The actual warranty period is | year. ‘i‘
g
3

Limited Warranty

«Zumax Medical CO., LTD» (Zumax) warrants that reasonable care has been us:
and manufacture of this instrument. This warranty is in lieu of and excludes al ther warranties
not expressly set forth herein, whether express or implied by operation Q':)"' or otherwise,
including, but not limited to, any implied wasranties of merchantability or fi ness for a particular
purpose. Handling, storage and cleaning of] instrument as well as other factors relating to the
patient, diagnosis, treatment, surgical praesedures and other matters be (%,; Zumax’s control
directly affect the instrument and the resuits’obtained from its use. Zumax'sObligation under this
warranty is limited to the repair or repl ent of this instrument and Z{fax shall not be liable
for any incidental or consequential loss, damage or expense directly or @reetly arising from the
use of this instrument. Zumax neithe umes, nor authorizes any ot erson to assume for it,
any other or additional liability or resgonsibility in connection with t’@nstrument.

O

Dispose in accordance with ac d medical practice and appl@ble local, state, and federal
laws and regulations. ’%
Class of hazard for medical es by reference to speciﬁc:ﬁ& f morphological composition

(in accordance with Russian Sanitary Regulations and Stand 11.7.2790-10) Class A

M
‘ Zumax Medical (‘églrtd. @EQEI

5 Zhiying Street, Suzh(()g8 ew District, Suzhou, Jiangsu g?i'na 215129
Phone : +86 512 66650502 ©

Fax : +86 512 66909635 5 N
E-mail : sales(@) medical.com @ %’

in the design

Http://www.zum edical.com

&

EC | REPIMEdNet EC-REP GmbH Borkstras§ 0. 48163 Miinster, Germany
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Headlight HL8300
to Medical Binocular Loupes

User’s Guide

M
@ed to and conforms with the
provisions noted within th 2/EEC Medical Device D@iv&

@) Zumax Medical CoL@.
(O ~ S
Thank you for purchasiE this product. To prevent da to your product or injury tofyourself
or to others, read th lowing safety precaution in@xr entirety before using this 1pment.
Keep these safety instructions where all those who u e product will read them.
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A Cautions §
1. Read this article for Cautions and instructions for use. @)@
2. Do not use this instrument in damp rooms. Do not expose the instrument to w@r
splashes, dripping water or sprayed water. @

3. This product must not be used in the presence of flammable gases. Q

4. Do not shine the light directly into the eyes. é\g

5. Ensure that the headband power cord is located in the clips provided. Ttgeadlight
body should not be left covered with a cloth or similar.

6. Please use special certificated adapter. @

7. Never scratch the glass cover with ﬁlqg or any other hard materialQ

8. Federal law restricts this device to saleor order of a physician. @@Qb

1. Purpose and Features of the prod@

S
1.1 Purpose
. 3

The binocular loupes and headlights@ used in Medicine.

Prescription @)

Designed to increase the image s@ and / or illuminate the field 6fview of the dentist during a
patient examination or surgery =)

=

1.2 Features @ Q

e Light Source: LED so-§ with color temperature of K .White, shadow-free light
allowing the doctor to issue characteristics without di§tortion.

e Enjoy the flexibility perating the headlight usin rechargeable Lithium battery, can
use without the dire§wer source. It is one of the t comfortable lightweight headlights
and suitable for all kifids of surgery.

e The headlight couldbe used when it is charging. O

e Battery indicator@hts. @ @.

e Adapts to any Binocular Loupes of Zumax. {?’7 S

e Smart design venient for mobile diagnosi é‘%

Q N

2. Operating @rucﬁons A\ b

Attach the pol@r cord by means of the clip ided. Place the device on yo@‘uead and adjust

for width an@eight to that it fits comfortaSl X @

Connect tl@ﬂeadlight to the power adapt se the headband right or rightness control

knob to s@t the required brightness. O

Loosen @Tming screw to adjust the light*head up and down and back s or forwards. After

adjustment, retighten the screw. The i inated field of view can be &;écted by means of the

slide trol. @
@)
& §

a

Q

3. aintenance

Caution: Qualiﬁegféed professional persons aré needed to maintenance the

product. Please cont ith authorized dealer or ma ture.
Caution: If the duct does not work prgperly, contact an Authorized
Representative of the manufacturer. Do not try to repair the product yourself.
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3.1 Battery charging and replacing &
3.1.1 Battery case BT576 is charged L
Battery box BT576 (hereinafter referred to as the battery) yellow light, prompted to charge or

replace as soon as possible to recharge the battery backup. If the power indicator o ellow
light and continue to use, the battery will start self-protection, cut off the power to ent the
battery over-discharge. ﬁ

When charging, connect one end of the power adapter output line to the round hole éjthe side of

the battery, and the power adapter is plugged into the network power socket. Afthis point the
charging indicator will flash from yellow to green followed by charging. Char lights are all
off, indicating that the battery is full. When c&;&ging, the headset inspection can continue

to use. A
S o
3.1.2 Battery case BT556 is charged ([

The headlamp can be plugged directly o the charger to charge whee battery power is
depleted. S

When charging, you should put the dlight in the charger and~¢0nnect adapter one end
connected to the charger and the otherend connected to power supplyQ

A s

Caution: Ple %se the appropriate battery.
The batterycshould never be placed in

municipal ste. Please check local
regulation isposal of batteries.

J
BT
S

3§ﬂery use and care @ ?
capacity of Lithium battery @” be changed by it’s using condition. For maximum battery

capacity, use the battery in room temperature(10 °C~40 °C). Do not expose the battery to extreme
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temperatures, if the battery is used in high or low temperatures, the battery capacity @ be
reduced. i’

3
©

3.3 Cleaning Recommendations ,/%Q'

* The outer surface of the instrument may be cleaned with wet cloth, the remaifiing stains can
be cleaned off with the mixture of 50% alcohol and 50% distilled water. ot wipe with
any corrosive detergent lest that the surface should be damaged. Q

e C(Cleaning the lenses: Mirror-cleaning papg@or a drop of liquid solvent (5@ alcohol and 50

% aether) may be used to clean the le w it carefully. If there is dus@&med on the lens,
blow them with a blowball or brush th¢imwith a dust pen. D

4 @
Q Caution : Be careful to pre\@st the solvent into the device. @%,

o
4. Installation @' O
4. 1Installing the cradle Y
According to the battery box mounting hole in the wall, ﬁghting% expansion screw holes and
then typing the expansion screwSsets and then installing the devi@s follow the picture.

o

g
R

O
5§
3
S
N
%
O

o
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¢ Installing the battery into the headband

Installing as shown in below picture, the battery cartridge into the adjusting knob c@ then
rotate along time until the level stops.

Removing, counter-clockwise rotation to 90 degree position and then pull it out. g
There are two types of battery installation, respectively, up or back. Q
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Headlights can be easily mounted on R type headbands, SLE loupes, TTL

4.3 Headlight HL.8300 installation instructions

SLE loupes + HL8300

SLF loupes

N~
o
N

Q
0
N




]

20796
25.03.2021




5. Technical Specification

Optical specifications &J
illumination light spot at 420mm 80 mm AS
[llumination in 200mm working distance > 35000 Ix Y
Adjustable range Q\{'
Fluctuation distance >32 mm A
Angle range Vertical +45° il
Weight o
Headlight ( excluding head band) 27+3¢g Oy

Option parts (Iy | Orange color filter )
Electrical specifications A SN
I[llumination Source )‘\B W LED, life 20000 hours uous burn, do not

' need to change the LED lan@

Electrical Safety EN60601-1,EN60601-1-2

7~ | Class II and internal elect pOWEr source
I 4

Accessories

A
Battery BT576 O [ 7.4V Recharged Lithiuta battery (2400mAh)
Battery BT556 L 7.4 V Recharged Lithitmt battery (1800mAh)
Power adapter input voltage <&/ 100VAC ~ 240VAC/30Hz or 60Hz.

Power adapter Output voltage Vpower Output voltage 12
(D maximum input power< 30 VA

S
Battery Run-time N >7 h (Maxim inance) BTS576
g >3 h (Maximuififuminance) BT556
o)

Battery Charging-time <3.5hBT576 &)
) Shprsss (-
Protection (@) Short circui@otection, power protection and over
N current projection
Longer spring cable (if necessary) Length < m
Cable (if necessary) ‘U’ Length <[9%m ~
q <

S W)
Electromagneﬁggnpaﬁbility @ éﬂ
The use of non@hinal cables and batteries ma@ult in increased emissions and \decreased
electromagne@'mmunity of the medical devi@ b

©

The medica@ctrical device should not bej ated or used near other devic @T the device is
located or @d near another device, monitgrsits operation. @

Portable@d mobile RF communications@ipmem can interfere with thgiadlights. To avoid
exposuféjyfollow the guidelines in the tables below. /\/

o (#a)
Gui§§ce and Manufacturer's Decﬂ@ﬁon - Electromagnetic Emissions
e-device is intended for use in t ectromagnetic environment Specified below. The user of

e-product should ensure that it is in the specified electromagmgtic environment.
tial measurements Requirements | Electromagnetic en§ment - guidelines
! fulfi
'%@ emissions according | Growp | This product only @ises very low levels of RF

to CISPR 11 energy and therefore does not cause interference to
nearby electronic equipment. |




including home use,

buildings.

flickering emissions IEC
61000-3-3

RF emissions according | Class B

to CISPR 11

Harmonic emissions Class A
according to IEC 61000-

3-2

Voltage fluctuations / Compliant

as well as in direct conn n

with public low-voltage power supply netwdiks of

©

The device is suitable for use in all establishm@%

Q
§
O
Q

Q

Guidance and Manufacturer's Declaration - Immunity

(O

The product is intended for use in the electromégiietic environment specified b@/
the product should ensure that it is used in th

. The user of

cified electromagnetic envirénfient.

Stability test Test level ompliance level Electroftagnetic
according to IEC [0 envirc@ent - guidelines
60601
‘ Electrostatic + 6 kV - contact Ol 4 kV - contact Th r in the room is
discharge (ESD) discharge L_" | discharge of wood, concrete or
according to IEC O c ic tiles. With floors
61000-4-2 + 8KV -air oL |+8KkV -air red with synthetic
discharge ~0) discharge terial, the relative
N J humidity is at least 30%
@ ‘=§l1 is recommended to use
i X @bantistatic materials or to
@ O operate the device at high
1 AN @ relative humidity.
Nanosecond impulse | +2 for power | £2kV - for po@ﬁ On-grid power quality

T noise per I[EC 61000-

lin
4-4 C‘@

3 + @RV - for input /

lines @

+ 1 kV - for@ut/

based on typical
commercial or hospital
conditions

] putput lines output lines_ ™~
. High energy +1 kV with wire- |+ | kV with.wire-to- | The quality of elecigal
‘ microsecond impulse #y1o-wire wire interference power in the electrical
| noise according to interference network should nsured
IEC 61000-4-5 % in accordance a typical
@ + 2 kV with wire- | £+2 ith wire-to- | commercial 06 spital
@) to-ground grm@’ interference | environmen
L

interference

Voltage dips,
interruptions
voltage vari
input powe
accordin
1 B 61000-4

Q

1

- § <5% (voltage

95%) for 5

01t <5% (voltage dip>
95%) for 0.5 period

€s 40% (voltage dip
C 60%) for 5 periodsé

70% (voltage dig
@) 30%) for 25 @

periods

voltage dip>
o) for 0.5 period
%% (voltage dip
.60%) for 5 periods

70% (voltage dip
30%) for 25 periods

<5% (voltage dip>
95%) for 5 seconds

0=
On-grid p quality - in
line with gypical
commergial or hospital

conditi@ns. If the user needs
to en continuous
operdtfon in conditions of
possible power
interruptions, it is
r mended that the
duct be powered from
uninterruptible power
upply or battery

I »

Industrial magnetic
- field

3A/m

3A/m

Power frequency magnetic
field levels should be
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frequency (50/60 Hz) provided in accore
IEC 61000-4-8 with typical comafercial or
hospital conditi6ns
0
Guidance and manufacturer's declaration - electromagnetic immunity O

The product is intended for use in the electromagnetic environment specified bemhe user of
the product should ensure that it is used in the specified electromagnetic envircgent.

Stability test Test level Compliance Electromagneticlenvironment -
accordingto | level guidelines
IEC 60601
Conducted 3V Qv The distancebétween the mobile
disturbance by radio 150 kHz to 80) ~ radioteleph ommunication
frequency MHz § systems iniSe and any part of the
electromagnetic fields [ product, ingluding cables, must be
according to IEC @) at least the recommended
61000-4-6 @) separatipii separation, which is “
& calculated in accordance with the
(@) expréssion below for the frequency
NS of thelransmitter.
RF electromagnetic 3V/imQ 3V/m R ended distance:

=3:5/3 * SQRT(P)

5/3 * SQRT(P) 80MHz to
80MHz

=7/3 * SQRT(P) 80MHz t0 2,5
V80GHz

field [EC 61000-4-3 | 80MHZto

Where P is the maximum rated
output power of the transmitter in
watts (W) according to the
manufacturer's data, and d is the
recommended distanc@ meters #

(m).

) electromagnetiesenvironment,
should be lower than the

@ complianc el in each frequenc

N Y q Y

I~

band. b

can occur in the
marked equipment.

otes W
N
A S |
1. At 80 MHz and 800 MHz, the higher frequency range applies.
2. These guidelines may not apply in some situations. )

)
e
@@ﬁ/z% 2,

(
O
=z
3
o
D
S
c
s
A
{
g
O
£y




Electromagnetic propagation is affected by absorption or reflection from structures, objects

people.
! i‘@
_ &
Recommended separation distances between portable and mobile RF commu@ons
- equipment and the product
The product is intended for use in an electromagnetic environment in which radiate turbances
are controlled. The user of the product can avoid the effects of electromagnetic int ence by
7 maintaining a minimum distance between porta d mobile RF communications,équipment
(transmitters) and the product as recommende: ow, taking into account the um output
power of the communications equipment. )'§ (29)
Rated maximum output Recommended distance (m), depending on the@quency of the
‘ power of the transmitter O
transmitter, (W) 150 kHz to 80 MHz 80 to 800 MHz @00 MHz to 2.5 GHz
d=3,5/3 * S P) | d=3,5/3 * SQRT(P) ‘F((Qz,d=7/3 * SQRT(P)
0.01 0,1 S5~ 0,1 0,2
| 0,1 0.4 0 0.4 107
1 1,2 N 1,2 23
10 3,7 Y 37 @% 7.4
100 1,7 11,7 O 233
When determining the recomm d distance d for transmitters Wwith a rated maximum output
power not listed in the table, pressions given are substitutédfor the rated maximum output
power, P, in watts, as stated i§'transminer manufacturer's mentation.
Notes O ©
1. At 80 MHz and 800 M@ the higher frequency range a@les. @
‘ 2. These guidelines may@ apply in some situations. 5 &
Electromagnetic prop@on is affected by absorption@eﬂection from structures, obj§§ and
people.
= S A

D

Environment r

O
ements 5' @
AN

“TTemperature 9 § +10 °C — +40 °C
Operation @ Relative humidity ~ 30% - 75% -
§ Atmospheric pressure == | 700 hPa — 1060 hPa -
~J " | Temperature [ -40°C—+55°C o
Shipping (U [Relative humidity _ /~ | 10% — 90% N
§ Atmospheric pressure /) 500 hPa — 1060 hPa )
Q Temperature fa Y -40°C—+55°C O
Storagd) Relative humidity (73 10% — 90% S
8 Atmospheric press@ 500 hPa — 1060 hP.

8

20796
e B



Applicable symbols

E

Manufacturer

-
!

Authorized Representative in the EU

{*Nr Manufacturing date @)
@ Serial number
2K (;U
_ * Storage Tempe@re Q
S j @q
Storage Rel humidity
.,._@' T )

Storage @ospheric pressure

a)
. =3 =7
’ Keep ﬁy from moisture
&
A 3
s S
mark M
( € g 3 s
] i >
ternal electrical power sour
ﬁ Ny
/‘b [llumination adjustment m
Ef}'\@ Class II é’ g
o~ = >
QQ Caution @
@ﬂ Consult instructions§;se
/s

Non Sterile @
Jj&x

£
9
S
©
"
X
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Production date and warranty period
Production date on the body label.
Uselife of the device is S years.

&
QY
L
@
The actual warranty period is | year. :@
S
¥

Limited Warranty

«Zumax Medical CO., LTD» (Zumax) warrants that reasonable care has been used.i
and manufacture of this instrument. This warranty is in lieu of and excludes all .ix:v
.L@ otherwise,
for a particular
strument as well as other facfors.relating to the

purpose. Handling, storage and cleaning of thi
patient, diagnosis, treatment, surgical pro
directly affect the instrument and the result
warranty is limited to the repair or replac t of this instrument and Zunfad) shall not be liable

‘ for any incidental or consequential loss, darffage or expense directly or ind@tly arising from the
use of this instrument. Zumax neither as§uines, nor authorizes any other Pérson to assume for it,
any other or additional liability or responsibility in connection with this@’mment.

L O
Dispose in accordance with accep edical practice and applic@ local, state, and federal
laws and regulations.

Class of hazard for medical wg by reference to specificatio orphological composition

gation under this

(in accordance with Russian Sa Regulations and Standards 2:1.7.2790-10) Class B

3 s
‘ Zumax Medical Co. @

o)
5 Zhiying Street, Suzhou N District, Suzhou, Jiangsu, Ch%IZ 15129
Phone : +86 512 66650502 O

g

&

§

0
&

& S
3
(§

MedNey EC-REP GmbH Borkstrasse 548163 Miinster, Germany

@5 A
Authorized @resentative of the manufact@r in Russia
LLC "N. CELpA"

111033, Mdstow, Volochaevskaya st., lZ@dg. I
+7 (495)2H-75-39
manag a@ﬂ sella.ru

&
§
: & 3

&

§
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Leaflet for user manual

Binocular medical loupe, with accessories
1. Binocular loupe, versions: SLE, SLT, SLF, composed of:

AN
Versions and composition of medical device @i
L
(O

1. Binocular loupe; lg
2. Screwdriver (if necessary); @)
3. Band; @)

4. Cloth;

5. Case;

6.

User manual. @
N

p)
2. Binocular loupe SLH on headband conéged of:
Binocular loupe; @)
Removable pads (3 pcs. pack);

Screwdriver (if necessary) (@)

Cloth;

S
ase; @
en, L
Q9

©
&
M
@

G
Q
D)

3. Binocular loupe, versions: Sg SLT, SLF with headlight ondeand, composed of:

Case key (if necessary);

SN P e lhd e

8

User manual.

1. Binocular loupe; @)

2. Screwdriver (if nece@, %)

3. Band; Q}l

4. Cloth; g

5. Headlight HLSOOQn headband;

6. Charger; O

7. Battery; @ @
d 8. Longer sprin {?} &

9. Safety cap o @ -

10. Removabl ; : @

11. Binocul e fasteners (if necessary); 'é\/

12. Case; () @ 0}

13. Case 4 @ @

14: Usermanual. )§ N
& S @

4. Binoc upe, versions: SLE, SLT, S@wnth cordless headlight on h@and composed of:

1. cular loupe; 0

2. ewdriver (if necessary); @ é\/

3 nd; @ @
oth; Q <

o

. Charger; '
. Battery;
§'8. Cable;

9. Safety cap (3 pcs.):

)
§ Cordless headlight HL8000 g eadband
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10. Removable pads (3 pcs. pack); §
11. Binocular loupe fasteners (if necessary): 'i'
12. Case: @
13. Case key; 'i'
14. Wall mount; 'Q@,
15. User manual. ,/%'
©)
O

5. Binocular loupe SLH with headlight on headband, composed of:

Binocular loupe;
Removable pads (3 pcs. pack); @

Cloth; @
Headlight HL8000 on headband; N
Charger;

30400 =) OhIN B LD, s

. Case;

Safety cap (3 pcs.);
10. Case key; g 8
0

6. Binocular loupe SLH with c@ess headlight on headband, cnkgosed of:
Binocular loupe;

L
o
Battery; é@ @
Longer spring cable; Q &
@ @
S
11. User manual. -

Removable pads (3 p ck);

S
Cloth: N %
Cordless headligOOO on headband;
OF (O

Charger:;
Battery; @
Longer spring &

Ny
Safety cap (3 @, @C,@
\
)

N N

. Binocular lo asteners (if necessary)
10. Case;
11. Case key; @

12. Wall mo @

13. User m é\/
7. Binocular, @ pe, versions: SLE, SLT, SLF@% headlight, composed of: '\é@

J & AN
O U
F S
[ N
S
S

harger;

. Longer spring cable; @
@' . Orange filter (if necessa Q[\'
& 10. Binocular loupe fasten necessary);

11. Screwdriver (if necessa
12. Case;

13. User manual.

20796
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8. Binocular loupe, versions: SLE, SLT, SLF with cordless headlight, composed of:
Binocular loupe;

Screwdriver (if necessary); @@
Band; (]
Cloth; Q
Cordless headlight, versions: HL8200, HL8300; ’/&V
Battery; @
Charger:

Cable;

O
9. Orange filter (if necessary); @ @Q
Ay ™
@

ol A O On e 9 R

10. Wall mount; )
11. Case;

12. User manual. év

9. Binocular loupe SLH on headband headlight, composed of:
Binocular loupe; @)
Removable pads (3 pcs. pack@

Cloth; o)
Headlight, versions: HL87@? HL8300;

Battery; (O
Charger:

QY
Longer spring cable; @

. Orange filter (if nece, )
9. Binocular loupe fas (if necessary);
10. Screwdriver (if nec@ary);

L
11. Case; @ @
-

90: 5 Ov L g DRI et

12. Case key;

13. User manual. @'
L

)
10. Binocular loupﬁﬂ on headband with cordle dlight, composed of:

Binocular ‘lé%de;

Remova s (3 pes. pack);

Cloth; Ny
Cordleadlight, versions: HL8200, HL8300;

4
<
Battepy; JS AN
= &
%
S

@)
- L
] O@ge filter (if necessary); 0
- S
g
@

5&:",““;

1l mount;

2 ) 1.

23 User manua :

@leadlight HL8000 on headb@composed of:
1. Headlight;

2. Charger;
3. Battery;

= O 0 Y O IO i WU
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4. Longer spring cable;

5. Safety cap (3 pcs.);

6. Removable pads (3 pcs. pack);

7. Binocular loupe fasteners (if necessary);
8. Case;

9. Case key;

10. User manual.

12. Cordless headlight HL8000 on headband, composed of:
Cordless headlight;
Charger:

Battery;

Cable; /@
Safety cap (3 pcs.); JS
Removable pads (3 pcs. pack); @
Binocular loupe fasteners (if r@ssary);

Case;
. Case key: §
L
0

10. Wall mount;

11. User manual.

13. Headlight, versions: HLSZQ?HLS?)OO, composed of:
Headlight; @

Battery: &
Charger; @h
Longer spring cah@
Orange filter (i ssary);

Binocular loup ners (if necessary);
Screwdriver (i essary);

Case; @
User manua

14. Cordless headli
Cordles
Battery
Char

Cable;
Org@ filter (if necessary);

Wallsmount;

O NON YR W~

{0100 SYIGNIIN Jeie 1

dlight;

key

: manual.
g"'

Acgessories:

1. ovable pads (3 pcs. pack)
rewdriver
se key

OO0 ZXTQY i, T IbS e

N}

t, versions: HL8200, HL8300/gomposed of:
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3asiBuTens: Zumax Medical Co., Ltd.
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[ITepeaoo ¢ ancruiickoco u kumanckoco A36lK06 Ha p}@dl A3bIK)

Y

[Ilepecod newamei, naonucen u HOMAPUATEHBIX CEUOCMETLCME HA IKCHIYAMAYUOH IO ()nx_v.uem@mu om 19
gespans 20212, Texem neyamen, naonuceit  u  HOMAPUATBHHIX  CEUOCMEILCME  HA D:\-c@’mmuuommﬁ
doxymenmayuu om 19 ¢pespans 20210 na pycekost A3uike ROTHOCMbIO COOMBEMCMEY M mem-m@m KUMAlcKoM
azbike. |

[Ha mumyavnoi cmpanuye: ,/%’l'

Ceprudukar @
Hortapuanbnas xontopa Cyuxoy, ropoa Cyuxoy, nposuHuma [3aucy. Kuraiickas Hapoana cnyﬁnuxa]

T

Q

[Tocomun kosnanuu « 3yvaxe Meduxkan Ko., ‘”5@ «3ymake Meaukan Ko, JIta» ax Medical Co., Ltd.)

8

Opuanieckuii a%c W a/1pec NpoOH3BOACTBA

(npeanpuaTHa):

5 Wknnn Ctpur, Cy (_\ Hoio Jlncrpukr, Cyukoy
L3ancy. Kuraii (5 Zhiying 8treet, Suzhou New District,
@Z) Suzhou, Jiangsu. China)

Tenedon: +86 5 5 0512 nodasounsiii 502/504
akc: +86 512 6690 9655

@ http://www.zumaxmedical.com

i-mail: sales@zumaxmedical.com

O
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DKAAND, YTO COJICpKaHUE 9K§malmmmoﬁ JOKyMenTaunu «Jlyna
ast, ¢ IPHHALICHKHOCTAMH» ABASCTCA ICHCTBUTCIBHBIM M BEPHBIM.

HacrosimiuMm s nojrse
OMHOKYJIsIpHAs MEAHLLHE

Komnanus «3ymakce Meaukan KO., JIT[I», 5 ‘lmnm@rpm Cyuxoy Heio Jluctpukr, Cyuxoy
[13sncy, Kuraii, sB csl MepBOHAYATLHBIM MPOH3BOINTENIEM H3/IETHA, yxamn@) B JaHHOI
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[/Tepeaod ¢ ancruiickoeo sisvika na pycc@‘l A3bIK |
|/Tocomun kosnanuu «3yvarxe Meouxai Ko., JImo.» | 'i’

Jlyner Gunokynsipubic Bepeus: 2
ata: 21.09.2020

Jlynbi 6HHOKY/IsIpHBbIE MeIHLUHHCKHE
SLE, SLF, SLH
PykoBoacTBO noJib3oBaTeis

Maplmpon HA OTOM MW3IeJMHW “YKalbiBaeT Ha T0, 4T0 OHO ObLI0
NPOTECTHPOBAHO OTBETCTBYET Tpcﬁonauunkconepmalmmcn B ﬂupewn@%/ﬂlEEC

Mo MEJIHUUHHCKH JACTHHEM :@
© S

3ymakc Meankaa Ko. HT%Zumax Medical Co., Ltd. 4&@0
=

S
BnaronapuM Bag 3a npuobpetenne 51010 m@a. Yro0bl npe/1IOTBpaTHTD CK/ICHHUE BALICTO
M31eIHA, K)KC NpHYMICHHE Bpeja ‘e€dc MM OKPYKAKOIIMM, JI HAYIoM €ro
HCIOJB30 cuenyer muaxomuuﬁ& CO BCEMH [EPEYHC/ACHHLIMH  HHKEC  Mepamu
NPEAOCTOPOXKHOCTH. ITH npasmia Ge30ngCHOCTH JI0/KHBI HAXOAUTHCH K MEcTe, J0CTYITHOM JUIA
BCeX M0/hIQBaTENECH. L %

g Y
Cuw§ ° @)
O @ -~ S
HHCTp 51 110 KCILIyaTalum [peaynpexicnue
% Buumanue! OmaKTea. C MepaMH NPe/IOCTOPORNOCTH W HHCTPYKIHAMY 110
NPUMEHEHHIO B PYKOBOCTBE 110 IKCILIYATAIIHH.
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IpeaynpexieHus H npeaocTepeReHus §
IMpeaynpexaenne: beperure ycTpoilcTBO OT BO3/ICHCTBUSA KHAKOCTH U B§

7\
Hpeaynpe)lcnelme. He npukacaiiTecb K MOBEPXHOCTH JIMH3bI PYKaAMH WM TBEP/bIMH

npeaMeTamMH. (U
Ipeaynpexaenne: Hukor1a He O4HLLAINTE IOBEPXHOCTH JIMH3bI € uc@bw KECTKHX
HJIH 3arpA3HEHHBIX MATEPHAIIOB.

IMpeaynpexaenue: He cMoTpHuTe Yepes yny Ha COJTHIIE H HA HCTO KH APKOTOo CBETA.
y

IMpeaynpexaenne: denepaibhoe 3akonozarenscrso CIIA P4 Ypeuaet npoaaBaThb

JIJAaHHOE U3/ICJIHE TOJIBKO BpadaM @H MO UX MPEAITHCAHHKD.

Q
S oF
@

e dd s
B,

J
1. HazHavyeHnue H XapaKkTepHCTHKH yfﬁﬁnna

1.1 eas @ Q
BHHOKYJISIpHBIE JYTTBI H OCBETHTETH @lonmwmca p memmumne., ()
Ha3znauenue
[Tpeana3znayeno ans yBeauueHHs HIOOpakeHHs M/ 1T OCBELICHHA FO7IA 3pEHHsA CTOMATo/10ra BO
BpCMﬂ OGCJICIIOBaHl/Iﬂ IIalHCHTA l‘l '~' XHPYPIHYCCKOI'o BMCUIBTCE:TBH.

1.1 XapakTepucTHKH @@ %

. JInH3bl U3 Bblcomxa§uennom cTekia ¢ MHOrOCAONHBIM TMOKPBITHEM 0GecneyHBaloT
YETKOE M SICHOE H300pake H#:
. Jlynesl ocHaleHsI Ky’
Oonpoi riayouHe (okye
HUCTHHHOTO paCCTOﬂHHﬂ.

APOM € OYEHb OOILIINM ZQﬁ'merpom noas 3peuus. bnaroaaps
BKH OOBEKT MOXKHO ysui CTEPCOCKOIMYECKH C BOCIPHSATHEM

. Yron aynbl jefkp peryaupyercs ot 0° 3@0°, NpH 3TOM YCTAJIOCTh Marepualia
MHUHUMAITBHA Jake Noc/e JUINTeIbLHOr0 HCMOIb30BaHHs.

. Bo3moxuo ¢ eHue Ha 6 MM BBepX H BH$4C)!<3paqKOBoe PACCTOsHIE MOKET ObITh
OTPEryJIHPOBaHO BH/IyaJIbHO, 4YTO obecrnie u@T MPUTOTHOCTD )crpoucm&ma modoro
THIIA JIHLA.

. CoBMecTHMO CO BCEMH BH/IaMH T'OJIOBHb yqeﬁ H HATOOHBIX OCBETH Cabit.

. Huren: we@ 1bHast KOHCTPYKLUMS v.qu 1 MOOMJIBHOM JIMArHOCTH

O ) @
2. l’lnnpy@u MO IKCIIYaTAIHH @
AN
U

p)
2.1 T)Kc@ammm moaeeit SLE n S§

N

CHayanampHKpenuTe peMellioK K ONpaBg-O4KoB. b

Haaennplenyny v yoeanTech, 4To Me YKOBOC PacCTOAHUE )’CT&HOMO CHMMETPHYHO.

Iloem Te HA TPEeXMEPHbIH 00beKT PEryupyiiTe nepsolii oKyap TEM BTOPOIi /10 TEX 10p,
MOKa Bbl HE YBUIHTE TPEXMEPHOE H akcHHe O3 TCHU M YETKO BUIMTE OOBEKT B KaXK/IOM
U3 OKyNspoB. 3aTeM 3aKkpyTHTe 00a(Y¢TAHOBOUHBIX BHHTA. 2

Il €HHE ONITHKH perynupyen%uupoxom JManasoHe ¢ NOMEIIbIO IWAPHUPHOTO KPEIJICHHS.
T16aBHKHOCTD WAPHIUPOB MOKCT(OBITH OTPEryJIHPOBAHA C MOMO BUHTOB.

Ny

2.1 PeryanpoBka pemeuika
[ToMHOCTBIO OMYCTUTE MOJA3YHOK PEMEILKa, @ 3aTeM HAIACHLTC OYKH W IPUBCAHTE YCTPOHCTBO B
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Hanbosee y100HO0€ /UIS Bac MOJ0KEHNE. 3aTAHUTE NOI3YHOK PpeMeliKa ., YToObl rapal{%)osarb.
YCTOHUHBOE NOJOKEeHHEe OMHOKY/ISPHOI Jynbl Ha rosnose (Pucyhok 1),

. L

[TomyHok pemernka

#
©
g
O
O

{ _ Pucynok 1
[ .

§

2.2 PeryanpoBka Mex3paukoBor CCTOAHUSA ™

OcnabbTe OTBEPTKY A1s PEryJIHpOBK HOKyZIspoB. Bpauaiite unn@lp OMHOKYASAPHOI TyNBI
B/10JIb CPE/IHEro IApHHpa JUIS NPHUBCACHHS B COOTBETCTBHE C C BCHHBIM MEXK3PauKOBBIM
paccTosiHHEM, a 3aTeM HaJEHbTE Yy iicTBO, uTOOLI YOEMTHLCA @»M. 4yTo 06e onmpaBbl JIHH3
pacnosiokeHsl y rj1a3 COrjlacHO MEK3PauYKOBOMY PacCTOSHHIO, F&Tb MOJIs 3PCHUS OKYJISAPOB
coBnaaaloT (PucyHok 2).

O

24 Pe gpomca MOJI0KEHUS ) ‘@
[Tocsie HacTPO K1 HEOOXOAMMOI BBLICOTHI HYT/Ia HAKIOHA OUHOKYJIAPHOI AYITB OTBEPTKA J10JIKHA

ObIThH 3a HpOBaHa H yj1a/ICHa, a 1noJjb aTEJIb JIOJKEH YCTKO BHIICT& 'BEKTBI B 1MOJIE 3PCHUA

e

© 9 N
S @§ = 9D
@Q Otéprka . <%>@

. % ’:5 ’\- N
@' @ R SN
/"‘-‘-’ ~.
\y i
o
Pucynoxk 3
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2.2 Ixenayarauns moaean SLH §
CHavana oTperyJMpyiTe pyuKy roJloBHOro o0py4a juisi GHHOKYJISPHBIX JIyI. 3arély) MpoBEpbTE
CHMMETPHYHOCTb MEXK3PayKOBOTO PACCTOAHHA.

[TocMoTpuTE Ha TpeXMepHbI 00bLeKT. Peryupyiite nepsbiit OKysp, a 3aTeM BT J10 Tex rnop,
M0Ka Bbl HE YBH/INTE TPeXMepHoe n3o0paxkenne 63 TCHH U YCTKO HE YBHIMTE OOBEKT B KaKI0M
W3 HUX. 3aTeM 3akpyTuTe 00a yCTaHOBOYHbBIX BHHTA.

[TosokeHne ONTHKH PEryHpPYyeTCs B LIHPOKOM JIHATIA30HE C MOMOIIBIO 1IapH
TTOABMAKHOCTD LIAPHHUPOB MOXKET ObITh OTPETYIMPOBAHA C ITOMOLLBIO BUHTOE

-
.? 1010 KpEIJICHHA.

Perysmposka rosioBHoro obpyua (O

OtperyaupyiiTe CpeIHIO HacTh FOJIOBH @oﬁpyqa. KaK BaM Yy/100HO. ¢ OLLBIO IBYX PYUEK H
3auKcHpyitTe rojoBHOI 00pyy Takum @OPa3oM, 4ToObl 00eCeynTh HENOABHKHOE TI0JI0KEHHE
OMHOKYJIAPHOI JTyIIbl HA TOJIOBE. 0}

r» 1
yuKa

@
S

Cpennss yacTb FOJOBHOTO 00pyya

@)
§
. F
.A S
O
L

(s

Pyuka Q’%
O
M
Y = Pucyuo@%@

PerysimpoBka Mem;pa@osoro paccrosiHus @'
Ocnabpre puivar ¥ QYMKY /U aKTHBALMH yBe iy TensHoro crekna. Bpawaiite umaunap

OMHOKY 1A pHOIH jﬁ;onb Cpe/IHero apHupa ma@nsencuua B COOTBCTCTBHE C COOCTBCHHBIM

MEJK3PavyKOBBIM PAacETOSHHEM, @ 3aTeM HA/ICHbTE YCTPOHCTBO, YTOOB! YOCAUTHCS 8JoM, 4TO 0be

OIpaBbl JINH3 pac KEHBI Y TJ1a3 COTJIACHO quoaomy PACCTOSHUIO, TO €CTH 11015 3peHHUs
OKYJISIPOB COBI T (Prcynok 5). (e} N

Pucynok 5
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Pery.impoBka BbICOTHI
[Tocne ycraHoBKM OMHOKYJIAPHOH JIynibl Ha HECOOXOAMMYIO BHICOTY 3aTAHUTE pyg 4TOOBI
3aMKCHPOBATH YCTAHOBJICHHBIH YPOBCHD.

@
N
©
» 8
Pyuka \ ,: { o
. O
g ©

Y

F) Q
)§Pncyumc 6 @
34 o

PeryanpoBka noJjiokenus O
[Moc:te HACTPOIKK HEOGXOMMOIT BLIEOTHI M yI/1a HaKIOHa GHHOKYIAPAOT 1yNbl 3aTSHHTE phivar,
3aMKCHPOBAB MOJOKEHHE, B KOTOPOM MOJb30BaTElb MOKCT q@ BHJIETb O0BEKTLI B 10JI€

3penns (Pucynok 7). @. @

llpucoene MarHuTHOE Kperienne kK @HOKYAspHoii Jyne ¢ uomouu@umon (Pucynok 8).

'Sfl T ~[) Maruutnoe Kperuicnue b
S
S

o

Pucynok 8
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&

Maruutheiii Hao0HbIH ocBeTHTE b HL8200 Moker OBITH yCTAHOBJIEH HENOCPEJICGTBCHHO Ha
MarHMTHOE KperuieHue

{

Ocsetutens HanoOHbIi HI8200
© i
<) @ -
Q -
@, Pucynok 9 O
YHOK
o
L O
3. Obcaysupanne yerpoiierna’
SN A
3.1 ObcayxuBanue JHH3 g Q
. [Tpudop, KoTOpLIi H 0J1b3YETCA, J0JIKEH Haxonggﬂ B 3aKPLITOI YIAKOBKeE.
. Pa3bopky »atoro oiicTBa MOryT BblﬂOHHﬂTQﬁ)ﬂbKO KBAIMUIMPOBAHHBIC HJIH

MOArOTOBJICHHBIE TEXHU € CHeUHATHCTDL.
. Ecnn yerpoiictso_Be pabortaer 10KHBIM oGp@M, obpatutech K YMOJIHOMOYEHHOMY
NpeACTaBUTEINO npou@nmem. He nwrraiitecs mpe@umpoaan M3/1€/IUC CAMOCTOATE/ILHO.

0 I
3.2 Pexomeuuauun%o OYHCTKE @7 g
@ ) &

*  BHEUHIO OBCPXHOCTD NPHOOPa MOMKHO O arh BIKHOI TKaHbio. CTOMKDE 3arps3Henue
emecblo 50% cnupra n 50%°Y iMCTHILIMPOBaHHOI  BOJIb 0o0b1 n30exarh

NMOBPEKICHHUA _NO BerHOCTeﬁ. HC MNpPOTHP HX BBI3BLIBAIOIIIUMH KO u‘-f' HIO MOIOHIHUMH
cpencmaMu.Q @ (U

IS :
. O‘mcr@mm: JUIS OYHCTKH JIMH3 MOJKHO HCIO/b30BaTh Oymary YHCTKH 3CpKaT MM

Kario m@oro pactoputens (50% c vid a u 50% adupa). 3atem HeOOXOaMMA TILATEIbHASA
nponysx@cnu Ha JIMH3E NOSBUIACH NbEL. ee HeOOXOAMMO CIyTh am’@ﬂouyaxoﬁ HJIH YIIHTD
ceunafBifoii pyuKoil 1Uisi OUHCTKH. N

D

A ,Quumauue! byabte octopokpky He nonyckaiite nonauauuu@mopure;m B YCTPOMCTBO.

O 3
&
A\

&
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&
2

4. Texuuveckue XapakTepHCTHKH

@

OnTtHyeckue xapakrepucTuku, SLE

VBenuyenue [ PaBouce paccrosmme (vm) | Tornie sperns (M)

["anunenckue aynsl 2
2,5 x 340 /420 /460 / 500 80/90 /1002110
3.0 x 340/ 420/ 460 / 500 60/ 65 / 68470
3.5x 340 / 420/ 460 / 500 50 /60 / 7080
[Tpu3maTHueckue oyl O
4.0 x 340 / 4207460 / 500 55 /6% /85
50X 340 / 4267460 / 500 45/5 / 65
6.0 x 340 / 4207 460 / 500 40/ 43450 / 58
0

OnTHyecKne XapakTepucTuku, SLF (L

@
|ﬁ3pﬂmu (Mm)

YBennuenue | PaGoyee paccrosnme (M)

["asmneiickue Jiynsi
2.5% 340'/ 420 / 460 / 500 90/ 100/ 110
3.0x 340 / 420 / 460 / 500 )/ 65/ 68 /70
3.5x 4340 / 420 / 460 / 500

L[)50/60/70/80
AN

p)

a
OnTHyeckHe XapakTepHeTnku. SLH

YBenuyenue \F'I Pabouee paccTosHue (MM@ ITone 3pEHHUA (MM)
~ anuneiickue nyn%
2.5% § 340 /420 / 460 / 500 80/90/100/110
3.0x P 340 /420 /460 / 500 U 60/65/68/70
3.5% o 340 /420 / 460 / 500 % 50/60/70/80
(@) [pu3MaTiyiecKn€ Jyibl
4.0 x O 340/420/460/5 55/65/75/85
5.0 55 340 / 420/ 460 / 500 45/55/60/65=
6,0 x as 340 / 420 / 460,500 40/47/50/ 5}§
< & Q
=
Tpebosanust i OKPYKAIOMIM YCI0BHIM F@ @?
Jkcrutyatais”  [Temneparypa ~J +10 C- +40 C oS
@, OTHOCHTE/IbHAA B ™  [30%-75% RN
D ajienue Boytyxa () 700 rlla - 1060 rilal]y
Tpaucm@sposxa Temneparypa [40C-+55C SN
@ OTHOCHTE/IbHAS BAdAKHOCTD 10% - 90% A@ﬂ
AN aBeHHE BOIYXAy 500 rlla - 1060 pida
Xpal@e Temneparypa ‘U L40C-+55C Y
o Otnocutebhaggaariocts  [10%-90% s
Ne) JlaBnenune n_g#a 500 rTla - 1 rlla
O~
s
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IIpumennmbie CHMBOJIBI

S
“ [TpousBoauTesb '@
)
L

el
S

[rc[=er] | Vionmomouenusiii npeacrasutens na repputopun EC

U

Jlata npou3BoACTBa

el

Q

XpauuTh NpH TEmIeparype

-
Howmep cepun é@
Q
©

[
bl

Yo~ o
\] U Q
Xpauute npu ow@renbnoﬁ BJIAKHOCTH @@Q

@@’ @
Xpauutb npn agﬁ?nubcpHOM J1aBJICHUC Q
o @

' N
? XpaHuTth B gom MecTe
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g

YN
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NE=A

<0 Q

Xpynko
D
<
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O
CCTCPHJIBHO
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H rapaHTHIHBIH CPOK &

W3 yKazaHna Ha YTHKETKC. O

Cpok ciyx0b y -\\ oiicTBa 5 ser. /\/

daxTHUECKHii C‘) AHTHHHBIA CPOK (.ocramme@ (?

Orpannqcn@n rapanTus )
K()Mnamm@iumax Medical CO.. LTD»| «Zumax») rapaHTHpyer, npu pa3paboTKe M
npomao,@e JIaHHOTO annapara OblH 7(? 0JIb30BaHbl HA/UICKAIINE M NPeI0CTOPOKHOCTH.
Jlannas @amm{ JAMCHACT M MCKJIIOYAETE BCe JIpYIHe rapanTHH, He l JKEHHBIC B HACTOSIILEM
JOKyMEHTC, SBHO BbIPKCHHBIC HIIH 1o pasyMeBaeMLIC B CHly 3 d MM MHBIM o()pazom
BKJIIOYAS, HO HC OrpaHHyuMBasCh
comgnn MM NPHIOAHOCTH JUISA JIC/ICHHBIX  LEJICH. Oopm@m. XPaHCHHE, OYMCTKA M
cTegiyi3ais  HT0r0  npudopa. D AKKE JIPyrHe [1pOLECChl, “CBAAHHBIC C MalMEHTOM.
a OCTHKOIA, JICYCHHEM, XHPYPRE ecxmm npouey pamu 1 npoyhe PaKTopsl, HE 3aBUCALLMC OT
KOMfIaHUH «Zumax», Henocpe ke Tt npubopa u pe3yabTarbl €ro
onb3oBanuA. O0A3aTC/ILCTBOK il rapanTHH, OrpaHHYNBaCTCA
npuﬁopa. H «/,umax» He HECCT OTBETCTBEHHOCTH 3a JIH0ObIC
cilyyaifHble MM KOCBEeHHbIE YOBITKH, YIICPO HIIH PacXo/ibl, MPSAMO HIIH KOCBEHHO CBA3AHHbBIE € €0
ucnosb3zoBanueM. KoMnanns «Zumax» He npuHUMaeT Ha ceOsi 1 He paspeluaet Jobomy apyromy
AMIly NpHHMMAThL Ha ceds Kakue-audo JApyrue WM JlonojmuTenbhbie o0s3aTenbeTBa MM

20796
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OTBETCTBCHHOCTD B CBS3M C ITHM [IpHOOpOM.

YTHIHZHPOBATH B COOTBETCTBHH € OOLICHPHHATON MEAMIIMHCKOM 1IPAKTHKOH M NpHME
MECTHBIMH, TOCY/IaPCTBEHHBIMHU H ()e/IepaibHbIMI 3aKOHAMH H HOPMATHBHBIMH aKTA.
Kaace onacHOCTH ISt MEAHUHHCKHX OTX0M0B ¢ Y4eTOM crienndukaimm ..;,5.7? IHYECKOTO
coctasa (B cootBeTcTBHH ¢ Canutapubimu Tlpasnnamn u Hopmamu Poceniic (Dcnepauuu

2.1.7.2790-10): Knacc A
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Tenedon: +86 512 66650502 o' @
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1. nouta: sales(@zumaxmedical.cn

O
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(Borkstrasse 10, 48163 @nslcr. Germany) Q
YnoHoMo4eHHbII NpPeICTABHTENb n'momrreuu B Poccun @@Qb
000 "H.CEJIJIA" ¢ @
111033, r. Mocksa. BosiouaeBckas yn.@. 12A, ctp. 1 Q
+7 (495)“771—75-3.9 @ @
manaveransella.ru ©
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[/Iepesoo ¢ anenuiickoeo szvika na pyce 1 A3bIK]

[VTocomun koxmanuu «3ysaxe Meouran Ko., Jimo. » | @)@

Jlynbl (mnoxymlp Bepcus: 2

Ila' 1.09.2020 r.
Jlynbi GHHOKYISPHBIEC MEAHUHHCKHE @ég/’
SLT

©

Pynonon@o NnoJib30BaTe st @Q
§§ ™
) e = Q@,)

o O | ) QO
s 7 QO

@@ !
QY

7

&

~—
— ———— e

O
§ 3
ce Mapkuposka @ Ha 9JTOM H3Ie/IHH y@mnacr HA TO, YTO OHO ObLIO

NPOTECTHPOBAHO K cm@eTcmyeT TpeboBanuaM, co@mamlmcﬂ B lnpextuse 93/42/EEC
10 MEAMUHHCKHM H3geduam @)

«akc Memkan Ko., JIta» (Zumax Medical Co., Ltd.) .

N >
baaronapum Bac puo()pe'rcnuc 3TOro H3AeIHMTo0bI NPE0TBPAaTHTHL NOBPEKICHHE BALICTO
M3JIC]MA, a TaKKe MNpUYMHEHHE Bpejaa ceGe- WK OKPYKAIOIIMM. [1€ HAYaIOM  €ro
MCI0/IB30BaHH %lenym 03HAKOMHTLCH g@;cmn NePEHHCIICHHBIM MKE  Mepamu
[IPCAOCTOPOKHOLTH. ITH NpaBH/Ia 6e30nacno@4 JIOIKHbBI HAXO/MTBCA B MEETE. JIOCTYIIHOM JUIs

BCEX nonb'm@w:leﬁ. @ §

Y
§ MHCTpYKIMSTI0 JKCriyaTaimm CAYNpEKACHHE
Q 0 O
5 & §
)

o

& I~

Buumanue! O3nakom
IPHMEHEHHIO B PYKOBI

FECh C MCpaMH IPEJOCTOPOK TH U HHCTPYKUHAMH 110
ACTBE 110 HSKCIIyaTalHu.
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ﬂpcnynpemzlelmﬂ H Npe/10CTePeKCHHA §
9,

IIpeaynpexaenne: beperute ycTpoHCTBO OT BO3AECHCTBHSA XUIKOCTH U BJAIH.

e
IMpeaynpexaenne: He npukacaiitech K NOBEPXHOCTH JIMH3bI PyKaMH n@‘ecpnbmu
Npe/IMETamMH.
Ipeaynpexiaenne: Hukorga He ouumaifte MOBEpXHOCTH :lmn MOMOLIBIO
KCCTKHX HJIM 3arpA3HCHHBIX MATCPHAJIOB. O

Mpeaynpexaenne: He cMoTpuTe Yepes Jyny Ha COJIHIE W HA qumcu SIPKOTO

D

cBeTA.

Ipeaynpexaenne: He cmmp@qcpcz JIYIly Ha COJIHIE M TOYHUKH SIPKOTO

CBeTa. ) & &

Ipeaynpexaenne: dejep: oe 3akonojaresibeto CLIA/ paspeiaet npojasars
JIAHHOE M3/ICJIHE TOJIBKO Bp6 M HIIH 110 X |’1pc,'umcaumo.Q

1. HaznauecHue H XapaKTepHCTHKH YCTPOHCTBA O

R
1.1 Ilean 9

BHHOKYJISPHBIC JIYNbI H OCBETHFE/IH HCTIONB3YIOTCS B MCJIMIIW%

Haznauenue

[Ipe/iHazHayveHo /Ul yBeIH u3o6paxkeHns H/uan ocBefl@Hus M0JIs 3peHNs CTOMATO/I0rA BO
Bpemsi 00CIIeJoOBaHHs ALIMEHTA WM XHPYPIrHYECKOro sMmefiidrenbeTBa

1.1 XapakTepHcTHKH @@’@

> B BPBbPE

. JIun3el 3 nmcox@aqecmermoro CTEKJIA ¢ M}l%cnoﬁnbm NOKPBLITHEM 00ECIICYHBAIOT
YETKOE U SICHOE moGp@:Hue.
. Jlynbl OCHAIUEHBI OKYJSApOM C OYeHb 00Jib AMaMeTpoM 1oJis 3peHusi. biaroaaps

Oonbioit riyonHe
MUCTHHHOIO paccTo
. Unrenne

YCHPOBKH OOBCKT MOKHO YBH/ICTh CTCPEOCKONHUECKH ¢ BgcnpusTHEM

o Q
bHasi KOHCTPYKIHA y100Ha MOGHIBHOI HArHOCTHKH.

N

2. HUuerpyxu %)mclmyarauuu
Jlynet SLT ¢ eTCTBYIOT mmusmxymlbnh@lmpe@locmm KaXK/10r0 )@ra. Caeaywowmme

[apaMeTphbl YEEAHABIHBAIOTCS B COOTBETCTBAM)C IaHHBIMI, YKA3aHHBIMHU 3 MKOM:

e Mexip OBoc paccTosiHue p) & \
e Paboueg paccrosHue @) @
N
e Koppekins s @ &
e Ha E WJIM OTKJIOHCHHE B 3aBUCHMOGTH OT MEK3PAUKOBOTO PACCTOSAMS 1 T10JI0KEHHS [1a3
* Tloseikenue HOCOBLIX YIOPOB
Verpoierso TpebyeTt ToHHOM HacTpofKH 1epet ePBLIM HCIOJIBL30 cM.
Otpeiyfiupyiite OOKOBbIC 4acTH, cc@)‘m HeoOX0 MO, a 3aTeM f1poBesnTe npumepky. Jlynbi

IC/IYCT MCHOJIB30BATH C 1@0“30""51M I'OJIOBHBIM 0()p EM. 4TOOBI OOECHCUUTL HX
CT bHOE MoJIoKeHHe. BOKOBBI HTKH INPHKPCILIAKOTCA K OI1

N

20796
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3.1 Ob6cayxuBanue JIHH3

&
3. Ob6cayxuBanHe ycTpoicTrsa &
L
@

. YeTpoiicTBO, KOTOPOE HE HCHOJIB3YETCA, JIOJIKHO HAXOAUTHCA B 3aKPBITOH yITAKOBKE.

. Pa3bopky O3TOro ycTpoiCTBa MOIYT BBIIOJHATH TOJILKO KBaJIH(pHULIH HHbIE HIIH
MOArOTOBJICHHbIC TEXHHYECKHE CTICIIHATHCTDI.

. Ecim ycrpolicTBo He padoTtaer JIOMKHbBIM oOpazoM, obpaTtutech K Homoqeuuomy
npeACTaBHTE IO Mpou3BoaHTeNs. He neltaiiTech OTPEeMOHTHPOBATHL H3AEIIHE ¢ LTO}I ICJILHO.
3.2 PekoMeH/IalIHH 10 0YHCTKE @

*  BHEWHIOW TOBEPXHOCTL YCTPOHC! MOXKHO OYMIIATHL BJIAK TKaubto. Croiikoe
3arps3HEHHE MOXKHO YAQUIHTh cMecbio)50% cnupra u 50% auctuin HHOH BO/bL. YTOOBI

n30ekKaThb MOBPeXkKIACHHs IOBCPXHOCTCHFHE TPOTHPANTE HX memaroum KOPPO3HIO MOIOIINMH

CpeaCTBaMH. O Q

- OyHCTKa TUH3: I8 OYHUCTKH JTHH3 MOXKHO HCIOJb30BaTh 6)’M JUIS OYHCTKH 3€pKal HITH

Karuo xuakoro pacrsopurens (50% cuupra u 50% sdwupa). 3 HeoOxoamMa TulaTebHas
npoayBka. Ecnn Ha nunse nonnu@ MbLTb, ee He0OX0AMMO ¢y Th BO3AYXO1yBKOH HIIH yIQTHTH
CHELHAILHOH PYYKO#H ULt OUHCTKH,

/\ Buumanue! byaere OC@KHH. He nonyckaiite nomwQ%gm PacTBOPHTENS B YCTPOICTBO.
4. Texuuveckne xapalc'rrmm g
S =
=

OnTHYecKHe XapaKTepueTHku, SLT

YBenuueHue __ |PaGouee paccTosnue (MM)_ [TTose 3penns (MM)
2,0 x 7 1340/420/460/500 50100/ 110 /130 /140
2,5x Iy [340/420/460/500/556 [70/80/90/100/120 S
3,0x L 340/420/460/500/%0 60/70/80/90/100 |&

MexapaukoBoe pacetosuue (PD) -
PD, MM 535; 55,5; 56; 56,5; 3% 37 5: 58; 58.5; 59: 59.5; 60; ©
% 60.,5; 61. 61,5: 62: 5:63: 63.,5: 64: 64.5: 65: 6 y
@ 66: 66.5; 67: 67, ) 68.5:
IS o 3
; S
TpeGoBanii K OKPYKAIOMHM ycnoanm;\&' F—
DKcnyatatis Temnepatypa A +10 C- +40 C ;U
OTHOCHTEIbHAS BJI&%HOLTI: 30% - 75% le)
@ aBTeHHE BO3AYXA~ 700 rlTa - 1060 .
TpancuopTHpoBka [Temmeparypa /) L40C-+55C &)
OthocHTe b HAFBiakHOCTD  [10% - 90% O
aBjicHHE BOIAYXA 500 rlla - 1060 £1la
X‘@HHC Temneparypd -~ 40 C - +5568°
NS O rHOCHTEIEHaR BlakHOCTh  |10% - 90%<>
A aBjicHUe/BO3YXA 500 rlla - 2060 rlla
A4 _S
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5. Tunbl u3aeans

YCTpoiCTBO BBIITYCKAETCS ¢ THTAHOBOH ONMpaBoii, a TaKkKe ¢ 01paBoii CIOPTHBHOTO

Turanosas onpasa (Pucynok 1)
Onpasa cioptTuBHOTO THITA (PHcyHOK 2)

| @
o / ~
0

Figure 1 ( Figure 2

Pucynok 1 Pucynok 2

&
CC%©
L
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ﬂ§ OU3BOCTBA

A 4 - &7
P@ep cepHu L
y (IXpanuts npu Temmeparype
A F 3 =
Y @ &7
o XpaHuTb IPH OTHOCHTEII BIIAKHOCTH
Q I~ O

& S

XpaHuTh 11pH armoube@bm JaBJICHHE

J
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& % -y
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Cnenyn‘@uﬂpykuuu 110 IPHMEHEHH

HectepuibHo
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JlaTa u3roroB/ieHHs M rapaHTHIiNbII CPOK @
Jlata M3roToBsieHHs yKa3aHa Ha YTHKETKC. &
Cpok ciyxObl yeTpoiicTsa S JieT. @%

MaxkTHyeckHii rapaHTHiiHBIIH CpoK cocTaBaseT | roa.

Orpanuyennas rapanTus
Komnanus «Zumax Medical CO., LTD» («Zumax») rapaHTHpyeT, 4ToO npzpaﬁoTKc "
IIPOM3BOICTBE JIAHHOIO anmnapara OblJIM HCI10/Ib30BaHbl HAUICKALLNE MEPBI 11
JlaHHas rapaHTHs 3aMEHSET M HCKJIIOYAeT BCE JIPYrue rapanTHH, He W3JIOKERIBIe B HACTOSIEM
JIOKYMEHTE, SIBHO BBIPAXKCHHBIC HJIM I110/[pa3yMCBACMbIC B CHJIYy 3daKOHA l MHBIM 00pa3zom,
BKJIIOYAsl, HO HE OrpaHHYMBAsCHh ITHM, JIIODbIC MOApa3yMeBacMble HTMH TOBApHOIO
COCTOSHMSL WJ/IH NPUTOJHOCTH JUIS ONPE/IGICHHBIX ueaci. Obpauenne, (HyaHCHNE, OUHCTKA U
CTepuiin3aimMs  HToro npudopa, a T&g@Jg ApyTHE TIpOUECCH, CBAYAIRLIC € MauMeHTOM,
JIMArHOCTHKOMN, JICYEHHEM, Xprpl'M‘lCC@%i NpoueypaMu 1 npouue ¢ pbl. HE 3aBHCALLME OT
KOMITAHMH «Zumax», HEeNocpecTBeH JHSIOT Ha cocTosinue npudOpa M pesyibTarbl €ro
HcnosibzoBanns. O0A3aTENLCTBO KOMIAHIHN «Zumax» 1o HacToseH l@mmm. OrpaHHyYHBacTCs

PEMOHTOM MJ/IM 3aMEHOH AaHHOro npyodopa, U «Zumax» He HeceT TCTBCHHOCTH 3a J1100bIE
cIyyaiiHbIe WKW KOCBEHHBIE YOBITKH; YIep0d MM pacxo/abl, NPSIMO HIK-KOCBCHHO CBA3aAHHbIE C €ro
ucnonbzoBanueMm. Komnanus «Zur@> HEe pUHUMaeT Ha ceOsi u H peuiaet JIIo0oMy JApyromy

JiMny nNpHHHMAaTbh Ha ceda  Kak ndo JApYruc MM ,l()ll()ﬂll@ﬂbele o0g3aTeILCTBA MK
OTBCTCTBCHHOCTL B CBA3H C 3TH H6OPOM.

YTHIHZHPOBATEL B COOTBETCT, ¢ o0enpuHATONH Mcnuuuu&gﬁ NPAKTHKOH U NPHMECHUMBIMH
MECTHBIMH, rocynapcmenum@u (henepasibHBIMH 3aKOHAMW U HOPMATHBHBIMH aKTaMH.

Kaace onacHocTi s me THCKHX OTXO010B C chmm@euudmxamm MOp(hOJIOrHYeCcKOoro
coctaBa (B COOTBETCTBHH ,ggumapuumu [pasunamu g Hopmamu Poccuiickoii ®enepaumnu

2.1.7.2790-10): Kaace Aol
O

O
(Y
“ «3ymake MEHKaﬂ Ko., JIta» @

5 Yxunn Poya, Cysxkoy, [Tposunuus [ 3ancy 2 @ . Knraiickas Hapoanas Pecnyt:inka
(5 Zhiying Road

Tenedon: +86 /\/

®dakc: +86 b
1. noyTa: s
hitp: www.z

6650502 o'

©
3
EC ﬁ «MeaHet I'mOX» (Mcdd /\§
= ¢ A
&

O
Q
S
Y 10MOYEHHBbIH NPEACTABHTE
O H.CEJUIA" @
33, r. Mocksa, Bosiouaesgkast ya.. . 12A, c1p. 1
(495) 771-75-39 >

manageransellaru

o
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mailto:sales@zumaxmedical.cn

[/Tepesoo ¢ anenutickoeo Azvika na p}'c A3bIK|

[/Tocomun komnanuu «3ymaxe Meoura g JImo.» |

Jlara COCT&BJICH@.O&Z’.Olg I

OcBerurens HL8000 %"Q
K Jiyne OMHOKYJISIPHOH MeJHLIMHCKOM ©©

&
M

O N 8
Q

1
‘0@?
G
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ce MapkHupoBKa Ha IJTOM H3IeJIHH bmaeT HA TO, 4T0 OHO ObLIO
L

NPOTECTHPOBAHO H cwnercmyer TpeboBaHHUAM, cég epxammumcen B dupextuse 93/42/EEC

M0 MeIHUHHCKHM H3TeIHAM

{0} C S

«3ymakc Memm@(o., JIta» (Zumax Medica@., Ltd.) 4

o () <
Baaroaapum Bac3a npuobpetenne 3toro uiaenug: YtoOb! Npe10TBPATHTL NOBPCK/ICHHE BALICTO
u3genMs, a T NPUYMHEHHE Bpeaa c§ WIH  OKPYKaIOLIHMM, nz§:aqmom ero
MCTIOTBh30BaH cre/lyeT  O3HaKOMHMThHCH BCEMM  IIE€PEYHC/ICHHBIMMI.) HHKE Mepamu
npenocmpm@cm. OTi npasuia Ge3onac M JIOJKHBI HAXOUTHCA B M@e. JOCTYITHOM 1S
BCEX MOJIb30BATENEH. ) & §

&
Cmmm.nu% O @
-B Cwm. CTaTbmg /\?
S o %

q@ Bu_wpeu@ HCTOYHHK 3.1e|crpomna|@
@

Q

:Lg Mal"‘@xa Pery.JIHpOBKH OCBEHICHHOCTH
)
Kuaace 11
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Buumanne! @
. 3

I.  O3nakoMbTech ¢ MepaMH NPEIOCTOPOKHOCTH W HMHCTPYKIHAMH 10 npHMCHCHIo,
KOTOpbIE CO/IEPAKATCH B ITOH cTarThe. @

2, He wmcnoab3yiite gannoe ycTpoiicTBO BO BJIAXKHBIX IOMEIICHHSX. I@noulyckai‘ne
Nonaanus Ha yerpoiicrso HpuI3r, Kanejab HH BOJASHOIN NbLIN.

3.  JlanHoe ycTpoHCTBO HEJIb3Sl HCIOJIB30BATH NPH HAJIHYHH JIETKOBOC Q\elmmmuxcu
razo.. @)

4. He nanpasJsiite cBeT 0T YCTPOIHCTBA IPAMO B 11434, @)

8 Y6eauTecn, 4TO WHYP NUTAHHS TOJI0BHOTO 06pYa pacnoaoxen BlpeaycMoTPeHHbIX
aas 9Toro 3azkumax. Kopnye nasiobHoro ocseruresisi He 10/1keH ObITh @:pbn TKAHLIO WK
yem-au00 noaobHbLIM.

6. Hcenoamb3yiiTe T0/ILKO cnenual n/ﬁi'lcepruqmuuponauublii ep.

7 He unapanaiite 3ammurnoe ;&no najaLuamMu  wan  KakiMu-au60  TBEpALIME
npeAMeTaMm.

8.  Mexepaabnoe 32!\'0“01121‘(‘1]5@0 CHIA paspemaer npeaaBarh JAaHHOC HIICIAHE

TOJILKO Bpa4daM HJIH 110 HX ﬂpc&"@““m. @
S

1. Haznauenne u xapawrepm*m%u ycTpoiicTBa

1.1 Heas @ @
BHHOKYJISIpHBIC JIYTIbI H ocac@:m HCIIOJIB3YIOTCS B MCJIHIQ%C
Haznauenue ®

I Ipeana3HaucHo Ui yBe @ﬁm H300pakeHNs W/ HIM OCBEHICHHSA 110715 3PEHHA  CTOMATOJI01a BO

2
BpEMs obcneqoBaHUA NalFEHTa WK XHPYPTrHYECKOT O BM%&TCHI;CTB&

1.2 XapakTepucTHKu (@) g

*  Hctounux ocscme@a: CBETOJIMO/IHBLIA HCTOUHY eTa ¢ uBeToBoii Temneparypoit 5000 K.
beawtit cet Ge3 TCH@O'IBO.’ISCT Bpauy BHJIETh OCOOBMHOCTH TKaHel 0e3 HCKakeH
*  Ynoberso np@ucnm] Ha100HOrO0 OCBETHTENS obecrevyuBaeTcs 3a Cé JIMTHEBOTO
akkymyastopa. KOTOpBI 103BOJAACT HMCNOML b ycTpoiicTBo 0e3 MCTONHHKA [HTaHus
NOCTOSHHOIO TOKA. JTO O/IMH M3 CaMbIX Y1001 W JICTKHX HATOOHBIX OCBETHTEIICH, KOTOPbII
NOJIXOAMT JU1s BH/IOB XHPYPIHYCCKUX OI1 Hil. /\/
*  OCBETHTEIBEMOKET UCIOJIL30BATHCH BO B 3apsA/IKH. b

OBO#l MHHKATOP 3aps/ia a Qy;mmpu.
COBMECTHMO CO BCEMH OHI QJIHPHHM W JIy1lamu «3ymaKc@Zuma,\').
. Mmcn@Tyanbnan KOHCTPYKIIHS npmv%’ua Juist MOOWJIBHOMN JIHAT HOCFHKH.

2 Muct@§wunu N0 IKCIIYaTAINH g %

Ilo,'w(@umc IHYP MHTaHUS € 110 bl0 npusiaraemoro saxumalAlazenste yerpoiicrso na
I‘O.‘IOQ OTPEryJMpyHTC LIMPHHY W BBICOTY, KaK BaM y/100HO. @

& .
| TIOUHTE OCBETHTEIb K a1anTepy nuranus. JLis Beibopa neoOXSAHMOI SPKOCTH HCIIOIL3YHTE
e HJIM [IPABYIO KHOIIKY PEryARPOBKH Ha roJI0BHOM 00pyuc

&‘naﬁwe KpCﬂC)KHblﬁ BHHT. 'I@ﬁxl HANnpaBuThb HZ.UIO6H_\'IO JlaM BBEPX, BHH3, Ha3a/l HJIN BIICPEC/L.

[locne 3aBepiueHns peryIMpoBKH CHOBA 3aTAHUTE BUHT. OCBELICHHOE MTOJE 3PEHHA MOKCT ObITh
BLIOPAHO € MOMOLLBIO T10J3YHKOBOI'O PEry/IsTopa.
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3. Ob6cayxunBanne §

f Bunmanwne! Toapko  KBaIM(PUUMPOBAaHHBIE  CHEUHAILHO  TI0 OBJ/IEHHbIE
COTPYAHMKH MOryT oOciykuBath 510 ycTpoitctBo. [lowkanyiicra, sCBsknrech ¢
O(UUHAIBHBIM HJICPOM HIIH MTPOH3BOMTEIEM.

Buumanue! Ecnu yctpoiicTBO He paboTaeT 0IKHBIM o6pa30‘6parmecr, K

YTOITHOMOYEHHOMY NpeACTaBUTENO IIPOM3BOAUTEIA. He nbiTaiiTech
OTPEMOHTHPOBATDL H3/1€JIHC CAMOCTOATEILHO o
3.1 3apsaka H 3aMeHa AKKYMYJISTOpa
3.1.1 3apaaka aKKyMyJIfTOPHOTO 6.1015@1' 5§52 Q.
¢ oF
Ecim MHIMKATOp aKKyMYJISSTOPHOIO ka BTS552 (nanee «akkyMmyJsiTOp») FOPHUT JKeJIThIM
CBETOM, HEOOXOAMMO HEMEICHHO JIMTh WM 3aMEHHTh aKKyMMIATOp Ui N0/3apsijiKu

pe3epBHOrO nuTaHus. EcCau  npu — KEJTOM  HHAMKATOpE u@nmosa}me yeTpoiicTBa
NPOIOJIKAETCH, TO AKKYMYJISTOP e JIMT B QUM THBIH PEKHM H HilFanne oTKII04ETCS, YTOOBI
MPEAOTBPATHTDL YPEIMEPHYIO Pa3pHAKY aKKyMy/IsSTOpa.

Ilpn 3apsake NOACOCAMHUTE K
OOKOBOMY IHE3/1y aKKYMYJIATO
3apA/IKH MHIHKATOp Mepliae
VKa3blBAlOT Ha TO, 4TO a
NpPOI0KaTh HCNOIb30BaHH

eIl BBIXOJHOIO [IPOBOJIA @JarnTepa MHUTAHHS K KPYIJIoMy
ajantep NUTAHUA MOAKIIO K ceTeBoit po3eTke. Bo Bpems
JTHIM M 3eleHBbIM cBeTOM.Horaciine MHIMKATOpbl 3apsi/IKK
1YJIATOP MOJHOCTBIO 3aps@ﬂ. Bo BpeMms 3apsiaku MOKHO
eTUTES. S

3.1.2 3apsaaka akkKymy %S puoro 6.10ka BTS56 Qb

Ecan akkymynstop pa@l:mncn. OCBETHTE!Ib Moxm'%bm, MOJIK/IIOYEH HEMOCPEJCTBEHHO K
3apsAHOMY YCTPOHCTRY.) @)

Jlns 3apsanku Heo HMO [IOMECTHTL OCBETHTEIb B 3apiAHOE YCTPOHCTBO H_TTOAKIIOUH T

ajantep, OAMH K KT KOTOPOro MOJAKMOYACTEA) K 3apsaHoMy YCTPOMHCTBY. @ JIpYyroi - K
HCTOYHHKY NHUTA

N
S
s
N

AKKYMYJIATOP. A VIAATOP HEJIb3s
o |~ § BLIOpackIBaTh B ObITO, orxoasbl. Heobxoamumo
STE
I:Lﬂ/” O03HAKOMMTBCH € CCTHBIMH  [TPaBHIIAMH
J

~3 ' VTHIH3ALNHN aKKyM@Topos.

" i
Y % ) '
\é%,’/\/ ~ O Bunmanne! HUcnonb3y 0JIBKO CTIeLNAIbHbI
' " L
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Q
3.2  Hcnoab3oBanmne u oﬁmymunau@ckymynnropa @Q
p)
EMKOCTB IMTHEBOIO aKKyMYyJIsaTOpa M cs B 3aBUCHMOCTH OT ycnom ucnoabzoBauud. s

MAaKCHMAJILHOW €MKOCTH HCHOJIb3Yii KKYMYJIATOP [1pH xomuaTHbh) temneparype (10°C ~
40°C). He noagepraiite akkyMyJIsiTOp BO3/1€HCTBHIO DKCTpEMalbHb mnepatyp. [TpH BbICOKHX
HJIH HU3KHX TeMIleparypax CMKOCTK@()/M)'JMTO{)& YMCHbLIACTCS.

O
3.3 Pexkomenaauuu no o‘mc @

*  BHeuwH00 NOBEPXHOCTH NPROOPA MOKHO OUHIIATh Bﬂa)!(H@I'KaHbK). Croiikoe 3arps3Henue
MOXHO YAaIUTh cMechio 50 nupra u 50% micnmnup%unoﬁ BoAbl. YTOOBI HM30exkaTh
MOBPEKACHHS nosepxuocre® HEe mnpoTHpaiite MX BLI?QIOUIHMH KOPPO3MK  MOKOLIMMH

CpeICTBAMH. N @b©

*  OuyucTKa JMH3: 118 CTKH JIHH3 MOJXKHO MCIOJIb3 b OyMary Juii OMMCTKH 3€pKajl WK
Karutio KHKOro pacTBoO ns (50% cnupra m 50% pa). 3ateM HeoOXoamMMa TiIATE/IbHANA
npoayska. Eciun Ha nin OSIBWJIACH Nbljb, €€ HeoOX 0 CAYTb BO3/1YXOJ/1yBKOH HJIH YIQIUTh
crenHaIbHOMH py4KOH @7 OYUCTKH.

O
(U < S
N\

=
Bu ue! Byaste octopokubl, 4@ nonyckaiite nonazanus @'BOPHTCH’I B
4. Ycrauomc:§ 5 @l?'
S

c

4.1 Ycram&ca HACTEHHOI 0 Kpern.ienus. &

(Y

CoBMeCTHT® MOHTAKHbBIE OTBEPCTHS Ha Qeuxe aKKyMYJISTOpHOTO 01 JIBYMs OTBEPCTHAMM
JUIst yCTHOBOUHBIX BHHTOB, 3aTeM BBEIWTE YCTAHOBOYHbIC BUHTBI H yC BHTE YCTPOHCTBO, KaK
noKas a pUCYHKe. @:

- o . @
S g &
Ness
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4.2 YeTaHoBKa aKKyMY./ISiTOpa B ro.10BHOH 00pyy &

Kak mnoxkazano Ha PHCYHKE HHIKE, YCTAHOBHTEC aKKyMVJlﬂTOPHbIH 610K 0 KPBILIKY

perynnpoaoquou PYYKH, 3aTEM BpaluanTc 110 4acOBO#H CTPEJIKE JI0 yIopa. lI.na CHS r~-

IHOBCPHUTC

)
!

Onr KHE XAPAKTePHCTHKH [y
Cn ¢ NSTHO NPH OCBElEHHN HA 420 MM 20~ 80 MM )
OcHesienue Ha pabGoueM paccTosngi § 200Mm 275000 1K o
MPYEMBbIii TMana3on &S5~ S
TaHlUug GIyKTYaluu @ 212,5 mm
L YFr10B0# Manason Q Bep’mxan@fﬁo
ec
OcsetuTens (6€3 rogosHoro obpyua) 69 r

JlonmonHHTENbHBIC JIeTaln

(DHIlep KpacHoro musera

25.03.2021
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JIEKTPOTEXHHYECKHE XAPAKTePHCTHKH

X

UcTOouHHK OCBELLICHUS

Ceeroaunoa S BT, cpok ciyxOb1 20000 yacos chpcpbgii
paboThl. 3aMeHa CBETOIMO/IHOI JaMITbl He TpedyeTesas

JeKTpuyecKas EN60601-1, EN60601-1-2 ans obopynosanus Kna%‘ﬂ "
Ge3zonacHoCcThb BHYTPEHHEIO HCTOYHMKA WICKTPOITHTAHUS
IlpunanaexuocTn

Axkymynstop BTS552 AKKymyJjsitopHas autnesas Gatapes 7.4 B (440 )

Axkymysastop BTS556

AKKyMyJsiTopHas autieBas Oarapes 7.4 B (18 Ay)

BxoaHoe Hanpsxenue
ajanrepa NUTaHus

100 B nepemennoro toka ~ 240 B nepeMEHHQFYToka, 50 I'u unm
60 I'u. m

Ajanrtep nMUTaHus
BoIxoanoe nanpsikenme u
MOIUIHOCTh

Boixoanoe Hanpskenue 12 B,

MaKCMMﬂJh@ BXOJIHas MOLIHOCTD S 30 @

Bpewms paboThbl

27 4. (MaKCHManbHas ApKocTh) BTS52:

AKKYMYJISTOpa 23 y, (MAREHMaTbHAs APKOCTD) BT556ﬁQ
Bpewms sapskin <5 4 BFS52; 2.5 u BT556 Q
aKKyMyJsTopa ) s
3ammra

N7
3auiTa oT KOPOTKOIo 3ar~|blxammma [UTAHHA H 3aLUKTA OT
neperpy3KH 110 TOKY.

=

JUtuHHBIH BUTOI Kabenb (npu Jimaria <200cMm

HEOOXO0IMMOCTH) L
Kabenw (npu nmasl‘)cm
HEO0OXO0IMMOCTH) O

A
A2
O
DJIEKTPOMATHHTHAN COBME Q[\:
HcnonbioBanue Hcopm@ubuux KaOesied W aKKyMY/ISTOPOB MOKET MPUBECTH K MOBbIIICHHON
IMHCCHH H nonumelmbvncmpomaruumou yCTOM‘IH‘CTH ME/IMLHHCKOTO YCTPOHCTBA.

MeuumnckHit onektpiueckuii npuGop He j0mKeH @b PACIOJIOKEH HIIH HCTIOJIB3QBAH BOJIM3H
APYIHX YCTPOHCTB.~ECaM npuGop paciooken ninACioib3yeTes BONU3M APYrorQ_yCTpoiicTaa,

clle/IMTe 3a ero pa i. @ g

O

.06nnbnmc pPaIMOYACTOTHHIE Y CPE/ICTBA CBA3ZH MOTYT Wﬁcruoaan Ha
@-, 30eranus BO3ACHCTBUSA cne@u € peKOMEH/IalsAM B TaOMilax Huxke.
Pylcosoncrn‘t%u' JAeKJAapaiHs npoumom@;gn — IEKTPOMATHUTHOE H3dyenne

Usnenne n@,ﬂﬂa’maqeuo JUIA TIPUMEHEHHSYB H1eKTPOMArHHTHOI 06;\@81« onpeIe/ICHHOI

IlopTaTHBHBIE
OCBETHUTEIb. /]

HIKeE. 30BATENIO  M3/CIHA  Cle) obccrieunTs  €ro  npm HHEC B yKazaHHoii
)JICKTEO%S' zﬁHTHOﬁ oDCTaHOBKE S le
Hcexon HM3MepeHHs maomu;:g«: JeKTpoMaruuTHas cpcw PYKOBOASIIME

§' TpeboBat yKa3aHus
PajinéHs/yucHHe ['pynna J=~ W3enme nenosbiyet @prum PaIHON3Iy YeHHS
corsfadho CISPR 11 @3 TOJILKO HAa OYMEHb HU3KOM YPOBHE. H 1O0YTOMY HE

CIIOJIOKEHHOTO BOIH3N
OBAHUA

CO3/JaCT MOMEXH JUI
WIEKTPOHHOTO 00¢

T

;@uomn)’qelme Knaee A W3zenne npuroufQ Uis MCIIOIB30BaHIA BO BCEX
nacuo CISPR 11 G HOMELICHUAX, KPOMEC JXKHIIBIX H HANPAMYIO
["apMOHHYECKOC Knacec A MOAKTIOYEHHBIX K Paclipe/Ie/IHTE/IbHOM

3.ﬂCKTpH‘{CCKOi‘i CCTH HU3KOIO HANIPAKCHUSA JUIA
JKHITBIX TIOMCIICHUIH.

niaydenue cornacio IEC
61000-3-2
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KonebGanus CoorBercTByet @
HanpsxeHus/Mepuarolee &
uinyuenne IEC 'i’

61000-3-3 D

IMHUCCHOHHBIC XAPAKTEPUCTHKH JIAHHOTO  YCTPOMCTBA [103BOJISKOT  MCHOJIb3OR
IPOMBILICHHBIX 30HAaX M OosbHMuax (ctanaapt CneuHaIbHOIO MEKIAYHAPOAHOIY KOMHTETA 110
pamnonomexam CISPR 11, knacc A). Ecim nanHoe ycTpoicTBO HCMOMLEYETCH B HKHIIBIX
nomeweHHsX (Juis Kotopeix 00biHO Tpebyetcs cranaapt CISPR 11, knace (.-% OHO MOXKET He
obecneyuBaTh Ha/ulekKauleH 3amMThl  paauoyacToTHOH  cBA3M. [lonpleBatenio  Moxker
noTpeboBaTbCs NPHHATD MEPbI 110 CMATYCHHIO TOCICACTBHI, TAKHC Kak FCpeMelleHue MM
MEPEOPHEHTALIMSA YCTPONCTBA.

Van
PyKOBO/JCTBO M I€K.1ApPALHS mroronnﬁn — IIOMEXOYCTOIYHBOCTD [~

H3nenue npeanazHaveHo /Uis pUMEHERs B YICKTPOMarHM THO# o&Ta@xe. ornpe/ieIeHHOiH
Hike. [Tosib30BaTes 0 3N CIICYCTROCCIICYHTD Cro IIPUMCHEHHE @vxazanuoii

WISKTPOMArHHTHOH 00CTaHOBKE CH
Tect na KonTpobHbi Yposens CKTPOMarHuTHas cpeja -
YCTOHYHBOCTh YPOBCHb co@no COOTBETCTBHSA CKOMEH1allHH
IEC 606017,
DnexTpocratHyeckue | +6 kB - +6 kB - koutakThbfil)| [Tos B nomenenuu u3
pazpaabl (DCP) no KOHTaKTHBI pa3psn aepesa, 6etona uiam
IEC 61000-4-2 pazpsm@ KEPaMUUCCKOH TUIMTKH.
+8 kB - Bo3ay \ i1 | [Tpu nonax. noKpbITLIX
=8 kBY pa3pan CHHTETHYECKHM
BO3AYHI bl O MaTepHAIIOM,
pa@n & OTHOCHTEJIbHAS BJIAXKHOCTh
) g BO3/1yXa - He MeHee 30%
Hanocexynanbie B - st sinmii | £2 kB - quumﬁ KauecTBO 2ICKTPHYCCKOI
MMITYJIbCHBIC TOMEXH | TEKTPOIHTAHNS IEKTPONTHTAHHSA YHEPryUH B CCTH B
no IEC 61000-4-4 o) © COOTBETCTBHH C
@ =1 kB - juisg aunmit | +1 KB@M JAMHMIT | THITMYHBIMH YCJIOBHAMH
@ BBO/12/ BbIBO/1A BBO/184BbIBO/1A KOMMEPYECKOH HIN
@ Ké? GOJleH‘lll(&l CTAHOBKH
o § a
Mnxpoccxyuun% =1 kB npu nojaue pH 1ojlaue Kaqecmgvfcmplmccmﬁ
MMITYJIbCHbIC n@exu IIOMEX 110 CXeme 2X 110 CXeme IHEPIU JICKTPHUECCKOI
00JIBILION HHEPI MK 110 | "nipoBO/-1TpoBo1” poBOI-npoBo1" CeTH c@@ym obecneyuTh B
IEC 61000- O com@muu ¢
oS +2 kB npu llOIla‘IJ,§?i2 kB npu nojaue | THNUSHBIMM YCIOBHAMH
& momex# 1o cxeme()| oMexH 1o cxeme Kon@pqecmﬁ HIIH
SR "nponon-"semﬂ"@ "npoBo,1-3emiis” HUHOIT 00CTAaHOBKH
ﬂpoaan@ <5% (npoBan=L) | <5% (nposai CTBO YVICKTPHUYECKOH
HaIPsReH s, HalpsAKCHUA Hanpsxeuus >95%) PruM B CCTH - B
OBPECMECHHBIC >95%) B Teq@c B Teuenune 0.5 OTBETCTBHH C
biBaHnus 1 0.5 ncpnouQ nepuojia &F‘,I'HIIH‘!HBIMH YCJIOBHAMHM
HeHus “KOMMEPYCCKOIH HITH
PSKCHHA BO 40% (n 40% (nposas 0OJILHUYHOI 0OCTAHOBKH.
aXO/HBIX JIHHUAX HanpsxkeHus 60%) | Hanpskenus 60% Ecim nonwiosarenno
lcrponmaﬂml 1o | B TeycHne 5 Te4eHue 5 rnepug HeoOXo Mmoo obecneunTh
IEC 61000-4-11 nepHo/I0B HEINPEPbIBHYIO padoTy B
70% (nposas YCJIOBHAX BO3MOKHbBIX
70% (nposai Hanpsxenus 30%) B | npepbiBaHuii ceTeBoro
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nanpsikenns 30%) | reuenue 25 HANPAKCHUA, @

B TeucHue 25 NCPHOJIOB PEKOMECH/1yeTCs anue
IEPHO,/10B H3/1e/TMS OCYLIL JSATh OT
<5% (nposai HCTOYHHKA

<5% (nposan Hanpskenus >95%) | 6ecnepeboiit 7\ NUTAHUS

HanpsiKeHUsA B TCHCHHE S CeKyHa | win DaTtapen

>95%) B Teuenne S Q

CEKYH/L P
MaruutHoe nosae 3 A/M 3 A/M Yposni HUTHOTO 1014
MPOMBILIICHHOH NpoOMb HHOH 4acTOThl
yacToTsbl (50/60 I'u) clieyeT-odecneyuThb B
no [EC 61000-4-8 COOTBETCTBHM C

@f TH IMH YCJIOBHAMM
p) & K *PUECKOH MITH
a5 00ALHHYHONH 00CTAaHOBKH
cy )

PyKkoB0CTBO M IeKJapallis HIrOTOBHTEIS — N ICKTPOMAI HHTHA 0IYMBOCTH
H3nenue npeanalsaueHo s npuw;@mu B JIEKTPOMArHMTHOI O HOBKE, OIpe/1e/IEHHOMN
Huxe. [Tonb3oBarento uizenns cagryer obecnednTh ero NpuMeH B YKa3aHHON
9JIEKTPOMArHHTHOH 00cTaHOBKE =
Tecr Ha Komp@uﬁ Yposenb DACKTPOMArHUTHAS cpeJla -
YCTOHYHBOCTD ypoBe COOTBETCTBHSA eKOMEeH1alnm

corn@o IEC &

60601~ Q

Konaykrushsie 3 3 3 Veff _Paccrosinne MexLy
MOMEXH, HaBC/ICHHBIC O@P 0 kl'u 10 £ HCTI0/1b3YEMBIMH MOOHTLHBIMH
pPaIHOYACTOTHBIMH w@'ﬂ‘u paaHoTenedGoHHBIMH CHCTEMAMK

3EKTPOMArHH THBIMH CBSI3H M JIIOOLIM YIEMEHTOM
nossmu 1o [EC W31C/Ius. BKIKOYas Kabeau, 1I01KHO
61000-4-6 q OBbITH HE MEHbIIIE PEKOMEHIYEMOI0
MPOCTPAHCTBCHHOIO pa3Hoca,
KOTOPBIH paccuuThbl csB

=
@ COOTBETCTBHH C MPHUBEACHHBIM
HHXKE BbIpaKeHue
§ [IPUMEHHTEJIBHO CTOTE

nepe/laTuHKa. b

L
@
I~
&
@)}

= ax
Paamouactofive 3 V/m 3 Wi PekoMeHTyeMOe paccTosHHe:
MEKTPOMAFHHTHOE Ot 8OMTI 1 10 )& d=3.5/3 * SQRT(P)
nosne no | 2.5ITI] @) d=3.5/3 * S@T(P) 80MHz to
61000-4 E 80080M
) d=7/3 * T(P) 80Mliz to 2.5

80GHz
2,

HOMBI&/IbHASA BBIXOIHAS MOLHOCTD
8 ne Tunka B Barrax (BT)
@' c CHO JIAaHHBIM MTPOM3BOUTECIISA,

q§' PEKOMEHJLyEMOE PACCTOSIHUE B

MeTpax (M).

& <
S 7
©'>Q, @')Q' I'ne E@iaxcumubuaa
g o'

HanpsxeHHoCTh 1018 11pH
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pacnpocTpaHeHun paﬂno@n oT
CTALHOHAPHBIX
pajauonepeaaTynKoB, n«e?’
pesyabTatam Habmo, @ﬁﬁ 3a
IEKTPOMArHUTHOM ?&ITEXHOBKOI‘&.
J10J1KHA ObITh uumc@m YPOBCHbB

COOTBETCTBHA B K@ﬁ nojgoce
4acToT. ©

BausiHue noMex MoxeT HMeThb
mecTo BOIH3H-080py/10BaHKs,
MAapKHPOBAHHOFO 3HAKOM

Q) &
[pumeyanus (@)

1. IMpu 80 MI'u n 800 MI'u npumensieTcs ananason dosiee BblcoxumeT.

WT@

@@ﬂb

2. JlaHHBIC PYKOBO/ISIINE YKa3aHUs MOTYT OBbITh HENPUMECHUMBI B H@Topmx CHUTYaLHAX.
Ha pacnpoctpaHeHue 31eKTpoMar BIX BOJIH BJIMSCT nornomc@lmm OTpa)eHHe oT
KOHCTPYKIMH, OOBEKTOB M JTIOJICHT c3

S

/A~
Pexomenyemsie 3H2‘ICI@Q PACCTOAHHS MEAKILY NOPTATHBHBIMH H NMOABHAKHBIMH
pazluoqf@"ornbmn cpeacTBaMH cnm%umcmwm
M3nenue npejHa3zHayaeTcs
OCYILLECTB/IACTCS KOHTPOJIb

n30exKaTh BIMSHUSA 3J1€

PHMEHEHHS B YWIEKTPOMArt it 00cTaHOBKE, IIPH KOTOPOIi
BHCH H3JIy4aeMbIX MOMEX. I@bzosaTcnb H3JICIINSE MOKET
THUTHBIX TTOMEX. 06ccncw@ﬁnnmanbﬂoe paccTosiHHe MEX1y
IOPTATUBHBIMHU M 10/1BH H PaJIMOYACTOTHBIMH cpcgamu CBS3M (MepeaTyuKamMHu) H
M3JICJIHEM, KAK PEKOMEHIVETCS HHKE, C Y4CTOM MaKCHM

CBA3H. @ @

bHOI BBIXO/IHOH MOIIIHOCTH CPEJICTB

HomuuanbHas @ Pekomenayemoe pacc@umc (M). B 3aBUCHMOCTH 015§CTOTM
MaKCHMaIbHas @ ﬁ nepearinka &
BBIXO/IHAs MOIIH Ot 150 kI'1t 10 80 @ 80 10 800 MI'u | Ot 800MI ' 10 2.5 Tt
nepeatyuka, (Br) Ml =3,5/3 * SQRT(P) d=243 * SQRT(P)
LS d=3.5/3 * SQRT(P) = =\
0,01 ) 0.1 5[0 0.2y
0.1 0.4 o4 0.7
foN 1.2 N |12 23>
10 37 7 |37 a4
A100 11.7 O (117 4233

[Tpu mcncmm PEKOMEHTyEMbIX 11@111{;“1 paccrosuue d juis nep JJATIHKOB ¢ HOMHHAILHOI
MaKCHM@LHOI BBLIXOAHOH Momnocrb@nc yKazaHHoil B Tabiuue, B BC/ICHHBIC BhIPaKCHUA
HOJACHABAAIOT HOMHUHAIBHYIO mxcu@mym BBIXOJIHYIO MOIHOCTE.P B BaTTaXx, yKa3aHHylo B
MEHTAIIHH HITOTOBHTE/IS ucpc@lnmu. ’

eqaHus @
pu 80 MI'u u 800 MI'u n;@'uuc’rca JmanasoH Oosiee BbICERUX HacToT.
2. JlaHHbBIC PYKOBOJSAIINE YKa3aHHsi MOI'YT ObITh HENPUMEHUMBbI B HEKOTOPLIX CHTYalIHAX.
Ha pacnpoctpanernue MeKTpoMariH THLIX BOJIH BJMSIET 1OIIIOLLECHHE HIH OTPAKCHUE OT
KOHCTPYKLHii, 0OBEKTOB H JIKOJICH.
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TpeboBanust K OKPY/KAKIIHM VCI0BHAM N
JKcruyaTalms [Temniepatypa +10 C- +40 C RS
OTHOCHTEbHAS BAAKHOCTL  30% - 75% K
aBJICHUE BO3jlyXa 700 rila - 1060 rlla U
Tpancnopruposka [Temnepatypa -40 C - +55 C oA
OTHOCHTENbHAs BAAKHOCTh  (10% - 90% A
aBJicHHE BO3/1yXd 500 rTa- 1060 rTla  ~
Xpanenue Temneparypa -40 C - +55C o>
OTHOCHTEBHAS BIAXKHOCTE  [10% - 90% ay
aBJICHHE BO3IYVXA (T S00 rlla - 1060 rlla 5
U oy
3 o
I puMeHnMBbIC CHMBO.TbI (O A
R &
OM3BOANTED
J (@) @D
I ED Ynmmomoq@hm npeacTaBuTEb Ha Tepp@nu EC
o] | o N
ara npoy3Bo/ACTBa
P @7 %)
|:_—_ I Homepk@un ﬁ’%
T Q) o
,l Xpa@ NpH TeMIepartype (25)
. P M

ﬁdeHTb npu aTMochepHOM @leuuc

(
3 {Q
?.5@) XPpauuThb B CyXOM MeCTe @ é
%’ % Ay |
£33 \J
§ Xpynkoe 5 @
g e 3naxk CE ﬁ§' §
. :

\J
Buyrpenunuii ncm@x WICKTPHUECKOTO nmauné

3Hak pCF}’JalOB@HpKOCTH CBCTA

&7
Kunacce 11 ‘Q

&
B S
Bnumanue@? §

Cnenyﬁnﬂpymmu 1no npumcucumeg

Hecrepuibno
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JaTa M3roToB/IEHHS M rapaHTHITHBII CPOK @
Jlata u3roToBsieHHs yKa3zaHa Ha ITHKETKe. @
Cpok ciyx0Ob1 ycTpoiicTBa 5 1€T. @
@axkTHYeCKHH rapaHTHIHLII cpoK cocTaBiseT 1 ro. @
OrpannyeHHasi rapanTus
Komnauus «Zumax Medical CO., LTD» («Zumax») rapaHtupyer, 4ro
NPOM3BOACTBE AAHHOIO Anmapata OblIH HCIOJIL30BAHbl HAJUISKALIIHE MEPBI
JlaunHas rapaHTHs 3aMEHSeT M HCKJIIOYaeT BCe JIPYrHe rapaHTHH, HE M3JI0MKE
JIOKYMEHTE, SBHO BbIPaXXECHHbIC HJIM 110] YMEBaeMbl€ B CHIIY 3aKOH )
BKIOYAA, HO HE OTPaHUYMBAACH OTHM, - moOble  MOApazyMeBaeMbl almm TOBApHOIo
COCTOSIHMSL MJIH [PUTOAHOCTH JUIS OI1 JeHHBIX Leseit. ObpaiieH XpaHCHHEe, OYMCTKA M
cTepuaM3aiug JToro npubopa. a TAKKE JPYrHe MpPOLECCHI, csl;i?}mme C TMAUHEHTOM,
JMArHOCTHKOM, JICYEHHEM, XUPYPruUuegkiMH NpoLe/aypaMu U npoune TOPbI, HE 3aBHCALINE OT

pazpabotke H
CIOCTOPOKHOCTH.
1ble B HACTOAIIEM
H HMHBIM 00pazom,

31

KOMNAHHH «Zumax, HEMNMoCpe/aCcTB 10 BJIHAKOT HA COCTOSAHHE 1 opa H pe3yJjibTaTbl €ro
Hcnosb3oBaHus. 0083aTe/IbCTBO KO HUH «Zumax» no HacTosIle PaHTHH, OrpaHHYHBACTCH
PEMOHTOM HJIH 3aMEHON JIJaHHOI o 160pa. U «Zumax» He Hec BETCTBEHHOCTH 3a J1o0ObIC

CilyyalHble MM KOCBEHHbIC YOBITKHs yIIepO HIIH pacXo/ibl. MpAMO(1IM KOCBEHHO CBA3aHHBIE C €10
ucno/is3oBanueM. Komnanus «Zumax» He NpUHUMAET Ha ceds B-He pa3peluaeT JirodoMy ApyroMy
JMLly TPHHMMaTh Ha ceds ng-nutio JIpyrue M nonomrenbn ble 00f3aTenbcTBa WM
OTBETCTBCHHOCTD B CBSA3M C 31@@:: pubopom.

Q

fanickoii MPAKTUKOH M IPHMEHHUMBIMH
HOPMaTHBHBIMH aKTaMH.

creunduraunn MophosoruyecKoro
Hopmamu Poccuiickoii denepaunu

YTHAH3HpoBaTH B COOTBC H ¢ OOLIENPHHATOH MeaHI
MECTHBIMH, rocynapcmem@»m 1 (esepasibHBIMK 3aKOHA
Knaacce onacHocrn aas HUHHCKHX OTX010B C yye
coctaBa (B COOTBETCTB Canutapubivu IlpaBun
2.1.7.2790-10): Knacc A

el v ~ N
S Yxunn Poya., C
(5 Zhiying Road,
Tenedpon: +86
dakc: +86

http: /A www.z

6650502
66650836 IS

N
&
axmedical.com (@)
S
(O

<’

J
EC | REP &

° S
«MeaHeT FM6X» (MedNet Gmbll) <L
bopkwrtpaece 10, 48163 Mronctep. I'epManusa (Borkstrasse 10, 48163 Minster, Germany)

S 0, é@
yno@%lo‘le"“blﬁ “peIICTaB"Te iQ-\ OH3IBO/JHTE/IA B POCC"“ &
[.CEJIJIA" N

(0)
1 . . Mockga, BonoqaeBCK.. a. 12A. ctp. 1
95) 771-75-39 B,
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[/Tepecoo ¢ aneruiickoeo szvika na pycc@? A3bIK |

[JToecomun komnanuu «3ymare Meouran JE' ,JImo.» |

L

OcBerurens HL8200 é@
K J1yne OHHOKYJIAPHOIT MeIMIIHHCKOMH 5§’

O
PykoB0aCTBO MoJib30BaTe s

c € Mapkuposka C@ha ITOM  H3AEJIHH VK aer Ha TO, 4TO OHO ObLIO
NpOTECTHPOBAHO H coor@cmyﬂ TpeboBanuam, coa mumcs B lupextuse 93/42/EEC
110 MEAHIHHCKHM nm@m ®

O L

«3ymake Meaukaa Kos, JIta» (Zumax Medical Coiltd.)

bnaronapum Bac 3
M3JEIHA, a Tak
MCIO/1b30BaAHUA
Npe10CTOPOKH
BCEX nonmona@g

100peTeHHe ITOro mncmm.,iroml NpeI0TBPATHTh NOBPEAIGHHE BAIIETO
NPUYMHCHHE Bpeaa cebeo/In  OKpYKalOUWMM, Tepes “wavanom ero
eayeT O3HAKOMHTLCH C CeMH  TNEpeYMC/ICHHBIMH ‘Hifke Mepamm
H. DTH npaBuja 6e3onacuoc$ommm HAXO0JAMTHCH B MECTAAOCTYITHOM JUIS

i % b
CHMBO.IBI: g 5

(O
Cwm. ctatbio ) @
[li & S >
5 O (U
T S

BHyTpeHHHIT HCTOMHHK ).1cwrpomnanmyv

2,
Mapmtp@a pery.iHpoBKH ocnemem@n
@

Knac@
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& Buumanne! §
&

1. O3nHakoMbTech € MEpPAMH NPEIOCTOPOKHOCTH H HHCTPYKUMAMH 110 @nmeuelmm,
KOTOpbIE COAeP/KATCH B ITOI cTaThe. (O

2. He ucnoub3yiite J1aHHOE YCTPOHCTBO BO BJIAKHBIX IIOMEIICHHSX, @ aonyckaiire
MONAa/IaHHA HA YCTPOICTBO GPBI3r, Kaneab HiH BOAAHOMN NBLIH.

3.  JlauHoe yCTPOIHCTBO Helb3sl HCIOAb30BATH NPH HAJIHYHH JCTKOBOCILIAMEHSIOIHX CSE
ra3oB.

4. He nanpasisiiite cBeT 0T YCTPOMCTBA IPAMO B 171a3a.

5. Voeaurech, 4T MHYP MHTAHHS FOJOBHOI0 00py4a pacnosioxen @peﬂycmorpclmmx
s yroro 3axumax. Kopnye nanoﬁuor@ncnwenu He /10TKCH ObIT KPBIT TKAHbI0 WJIH
YyeM-1H00 MoA00HBIM. P
6. HcnoablyiiTe T0JLKO crienman
T He wuapanajite 3amurHoe
npeMeTaMH.

8. Denepanbhoe 3akonozatenbcrso CHIA paspemaer npoAaBaTe JaHHoe u3jeue

i
TOJBLKO Bpa4aM HJH Mo X npcnumo.

1. Hazuavenne n xapamcpucT ycTpoiicTBa

O
)
1.1 Hean @

BHHOKYNSIpHBIC J1yTIbl M OCBETHUTETN UCTIOIL3YIOTCS B ME/IHIIMRE.
Hasunauenue —
[IpeiHaznadeno /Ui yBeIMHEHNS U300paskeHus Wunu OCBEUICHHS TOJIS 3PCHUS CTOMATOJIOTA BO
BpeMsi 00ciie10BaHus NAUEHTA HIH XHPYPIHYECKOro Bm@wnwma

{

1.2 Xapakrepucrukn () @

* MHcrounuk ocscmc@u: CBETOAHOHBIH HCTOYHE eTa ¢ UBeToBOI Temnepatypoii 5000 K.
besnbiii cBet 6e3 Ten@monner Bpayy BH/ETh OCOOCHHOCTH TKaHeil 0€3 HeKaKeH
*  VYiobcerBO llpPF%'HCHHﬂ Hajlo0HOrO ocaen@in obecnieunBaeTcs 3a CHET JIMTHEBOIO

it cepruduupoBanNbiil afanTep.
KO HAMBUAMH  HIH  KEKUMH-IH00  TBEpABIMH

aKKyMyJsTopa, pelii  TO3BOJIAET HCHOJIL'@TB yCTpoHCTBO O€3 McTOdHMAKA NUTaHMsA
MOCTOAHHOIO TO TO OJIMH M3 CaMbIX Y100 W JIerKMX HaJlOGHBIX OCBETATENEH, KOTOPHIIi
MOJXO/AUT /U1 BECX)BH/IOB XHPYPrHUECKHX Onepanmii.

*  OCBETHTEILLMOXKET UCIIOJIL30BATLCS BO B@ 3aps/IKH. b

*  Hmeercs OBOIi HHMKATOP 3aps/ia aKKYMYIATOpa.

*  VYcrpoiic COBMECTHMO CO BCEMH 615;
*  HHTEeUIGKTYyanbHas KOHCTPYKIINSA NPHLOA

y;lﬂprlMH JIyInamMu Komrmm(?ymaxc ».
Ha JUTa MOOMIILHOH JHArHOCTHKH.

(O

2. MHc1§i‘mm 10 IKCILIyATAUHH g %

llonco@mrrc IHYP MHUTaHUS C TOMOMIBIO TIPHJIATacMoro mmma(g/aaenme YCTPOIiCTBO Ha
roan OTpEryJHpyiTe IHPHHY H BHICOTY, KaK BaM y/100H0. @

o
Ch

I1 I0YUTE OCBETHTEIb K afarnT 3 wTtanus. /s Bbibopa HeoON@AHMOI SPKOCTH HCIIONIb3YHTE
a1 HJIH TIPABYIO PYUKY Ha rojie 0.\1 o0Opyue.

%&aﬁlﬂc erllC'/Kllblﬁ BHHT, ‘l'@zl HAllpaABHTDb Ha.'IO()Hle JlaM BBCPX, BHH3, Ha3al WJIH BIICPC/L.

[locne 3aBCPUICHHA PCTYJIHPOBKH CHOBA 3ATAHHTC BHUHT. (OcBenieHHoe 1oje 3pCHHUA MOKET ObITh
Bbl6paH0 C [TOMOUIBIO MOJI3YHKOBOTO PEryjiasaTopa.
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3. Ob6cayxusanue @

S

f Buumanue! Tonbko KB&UIHCI)HI.IHPOBE]HHI:IC CIHCIHAILHO 1HOJI BJICHHDBIC

COTPYAHMKH MoOryT ofcayxusarh 3710 yctpoitcrso. [loxanyiicra, AKHUTECh €
O(HLUHAILHBIM IHJICPOM HITH TIPOU3BOAUTEIEM. @
Buumanne! Ecau ycrpoiictBo He pabortaer jo/nkHbIM 00pazom (@Bpamrccu K
Y0JHOMOYEHHOMY NPeACTABUTECIIIO IIPOH3BOIHTEIIS. nbiTairechb
OTPEMOHTHPOBATH U3/ICJTHE CAMOCTOATENILHO o)
3.1 3apska 1 3ameHa aKKyMyJIsTopa
3.1.1 3apsaka aKKyMY. ISITOPHOT 0 6.nch576 g
Eciu uuaukarop akkymyastophoro dsexa BT576 (nanee «axxym@p») TOPHT KeJITbIM
CBETOM, HEOOXO/MMO HEME/UICHHO 3apiIMTh WIM 3aMCHHTL AKKYMYMATOP JUIA HO/3apAaKH
pesepBHoro nurtanus. Ecam  nps €JITOM  MHJIMKATOpe MCROABL3OBaHME  YCTpOMHCTBA
IPOJOIIKACTCH, TO AKKYMYJIATOP MEPEXOAMT B 3aIUMTHBIH PEKHM W ITHEAHHE OTKIIIOUACTCA, 4TOObI

NpeAOTBPATHTH YPE3IMEPHYIO pazpn@ aKKyMyJisiTopa.

ITpu 3apsake NOAKIHOYHTE KOHEL | RIxo11HOrO NpoBo/a anamcpa@muua K Kpyrjiomy OOKOBOMY
THE3NY aKKyMyJIATOpa, a aanTep-uTanus noAKIOUHTE K CC%O.(“ poserke. Bo Bpems 3apsiiku
MHIMKATOP MEPLIACT XKEIThIM U eHblM cBetoM. [ loracuime ut aTopbl 3apsi/IKH YKA3bIBAIOT HA
TO, YTO aAKKyMY/JISTOp MOJAHOETBIO 3apskeH. Bo Bpema%”sapﬂuxu MOKHO 1POJIOJIKATD
MCIOTB30BAHUE OCBETHTENS. &

O

3.1.2 3apsaka amcymy.m@oro 6.10xa BTS56 )

S

1J1ICH, OCBCTHTCIIb MOXKCT @Tb MOJIKJIFOYCH HCNOCPE/ICTBCHHO K

L

Jlns 3apsiikn HEoOXO0/MMO [IOMECTHTD uanoGnu,@ocacru'rcnb B 3aps/HOC YCTPOHCTBO M
A

Ecam akkymyastop paips
3apsaAHOMY YCTPOHCTBY

NOAK/IOUHTD A1ANTEPY0IMH KOHEIL KOTOPOTO NOAKAIOUACTCS K 3aPAIAHOMY YCTPOHCTBY. a Apyroit
- K HCTOMHHKY TN

¢ . @ O
o
©

Buumanue! Hcenoimayiite TOJABKO
CrelMaibibIi - aKKyM op. AKKyMyJsTOp
HEJb3s Bbl6pacuaan& OBITOBBIE  OTXOJ1bI.
Heobxotmmo mua@mbcu C  MCCTHBIMH

IpaBHIAMH yrmmmﬁw Darapeii.

g

20796
25.03.2021




Q &
L
. 0}
< 8
S
BT576 BT556 @)

©
Q

3.2 Hcenoas3oBanue n oﬁcnymusam;i@ckymynn'ropa

EMKOCTb TMTHEBOI0 aKKyMYJIATOpPA MC'&%CSI B 3aBUCMMOCTH OT ycnocnonbzosauun. s
MaKCHMaILHOH €MKOCTH ncnonwyh@mymymmp npu KoMHaTHE#, Temneparype (10°C ~
40°C). He noasepraiite akKyMyJIsTOp BO3ACIHCTBUHIO IKCTpeMaIbHBIXFeMNepaTyp. [Ipu BeiIcOKHX

WJIH HH3KHX TEMNEparypax eMKOCTb @(ymynmopa YMEHBILACTCH.

S

3.3 Ouncrkam crepnnmaung
*  BHEWHIOK [OBEPXHOCTH @poﬁcma MOXHO OYMILATE))BIAKHON TKaHpio. CTOlKOC
3arps3HeHHe MOXKHO yAaiuTh eMechio 50% crnupta u 50% aucTHaHpoBaHHO# BojAbl. UYTOOBI
n30eXaTh NOBPEKICHHA noae@ocwﬁ. HE NPOTHPANTE X m@%awmumu KOPPO3HIO MOIOILIMMH
CpE/ICTBaAMH. O

*  OuHCcTKa AUH3: LA 0Y M JIHH3 MOXHO HCHOJlb30 OyMmary U1 OYMCTKH 3epKajl MJIn
KaIuTio JKUAKOTO pacTBOp A (50% cnupta u 50% > ). 3atemM HeoOXOaMMa TuHIATE/ILHAS
npoayska. Eciiu Ha simn3 BHJIACh [1bL1b, €€ HCOGXOH.@;ﬂWb BO3/1yXO/1yBKOIl HIIN yJ1aJINTh
CHerHaIbHO’ PYUKO n@)tmcnm. @

& Bmmalgr%! byabte octopoxnbl. H nycKaiTe nonagaHus pacTBOpUTEIS B
yCTPOHETBO.
ks > 3
O O S
4. YcTraHoBKa § @
4.1 YcraHoBK acremloro Kpen/jeHus é\/
S

COBMCCTHTC@HT&!)KHHC OTBEPCTHA HA C}

&

akkymysTopioro 6noka €IByMS OTBEPCTHAMH
/CTAHOBOYHbBIC BUHTBI M yCTa T€ YCTPOHCTBO, KaK

Bunrt

Qv
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&

4.2 YeranoBka akKyMy. afiTopa B roJI0BHON 00pyy &

Kak mnokazano Ha pHCYHKE HHXE, YCTAHOBHTE aKKYMYJIATOpHBIN 010K KPBILIKY
PEryJIMpOBOYHOI PYYKH, 3aTCM BPALLLANWTE 110 HacOBOM CTPEJIKE /10 yropa. Jlng cun@ MOBCPHUTE
NPOTHB 4acoBoit cTpesikn Ha 90 rpaycos, a 3aTeM BbIHLTE AKKYMYJIATOPHBIi GH(@

Bo03MOXKHBI /IBa BHIA YCTAHOBKH aKKYMYJISTOPA- CBEPXY HIIH C3a/IH, coomercm@o.

& S y
4.3 Hucrpyn 10 yCTanoBKe ocsenne@ L8200

=
J
Ocnenn@ HL8200 mokeT HCNOABIPBATHLCH € IOJIOBHBIMH oﬁpy@@,m, aynavu SLE u

20796




Jlyner SLE + HL8200

Jlynwer SLF + HL8200

Jynet SLT + HL8200
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5. Texuu4eckne XapaKTePHCTHKH

OnTHYecKHe XapaKTePHCTHKH %)
CBeToBOC NIATHO NpH ocBelieHH Ha 420 mm 120 MM @%4,
Ocgeuierne Ha paboyeM paccTosHuu B 200MM 235000 a1k (@)
Perynnpyemblii 1ana3on 2
Jlucranuus uiykTyaunm 232 MM O

VrioBo# quanasoH

O

Beprukanbupiii +45°

Bec &)
OcseTuTtesb HanoOHBIH (6e3 rosoBuoro odpyua) [16 1 ‘O
JIonoJHUTEIbHBIC J1eTAIH 2 U OIbTP OPaHKCBOTO, IBETA
DEeKTPOTEXHHYECKHE XAPAKTEPHCTHKH. | AN
HcTounuk ocselenus Caetojl 3 Br. cpok cayx6wi 20 000 4aCOB HCIPEPLIBHO
paboThE 3aMeHa CBCTOIMO/IHOIH namnpidie Tpebyercs.
DneKTpuyccKas EN6060T-1, EN60601-1-2 a1s 06op anus Knacca Il n
6e3onacHoOCTh BH_\'@HCI‘O MCTOUHUKA MICKTPOITH FaH s
IpunaiIekHOCTH &) N
Akkymyssitop BT576 AKgymynisiTopHas inTHeBas Garages 7.4 B (2400MA4)
Akkymysstop BT556 AKKYMynsTopHas nuTHeBas Gatapes 7.4 B (1800 MAu)

Bxojanoe nanpsokeHue
ajanrepa IMTaHHs

B nepemenHoro toka ~ 2

4 Wucpcmemloro Toka, 50 I'u v
I'u.

Ajanrep nuTaHus
BrixoaHoe HanpsxKeHue u
MOLLHOCTh

L

~|B

\BbIxoaHOE Hanpsukenne 12

N

MaKCHMasibHas BXO/IHAsA MOMHHOCTh < 30 BA
e

Bpems paGotsl

27 4. (MakcumalibHas

p b) BT576:
) BT556

C bt

Ha

aKKymyJistopa 23 4. (MaKcHMasbHas s
Bpems 3apsaku <3.5 4 BT576: <3 4 BT@%
aKKyMyJIsSTOpa S
Zammra

3alMTa OT KOPOTKOIOSSaMbIKaHHs, 3allHTa mnalm:g} JaMTa OT
feperpy3KH Mo TOKy= Iy

o~
Q

Jlnunnbiit BuTol Kaben (npw | Jimmna <200cm @’7 &
HE0OX0IMMOCT @)
Kabenb (npu =, Jlnnna<19cm /\/
ueo6x0ﬂum0c§' ~ le)
'incmpomamtnaﬂ COBMECTHMOCTH @

AN AN

Mcrnonbzq@uc HEOPHIMHAJIbHBIX Kade
HHKEHHOH YIEKTpOMarH

IMHCCHF

{

Menu
Apyr
cre/iye 3a ero paboToii.

s; ATUBHbIE M MOOMJIBHBIC

eTuTeb. JIns uzderanus B

CKHIf MIEKTPHYECKHIT NpH
yerpoiiers. Ecan npuGop p

G)

aKKyMYJISTOPOB MOKET 11
H YCTOHYMBOCTH MCAMIMHC
1e J10/oKeH ObITh pacnonoxefifiiM Henosib3oBan BOIH3M
JIOKEH HIIH HCITOJIL3YETCH @H'm JIPYroro yCTpomcTsa,

€CTH K I1OBBILICHHOM
0 ycTpoiicTBa.

<

H
§

o

@
o

alHOYacCTOTHBIE CPE/ACTBAa CB
1CTBHUS CJICAYNTE PCKOMEHI

MOT'YT BO3/€HCTBOBAaTbL Ha
AM B TaOJIMIIaX HUIKE.

=

PyKoBOACTBO H leKJapauus

IIPOH3BOAHTEIA — VICKTPOMATHHTHOC HITYYCHHE

HUznenue NMpEeAHA3HA4YCHO JUIS [IPUMCHEHHA B mekrpomanmmoﬁ 0OCTaHOBKE, onpe,ueucuﬂoii
awke. [lonb3loBarenio wienus CJIeaycCerT obecneyuTs  €ro [IPUMCHCHHC B }'Ka’iaHHOﬁ
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YICKTPOMarHuTHO# obcTanoBke

X

Hcexoanbie nimepenus BeinosniHsemsle | DIEKTPOMArHUTHAsA Cpeld — pYKOBOAS
TpeboBaHus yKa3auus P

Pasiunonsnyuenne ['pynna 1 U3enune HCroab3yeT YHEPruio paHoHsAyueHus

cornacio CISPR 11 TOJIbKO Ha OY€Hb HH3KOM YPOBHE, U TOMY HE
CO3/1aeT NOMEXH JUIS PACIIOIOKCHHOLO BOJIM3H
YIEKTPOHHOrO 0DOPY/IOBAHUS

Pagnoninyyenue Knacc B [TpuGop npUroaeH s UCIojibL30Balusa BO BCEX

coryiacHo CISPR 11 YUPEAUICHHAX, BKITKOUYAsA UCTIOJ aHHUE B

["apmonuueckoe Knace A JIOMALIHHX YCIOBHAX, A TAKKE

uydenne cornacuio IEC HEMnocpe/ICTBEHHOM CBA3H ¢ KOMMYHATbHBIMH

61000-3-2 M3KOBOJIbTHBIMHU CCTAMM IHEProcHabk)eHus

KoneGanus CooTBeTcTBYE | 3AaHMUi.

HANpsKEHNs/MEpIIalolIee )§ (25)

ninyuenue [EC (U

61000-3-3 (@) f@

P

(N

PyKOBOACTBO M JIEKJIAPAIHS HIrOTOBHTEIS — HOMEXO0YCTOIIHBOCTb

W3steme npe/iHa3HadueHo /uls IpUMEHeHHs B %ICKTPOMArHUTHOI G0OTaHOBKE, ONpe/ieeHHOl

uuxke. [Tonb3zoBarento u3jie/ns ¢

et o0ecrneynTh ero IMMPpHUMCH

¢ B YKa3aHHOMN

YIEKTPOMArHHTHOM 06cTaHoBKe <L) 09
Tecr na Komp(@ibm Yposenb | DnexrpomarnuTHas cpea -
YCTOHYHBOCTD YPOBEHB.COIIACHO | COOTBCTCTBHSA ’% peKOMeH1allni

IEC 60601 ~
INeKTpocTaTHYCCKHE | £6 g +6 KB - koHTakTHbIT | [Ton B noMemennu u3
pazpsaast (DCP) no KOHT@KTHBIH pa3psii nepesa, OeToHa MM
[EC 61000-4-2 p b () KepaMH4eCKOMH IMJIMTKH.

+8 kB - Bo3aywnplit | [Tpu nosiax, nokpeITeix
@KB - pazpsii =S CHHTETHYECKHM

G

31y LLUHBIHA

O

MATCPpHAIOM,

(ypaspsin C OTHOCHTE/IbHAS BIAKHOCTD
J > BO3/1yxa - Hedretee 30%
o ~ N ~
Hanocekynuuble (/) | £2 kB - s mnmit | 2B< uis nunmit | Kauectso spekTputcckoii
UMITY/ThCHBIC TOMEXU | NIEKTPONUTAHHA | DICKIPOIHTAHUS JHEPrin BCeIH B
no IEC 61000-4 COOTBCTCIRYM C
+1 kB - ans aunmit - U MHMA | THOIHYHER YCI0BHAMY

c

BB0,1a/ BBIBOJ1A

A

71a/ BBIBOJIA

S
S

KOMMCHJECKO 1iim
60ﬂbl@‘lloﬁ o0cTaoBKH

MukpocekiIHbIe
HUMITYILC NOMEXH
GosbL CPIrum 1o
IEC 61080-4-5

Q

O

+1 kB npm noaa
IIOMEX MO cXeme
"npoBoA-11pOB

+2 kB npu g
ITOMEXH T10 CXE
"11pOBO/I-

+1 kB npu moaaue
MOMEX 110 CXEME
"1poBoO/1-NpoBO1"

+2 kB npu nojgaue
MOMEXH 110 CXEMC
"1poBoa-3emJis”

=

‘BO IEKTPUUCCKOH
HH B WIEKTPHUCCKOH
cieyer obecneynTs B
TBETCTBHH C
@mwmbmu YCJIOBUSIMH

S?wOMMcpqccxoﬁ WJIH

g .
L 00 IbHHYHOMH 0OCTAaHORKH

NnpepbiBaHHA H
H3IMCHEHHA

<5%

0.5 nepuoja

40% (nposai

HAIIPpSAMXKCHHS BO

<5% (nposai
HanpsHKeHust >95
B TeucHue 0.5
nepHoaa

KauecTRO 31eKTpHUECKOH
JHEPIHH B CETH - B
COOTBETCTBHH C
THIUYHBIMH YCTOBHAMH
KOMMEPUECKOH HJIN

40% (nposan

00JIbHHYHOH 00CTAHOBKH.
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BXOJ/IHBIX JIMHHUAX

nanpsskeHus 60%)

Hanpsxenus 60%) B

Ecim nonp3oBaTe iy

IEKTPONUTAHUSA 110 | B TCYCHHE 5 TeYeHHE 5 MepHoIoB | HEOOXOAUMO 0OLEHEUHTD
IEC 61000-4-11 NEpHOI0B HENPEPLIBHYIO PADOTY B
70% (nposan YCJIOBHAX BO3 HBIX
70% (nposan Hanpsikenus 30%) B | npepbiBaHHii €ETCBOIO
Hanpsokenus 30%) | Tedenume 25 HANPSKEHH
B TeyeHue 25 NEePHOI0B PEKOMEHIYeRCA NMUTaHHE

H3ACITNA U.lCCTBHﬂTb oT

)
HCTOYHHKZ
(=)

nepHoaI0B
<5% (nposaiu

<5% (mposan Hanpskenus >95%) | Gecnep p“moro NUTaAHUA
HalpPsHKCHUA B TE4YCHHUE 5 ceKyHa | miamn © Tapen

>95%) B Teuenue (Y
CCKYH/ Z

3 A/M Ny

Y

3 AM v U MarHUTHOTO MOJIA
NPOMBILIJIEHHOH YaCTOThI
7yet odecneynTs B

TBETCTBHH C
@annqnumn YCIIOBHSAMH
OMMEPUYECKON MIIH

@ D) GoabHHUHOH 00CTAHOBKH

MaruutHoe nosne
MPOMBILIEHHOM
yactotsl (50/60 I'n)
no [EC 61000-4-8

i
S
z

=) e
PyKoBOCTBO H JeK/1apauns ﬁTOBHTEJﬂl - melﬂpouaruﬁ%ﬁau VCTOHYHBOCTDH

S
H3zenme npeiasHaueto uis fipMeHchins EKTPOMArHHTHON, 00C TaHOBKE, ONpe1eIeHHOI
nuske. Ilonbsosaresnio nineadieaeayer oGecneunTs ero npUMEHeHNe B YKa3aHHoi
3IEKTPOMArHUTHO# 0OCcTanoBKe

\J

Tect Ha KoRTposbhbiii | Vposes (o IeKTPOMArHITHAA Cpesa -
YCTOHYHBOCTh BEHb COOTBETCTBHSA ~ Y| PEKOMCHIAUHH

nacho [EC

601 @
KonaykTHBHbIe LB V eff 3veff O Paccrostine mexy
IHOMEXH, HaaeneHHbl Ot 150 kl'u 10 HCII0JIb3YCMbIMH MOG&THMH
Pa/InOHaCTOTHBIMH 'i’ 80 MI'u paauoreneoHHbIMH eMamu
IEKTPOMAr HHTHBIMH CBSA3H 1 JIIOOBIM IEMCHTOM
nossmu no [EC 5 W3/1e/IMS, BKITIOY €JTH, JIOJIKHO

61000-4-6

ObITb HE MEHbLUIC OMCHIYEMOI'O
MPOCTPAHCTBCH pa3Hoca,

KOTOPBbIi pacc IBACTCH B
cooracn‘TBnnggnnmcmwm
HHIKC BBIPAKEHHEM
npumennTefBHO K HacToTe
nepejaart

A i
[
Pexomepuyemoe paccrosnue:

d=3.5/3*SQRT(P)

d=3.5 SQRT(P) 80MHz to
Hz

SQRT(P)80MHz to 2.5

S
3 V/m L3 Vim
Ot 80MI'u 4d)

2.5ITL] @Q
>

I'1e P — makcumanbias
HOMMHHAJILHAS BLIXOIHAS MOLIHOCTD
nepeaaryuka B Barrax (BT)
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COI'TACHO JIaHHBIM npom@xmenx.

a d — pekomenj1yemMoe padCTosiHue B
MeTpax (M). @
Hanpsxkennocts uomE’lpu
pacnpoCcTpaHeHHn HOBOJIH OT
CTallMOHAPHbIX

pajornepenary , 1o
pe3yabTaraM He JICHHUH 3a

ICKTPOMArim
e, YeM YpOBeHb

COOTBETCTRB Ka)KllOﬁ 1oJioce
HacToT.
£ S
p) ‘§§
@5’ Biinsinue noMex MOKET UMCTh

mecto 863N 0Gopy0BaH I,
MapKHPOBAHHOTO 3HAKOM

¢

9

[Tpumeuanus

1. Tlpu 80 MI'u 1 800 MI'u npasicusercs auanason Oonee Bu@ux 4acToT.
2. JlaHHble pYKOBOISAIIHE YKAZ@H

o 11 MOTYT OBITH HENPUMEH UMELB HEKOTOPBLIX CHTYalIHSX.
Ha pacnipoctpanenue 21eKTpRMarHMTHBIX BOJIH BJIMACT 1101 CHHME MJIH OTPAKCHHMC OT
KOHCTPYKIIHIT, 00BEKTOB U J i

O
@)

L

Pexomenaycmuc CHHUH PACCTOHHHA MCK/IY TATHBHBIMH H NMOJIBH/AKHBIMH
p OMACTOTHLIMH CpecTBamMi S3H H H3ACIHEM

MATHATHOG 00CTaHOBKE, 1IPH KOTOPOii
<. Iloab3oBareb niae/ins MOKeT
MAarHHTHBIX MTOMCX, oGeQ YHB MHHHMAILHOC paccmn@ MEAKLY
HWKHBIMH PAHOYACTOTHRIMH/CPEACTBAMY CBA3H (ncpcnaw&gamu) "
CHJIYETCS HIKE, C YYeTOM TH CPe/CTB

U3ienue npeiHazHavagrcs /Ul IpUMeHeHHs B dJjie

OCYLIECTBACTCA KOHTPO/Ib YPOBHEH H3/TY4aeMbIX 11
u3bexarh BIHSAHHA
NOPTATHBHBIMH H I
M3/IC/THEM, KakK pe

CBSA3H. AN

UMaJIbHOM BBIXO/HOH MO

Homunane i Pexomcuuyem@ccmmuc (M), B 3anucumo@'or 4acToThl
MaKCHMagaﬂ ( ) nepejlartinka @
BbIXO/IHas MOHIHOCTH Ot 150 kI'nt I@&, Ot 80 10 800 MI'it 00 MI'u 10 25 1T
nepejiatdia, (Br) MIn &' | d=3.5/3* SQRT(P) | yd=7/3 * SQRT(P)
~ d=3.5/3 * SQRHP) RS
01 0.1 0 0.1 ﬁ@z
§°-‘ 0.4 N 0.4 0.7
o 1 1.2 ~AI 1.2 O]23
O 10 37 o 3.7 ~ |7
T 100 1.7 11,7 § 233

ll@'onpencneuuu pexomcunyeﬁnaqcuuﬁ pacctosume d u
CHUMaJbHOMH BBIXOJHOMH Mm@mbm. HE YKa3aHHO# B Tabim

pEAaTYNKOB C HOMHHUILHOI
B INTPHBC/ICHHBIC BLIPAKCHHUSA

MOJACTABJIAKOT HOMHHAJIBHYIO MAKCHMAJIbHY O BbIXOJIHYIO MOLIHOCTDB P B BarTax. YKa3aHHYIO B
JIOKYMCHTAUHH H3FOTOBHTCIIA NepelaTyika.
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I Ipumeyanus

1. TTpu 80 MI'y 1 800 MI'u npumensercs auana3on 6osee BbICOKHX HacToT.
2. JlaHHbIe pyKOBOASALLHE YKa3aHUs MOI'YT ObITh HEIPUMEHHUMBI B HEKOTOPBIX CHUTYa

Ha pacnpoctpanenue 21€KTPOMarHHTHLIX BOJIH BJIMSET MOTJIOMIEHHE HITH orpa)lcem
KOHCTPYKLHi, 0OBEKTOB U JIIOJICH.

3
i

T

%
&
SO
S
2

TpeboBaHNs K OKPYKAIIMHM YCIOBHAM
JKCruTyaTanus Temnepartypa +10 C- +40 C
OTHOCHTEJIbHAS BJAXKHOCTD 30% - 75%
aBJICHUC BO3J1yXa 700 rlla - 1060 rlla
TpancnoptupoBka [I'emneparypa . 40 C -+55C ~
OtHocHTebHas BIAXIOCTE _ [10% - 90% NS
aBJieHue Bo3ayxd 500 rlla - 1060 rlla~"
Xpanenue Temneparypa (v 40C-+55C _ °
Otnocutenbhas E1kHocts  [10%-90% -
aBJICHUE BO3/LYXA 500 rlla - 1060 5Ha
A \J

S <)
[IpuMeHHMbIC CHMBO.IbI g QQ*

Hpousm@enb
\

Ynomg YEHHBIH Mpe/ICTaBUTENb ua@»pumpuu EC
a5

aTAHPOU3BOACTBA
A @[’
I@ cepuM ;%@

S O
AHUTD [IPH TEMIIEpaType @

&
S . @)‘

Xpameb IMPH OTHOCHTC]Ib] lBJIa)I(HOCTH

. o XpauuTthb npu armocpe JaBlieHue
(@) - §
O IS
XpaHHTh B CyXOM M@e N
S &
@ ! Xpynkoe lg b
0] & é\/
c E 3nak CE (O Je)

% X
By TpeHHHAAICTOUHIK MIEKTPHYECKOTO ngmm

>
3Hak pesrgﬁpoaxu APKOCTH CBETa
7

Knace Il
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Buumanue

CJICII)’ﬁTC HHCTPYKUHH 11O MTPHMEHCHHIO

A K
(It 2
A\ Hecrepunbho (§
o
§
Q

JlaTa u3roToBJICHHS H rAPAHTHITHBII CPOK
Jlata u3roToB/ieHHA yKa3zaHa Ha YTHKETKE.
Cpok cnyx0nl ycTpoiicTsa 5 sier.

Q

DakTHYECKHii rapaHTHitHbIH Cpok cocTasisieT | roi. )
OrpanuyeHnas rapantTus AC 2'
Komnanns «Zumax Medical CO., («Zumax») rapaHTupyer, npu paipaborke M

NPOM3BOJACTBE JAHHOIO annapara Gbm@cnonwosauu HAJUIC/KALHE MEPBI NPEJIOCTOPOKHOCTH.
Jlannasi rapanTus 3aMeHseT H HCKIOMagT Bee Apyrue rapanTHu, He H30KEHHbIC B HACTOSLICM
JIOKyMEHTE, ABHO BbIPAXCHHbBIC WM. [10/IPA3yMEBACMbIC B CHITY 1a WM MHBIM 00pa3zoM,
BKJIIOYasi, HO He orpanuquuaﬂc@mm. moOble noapazyme ble TapaHTHH TOBAPHOIO
COCTOAHUA WIH NPHIOHOCTH JUIFPNIPE/ICICHHBIX 1CIICH. Obp iMe, XpaHeHHe, OYMCTKA M
CTCPUJIM3ALNA  ITOTO llpuﬁopa@a TAKKe APYrHE Mpoueccchl,) CBA3AaHHBIE C MAUMCHTOM,
/IMarHOCTHKOM, JIeHeHHEM, XHPYPFHHUCCKHMH MPOLIeIypami 1 n@zme (hakTopbI, He 3aBUCSILME OT
KOMIOAHMH «Zumaxy», HENoCpgieTBEHHO BIMAIOT HAa COCTOSHWE npubopa u pe3yjibTarbl ero
MCII0JIb30BaHMS. O6snaTem>c1@ OMIAHHK «Zumax» 10 Hac el rapaHTHH, OrpaHuyuMBacTcs
PEMOHTOM WM 3aMeHOM Jaiero npubopa. 1 «Zumax» HE-HECeT OTBETCTBEHHOCTH 3a JoObie
CJly4aHHBIC WM KOCBEHHBI KH, yuep0 uiaH pacxo/bl,
MCTIONB30BAHUEM, Komnar@a«lumax » He TPHHUMACT Ha
JMIY TIPpHHHMATh Ha Kakue-1ubo Apyrue MM
OTBETCTBEHHOCTh B CBs TUM npuGopoMm. @

Yruaninposars B C(@ECTCTBHM ¢ OOLIETIPHHATOMH @munncmﬁ MPAKTHKOH U MPHUMEHHMbIMH
MECTHBIMH, FOCYAApEEBEHHBIMH W (hejiepaibHbIMH x@uamu M HOPMaTHUBHBIMH aKTaMH.
Kuace onacnoctn MEHIHHCKHX OTXO0/10B e.yHeTOM crietpukauun MoppaiIoruyeckoro
coctaBa (B cooTBepcTBHM ¢ Canntapubivi [Ipasfitamu u Hopmamu POCCHﬁC& ®desepaunn
2.1.7.2790-10): Knacc A o

S, N N
‘ 3ymake-Meankaa Ko., JIta» 5 b

5 Ysxuun Po yuxoy, [Tposunums [[3su 15129, Kuraiickas llapmm@ecuyﬁ;mxa
(5 Zhiying Road, Suzhou, Jiangsu vaing&J 5129, PR China) AN
Tenedon: 512 66650502 @) G}
dakc: 6 512 66650836 @ &
hUL’;,,‘,\‘@lllm;l\nlcalic:ul.cnnn Vo) /‘\E\?j

z g %

«Meztfer I'm6X» (MedNet GmbH) ).
b @4{ Tpacce 10, 48163 Mioncre cpmanml (Borkstrasse 10, 48363 Munster, Germany)
JIHOMOYEHHBII npencralb npouisoautean B Poce
0 "H.CEJIJIA" S
111033, r. MockBa. Bonouaesckas yir., 1. 12A, ctp. |
+7 (495) 771-75-39

manageransclla.ru
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[[Tepesoo ¢ aneauiickoeo s3vika na pyccruy s3vix |

N

[Tocomun komnanuu «3vsmare Meourxar Ko., JImo.» |

%,
L

OcBerutens HL8300 é@
K Jiyne OMHOKYJ/ISPHOH MeIHUHHCKOH @%’

PykoBoacTBO noJib3oBareisi
©

Q
o
@

3 S

C€ s

Mapkuposka AE ma HTOM MIIeTHH  YKAILIBAET Ha  TO, WTO OHO ob110
NPOTECTHPOBAHO H COOTBETCTBYET TpeboBaHHAM, cojepxRamumes B Jupexktuse 93/42/EEC
M0 MeAHIHHCKHM H3TeAuAM @@

«ﬁ’muc Meankan Ko., JIta.» (Zumax Medical Co., Ltd.) g

Q

Y @@w
baaroxapum Bac %puwpm*cnuc ITOro M3JEk T00bI IPEI0TBPATHTH MOBPER/ICHHE BAlLIETO
u3ienus, a T npHunHEHHe Bpeaa ceGey WM OKpYXKAIoLMM, [1e ﬁvuaqanom ero
MCIIONB30BAHUALS) CICIYeT  03HAKOMHMTHCSH § BCEMH  [EPEYHCIICHHBIMW_JHHXKE Mepamu
1

[pEAOCTOPO TH. DT npasuia de3onacH JIOJDKHBI HAXOMUTHECS B Me@@. JIOCTYIIHOM JUIs1
BCEX MOJIb30BaTesIeH

AN AN
CHMBO.IBI

CM. cTATHIO @ @
T g
0 N
Buyrpenn CTOYHHK NICKTPOIHTAHU @’)0
Q &
Mapkup@ca pery.;IHpPOBKH OCBEIICHHOCTH

@

=)

Kna @

-
——
L
B
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1.  O3HaKkoOMBbTECH ¢ MepaMH NPelOCTOPOKHOCTH H HHCTPYKUHAMH M0 @Menclmm,
KOTOpbI€ cO/IePXKaTCs B ITOH cTaThe. (O

2.  He ucnouab3yiite JaHHOE YCTPOHCTBO BO BJIAKHBLIX NOMEIICHHSX. @nonycxaﬁ‘re
NONAAHKHA HA YCTPOHCTBO GPBI3IT, Kane/ib WIH BOASHOH NbLIN,

3.  JlanHoe YCTpOICTBO HeJIL3Sl HCNO/IL30BATH NPH HAJTHYHH JErKoBOCILIAMEHS IOLHX CH
ra3os.
4. He nanpapisiiTe ¢BeT OT YCTPOMCTBA NPAMO B 1/1a3a.

5. Yoeaurech, 4TO MIHYP NHTAHKSA FOJOBHOI0 06py4ua pacnoJioxkeH @penycMOTpemmx
At yroro sazkumax. Kopnye uauoﬁuor@nemrwm He J10J1KeH ObIT KPbIT TKAHBIO HJIH
yeM-a1H60 NoA06HbIM. )

6. HcenoabsyiiTe T0LKO cnieuuall i cepTrHPHUHPOBAHHBIH amrep.

T He wuapanaiite 3amurtHOe KJAO NAJbUaMH  HWIH  KAKUMH-1H00  TBEPALIMK
npeaMeTamMH.

8. ®eaepansnoe 3akononareakberso CLIA paspemaer NpYAaBaTH JaHHOE H3jejIne

/A
TOJIBKO npaan HJIH 11O HX IIPC}IIHIHO.
O
7\

1. Haznayenue u xapamcpncT yeTpoiicTBa O
1.1 Hean @ N\
BUHOKYJIIpHBIE JYIIbI U ocuc@nu MCIIOJIB3YIOTCSE B MEIMLIATIC.
Hasnauenue

o~ O

[pennasnadeno s yBeIMuCHUs H300pakeHUust /i OCBEIICHUSA 11018 3pEHHS CTOMATOJIOrA BO

Bpems 00cie10BaHHS NAUKENTA WIH XHPYPIrHUYECKOTO Bm@rcnbcma

1.2 Xapaktepuctukn () L

*  Hcrounuk ocueme@n: CBETOJIMO/IHBII MCTOUHMK-EBETA ¢ 1BETOBOI Temneparypoit 5000 K.
Bebiii cBeT Ge3 TerH HO3BONSET Bpauy BHJIETh 0COOETHOCTH TKaHell 6e3 HCKaXKEH Ry,
*  YaobcTBO HPW%'HCHHH HATOGHOrO  OCBETHTENA ObeciicunBacTes 3a CYET JMTHEBOTO

aKKyMyJisiTopa, pblii  Mo3BosaseT chonb@m YCTPOHCTBO ©Oe3 HMCTOYHAKA IHUTaHHs
MOCTOSAHHOIO TOK&. JTO OJMH W3 CaMbIX y/a100 M JICTKHX HAIOOHBIX OCBETHIRICH. KOTOPBIi
MOJAXO/MT JIIs BHJIOB XMPYPIHUYECKHX ONepanHii.

*  OCBCTHTC/Ib-MOXKCT HCII0JIb30BATHCA BO Bg 3apA/IKH. b

*  Wmeetcs OBO¥ HHJIMKATOP 3aps/ia akKYMyasaTopa.

*  YCTpOWHCTBO COBMECTHMO CO BCEMH OMHOKY/IAPHBIMH JIylTamMy «3ymax
. MHTCH:@)'a.anaH KOHCTPYKILMSA NPULOAHA U1 MOOHIBHOI IHarHOCTHY

O
2. "liﬂ@ﬁi‘una 10 DKCILIYaTALUHH g b

Ilonu@mme WHYP NUTAHHUS C 110 bIO TIPHJIATACMOT O 'saxm.uﬁaneumc YCTPOMCTBO Ha
rmm@ OTPEryJINpyiTe UPHHY HABBICOTY, KaK BaM y/100HO. @

o

nutanus. /s BbiOOpa HEOOXOAMMOI APKOCTH HCITOJIL3YHTE
oM oOpyuc.

&2 8 AY

I IKOYHTE OCBETHUTEIb K aJ/1aMNT 2P
b O MJIH IIPaBYIO PYUKY Ha FOJOBI

“&naﬁme I(pelle)l(llblﬁ BHHT, ll’l HAIIPpABHTb Hano(myro Jia BBCPX, BHU3, HA3a/l HJIH BIICPCIL.

[locne 3aBepiueHus peryJHpoOBKH CHORA 3aTAHUTE BUHT. OCBCIICHHOE NOJIE 3peHNs MOXKET ObITh
BLIOPAHO € MOMOIIBIO MOJIZYHKOBOTO PEryJsaTopa.
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3. Obcayxusanmne @’

2

Buumanne!  Toabko  KBAUIMQHUMPOBAHHLIC  CHEHHAIBHO no.m@sncmiblc
& COTPYAHMKH MoOryt obcayxuBare 510 ycrpoiicto. [loxanyiicra, KHTECH C

OPHUHMATIBHBIM JIMJIEPOM HITH IIPONIBOIMTEEM.

Buumanne! Ecim ycrpoiictBo He paloTaer J10JIKHBIM oﬁpazom.@pa'rmcc:b K
YNOOTHOMOYEHHOMY NPeACTaBUTENIO MPOH3BOANTEIIS. 3 nbiTaiTech
OTPEMOHTHPOBATHL M3/E/IHE CAMOCTOATE/IBHO

o
O
3.1 3apsaka u 3ameHa aKKyMy. JIsitopa

3.1.1 3apsaaka aKkKyMyJISTOPHOT O 630@ 576 QQ’
p)

Ecim MHAMKATOp AKKyMYJISTOPHOTO ka BT576 (aance «aKK)’M%@TOp») FOPHT JKCJITBIM

CBETOM, HE0OXO/MMO HEMEUIEHHO JAMTh WIH 3aMCHHUTL aKKYMMISTOP JUIS NOJ3aps/IKy
pe3epBHOrO nuTanus. Ecam  npu o KeaTOM  MHAMKATOpe  MEUIIBb30BAaHUC  YCTPOIHCTBA
NPOJIOIIKAETCS, TO AKKYMYJISTOP Ie JIMT B 3ALLUMTHBIN PEXKHM H fiFanne oTKIIOMACTCS, YTOOBI
NPeAOTBPATHTE YPEIMEPHYIO pasp aKKyMyJisTopa.

[pu 3apsiike noaKnounTe Koneﬁrxmnoro POBO/Ia ajlanTepa NUTAHNS K Kpyriomy 60KoBOMYy
IHE3/1Yy aKKyMyJIATOpaA. a ajanyep MHTaHus NOJAKIIOUHTE K cer‘@)ﬁ po3etke. Bo Bpems 3aps/iku
MH/IMKATOP MepIIaeT JKeJIThIM waeneHbM ceeToM. [Toracume uﬁg«xampm 3apAJIKH YKA3bIBAIOT HA
TO, YTO AKKyMYJIATOp TNOSHOCTBbIO 3apskeH. Bo ch@ 3apAJAKH  MOKHO  TIPOAOIKATH
MCIIOIL30BaHHE ocsemmm@

¥

ATopHoro 6ioka BTS56 Qb

3.1.2 3apsaaka akKymyJ

Ecim akkymynastop pa@muncu. OCBETHTEIIb MO)KC‘I%HTB NOJKITIOYEH HEMOCPEACTBEHHO K
3apsAHOMY YCTPOHCTHY.) @)

JUis 3apsaki HEOGXOAMMO NOMECTHTL HANOOHBLT OCBETHTEIb B 3apsiHOC @poﬁcmo "

MOJITIOYHTH aJIAMEEP. O/IMH KOHEIL KOTOPOro nojkAloyaeTcs K 3apsanoMy yCTpOHesBy, a Apyroi
o

- K MCTOYHHKY I L.

S
5 N A
@

[ ) Buumanmne! Hcnodmssyiire TOJIKO
‘ 4 CrCUHANbHBIH  AKKYM op.  AKKYMYJATOp
/\/ g HeJb3s Bblﬁpacmsan& OBITOBLIC  OTXO/IbI.

‘ 4 Heobxoaumo  o3na ITbCSE € MCCTHBIMH

IpaBHIaAMH ynunn:xfkyh Oarapeii.

5

a
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LN ) §
o /@/!; 3 @@
o /4 g
) o
BT576 BT556
O
3.2 Hcnoab3zoBanue n oﬁc;ryaxunzy;ﬂ@xnymynﬂropa §

EMKOCTBH THTHEBOr0O aKKyMyJIsTOpa M@cTcn B 3aBHCHMOCTH OT YCIQBHIT ucnosnb3oBauus. Jlns
MAaKCHMAJILHOM EMKOCTH HCIOIb3YH{e) akKyMYJISTOP 1PH KOMHa temneparype (10°C ~
40°C). He noasepraiite aKKymynﬂT@aneﬁcmmo IKCTPEMAIIBHD, mriepatyp. [IpH BBICOKHMX

HJIM HU3KHUX TeMIIeparypax CMKOCT& KYMYyJisiTopa YMCHBLINACTCH
O
oy O
3.3 Ouncrka H CTEpHAHIALAN

*  Buewnow noscpxnoccmoﬁcma MOKHO OuMlL BIaKHOH TKaHblo. CToiiKoe
3arpA3HEHHE MOXKHO ynanu@cmecmo 50% cnupra u 50 MCTHUTHPOBAHHO#M BO/bL. YT0OBI
H30ekKaTh NOBPEAJICHUS m@xuocreﬁ. HE NTPOTHPAITE X BHI3LIBAIOLIMMH KOPPO3HIO MOKOLIIHMH

Cpe/ICTBAMH. X Qb

*  OuMcTKa JIMH3: JUI$=0UHCTKH JIMH3 MOXHO MCTION aTh Oymary JUis OYMCTKH 3CpKasl WK
Karjio KuAKoro pactBoputes (50% ciuupra n 50% Supa). 3atem HeoOXoauma TuIaTeIbHas
nmpoayska. Ecii na nfiuiBe mosBIIACH Tbi/ib, €e HeOOKONIMMO CLyTh BO3AYXOAYBKOI MM YIAIHTE

crneuraIbHOH pyqx%@w\n OYHUCTKH.
~ '5)

A Buumanne! Byabre 0CcTOpOKHbI e JOIYCKaHTe Monajanus p %aopme;m B

ycTpencTBo. O ©
S &
S @
<
AN

4. Yeranoska )

4.1 YcTanwa HACTEHHOTO ernnemm’)&

Cosmec MOHTAXKHbBIC OTBEPCTHS nz@’euxe AKKYMYJISTOPHOTO 6:1%c JIBYMSI OTBEPCTHAMM
JUISL YCTAHOBOYHBIX BUHTOB, 3aTCM BBCAKIC YCTAHOBOYHBIC BUHTHI U y?\/ OBHTE YCTPOHCTBO, KaK

MOKa3aHo Ha PUCYHKE. %)
O o
Ny

S) Q

@) ;
§
AN
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4.2 VeraHoBKa aKKYMYasTopa B ros0B1oii o6py«

Kak nokasano Ha pHCyHKe u@, YCTAHOBHTE  aKKyMyJIS1Op
Pery.1MpoBOYHON PyUKH. 3aTeM BPAMIIAITE 110 YaCOBOI CTPEIIKE 210 § T

iblii - 6710k B KPBILIKY
opa. JList CHATHS TTOBEPHUTE

NPOTHB 4acoBoii cTpesiku Ha 90 r@ycoa. a 3aTeM BLIHbTE aKKylv@gnToprm 0.10K.
Bo3MoxHbl /1Ba BUa YCTAaHOBKH.@KKYMYJIATOPa- CBEPXY IIH cz@q. COOTBETCTBECHHO.
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4.3 UHCTPYKUHA 110 YCTAHOBKE

SLE u STL.

iaK)KC ¢ aynamu

C roJOBHBIMH 0OpyUaMu,

OcBETHTEIb MOXKET MCIIOJIb30BAT

+ HL8300

Jlynst SLF

20796
25.03.2021






5. TexnuyeckHe XapaKTePHCTHKH

OnTHYyecKHe XapaKTepHCTHKH

L
CBeToBOE NATHO NPU OCBElICHUN HA 420 MM 80 Mm @{
m;
=7
/)

(HL8300)

CBeToBoe NATHO 1pU ocBeleHun Ha 420 Mm 30 ~ 80 MM

(HL8350)

Ocgeuenne Ha pabouem pacctogHuu B 200Mm 2 35000 sk

Perynupyemsiit inana3ox o

Jlucranuus Gaykryauuu 232 MM ay.

Y110BOH AHana3on ax BeprukasibHbiii +45° Qy

Bec IS IS5

OcsetuTens (6e3 rooBHOro 06pyua) "=\’ 2T£3x [N

JlononHuTENbHbIC JETATN f@ ®OuiabTp OpaHKeBEPQ 1BETA

JIIEKTPOTEXHHYECKHE xapalcrepucﬁf?m O

HUcTOYHHMK OCBellIeHHSA Ceet0M0Aa 3 BT, cpok ciyxkObl 200@&3 HCIPEPBLIBHOI
pabOTel. 3amMeHa CBETOAHOAHOM JI 1 He TpebyeTcs.

IneKTpHyecKas EN60601-1, EN60601-1-2 nu1st oGepyiosanms Knacca I1

0€3011aCHOCTh %@ennero MCTOYHHMKA YIEKTPOITHTAHHS

IpunasaexHocTH N &)

Akkymynstop BT576 ‘@Kymynnmpnax TUTHEBas ﬁgggcn 7.4 B (2400MAu)

Akkymyastop BT556 LAKKyMyisTopHas TuTHeBas Gavapes 7.4 B (1800 MAu)

BxoaHoe HanpskeHne @Q 00 B nepemenHoro Toka ~ @)\\B nepemMeHHoOro Toka, 50 I'u nin

ajantepa NnHTaHus & [ 60 I R

AJanTep NHTaHHS Beixosinoe nanpsokenmne 128,

BBIXOJHOE HanpsKeHne 1 SO

"y O MaKCHMalbHas BXOAHAA WO mHocTh < 30 BA

Bpems paboTb @ 26 4. (MaKkcuMalbHas ocTh) BTS576;

AKKYyMYJATOpa A 23y, (MaKcumaﬂbHa@Kocrb) BT556 -

Bpews sapakn 5 <3,5 4 BT576; <3 wBI'556 S

AKKYMYJISITOpA (74 ) Lo

3aumra 5 Jaumra ot Kopol%ﬁo 3aMbIKAHHUS, 3aluTa nun@l W 3a1mTa or
AN neperpy3kH 1no . Az

JUIMHHBI BHT@(SﬁCJlb (11pu | Jlnuua <200¢ v

HCOOX0IMMO! S a5

KabGens (np Jimna<19cm ™~ N

HEOOXONMOCTH) %&

~

O 1
')nemp(@nm'maﬂ COBMECTHMOCTH @ b

McnoabieBanne HCOPUTMHAIBHBIX Kafejieil H aKKyMY/ISTOPOB MOKEFAPHUBCCTH K MOBBILIEHHO
IMHCCHIF U TIOHMKEHHOH HJIeKTpoMa HOH YCTOHUHBOCTH MCIMUHICKOTO yCTPOHCTBA.

S

a

(29

M ST MHCKHH YICKTpHYECKHI Tpubap e JIOJIKCH ObLITH pacros H WJIH HCITIOJIBE30BAH 36.”"3"
) o @\ 2
VEUX YCTPOHCTB. Ecnu l|p"60 C"OJIO)KCH HJIH HCTTOJIB3YECT 6]1"3" ApYroro ycrpoucrTsa,

A€M TE 3a ero paboToii.

[TopraTHBHbIC ¥ MOOW/IBHbBIC PAJMOYACTOTHBIE CPEACTBA CBA3M MOTYT BO3JICHCTBOBATH Ha
ocBeTHTEb. /118 n30deranus BO3ICHCTBUS CIEAYHTE peKOMEH1alMaM B TalJInLax HHxe.
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PyKOBO/JCTBO M /IeKJIaPALIHS IPOHIBOANTEIS — WIEKTPOMAT HHTHOE Hiayaenne ([
Uinenue npeaHalHavyeHo JUIS MPUMEHEHHS B YICKTPOMArHHTHON 00CTaHOBKE, @cncuuoﬁ
uuwxe. Ilonp3oBaremo w3jenus ciaeayer obecneynTh €ro  NMPUMCHCHHE 'Ka3aHHOI
ICKTPOMArHUTHON 0OCTaHOBKE

Mcxoamble nimepenns Bhinoansemsie | JneKTpoMarHuTHas cpeia — pyKoBOSSIIME
TpeboBanus yKa3aHus

Paanounsnyuenue I'pynna 1 H3enmue Henoab3yeT S3HEPruio paOn 31y HeHHs

cornacHo CISPR 11 TOJILKO HAa O4€Hb HU3KOM ypmm NnoYTOMY He

CO3/IaCT MOMEXH JUIA PacnosiokeHnoro Bom3m
3JICKTPOHHOTO oﬁopynosamm
Paanounsnyuenune Knacc B [TpuGop npuroacu s ucno BaHMs BO BCEX

corsiacio CISPR 11 YUPCKICHHAX, BKJIIOYAA HC 30BaHHeE B
["apmoHuueckoe Knace A /i JIOMAIIHUX YCJIOBHAX, @ T B
ninyyenue coraacuo IEC J) & HEINOCPEJACTBCHHON CBA3H-COKOMMYHAILHLIMH
61000-3-2 fie | HU3KOBOJIBTHBIMM CETAMM SHeprocHabxKeHus
Konebanus CooTBeTQTRyCT | 3AaHHii.
HaNpsHKeHUs/Mepuaiolee
ninyuyenue [EC @ )
61000-3-3 A L.

= Q

PyKOBOICTBO ¥ JIeKJIapanus @TOBHTME — NOMEX0YCTOHMHBOCTD

H3nenune npeananayeHo Juis MEHCHMUS B YIEKTPOMArHUTHON 06CTaHOBKE, ONpe/Ie1eH O
Hwke. [Tonp3oBareno mncm@nenyer obecneynTh ero nps EHHC B YKa3aHHOI
JIEKTPOMArHuTHO# obcTan

Tect Ha Ko@mnbumﬁ Yposeub ) DJIeKTpOMArHMTHAN cpea -
YCTOHYHBOCTH Hb COMJIACHO | COOTBETCT peKOMEH/1alluK
J 60601 ﬁ
eKTpocTaTHueckue | £6 KB - +4 kB - Qﬂanubm IMos B noMeLeHuy u3
pazpsab (ICP) no KOHTAKTHBIH paspsji aepesa, betoHa HiIH
IEC 61000-4-2 _pasps @) KCPaMHUYECKOM IIMTKH.
00 +8 KB@mnyumuﬁ Ilpu nonax, rOKpbITHIX
@ +8 kB - pasps. cmnenmcc@
@ BO3/1y HIH b @ MaTepHATOM.
S~ | paspsa OTHOCHTE BJIAKHOCTb
,% BO3/1yXa menee 30%
@ Pekomépaycrcs
@) d@' IpUM
I &) AHTHETATHYCCKUX
X MaTEPHATIOR MITH
'§' @) kdfiyyatauus npubopa npu
> L u&smemmﬁ
() 0 CHTENbLHOI BJIAKHOCTH
= @' ayxa.
Hanocexyunpic +2 kB - s fignnit | £2 kB - ans anumii a4eCTBO YWICKTPHYECKOI
HMIYIBCHBIC TOMEXH 3nemponw@;m yekTponuTanus L HHEPrUH B CCTH B
noAEC 61000-4-4 | COOTBETCTBHM C
+] kB - z@munﬁ 1 kB - 1ns nunn THINHYHBIMH YCIIOBHAMH
@' BBOAa/ Heihota BBO/A/ BbIBO/1a KOMMEPHYECKOH HIIH
q§' 00JIbHUYHOI 0OCTAHOBKH
MHUKpOCEKYH/IHbIC +1 kB npu nonave | =1 kB npwn nonaue KauecTBO WICKTPHUCCKOIH
MMITYJIbCHBIC TOMEXH | TTOMEX 110 CXeMe MOMEX 110 CXEME IHEPIrHM B WICKTPHYECKOI
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Gonbwoi sHepruun no | "nposoa-nposox” | "nposoa-nposoa” CCTH caejyer oG@cmm, B

IEC 61000-4-5 COOTBETCTBHM 0§'
+£2 kB npu nogave | +2 kB npu noaaue THUITHYHBIMU _\'&Eaumu
MOMEXH 110 CXEME | IOMEXH 110 CXeMe Kommepqem@m{
"nposoj-3emusn” "nposoj-3zemiasn” DOTBHHUHOIODC TAHOBKH
[TpoBasnbi <5% (nposan <5% (nposan KauecTBo WiekTpHuecKoii
HaNpsHKEeHUs, HanpsHKeHus Hanpsokenus >95%) | yveprum ©4 H-B
KpaTKOBpPEMEHHbIE >95%) B Teuenne | B Teyenue 0.5 COOTBETCTHY HC
npepbiBaHus H 0.5 nepuosa nepuoja THITHYHBIMH YCIIOBUAMM

H3IMEHEHUS KOMM CKOH WM
HanpsHKCHHUS BO 40% (nposan 40% (nposai OonbHHYHONH 006CTAHOBKH.
BXOJIHBIX JIHHHAX HanpsxeHus 60%@ Hanpsokenus 60%) B | Ecaprons3osareno
WIEKTPOIMUTAHHA 110 | B TCYCHHUE S TCYCHHE S NEPHOJIOB | HE o,LL-,,--'e JIMMO 00ecneynThb

IEC 61000-4-11 nepuojIoB J) & HEIIPEPBIBHYIO paboTy B
@ 70% (nposai yc OBHAX BOIMOKHBIX
70% (npos nanpsxkenus 30%) B @pbmarmi‘i CeTEeBOIO
nHanpsikenus 30%) | reuyenune 25 NPSKCHHA,
B TeyeHue 2 NepHOaOB KOMEH/IYETCS NuTaHue
nepmmoué ) M3/1eHsl OCYLIECTBISTH OT
<5% (nposain HCTOYHHKA

<5% (npoBan Hanpsikenus >95%) | 6ecnepeboiinoro nuranus
HanpsKedus B TEUCHHC 5 CEK uin Oatapen

>95% cueHue 5

CEKY Q
O

MaruunThoe nosie 3 /‘@ 3 A/m YPpOBHH MaruuTHOI O 1015

NPOMBILLIICHHOH %) NPOMBILIJIEHHO# YaCTOTBI
yacTorsl (50/60 I'x) Qh cieayer odecneynTh B
no IEC 61000-4-8 @ COOTBETCTBHH C
O @ THIHYHBIMH YCJIOBUAMHU
D) @) KOMMEPUYECKOH HJIN
£ 00IbHUYHOM 0OCTAHOBKH
~
=~ s N

PYKOBO/ICTBO H eKIIapAIis HITOTOBHTE/IS —)CKTPOMArHHTHAS YCTOIMHBOCTE

HU3nenue npeau YEHO JUISt IPUMEHEHUS B 1 MarHMTHONH 00CTAHOBKC, 2JIC/ICHHOIM
HUKE. I]omﬂos%no W3/IC/ M ciie/lyeT o0ecngdMuTh ero NpUMEHEHHE B yKa3a i
HIEKTPOMArHH 00cTaHoBKE = =
Tect na @) Kontposbhblii | Ypesens ’)chpromarmﬁaﬂ cpejia -
yCTOH M Boc@ YPOBCHb COQTBCTCTBUSA pckomennau;@

cornacuo IEC P & AN

60601 O

3V eff ;gv eff Pacctos exRIy

O1 150 k' e/ MCTIOJIb3YeMBIMM MOOH/IBHBIMH

80 Ml @' pajmoT, OHHBIMH CHCTEMaMH

(] CBA3H ObIM HIEMCHTOM

Q
@ ObITh e MEHBILIC PEKOMEHYEMOTO
@ IIPEETPAHCTBEHHOTO pa3Hoca,

@ K blil pPaCCUMTBIBACTCS B
TBCTCTBHH C IPHBC/ICHHBIM
HHXKE BbIPAKEHHEM
IPHMEHHTENLHO K HACTOTE
[epelaTynKa.
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&

PagnouactorHoe 3 V/m 3 V/m PekoMenlyeMoe paccTosnie:
MEKTPOMarHuTHOE Ot 80MI 11 10 d=3.5/3 * SQRT(P)
nosie o [EC 2. 51T d=3.5/3 * SQRT(P) 6811z to
61000-4-3 80080MHz
d=7/3 * SQRT(P) 80MHz t0 2.5
80GHz

I'ne P — makcu ('i Has
HOMHHAJIbHAs @}? 0JIHasi MOUIHOCTh
Ll

COIJIaCHO JIAHHHIM [TPOH3BOUTEIIA,
@ a d — pekoyEHAYEMOE PACCTOSHHE B
/
J q§, MeTpax ( u@@
i

Hanpnx@mcn 11OJ1 NpH

pacnp HEHHUH PAIHOBOJIH OT

CTalHOHAPHBIX

pai peAaTYUKOB, 110
pegibraTam Habumo/ieHuii 3a
WICKTPOMArHUTHO# 00CTAaHOBKOM,
ua ObITH HHKE, YEM YPOBEHb

3
§
3
@ ﬁ&%mcmmnn B KaX/10#1 nosioce
g chon
S D
Ay
(S

:
(
%) Binsinne noMex MOXKeT HMETh
8 Q " Mecto BOM3M 060py0BaHUS,
g MapKHPOBAHHOTO 3HAKOM
; o @)
/o
[pumeuanus U - N

; = N
1. TTpu 80 MI'tL MI'iL npumensercs ananalefd 6osee BICOKHX YacToOT. .
2. lannele pyko LLIME yKa3aHUs MOI'YT ObIT PUMEHHMBI B HEKOTOPBIX ;§«auusx.

Ha pacnpoctpaiehne 21eKTpoMariuTHLIX BOMEBIUACT 1OIIOMICHHE WK OTP e oT
KOHCTPYKLMIH, KTOB H JIIOJICH. A S\

o (S o4

chow@wemue 3HAYCHHA paccron@n MEAKLY NOPTATHBHBLIMH gﬂnlﬂkﬂblMH
o PALHOYACTOTHBLIMI €PEACTBAMM CBAZH W HieaAnes

H3zenne @H&ZH&H&CTCH JUIS IPUMEHEHMS B YIEKTPOMArHHTHOM O()CTE@KC. 1PH KOTOPOH
ocymccraE’?rcn KOHTPO/Ib YPOBHEH H3IYIAEMBIX 11OMEX. [lonvsosmc;@me.rmu MOXKeT
H30exK JAUSHUS YJICKTPOMArHHTHBIY HOMEX, obecrieuns MnHuManb&f PACCTOAHHE MEKTY

NOPTATHBHBLIMHU H 110/IBHAKHBIMH Pa/IAGHACTOTHBIMH CPE/CTBAMM CBAE {Tiepe/laTunKaMu) 1
H3je . KaK peKOMEH 1yeTcs HanyllcmM MAKCHMaIbHOM BBIXOJIHOIT MOLIIHOCTH CPE/ICTB
o
CB A
CHomunanbnas Pﬁclmyemoe paccTosiHue (M), B3aBUCHMOCTH OT HacTOThI

imaxcmwanbnaﬂ A nepeaa a
&lxom{an MOLUHOCTb OT% Kl 10 80 Ot 80 j10 Sﬁ/ﬂ“ uw | Or 800 Ml o0 2.5 'y
nepenarumnka, (Br) MI'u d=3.5/3 * SQRT(P) d=7/3 * SQRT(P)
d=3.5/3 * SQRT(P)
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0.01 0.1 0.1 0.2 2y
0.1 0.4 0.4 0,7 S
] i 1.2 2,3 ay
10 3.7 3,7 7.4 @
100 11,7 117 233 (O
[1pu onpeie/icHUM PeKOMEH/LYEMbIX 3HaUeHHH paccTosnne d JU1s epesaTunKoB C-HOMUHAILHOI
MAaKCHMaJIbHOH BBIXOAHOH MOIIHOCTBIO, HE YKa3aHHO# B Tabiiuiie, B IpUBEICH BbIPAXKCHUSA
MO/ICTABJISAIOT HOMHHANBHYIO MAKCHMAILHYIO BBIXO/AHYIO MOLIHOCTL P B BaTT Ka3aHHYIO B

JIOKYMEHTAUUK HU3IOTOBUTEIIA NEpE/laTYHKa.

[Tpumeyanuns

1. Ilpn 80 MI'1y u 800 MI'u npumensiercsziwanason 6ojiee BLICOKHX Hac S
2. JlanHbIc pyKOBO/ALIME YKa3aHHs MOTYTObITE HENPUMEHUMbI B HEKOTQP T X CUTyallHsX.
Ha pacnpoctpanenue 21eKTpOMariuTH OJIH BJIMSET MOTJIOLICHUE HIIH Tpd)KCllHC oT

KOHCTPYKLMH, OOBbEKTOB M JIoaciH. (74

TpeboBanus K OKPYKAIHM yc:gg@mm @
DKCnayaTaums Temneparypar—) 10 C- +40 C%
OtHocuTenbiias raknocts  30% - 75% ©
aBJIcHHE BORLyXa 700 rlla - 4060 rlla
TpancnoptupoBka TemnepaT@ L40 C - +55°C

OrtHocuTéibHas Braxuocts  |10% -9
ABJICHHE BO31yXa 500 rl 060 rlla
XpaHenue Temneparypa -40 %55 C

v
OTHOEHTebHAS BIaKHOCTL  |10%=90%

adjfedie BOY1yXa 500+1%a - 1060 rlla
A — 4 @Eﬁ

O

@Tlgpomaonmenb @

<
Fzrn—-@i} %
i Jlata rnpou3Bo/icTBa %
[N M

IpumeHUMBIE CHMBO,IbI

L

——

Y 01HOMOYEHH bl npenc&zm@rcnb na tepputopun EC

[% )

~ )
Homep cepun C% Q%?
- ; Y
@ XpaHuTh NpH Temn§myp¢
X ¢ {0

L ‘b\
XpaHuThb 11pH (ﬂé@mcnbnoﬁ BJIQXKHOCTH /\/

S

2}

g
—_—
S
.
~—

Y
Xpauurb npu@wccbepnom JIaBJICHHE @
@

3 >
Xpamn{)@@'xom MmecTe §

M/é/%@@ﬂ
ﬂ

Xpynkoe

+Ha
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CE€ [3uaxcE

BHyTpCHHHﬁ HCTOYHHK WICKTPHUHCCKOI'O INMHTAHHUA

U
=
@

3nak PErYJIHPOBKH APKOCTH CBCTA

Buumanue

]

— 2
O] |Knaccnl &\fo
A §
(I g

CaeayiTe HHCTPYKIIUHU 110 IPUMEHEHHIO

&7
/,,,\ Hectepunbno ) §

£ 5)

JIaTa H3rOTOBJICHHS W FAPANTHIHBIEPOK Q@,)
@

O

Q

Jlata u3rotoBiieHns yKasana Ha ITHIESKeE.
Cpok cnyx0bl ycTpoiicTsa 5 Jsier.
dakTHueckuii rapanThitnblii cpok Coctasnser 1 ro. 8

Orpanuvennas rapantus <L)
Komnanus «Zumax Medical @’) LTD» («Zumax») rapawrupyer, 4To npH paipaborke u

ITPOH3BOJICTBE JAHHOIO arna ObUIM MCIIOJIL30BaHbl HAJU HC MCPBI ITPCAOCTOPOKHOCTH.
Jlannas rapaHTHs 3aMCHACT CKJIIO4aeT BCE JIpYIrue rap 1, HC HU3JIOKEHHBIC B HACTOALICM

JOKYMCHTEC, SAIBHO BbIpaXcC HIITH 1ToApa3yMeBacMbIC WY 3aKOHa MIIH HHbBIM oﬁpazoM.
BKJIIOYasA, HO HE OrpaH BasiCb JTHM, mo0Obie 110 YMEBACMbLIC TI'apaHTHH TOBApHOIoO
COCTOSAHHA MJIK HPUTO] n JUIs ONpeJICIICHHbIX 11C) O()pamcuue. XpaHCHHC, OYHUCTKA H
CTCpHJIH3aLHuAg  3TOI'0 60p3. 4 TAakKiKe HApyruc OUCCChI, CBA3AHHBLIC C  MALKUCHTOM,

JIMarHOCTHKOM, neqen&. XHPYPrUuecKUMH MpoLeaypaMu 1 npoyue GakTopbl, HE 3aBUCHLINE OT
KOMIIAaHHH «Zumax», SHCIIOCPEACTBEHHO BIIHAIOT | éocmmmc npudopa M pesyiabTarbl €ro
Menosb3oBanus. OGFFATEILCTBO KOMIANNH «ZUmaxm»ilo HACTOSICH rapaHTHH, mgsmwunaﬂca

PEMOHTOM HJIH 3aw@oﬁ JaHHoro npubopa. ¥ «Zmax» He HECCT OTBETCTBEHH 3a JioOble
cilydaiiHbie HIH KOOBCHHBIC YOBITKH, yuiepd ni OJ1bl, IPAMO WJIH KOCBEHHO €BS3aHHbIE C €ro
Hcnosb3oBaHueM. KoMnanus «Zumax» He NpuHHMACT Ha ccOs u He paspeiiaeTt OMY JIpYromy
JIHLLY npmmmaa%na ceds  kakue-mdo JIpy: WK JION0JIHHTENbHBIE oﬁv&rcnwma WK
OTBETCTBEHHOCTL B CBA3H C 7THM I1PHOOPOM. @ b

Ynmmnpo@b B COOTBETCTBHH ¢ oOLuen Q‘%ﬂmﬁ MEC/IHIIHHCKOMH npaxm@ H IIPUMCHHMBIMH
MCCTHBIMH YAApCTBEHHbIMH U (beﬂcpa% IMH 3aKOHAMH H nopMaTuBuk\m aKTaMH.
Kaace ou§3crn A1 MEIMIHHCKHX 0TX0/108B C y4eTOM crietnduka MOP(OIOrHHECKOTO
cocTasa @eoorsﬂcrmm ¢ Canurapu [TpaBuaamu n Hopmamu cuiickoil Mejtepanu
2.1.7.27@8—10): Knacc A @' /\/
S 0 9D
Q O
ymake Meaunkan Ko., Jlm.»@‘)Q' %

5 11 Poyn, Cywkoy, [lposutuu Hey 215129, Kuraiickas Ha ian Pecriybsinka
(5°£hiying Road, Suzhou, Jiangsu l&:e 215129, PR China)

(on: +86 512 66650502 @ Dakc: +86 512 66650836

. noyra: sales@zumaxmedical.

hip:“www . zumaxmedical.com
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Bpouopa K pyKoBoACTBY 110J1b30BATEIS (@

N
BapnaHTu HCMOJHEHHSA H KOMINVICEKTAUHA MEIHUHHCKOIO H3/1C/IHA @

Jlyna 6MHOKYISpHA# MeAHUHHCKAS, C IPHHAVICAKHOCTAMH

1. Jlyna Gunokynspuas, sapuantbl ucnonnenus: SLE, SLT, SLF, B coctase:

1. Jlyna OGuHOKynsipHas: @)
2. OrtBeprKa /Ui peryJupoBKH OHHOKYJISIPOB (IPH HEOOXOJIHMOCTH): @)
3. Pemewox s nynel:
4. Canderka uis OUHCTKH; (]

5. Keiic; (O

6. HHCTpyKUMS 110 IKCIIyaTalny. ) N

2. Jlyna Ounokynsipras SLH na m;loa@ oOpyuc B cocTaBe:
1. Jlyna GuHOKy/IspHas:

Q
S o
@
CMeHHBbIe HAaKJIaIKH (3 T, @akoaxe): @Q
OTBepTKa s perynuponxéuoxynﬂpon (npu HeodXxo0n ™)
Canderka U1 OUHCTKH, @
Keiic:
Koy ot keiica (1npu HeOBX0AMMOCTH);

O
HucTpykuns no sken auu . Q%

R

e,

S

3. Jlyna GunokynsipHas, B@ITM ucnonnenus: SLE, snggsu: C OCBETHTEJIEM HA I'OJIOBHOM

o0pyue, B cocTage:
Jlyna Gunokys Qb

OTBepTKa /Ulst perYJIMpoOBKH OMHOKYJISIPOB (1pH 6xmmmocm);
Pemerox juist J1y1ibl; -

Canderka ans (@éncn(u: @©

Ocserutens HE8000 na rososHoMm 06pyqe:\ @
3apsaHoe OHCTBO: 0 %
AKKYMYJI : @ N
ﬂnuunu@umﬁ Kabeb;

N
3amnn~@ CHJIMKOHOBBII KOJITTAuyoK ( )3 b
(O

20 00 N O\ b b L0 N e

10. CMCH§ HAKJIQ/IKK (3 WT. B YI1aKOB

11. KpeneXHuble Y1eMeHTHI /118 JyTbl %oxynapnoﬁ (npu ||C06.\'0:1HM§'M),
12. Ke

13.K OT Keiica: g @

14. TPYKIMS 10 dKCIUTyaTalni.«~) b

e o
4. Jly, %unoxynﬂpnax, BapUaHThbI IIHCHHSI: SLE, SLT, SLF ¢ @nposonuum OCBCTHTECIICM
Ha r&nom obpyue, B cocrase: L\

Q

Jlyna OMHOKYJIsipHas; ~

.~ OrBepTka s pcry.rmpoauuoxynapoa (11pn HEOOXOAMOCTH);
Pemewok st nynsl; O

. Canderka wis O‘IMCTKI.@

becnipoBoanoii ocserutes HL8000 Ha ronosiom oOpyue:

3aps/iHOe YCTPOHCTBO:

g

4

2 A
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7. AKKYMYJISTOp; @'
8. KaGesns: &
9. 3amMTHBII CHJIMKOHOBBIH KOJINA4oK (3 wT.): @?
10. CmeHHbIe HaKIaaky (3 1T, B yNaKkoBKe): @,

11. KpenexHble 21eMeHTbI U1s J1yIbl OHHOKYASPHO (NpH HEOOX0AMMOCTH): @

12. Keiic:

13. Kimou oT keiica: ‘/%'
14. HactenHoe kperuieHune:; CC%@
15. UHcTpyKums no 3kciuiyarauum.

()

5. Jlyna 6unokynspuas SLH ¢ ocaermcnc@;a ros0BHOM 00pyue, B cocr@:

1. Jlyna OuHoOKyJIsipHas; N
o

JITHHHBII BUTOH KabeJib: ©

3alMTHBIH cunuxouosblﬁuaqox (3 wr.):

. Keiic:

2. CMeHHble HAKIaaKy (3 1IT. B yn&@xe);

3. Canderka 1% OYHCTKH:

4. Ocerutens HL8000 na ro;non@i obpyue:
5. 3apsaaHoe yCTpOHCTBO: @)

6. AKKYyMYJIATOp:

b

8.

9

@
O

10. Kimo4 o keiica; @ %
11. UucTpykuus no 3Kcn4§auuu. Q
Sp O

6. Jlyna bunokysispras S[&c OecrpoBOAHBLIM ocammc@m rojioBHoOM o0Opyue, B cocTaBe:

1. Jlyna GuHOKynsp

2. CMeHHBbIC Haxna@ LIT. B YIIAKOBKE): @

3. Canderka st OUHETKH, 'i'

4. BecnpoBoHO Qcéserutens HL8000 Ha romoss o0pyue:

5. 3apsiiHOC yCTPPHCTBO: @’

6. AKKyMYJISTO & @
7. JlnuHHBIA it kabesip 0 %
8. 3aumMTHBI PHIMKOHOBBIH KOIAYOK (3 1T Cé’

9

. erneml,%mcmembl JUIS 1Y NbI GHHOKYARPHOIT (pH uco6x01mmo<:'ru}v
10. Keiic: £~ O
11. Kmoy o keiica; @’ @
12. Hacrefiffoe kperuienue: S (§
13. Vlncwxuml 110 HKCIyaTallHK. %& AN
O (U

7. Jlyna @mcynﬂpuaa. BapHaHTLI HCIIOIEHHH: SLE. SLT, SLF ¢ ocB ‘CJIEM, B COCTABE:

1. Hyna GunokynsipHas:

2 BEPTKa JUIS PEryIMPOBKH 61<ym1pos (npu HeobXo0AMMOEIH ):

3L PeMemok Juis J1ynbl; (@)
Q S

40 Candperka JU1s OUHCTKM; .
OcBeTHTE/Ib, BAPHAHTDI m@nuclmx HL8200, HL.8300:
J 6. AKKYMYJATOP: @

7. 3apsaaunoe yCTpoﬁcmo:
8. JliMHHBIH BUTOH Kabelb,

9. Opanxesblii cBeTOQHALTP (11PH HEOOXOAMMOCTH);
10. Kpenexuble 1eMeHThI JUIS J1yNbl OHHOKYJISPHO# (1PH HCOOX0JAMMOCTH);
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11. OtBeprKa w18 pery/iMpoBKH OHHOKYIISPOB (1pH HEOOXOIMMOCTH): @
12. Keiic; &

13. UHCTpyKuUMs 1O IKCIUIyaTaluy. @?

8. Jlyna GuHokynspHas, sBapuantel ucnonsenus: SLE, SLT, SLF ¢ 6ccnpoaonnb|§§aem*rcnem.
B COCTaBe:

1. Jlyna OGuHoKynspHas: ,%Q
@)

2. OteepTKa /U1 peryaupoBKH OHHOKYJISPOB (MpH HEOOXOAHMOCTH):
3. PeMewIoK s aymbi: @)
4. Canderka a1 OYHCTKH:
5. becnpoBoaHoii ocBeTHTE b, Bapual%‘&,l ucnosHenns HL8200, HL8 00 ;
6. AKKyMyIsTop: A
7. 3apsjHOE YCTPOHCTBO; 2& ™
8. KabGens:; (U @
9. OpanxeBblii cBeTOPHILTP (np@eo6xonumocru): ‘Q
10. Hactennoe kpernenue: @ @
:; geuc.

. Uuctpykuns no 3xcnnyaT H. O

9. Jlyna 6unokynsipuas SLH H@JIOBHOM obpyue ¢ ocaerm‘ B COCTaBeE:

I. Jlyna 6unokyaspuas: (Jy

2. CMeHHBbIE HAKIIAJIKH (@T. B VIIAKOBKE); Q

3. Canderka nnsa owcr@ﬁ O

4. OcsetuTensb, Bapuar§| ucnonnenns HL8200, HL s

5. AKKYMYJSTOp: @

6. 3apsHoe ycTpoifcBo: L

7. JUIMHHBIA Buro@a6enb: ©

8. OpanxeBbli (: TOQUILTP (1pH Hcoﬁxonumo@c):

9. KpenexHbie MCHTbI JUIs 1ynibl OMHOKYJISPHO# (1pH HEOOXO0AMMOCTH); @'
10. OtBepTKa JYI#) pery THpOBKH OUHOKYIIAPO H HCOOXOIMMOCTH): 5’
11. Keiic; I @
12. Koy m%{{;ca: § Ny
13. HHcrpyl@ﬂ Mo JKCIUIyaTaluu. @ @?'

10. Jlyna GHQynpom{ SLH na rononuo&ﬁpyqe ¢ BecnpoBOIHBIM oca§¢enem. B COCTaBe:
Hyn%moxynupnan;

1.

2; Cme%mc HaKI1a1Kky (3 T, B ynar@c)z @

3. CaafierTka ans ouMCTKH: v, b

4. POBO/IHO# OCBETHTEIIb, BaTbI ucnoanenus HL8200, B 00:

3 KyMYJIATOP: (] é@

6 pAIHOE YCTPOHCTBO; Q &S
Q(aﬁcnb; @ N

% OpanxeBblit cseroqmnbr;@m HEODXO0AMMOCTH ).

. Keiic;

10. Kmou ot keiica:

1 1. Hactennoe kpenienue:
12. UHCTPYKUMSA 10 IKCIIIyaTALHH.
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&
11. Ocserurens HL8000 na ronosnom obpyue. B cocrase: &
1. OcBeTHUTEB; 'i'
2. 3apsHoe yCTpOHCTBO: @
3. AKKyMyJsTop; ‘i’
4. JInuHHBIH BUTOH Kabelib: @
S. 3amMTHBINA CUIMKOHOBBII KOAMAYOK (3 HIT.); 'Q.
6. CMeHHbIC HaKJIaAKH (3 LWIT. B YITAKOBKE), é\g
7. Kpenexunble d1eMeHTbI UIS JyNnbl OWHOKYISPHOI (NMpH Heoﬁxonumocg
8. Keiic; .
9. Kimou or keiica: @
1

0. UHCTpYKUMS 10 IKCIUTyaTaimm. @

8

N R
12. becnpoBoHoit ocsetutens HL800O & roioBHOM 00pyue, B cocm@

I. BecnpoBoaHOi OCBETHTEIb: @

2. 3apsaanoe ycTpoiicTBO: (@) @

3. AKKyMyJsTop; Q

4. Kabenn: @ @

5. BammMTHBINA CHIMKOHOBBII @naqox (3 wr.);

6. Cmennble HaKIaIKK (3 YNAaKoBKeE), (@)

7. KpernexHbie 371eMeHThI S Ty bl OMHOKYJISAPHOIT (11pH @ﬁxonumocru);
8. Keiic: @

9. Kumou ot Keiica; @

11. UucTpyKums no 3Kc®arauun.

10. Hactennoe ernnem@ ©Q,
M

)

13. Ocserurtens, Bapuanshl Menoanenus: HL8200, HLS 0Q B COCTaBe:
p

1. Oceeruresns: (O

2. AKKYMYJIATOp: O i'

3. 3apsamoe ycTPORCTBO: @)

4. Jlnuuublit BurEpei kadeb: @'

5. OpanxeBblirsgBeTOQMILTP (IPH HCOOXOMMOCTH): @'
6. KpenexHbigdneMeHTs U 1ynbl OHHOK 10 (npu ueo6xonu~|ocm)'%
7. OtBepTKaEisA peryjHpoBKH OHHOKY /IS 1IpH HCOOXOAMMOCTH): é
8. Keiic: /\/

9. Hucrp s 110 JKCIUTyaTaluy. b

(O

14. Becnpoa@poﬁ OCBCTHUTE/Ib, BAPHAHTHI weso eI HL8200. HL8300 ocTaBse:

. BecRpoBOAHOIT OCBETHTE/Ib: 2&1 AN
¥ 4 .
2. MY JIATOP @) @
3. 3apsanoe yCTpPOHCTBO: L N
4. Beb: 0 b
5. €QpamkeBblii cCBCTOPHILTP (np@coﬁxonumocm): @/@\/
6. HacrenHoe KpenieHue: @ @

eiic; Q &

Koy or keiica; &
HMucTpykums 1o 'n(cnnym'@u.

L @
@uuwmmuom:

1. CMenHbIe HAKIAAKH (3 WT. B YIIAKOBKE)

2. OTBepTKa JUIS peryHpoBKH OHHOKY/ISPOB

3. Kimou ot keiica
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Ilepe6oo oannozo mexkema coeaan muoi, nepesoouuxom Mykanoesim I'iebom Bopucosuuem.

g o s

I'opoo Mockea
Jleaoyame uemeepmozo mapma 06e moiCA4U 08AOUAMb NEPEO2O 200a
A, Peopuna Enena J[mumpueena, 6pemenno ucnoansiowas ooa3aniocmu Homapuyca O

Poccuickan Dedepayun @'@
copooa Mockevl Akumosa I'neba bopucocuua, ceuoemensemeyio noOIUHNOCMb ROORUCU NE .»- vuKa
Mykanosa I'eba bopucosuua.

Iloonuce coenrana 6 moem npucymemeuu.

Jluunocme noonucasue2o OOKymMenm ycmanoeiend.

3apezucmpupoeano 6 peecmpe: Ne 77/09-n/ 77-2()21@ 7-9rF Q
Vanaueno za cosepuenue HOmapuaibHo2o oecn, g 400 py6.00 kon. @))Q§
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