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1. Product Name, Manufacturer Information, Classification
Synthetic hollow fiber dialyzer

Product versions:
ELISIOM* synthetic hollow fiber dialyzer

Synthetic hollow fiber high flux dialyzer with nominal effective membrane surface area 0,9
m' :ELISIO™-09H

Synthetic hollow fiber high flux dialyzer with nominal effective membrane surface area 1,1
m' :ELISIO™-IIH

Synthetic hollow fiber high flux dialyzer with nominal effective membrane surface area 1,3
m' :ELISIO™-13H

Synthetic hollow fiber high flux dialyzer with nominal effective membrane surface area 1,5
m' :ELISIO™-15H

Synthetic hollow fiber high flux dialyzer with nominal effective membrane surface area 1,7
m2 :ELIS10™-17H

Synthetic hollow fiber high flux dialyzer with nominal effective membrane surface area 1,9

m2 :ELISIO™-19H

Synthetic hollow fiber high flux dialyzer with nominal effective membrane surface area 2,1
m2 ELISIO™-21H

Synthetic hollow fiber high flux dialyzer with nominal effective membrane surface area 2,5
m2 ELISIOT"*-25H

Synthetic hollow fiber medium flux dialyzer with nominal effective membrane surface area
1.1 m2:ELISIO™-[IM

Synthetic hollow fiber medium flux dialyzer with nominal effective membrane surface area
1.3 m2 :ELISIO™-13M

Synthetic hollow fiber medium flux dialyzer with nominal effective membrane surface area
15m2 :ELISIO™-15M

Synthetic hollow fiber medium flux dialyzer with nominal effective membrane surface area
1.7m2 :ELIS10™-17M

Synthetic hollow fiber medium flux dialyzer with nominal effective membrane surface area
1.9m2 :ELISIO™-I9M

Synthetic hollow fiber medium flux dialyzer with nominal effective membrane surface area
21 m2 :ELISIO™-21M

Synthetic hollow fiber low flux dialyzer with nominal effective membrane surface area

1.1 m2 :ELISIO™-UL

Synthetic hollow fiber low flux dialyzer with nominal effective membrane surface area
1.3m2 :ELISIO™-13L

Synthetic hollow fiber low flux dialyzer with nominal effective membrane surface area

15 m2 :ELISIO™-15L

Synthetic hollow fiber low flux dialyzer with nominal effective membrane surface area
1.7m2 :ELISIO™-17L

Synthetic hollow fiber low flux dialyzer with nominal effective membrane surface area
19m2 :ELISIO™-19L
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Synthetic hollow fiber low flux dialyzer with nominal effective membrane surface area
2,1 :ELISIO™-21L

I. Delivery set:

-Synthetic hollow fiber dialyzer ofone design - 24 pcs. in the shipping box.

- Instructions for use - 1 copy per shipping box

Hereinafter - dialyzer, product.
Product versions ELISIO™-09H, ELISIO™-1IH, ELISIO™-13H, ELISIO™-15H, ELISIO™-

17H, ELIS10™-19H, ELISIO™-21H, ELISIO'AMA-25H - hereinafter referred to as «ELISIO-H
Series»

Product versions ELISIO™-I [M, ELISIO™-13M, ELISIO™-15M, ELISIO™-17M, ELISIO™-
19M. ELISIO™-21M - hereinafter referred to as «ELISIO-M Series»

Product versions ELISIO™-|IL, ELISIO™-13L, ELISIO™-15L, ELISIO™-17L, ELISIO™-
19L. ELISIO™-21L - hereinafter referred to as «<ELISIO-L Series»

Manufacturer

Nipro Corporation, Japan.

3-9-3, Honjo-Nishi, Kita-ku, Osaka 531-8510, Japan
Phone: +81-6-6372-2331

E-mail: nagawasa-yoshiki@nipro.co.jp

Place ofproduction
Nipro Corporation Odate Factory, Japan
8-7, Hanukiyachi, Niida, Odate-shi, Akita, 018-5794 Japan

2> Product Purpose and Applications

Purpose

This product removes waste products and excess water from the blood of patients and supports
life of patient with renal failure.

Type o fcontact with the body
Prolonged contact (> 24 hours to < 30 days) with circulating blood

Conditions ofuse

This product is handled by doctors, nurses, and product is used on the bedside of the patient in a
medical facility such as a hospital/center.

Potential medical device consumers
Patients when dialysis is prescribed by the physician.

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



3. Special Product Features

Operating principle

This device is a hollow fiber dialyzer and is the sterilized disposable type. This dialyzer contracts
the hollow-fiber type dialysis membrane to feed the blood through the inside of the hollow fibers
and to feed the dialysate along the outside ofthe hollow fibers.

The hollow fibers have pores. Through these pores, waste products and extra fluid will be removed
from the blood o f each patient suffering from the renal failure. In this way, this device sustains the
lives of patients suffering from the renal failure.

Differences in product versions

Product version Type Average pores size* Recommendations for use
ELISIO™-09H High flux 61 A £15% Are suited for high convective
EUS'OTM'_”H dialysis therapies, clearance of low
ELISIO™-I3H and middle molecular weight
ELISIO™-15H _ g
ELISIO™-17H molecules, less suited for treatments
ELISIO™-19H in which the quality of the purified
ELISIO™-21H dialysis fluid cannot be guaranteed.
ELISIO™-25H

The dialyzer surface is selected based
on the patient’s body surface,
condition, gender, age and on the
effective dialyses dose, treatment
time, flows, amongst others. The
doctor has to decide based on these
parameters which surface area would
be suited for their patient

ELISIO™-IIM Medium flux 30 A £15% Are suited for low convective dialysis
ELISIO™-13M therapies, clearance of low and some
ELISIOMISM middle molecular weight molecules
ELISIO™-17M _ gn : '
EUSIO™-19M suited for treatments in which the
ELISIO™-21M guality of the purified dialysis fluid

cannot be guaranteed

The dialyzer surface is selected based
on the patient’s body surface,
condition, gender, age and on the
effective dialyses dose, treatment
time, flows, amongst others. The
doctor has to decide based on these
parameters which surface area would
be suited for their patient

ELISIO™-11L Low flux 23 A £15% Are suited for none-convective

ELISIO™-13L dialysis therapie, clearance of low

ELISIOTM-15L molecular weight molecules, suited

ELISIO™-17L g . -

ELISIO™-19L for treatments in which the quality of

ELISIO™-2IL the purified dialysis fluid cannot be
guaranteed

The dialyzer surface is selected based
on the patient’s body surface.
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condition, gender, age and on the
effective dialyses dose, treatment
time, flows, amongst others. The
doctor has to decide based on these
parameters which surface area would
be suited for their patient

* Reference data

4. General Indications, Contraindications and Adverse Effects

Indications:

Our dialyzer is indicated for patients having acute or chronic renal failure when dialysis is prescribed by
the physician.

Contraindications:. Patients indicating allergic reactions to polyethersulfone membranes
should not be dialyzed with this product. General contraindications for hemodialysis can be
applied to the use/application of the product/device.

Potential complications

Discomfort, pruritus, urticaria, peripheral and facial edema, respiratory arrest, facial flush,
erythema, asthmatic reaction, hypertension, hypotension and/or cardiac arrhythmia, take
measures in accordance with the doctor’s recommendations.

5 Warnings and Cautions

Warning
* Use the dialyzer according to instructions ofaphysician who is well familiar with the patient’s
condition.
« Follow these instructions and those of the dialysis machine (artifical kidney machine)
supplier.

» Do not use for any other purposes than dialysis.

 If any abnormalities such as foam generation or mixture, blood leakage, blood coagulation
and hemolysis occurred during the use of this dialyzer, take appropriate measures
according to a physician's instructions.

* In case any drugs including an anticoagulant are administered before or during use of the
dialyzer, follow a physician’s instructions about their administration and dose and the
administration time.

* The dialyzer is intended for single use. Do not reuse it.

e The foreseeable risks in association with re-use of the product are:

1.  -Infection by contamination

2.  -Performance deterioration

3. -Exposure of patients and/or technicians to residual medicinal agents such as disinfectant
used for product reuse, and/or adverse effects of residual medicinal agents on them.

4. -Damage of hollow fiber and/or leakage.

5. Do not expose the dialyzer to chemical solvents, such as bleach and alcohols.

6. Residual disinfectant in product may cause adverse patient reactions.

7. If the patient exhibits any abnormal symptoms such as discomfort, pruritus, urticaria,
peripheral and facial edema, respiratory arrest, facial flush, erythema, asthmatic reaction,
hypertension, hypotension and/or cardiac arrhythmia during the dialyzer use, take appropriate
measures according to a physician’'s instructions.
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8. Commonly seen side effects (hypotension, hypertension, headache and nausea which are
sometimes with hypovolemia or hypervolemia) can be avoided by careful management of the
patient fluid and electrolyte balance, as well as the dialysis condition (blood flow rate and
ultrafiltration rate).
9. During dialysis, constantly monitor the patients who:

(1) Have a history of hypotension with hemodialysis.

(2) Have inflammatory reaction, allergic reaction, hypersensitivity, or increase in the

immunity by infections
(3) Take hypotensive drugs such as inhibitor of angiotensin converting enzyme and calcium

antagonist.
(4) Use this product for the first time.

Caution

Caution should be employed against excessive water removal. Use of accurate UF control
system is required.

Do not use on non-de-serated dialysis fluid delivery systems.

Confirm that no pyrogen is contained in dialysate in order to prevent transfer of pyrogen from
dialysate to blood.

1. Caution before use
Do not use if the package is broken or if the dialyzer is damaged.
Do not use if blood port tip protectors are not in place.
Unpack immediately before use.
Avoid sir mix-in and contamination during rinsing / priming operations.
Start dialysis immediately afier rinsing / priming operations.
Rinsing / priming should be carried out under the following conditions according
to this "Instructions for Use™:
- Blood side: Rinsing and priming with physiological saline at a flow rate of 200
ml/min (not less than 500 ml)
- Dialysate side: Verify conductivity and temperature, and rinse with dialysate at a
flow rate of 500 ml/min for about 3 minutes.
- Check the integrity of the blood line and dialyzer.
- Administration of Heparin
Systemic or regionalized heparinization may need to be administered based on
instructions from attending physician.
2. Caution in use
¢ Continuously monitor the pressure in the blood line and check for blood leakage
during dialysis.
Avoid contamination during blood sampling and blood recovery, carefully.
Set TMP alarm (max. 500 mmHp/66kPa).
Avoid air embolism during blood recovery.
Do not apply excessive pressure to the blood line, the dialyzer and their
connections.
3. Caution after use
o Single use only. Dispose of the dialyzer immediately after use.
¢ Dispose of the used blood lines and dialyzer by any means suitable for avoiding
contamination.

e & & & o
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4. Caution for storage

Store at +5 to 40 °C avoiding exposure to direct sunlight, severe vibration, high humidity
and dry places.

6. Instructions for Use

Compatibility with other products
This dialyzer is used by connecting the blood circuit which passes patient’s blood into a
dialyzer and returns the dialyzed blood to the patient, and with dialysis machine
supplying dialysate at dialysate port.
The blood lines ports of Elisio™ are designed according to 1SO 8637 to be able to
connect with any blood lines according to 1SO 8638.The connecting dimensions of the
blood lines in accordance with 1SO 8638 are shown below;

2101
'! =061 ~$
3 | S
~l
Ld
ﬂ
]

ELISIO” dialyzer are in accordance to 1SO 8637.

Dialysis machine equipped with dialysate side connectors complained with sizes provided in
ISO 8637 (according to which ELISIO™ is produced), are compatible with ELISIO™ dialyzer

l. Rinsing/priming
(1) Take the dialyzer out of the package and set it to the holder so that the venous side is
directed upward (Fig. 1).

Venous side

(Fig.1) (Fig.2)

Physiological saline

Holder

1/

Arterial side
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(2) Connect the arterial and venous dialyzer connectors to dialyzer. Connect the arterial
patient line to physiological saline bag (Fig.2). Start arterial blood pump at a flow rate of
200 ml/min (not less than 500 ml) (Fig.3).

(3) Stop the blood pump; rotate the dialyzer for 180 degree. Put the dialysate connectors to
the dialyzer (dialysate inlet at the venous blood side, dialysate outlet at the arterial blood
side) (Fig.4). Make sure of degassing the dialysate part of the dialyzer. Start running
through dialysate at a flowrate of about 500mI/min.

(Fig.3)
VY  Venous side
(Fig.4)
li I “2 5
ANfArterial I Atrterial side
N side .
Avrterial
side

Arterial side

(4) Restart the blood pump. Make sure that the blood compartment is free of air-bubbles and
filled with physiological saline. The preparation for dialysis is complete.

[Leakage test]

It is recommended to perform the following operations before connecting the dialysate lines to
the dialyzer.

(1) Fully prime the arterial and venous lines and the dialyzer with physiological saline
by operating the blood pump; then stop the pump operation.

(2) Clamp the arterial line near the dialyzer and the distal end of the venous line with
forceps.

(3) Raise the clamped distal end to a height of more than 1 m above the dialyzer and
remove the forceps (this results in application of a negative pressure of about 70
mmHg to the blood compartment of the dialyzer).

(4) Examine whether or not continuous bubble formation is observed in the venous
header to check for leakage from the dialyzer, if observed, replace the dialyzer
with a new one.

II. Start of dialysis

(1) Prepare the blood access site and connect to the arterial line. Remove the forceps
from the arterial and venous lines. While running dialysate at a flow rate o f about
500 ml/min, operate the blood pump at a flow rate of about 50 ml/min.
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(2) Confirm that no air bubbles remain in venous header or venous blood line.

@) Fully prime the arterial and venous lines including the dialyzer with blood by
operating the blood pump, and then stop the pump operation. Clamp the distal end
ofthe venous line with forceps.

@) Prepare the blood return site and connect to the venous line. After confirming that
there are no bubbles in the line, remove the forceps from the line. After checking
that there are no forceps on the lines and no line folding, operate the blood pump
at a low flow rate. Take care not to apply excessive pressure to the lines and the
dialyzer to avoid leakage from the dialyzer and separation of each of the
connections.

(G) After confirming that there are no bubbles in the arterial and venous headers, turn
the dialyzer 180° to allow removal ofbubbles from dialysate. If bubbles are
detected in the venous header before the turning, run blood at a prescribed flow
rate for 5 to 10 minutes with the venous side kept upward.

I11. Operations during dialysis

(1) Ifstopping the blood pump is required during dialysis due to insufficient blood
flow, lower the dialysate pressure to about 0 mmHg. (This is to avoid blood
coagulation due to dehydration).

(2) Set UF rate carefully to avoid excessive water removal according to patient’s
needs. Reduce the blood flow rate if disequilibrium syndrome is suspected.

(3) Ifblood leakage is suspected, judge by testing dialysate sampled from the
dialysate outlet port ofthe dialyzer using occult blood reaction test paper. Ifa
leakage is detected, reduce UF rate to minimum rate according to the institutional

protocol, stop the dialysate supply and recover blood, then replace the dialyzer
with a new one.

V. Dialysis termination and blood recovery

(1) Stop the blood pump, clamp the arterial line and remove the line from the arterial
blood access site; then connect the line to the physiological saline vial for blood
recovery.

(2) Unclamp the arterial line and run physiological saline to rinse out the blood from
the arterial and venous lines and the dialyzer.

(3) After the blood recovery, discard the arterial and venous lines and the dialyzer.
Do not reuse them.

7. Technical Specification
Dialyzer construction:

@

10
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1- Housing case

2- Header

3- Hollow fiber support
4. Hollow fiber

$- Blood port cap

6- Dialysis port cap

Materials of which the product is made

[Material name
1) Hommg_gg_se typropylene
2) Headet lypropylene
low fiber support lyurethane
(4) Hollow fiber ynephron (Polyethersulfone+
idone)

(5) Blood port cap

) Dialysis port cap (b1ue) [Polyeshiylene

Main dimensions of the blood side connections:

Main dimensions of the dialysate side connections:

"
L4
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ELISIO-H Series
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Characteristic ELISIO™. | ELISIO™. | ELISIO™. | ELISIO™. | ELISIO™. | ELISIO™. ELISIO™. ELISIO™.
09H 11H 13H 15H 17H 19H 21H 25H
Number of hollow fibers [pieces] 6912+124 | 7680+ 138 | 8448+ 152 | 9216+ 165 9984+ 179 | 10752+193 | 11520+207 | 130562235
Nominal effective membrane  [m?] 0.9 1.1 13 1.5 1.7 19 2.1 2.5
area
Blood cavity volume (priming volume) .
[mb 2] *for 2.5m?- [mkt 4] 62 70 85 95 105 115 130 150
Total length (A) [mmt 5] 270 285 303 316 328 338 347 363
Length (B) [mm< 0.3) 227 243 260 274 286 296 305 320
Effective length (C) [mmt 5] 212 228 245 259 2N 281 290 305
| Port-to-port length (D) [mm 0.3] 193 209 226 240 252 262 271 286
Port length [mm0.1] 25.7
Inner diameter of port [mm +0.07] 9
Outer diameter of header (¥F) [mm=0.1] 50.1 50.1 533 533 56.2 56.2 58.5 58.5
Inner diameter of housing casc [mm +0.1] 30 32 33 35 36 38 39 41
Outer diameter of housing case [mm £0.1] 34 36 37 39 40 42 43 46
($H)
Inner diameterfthickness of [um+30/15 ] 200/ 40
hollow fiber
Weight [2+10%] 107 116 128 137 148 156 168 172
Material of membrane (bollow Polynephron™
fiber) (Polyethersuifone, Polyvinylpyrrolidone)
12




[ELISIO-M Series

Characteristic ELISIO™-11M | ELISIO™.13M | ELISIO™.15M | ELISIO™.17M | ELISIO™-19M | ELISIO™-21M
Number of hollow fibers (pieces] 7680 % 138 8448 + 152 9216% 165 9984+ 179 10752+ 193 11520 * 207
Nominal effective membranc area [m?) 1.1 1.3 1.5 1.7 1.9 2.1
mz"]'“‘{g"z’f'l" m,“’_“[""u‘l“*‘ ;]‘"‘""') 68 80 91 108 s 126
Total length (A) (mm %) 285 303 316 328 338 347
Length (B) (mm % 0.3) 243 260 274 286 296 305
Effective length (C) [mmS) 228 245 259 2 281 290
Port-to-port length (D) [mm= 0.3) 209 226 240 252 262 271
Port length (mm=0.1] 25.7
Inner diameter of port [mm +0.07] 9
Outer diameter of header ($F) (mm=0.1] 50.1 53.3 533 56.2 56.2 58.5
Inner diameter of housing case (mm %0.1) 32 33 35 36 38 39
Outer diameter of housing case (¢ [mm +0.1) 36 37 39 40 42 43
2« dismeter/thickness of hollow  [um+30/15) 200/ 40
fiber
Weight (g 10%] 116 128 137 148 156 168
Masterial of membrane (hollow Polynephron™
fiber) (Polyethersulfone, Polyvinylpyrrolidone)

13
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[ELISIO-L veries
Charsiceristic ELISIO™.{IL ELISIO™.]13L ELISIO™.| 5L ELISIO™-|7L ELISIO™-19L ELISIO™.21L
Number of hollow fibers [péeces) 7680 * 138 8448 + 152 9216+ 165 9984 179 10752+ 193 11520 £+ 207
Nominal effective membrance srea [m?] 1.1 13 1.5 1.7 19 2.1
Blood cavity vohmne (primting volume)
fml+2] for2.1m? - [ml+ 4} 69 81 91 104 14 128°
Total lengsh (A) [mm<S5) 285 303 316 328 338 M7
Length (B) [rom £ 0.3) 243 260 274 286 296 305
Effective length (C) [eumzS) 28 245 259 22N 281 290
Port-to-port length (D) [rmm< 0.3) 209 26 240 252 262 27
Port length (rom£0.1] 25.7
Inner diameter of port (mm £0.07] 9
Outer diameter of beader m (mm=0.1) 50.1 533 533 56.2 56.2 83
Toner dismeter of housing case (mm £0.1] 32 33 s 36 8 39
Outer diameter of housing case (¢ [mm £0.1) 36 37 39 40 42 Py
H)
Joner dismeteothickness of hollow  (m=30/15 ) 200/ 40
fiber
Weight [g10%] 16 128 ! 137 | 148 156 168
Material of membrane (hollow Polynephron™
fber) (Polyethersulfone, Polyvinyipyrrolidone)
Dialyzer dats was measured in accordance with EN1283 in vitro
Ultrafiltration coefficient: bovine blood with a hematocrit of (32 + 2)%, protein content of 60 g/L, Qb=300ml/min.

14
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These datn are typical for taboratory conditions. Actual characteristics in natural conditions will vary depending on the patient’s blood composition and clinical

settings.
— ELISIO-H Series
m ELISIO™. | ELISIO™. | ELISIO™ | ELISIO™. | ELISIO™. | ELISIO™ | ELISIO™. | ELISIO™.
09H 11H 13H 15H 17H 19H 211 25H
Q0 2001500 188189 | 190-193 | 194195 | 196198 | 197-199 | 198199 | 199200 | 199-200
Qb/Qd 300/500 241245 | 252255 | 262264 | 268272 | 274278 | 279282 | 281287 | 203294
O dowsop | ro clearmnce [mi/min] 21276 | 283205 | 309313 | 320325 | 331334 | 340347 | 340350 | 360363
Qb/Qd S0VE00 327336 | 355370 | 387-389 | 404408 | 415420 | 425428 | 430433 | 454459
0b/Qd 2007500 173176 | 182184 | 190192 | 194196 | 195197 | 196-198 | 197199 | 199-200 |
Qb/Qd 300/500 (i) 21214 | 225231 | 230242 | 250253 | 257260 | 266269 | 268272 282
Qb/Qd 400/500 clexrance 234240 | 245287 | 272278 | 287289 | 206303 | 307311 | 317-321 | 337-338
Qb/Qd S0V800 278284 | 314325 | 341350 | 361365 | 378385 | 401406 | 404419 | 423427
ob/Qd 200/500 158161 | 163-166 | 169171 | 175177 | 177180 | 181-185 | 185189 | 193-194
obiQd 300500 —— 194197 | 205214 | 223225 | 232234 | 244248 | 249253 | 251262 | 27227
vodsouson | 218221 | 239242 | 253257 | 266274 | 285290 | 293299 | 302-305 | 317-325
Qb/Qd 3001800 248259 | 276286 | 312318 | 328338 | 346356 | 363371 | 368381 | 397-405
/O T ti25 | 124127 | 136130 | 147149 | 154157 | 162164 | 162168 | 175-185
, , 126129 | 144147 | 160161 | 171175 | 183187 | 192197 | 196206 | 218220
kamin Bz clearancs fmin] 128135 | 151155 | 172176 | 186190 | 201204 | 201217 | 21626 | 241-244
148153 | 175183 | 200207 | 221225 | 237245 | 256264 | 260277 | 2882w
7279 7784 a7.91 95.99 101109 | 111118 | 117-123_|_146-15)
£1.85 §3-90 95.99 106-111 | 114120 | 124131 | 136142 | 162169
[mb/min] 84-89 84.95 98104 | 111118 | 124127 | 132.140 | 143147 | 174178
93.95 04104 | 110115 | 116127 | 129135 | 144150 | 153166 | 201.204
54.56 59-63 972 7679 86-90 91.96 97.99 111-114
5759 5966 7581 86.92 9598 98105 | 100-108 | 122124
Myoglobia (mi/min] 60-62 68-71 79-84 90-94 102-106_{ 108112 | 113-ns | 132133
64-66 78-84 88.92 102107 | 109111 | 116119 | 122126 | 140-14)
15
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o ELISIO-H Series
10 ml/sl:‘l:n ELISIO™. | ELISIO™. | ELISIO™. | ELISIO™. | ELISIO™. | ELISIO™. | ELISIO™. | ELISIO™.
09H 11H 13H 15H 17H 19H 21H 25H
Qb/Qd 200/500 189-191 192-195 196-197 197-199 198-199 198-200 199-200 200
QQd 300/500 ) 242-248 255-259 271273 275-280 283-287 286-291 289-292 294-295
rea clearance [mi/min]
QW/Qd 400/500 276-280 297-300 314-319 323-327 335-338 343-348 344-351 362-365
Qb/Qd 500/800 331-344 354-370 391-394 406-412 417423 427432 433440 458-461
QvVQd 200/500 176-178 182-185 190-192 194-197 196-198 197-198 198-200 200
Qb/Qd 300/500 » , 215-220 229-235 249-252 257-260 267-269 269-274 272-277 284-285
reatinine clearance [ml/min])
ObVQd 400/500 239-244 259-262 279-282 295-297 304-309 312-316 325-328 341-342
Qb/Qd S00/800 285-296 324-328 351-355 366-370 385-393 408-410 413418 429-432
Qb/Qd 200/500 162-164 168-173 176-180 181-187 185-191 190-195 193-195 195-196
Qb/Qd 300/500 . 198-203 211215 228-232 239-243 252-257 257-260 264-266 275-276
—————————Phosphate clearance [mV/min]
Qb/Qd 400/500 220-225 242-250 273-261 271279 290-296 303-308 312-316 328-330
QtvQd 500/800 256-261 289-297 315-321 331-344 350-361 367-374 374-384 402-408
Qb/Qd 200/500 115-117 126-129 139-141 149-152 157-158 163-165 165-169 178-179
Qb/QA 300500 _{ .- cicarance [m/min] 131-137 147-150 164-167 178-182 189-191 198-202 203-211 223-224
Qb/Qd 400500 | 12 clearan 138-140 159-162 179-184 193-195 209-214 219-224 223-233 246-249
Qb/Qd S00/800 155-161 180-188 206-211 229-233 245-251 259-266 264-278 295-297
Qb/Qd 200/500 78-83 84-88 93-100 101-102 109-112 116-122 121-127 148-156
300500 L ] 8791 93-95 98-105 111-114 118-124 130-134 144-146 169-173
Qd40/s00 | Ui (mm 90-94 94-98 107-112 113-123 126-132 137-141 148-154 180-184
Ob/Qd S00/800 99-102 100-105 114-120 124-137 136-143 150-161 165-168 208-211
0b/Qd 200/500 5760 62-66 73-76 83-86 89-93 100-102 103-105 116-117
Qb/Qd 300/500 ) 61 66-70 78-82 89-93 97-102 105-109 108-112 124-129
yoglobin [ml/min]
Ob/Qd 400/500 62-64 74-79 82-86 92-95 105-110 112-114 120-124 136-138
Qb/Qd 500/800 69-71 86-88 97-101 109-112 120-124 129-135 134-141 144-146
16
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. ELISIO-H Series
Charactenistic ELISIO™. | ELISIO™. | ELISIO™. | ELISIO™- | ELISIO™. | ELISIO™- | ELISIO™- | ELISIO™-
09H 11H 13H 1SH 17H 19H 21H 25H
IKUF [mL/hrsmmHg] 53.0-53.8 56.5-62.2 61.9-66.6 63.6-68.9 72.7-76.5 72.5-79.8 79.0-83.9 91.6-93.3
Eesidual blood volume, ml 02 03 0.5 0.7 09 09 24 63
ydraulic resistance in | Qb/Qd B side | D side| B side | D side | B side | D side | B side | D side| B side | D side | D side | B side | B side | D side| B side | D side
lood compartment (B (200/500 | 8283 | 18.5- | 76.5- | 19.5- [ 75-76 | 18-21 | 67.5- [20-21| 65- | 16- | 65- [ 17.5- | 64.5- | 165-| 62- | 17-
ide) and dialysate 19 [ 80 | 22 71.5 67.5 | 185 | 69.5 | 21 | 665 | 18 | 62.5 | 17.5
d.';}""m"t'm!" {“(D:I'l‘:e")) 300/500 [110.5-] 17.5- [ 107- [ 19.5- | 106- | 19.5- | 99- [20-21| 99- | 15.5-| 95- | 17.5- | 92-94| 15. | 90-91 | 16.5-
n:mHg] pres 1mes| 18 [1105( 21,5 ] 107 | 21 | 102 100 | 19 [1005]| 20 17.5 17
soos00 | 1434|165+ 139- | 16- 1137.5-119-22| 134- [ 19.5- [123.5-] 15.5- [1225-| 17.5- | 123 | 16.5- | 121.5-| 16-
1445 17 | 1405 20.5 | 141 136 | 21 ]127.5) 16.5 | 130.5] 22 | 125 | 17.5 [ 122 | 165
soosoo | 175 | 27- |163.5-| 225 | 152- | 27.5-| 157- | 27-30| 149- | 235 | 148- | 27.5- [ 148.5-| 23- |145.5-] 25.5-
176.5| 28.5 | 170 | 30.5 | 154 | 29 | 159.5 159.5) 26.5 | 157 | 30.5 | 149.5]| 25.5 | 146.5| 26
[Maximum transmembrane pressure 500 (66.66)
[mmHg/kPa]
Albumin 0.0018-0.0022
Siewing Myoglobin 0.215-0.230
icoefficient Vitamin B12 0.987-0.991
Inulin 0.922-0.931
Maximum dialysate flow rate[ml/min] 500
pl.ximum blood flow rate [ml/min] 800
17
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istic

ELISIO-M Series
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mU/min ELISIO™. 1M | ELISIO™.13M | ELISIO™.15M | ELISIO™.17M | ELISIO™. 19M | ELISIO™-21M
Ob/0d 2007500 186187 189-191 192-194 193-195 195-19 196-200
Qb/Qd 300/500 . 239241 248-250 256258 264266 267-269 272-216
200/500 |Ure® clearance [ml/min] 274277 287-289 299-301 309313 320322 330-333
[Qb/AQd 500/800 330332 345353 365-369 380-385 393-395 203408
300/500 178177 182-186 187-189 191193 192-194 191-196
I0b/Qd 300/500 . 220-222 233-234 238241 246250 252.254 259-260
Qb0 400/500 ine clearance [ml/min] 244247 | 263-265 270.274 284290 397-301 303-308
Qb/Qd 500/800 299-302 320323 329-334 348351 360-363 378-381
Qb/Qd 200/500 148-153 157-162 164-169 172-176 174-179 179-184
300/500 . 170-175 186-191 197-202 210-215 217-225 225-231
QbAQd 300/500 by mhiate clearance it
Qb/AQd 400/300 ¢ [mi/min] 186191 202-208 215-219 228237 237-241 247-256
[0b/Qd 500/800 335230 248-253 262267 | 282289 393299 310:317
200/500 93-98 100-107 112-117 123-126 124-130 132-145
Qb/0d 300/500 . 700-106 11-117 120-129 133-139 141-146 153-159
Qb/Qd 400/500 | min Buz clearance fmb/min) |67y 1 119-125 133-140 144150 134161 162-169
Qb/Qd 5007800 119-125__ | 134-140 151158 165-172 174-180 187-195
Saractoristic ELISIO-M Series
Qf=10 mV/min ELISIO™.11M | ELISIO™.13M | ELISIO™.15M | ELISIO™.17M | ELISIO™ 19M | ELISIO™-21M
Qb/Od 200/500 188-190 192195 194-196 195-198 196-198 197-199
Qb/Od 300/500 . 245-248 255-259 263-266 271273 m3-277 280-283
ovod dowsoo | cleamnce (mbimin] 280-286 294301 307-310 316323 323.327 332.337
Qb/Od S00V800 346-350 367-3%4 378-385 398402 405410 417424
lob/Qd 200/500 178-181 183-189 188-190 191-198 193-198 194-199
Qb/Qd 300/500 , 222227 233-240 242245 251-254 254258 261-265
Qb/Qd 400/500 | mine clearance [mi/min] 250-253 263-270 274-279 287-294 298-306 306-310
I05/0d 500/800 300-308 324332 333.339 347-355 362368 182.386
b/Qd 200/500 , 151-159 160-165 166-172 176-179 179182 183-187
Qbr0d 300/500 [ 0Pt clearance [mU/min] 178-1%6 195-202 207-211 219225 230.236 236-241
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Ob/Od 400/500 201-207 217-221 229-234 245-249 254-260 265-273

Ob/Od 500/800 231-241 256-266 276-281 297-302 305-315 327-335
Ob/Od 200/500 97-103 105-113 115-119 127-129 127-132 136-140
Ob/Od 300/500 .. . ) 110-114 119-123 129-137 141-146 145-150 156-163
Ob/Od 400500 * AN B 2clearance [mi/min] 113118 121-130 138-143 149-153 160-163 168-174
Ob/Od 500/800 130-138 143-149 163-168 176-180 182-185 197-204
Characteristic ELISIO-M Series
ELIS10T"«-11M ELISIO™-13M ELISIO™-15M ELIS10™-17M EUSIO™-19M ELISIO™-21M
K.UE ImL/hr-mmHRI 14.0-15.5 17.2-18.2 18.8-20.8 21.6-23.2 23.1-24.3 27.2-29.3
Residual blood volume, ml 0.3 0.8 0.9 0.8 2 1.6
Hydraulic resistance in blood Ob/Od Bside Dside Bside Dside Bside Dside Bside Dside Bside Dside Bside Dside
compartment (B side) and 200/500 67.5-68 19.5- 65-69 22.5- 62- 22-26.5 59.5-66 255-26 63- 20.5-28 55-62 18.5-24.5
dialysate compartment (D side) 27 27 675 64.5
(differential pressure) [mmHg] 354/ 101~ 19 985 215- 915 21-255 895- 23-265 90-96 21.5-26 855 21-24.5
1025 245 1035 245 95.5 103.5 93
400/500 136.5- 175- 1315- 22-25 1225- 21-245  1I8- 23-25 1195- 20.5- 110.5- 21.5-26.5
137.5 24 135 128 139 1215 275 1155
500/800 169- 325- 1575  36- 154- 33.5-40 1435- 37-39.5 146- 355- 137.5- 33-375
1735 39 1685 375 157 161 1595 395 144
Maximum transmembrane pressure fmmHg/kPal 500 (66.66)
o - Vitamin B12 0.873-0.896
Viewing coefficient Inulin 0.422-0.450
Maximum dialysate flow rate fml/min] 500
Maximum blood flow rate [ml/min] 800
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E:wm ELISIO-L series
ml/min ELISIOT.1 1L | ELISIO™.13L | ELISIO™.15L | ELISIO™-17L | ELISIO™-19L | ELISIO™2IL
200/500 183-186 188-191 191-193 192-194 193-195 195-199
300/500 , 236.238 247-249 254-256 263264 266-268 2712275
a0/500 | clermnce [m/min} 269-272 285-288 297-299 309-311 319-321 326-328
10b/0d 500/800 326329 346-351 362-366 378382 389-393 402-406
Ob/Qd 200/500 172-175 178182 185-187 189-191 192193 188-196
00500 | , 204-206 220222 228-231 241243 | 248250 257-259
mm/soo clearance [m/min] 228-230 246-249 262-263 272275 280-284 294-296
lov/0d 00800 287-290 310-313 325-328 346-348 359-362 369-370
Qb/Qd 200/500 142-145 151152 157-159 164-167 168-171 173-1%6
lobad 300/500 . (mimin] 161-163 178-180 189-191 200-203 208211 216219
b/ d0saq | TS clesrncs 178-181 196-198 210-211 224-226 234.237 246-249
Qb/Od S00/800 212218 236238 253.256 274-276 287-290 300-303
200/500 76-17 86-89 95.97 104-108 109-112 80-119
300500 | . 8487 97-99 106109 117-120 128-130 137-138
ao/soo | trn Biz clesrance [mlimin] ™0, o4 104-107 118-120 129-132 139-141 147-130
SOVB00 105-108 121123 132-136 148-150 160-163 172-175
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. .. wm
10 mVmin ELISIO™11L | ELISIO™.13L | ELISIO™1SL | ELISio™.17L [ ELiSio™ 1oL | ELISIO™21L
0b/0d 200/500 187-189 191-193 193-195 195-196 195-197 196-197
Qb/Qd 300/500 , 240-243 250-253 260-262 267-268 272274 276279
b/ 40w/sop [T clearsace {ml/min] 274-276 289-292 300-303 313-315 320-323 330-333
0bAQd 500/800 337-339 358-361 3B3-377 391-393 403-406 414-416
Qb/Qd 200/500 175177 181-183 187-188 190-192 193195 195-196
Ob/Od 300/500 , 212-215 225-228 25.237 244-247 251253 259-262
0b/Qd 400/500 clearance [m¥/min] 232.236 250-253 265-266 279-281 288-290 301-303
0b/Qd 500/800 295-298 318320 332334 350-353 363-367 377-380
(2b/Qd 200/500 145-146 152-154 160-161 166-168 170-172 175-179
- - 9
Qb/AQd 300/500 . {Vimin] 163-166 181-184 193195 203-206 213215 220222
Qb/Qd 400/500 hosphate clearance [mi/min 183-185 203208 215-218 228232 243-245 253-256
QbAQd 500/800 218-221 | 241-243 259-261 278-280 293206 308-311
0b/0d 200/500 80-83 91-94 100-103 108-110 113-116 121-12
Qb/Od 300/500 | . 91-94 106-108 116-118 123-125 134-136 142145
0b/0d 200/s00 |7 omin Bz clearance [ml/min] 99.97 109-111 123-125 133-136 142-144 152-155
QbAQd 500/800 114-116 129-131 142-144 155-158 165-168 177-179

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

21



Characteristic ELISIO-L series
ELISIO™-11L | ELISIO™-13L | ELISIO™-15L | ELISIO™-17L | ELISIO™-19L | ELISIO™-21L
[KUF [mL/hr-mmHg] 11.2-11.6 13.3-13.8 15.3-15.9 17.3-18.1 19.5-20.0 21.5-22.0
[Residual blood volume, m! 0.2 0.3 0.5 1.2 1.6 2.5
|Hydnulic resistance in blood | Qb/Qd B side | D side | B side| D side | B side | D side | B side | D side | B side| Dside | B side | D side
compartment (B side) and ¥ _ i
dialysate ent (D side) 200/500 667955- 20-22 | 66-68 | 25-27 | 64-66 | 24-26 ?53555 26-28 563?5 2257.’;- 58-61.5| 23-26
(differential pressure) [mmHg] =~ -~
300/500 99. 19.5- | 96.5- | 25.4- 95- 23- | 93-96 | 25-28 | 90- |24-26.5| 88-91.5| 21.5-24
101.5 | 22 99 26.5 | 97.5 | 25.5 93.5
400/500 128.5-| 18.5- | 126- |23.5-26| 124- | 22.5- | 121- | 24.5- |117.5-(21.5-24] 115- | 19.5-22
131.5 | 21 129 127 | 24.5 124 | 26.5 | 121 118
500/300 166. 34- |161.5-]38.541| 161- 38- 155- 39- 150- | 36-38.5| 146- 33-36
5-170 | 36.5 | 164.5 158 | 40.5 158 | 415 | 153 149
aximum transmembrane pressure 500 (66.66)
mmHg/kPa]
Maximum dialysate flow rate [ml/min] 500
800

Fdaximum blood flow rate [ml/min]

The product withstands excess pressure 1.5 times higher than the maximum excess pressure (66.6 kPa * 1.5 = 100 kPa)
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Product delivery set

The delivery set of the product “Synthetic hollow fiber dialyzer Elisio includes;
- Synthetic hollow fiber dialyzer of one design - 24 pcs in transport box.
- Instructions for use - 1copy per transport box

8. Labeling and Packaging

Each productalong with an oxygen absorbent is packed in an aluminum bag (individual packaging).
Then, together with instructions for use (in the amount of 24 pieces) it is packed into a box ofthick
cardboard (transport box). The product is sterile. It is strictly forbidden to use the product in case of
breach ofpackaging.

Packaging complies with ISO 11607.

Labeling contains information as below:

Full Product name Synthetic hollow fiber dialyzer
Elisio ™
Product name Synthetic hollow fiber high flux

dialyzer with nominal effective
membrane surface area 2,5 m»
Model - - -"1-25H*
Name of manufacturer, m k

address Nipro Corporation

3-9-3, Honjo-Nishi, Kita-ku,
Osaka 531-8510, Japan
«Hunnpo KopnopenwH»,
AnoHua

Symbol «Single use»

Batch number ILOT I
Symbol «Caution! Refer to the

Instructions for use.»

Symbol «Sterile fluid pathway»
Radiation sterilization

Symbol «Non-pyrogenic»

Inside sterile, non-toxic, non- Inside sterile, non-toxic, non-
pyrogen pyrogen

Symbol «Not made with

DEHP» I I I

Symbol «Not made with BPA»

Symbol «The device must be
used on dialysis machines with
an ultrafiltration controller or

an accurate balancing ool

system»

23
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Manufacturing date
(coincides with the date of
sterilization)

Expire date

Place of production

Country of Origin

Maximum Transmembrane

pressure

Effective membrane surface
Registration certificate No.

(vear-month-day)

(vear-month-day)
Manufacturing facility:

Nipro Corporation Odate
Factory

8-7, Hanukiyachi, Nlida,
Odate-shi, Akita. 018-5794
Japan

Place of production:

«Hunpo KopnopeWwH OpgaTe
D 3KTOpPU», ANOHNA

Made in Japan
TMP 66kPa (500 mmHg)

Effective surface 2.5 m”
Registration certificate No.

XXXXXXXXXXXXXXX dd XX.XX.XXXX
Membrane material Synthetic hollow fiber

POLYNEPHRON™
~Example based on model Elisio™-25H

Individual packarrmk labeling contains information as below (including, information on sticker.
Full Product name Synthetic hollow fiber dialyzer Elisio ™

Product name Synthetic hollow fiber high flux dialyzer with nominal
effective membrane surface area 2.5 m»

Model Elisio™ -25H"

Name of manufacturer, o

address wn
Nipro Corporation
3-9-3, Honjo-Nishi, Kita-ku, Osaka 531-8510, Japan
«Hunnoo KopnopeliwH», AnoHuns

Symbol «Single use»

Batch number

Manufacturing date

(coincides with the date of crd]
sterilization) (vear-month-day)
Expire date

(vear-month-day)
Bar Code de
Symbol «Caution! Refer to
the instructions for use.»

Symbol «Sterile fluid
pathway» Radiation
sterilization
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Symbol «Do not use if
package is damaged»

(i)

Temperature range 40 °C

Symbol «Protect from
moisture»

Symbol «Avoid direct
exposure to sun light»

Symbol «Non-pyrogenic»
X

Inside sterile, non-toxic, non- Inside sterile, norv-toxic, non-pyrogen
pvrogen

Symbol «Not made with

DEHP»

Symbol «Not made with
BPA»

Symbol « The device must .

be used on dialysis ,C«Mrol!l
machines with an

ultrafiltration controller or an

accurate balancing system»

Do not contain Bishenol-A non-bishenol A

Do not contain non bis(2ethylhexil) phtalate
bts(2ethylhexil) phtalate
Place of production Manufacturing facility:
Nipro Corporation Odate Factory
8-7, Hanukiyachi, Niida, Odate-shi, Akita. 018-5794 Japan
Place of production:
«Hnnpo KopnopeiwH OpgaTte ®akropu», AnoHuns

Country of origin Made in Japan

Quantity in package

x1
Maximum Transmembrane TMP 66kPa (500 mmHg)
pressure
Effective membrane surface Effective surface 2.1 m»
Membrane material Synthetic hollow fiber POLYNEPHRON™
Authorized representative In Authorized representative in Russian Federation:
Russia Company «BW» LLC

129085, Moscow, Prospect Mira, 101 bld.1, room 17
Phone: +7 (499) 281-67-68.
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Registration certificate No. Registration certificate NO. XXXXXXXXXXXXXXX dd XX.XX.XXXX

‘"Example based on model Elisio™-25H

Transport packa™in” labelinR contains information as below (including information on sticker):

Full Product name Synthetic hollow fiber dialyzer
Elisio ™
Product name Synthetic hollow fiber high flux

dialyzer with nominal effective
membrane surface area 2,5 m”®
Model Elisio™ -25H*
Name of manufacturer,
address m |

Nipro Corporation

3-9-3, Honjo-Nishi, Kita-ku,
Osaka 531-8510, Japan
«Hunpo KopnopeliwH», AnoHuA

Symbol «Single use»

On sticker- REF number ELI-25H-RU-GJ
On sticker- Batch number

ruwn
On sticker- manufacturing
date
(coincides with the date of (rd]
sterilization) (vear-month-day)

On sticker - expire date

(vear-month-day)
On sticker- Bar Code Bar Code

Symbol «Caution! Refer to

the instructions for use.» fOil
Symbol «Sterile fluid

pathway» Radiation

sterilization

Symbol «Do not use If

package is damaged»

(i)
Temperature range 40 °C

5°C

Symbol «Avoid direct
exposure to sun light»
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Symbol «Protect from
moisture»

Symbol «Fragile»

Symbol «Do not use hooks»

Symbol «Up»

Symbol «Non-pyrogenic»

Symbol «Not made with
DEHP»

Symbol «Not made with
BPA»

Place of production

Effective membrane surface

Country of origin

Quantity in package

Authorized representative in
Russia

Registration certificate No.

L

Manufacturing facility:

Nipro Corporation Odate Factory
8-7, Hanukiyachi, Niida, Odate-
shi, Akita, 018-5794 Japan

Place of production:

«Hunnpo KopnopewH OpgaTe

D aKTOpU», ANOHUA

Effective surface 2.5 m»

Made in Japan

X24

Authorized representative in
Russian Federation: Company
«BW» LLC

129085, Moscow, Prospect Mira.
101 bid.1, room 17

Phone:+7 (499) 281-67-68.

Registration certificate No.
XXXXXXXXXXXXXXX dd XX.XX.XXXX

~Example based on model EJisio™-25H

The product is transported in transport box.
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9. Compliance With the Standards of the Russian Federation
GOST 27874-88 «Extracorporeal blood purification dialyzers. General technical requirements and
testing methods».

GOST ISO 8637-2012 «Hemodialysers, hemofilters and hemoconcentrators. Technical
requirements and test methods».

GOST ISO 11607-1-2018 «Packaging for terminally sterilized medical devices. Part 1
Requirements for materials, sterile barrier systems and packaging systems»

GOST R ISO 15223-1-2020 «Symbols used when marking large products, on labels and in
accompanying documentation»

GOST ISO 10993-1-2021. «Medical devices. Biological evaluation of medical devices. Part 1
Evaluation and testing».

GOST R ISO 10993-2-2009. «Medical devices. Biological evaluation of medical devices. Part 2.
Animal welfare requirements».

GOST ISO 10993-4-2020. «Medical devices. Biological evaluation of medical devices. Part 4.
Selection of tests for interactions with blood».

GOST ISO 10993-5-2011. «Medical devices. Biological evaluation of medical devices. Part 5.
Cytotoxicity study: in vitro methods».

GOST ISO 10993-10-2011. «Medical devices. Biological evaluation of medical devices. Part 10.
Tests for irritation and delayed-type hypersensitivity».

GOST ISO 10993-11-2021. «Medical devices. Biological evaluation of medical devices. Part 11.
Tests for systemic toxicity».

GOST ISO 10993-12-2015. «Medical devices. Biological evaluation of medical devices. Part 12.
Sample preparation and reference materials».

General Pharmacopoeia Article.1.2.4.0003.15 Sterility.

General Pharmacopoeia Article.1.2.4.0005.15 Pyrogenicity

10. Transportation, Storage and Use

Products are transported by all means oftransport in covered vehicles in accordance with the rules
for the carriage of goods in force for this type oftransport in accordance with the conditions;
Transportation conditions: air temperature from -18°C to +40°C at a relative humidity of not more

than 80%.

Storage conditions: air temperature from +5®C to +40°C at a relative humidity of not more than
80%.

Do not expose the dialyzer to direct sunlight, severe vibration, high humidity, or allow the dialyzer
to dry out.

Operating conditions: air temperature from +10°C to +40°C at a relative humidity of not more than
98%.

11. Product Sterility Information

The product is supplied sterile. SteriUzed by the radiation method according to 1ISO 11137, the
minimum sterilizing dose is 8.8 kGy.

(Level ofresidual contamination is IO*Y). The product is non-pyrogenic.

Re-sterilization ofthe product is prohibited. Reuse is prohibited.

12. Disposal Information

Dispose of the product in accordance with SanPiN 2.1.3684-21 for class B waste
(epidemiologically hazardous waste). After hardware-based decontamination methods using
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physical methods and changing the appearance of the waste, which excludes the possibility oftheir
reuse, class B waste can be accumulated, temporarily stored, transported, disposed of and dumped
together with class A waste (epidemiologically safe waste similar in composition to solid
household waste). Packaging of class B decontaminated medical waste should be labeled to
indicate that the waste has been decontaminated.

In case ofnon-use ofthe product, damage to individual packaging and the expiration ofthe
storage period, dispose in accordance with SanPiN 2.1.3684-21 for class A waste.

13. Guarantee
(1) Non-pyrogenic.

(2) Ourdialyzeris manufactured under strict quality control and the quality is assured. Ifthe dialyzer
is defective (broken package, damaged dialyzer), however, it shall be replaced with a new one at
our cost upon return of the broken package or damaged dialyzer. We will not be responsible,
however, for the injury on a patient or any person or the damage to any object that is attributed
to transport, storage and handling of dialyzer in your institution.

(3) Ifa patient or any person is injured or any object is damaged by use of our dialyzer, we will not
be responsible for the injury or damage unless we are clearly identified as being at fault.

(4) Ifa patient or any person is injured or any object is damaged by reuse of our dialyzer, we will
not be responsible for the injury or damage ofany nature.

(5) We will not be responsible forany injury or damage caused by use ofour dialyzer after the expiry
date mentioned on the label or packages.

Warranty period of storage - Information about expire storage date see on package. Expire date
shown in YYYY-MM-DD. Maximum shelf life/preservation sterility is 3 years.

Maniffacturer:

Nipro Corporation, Japan.

3-9-3, Honjo-Nishi, Kita-ku, Osaka 531-8510, Japan
Phone: +81-6-6372-2331

E-mail; nagawasa-yoshiki@ nipro.co.jp

The authorized representative o fthe manufacturer on the territory ofthe Russian Federation:
Company «BW» LLC
129085, Moscow, Prospect Mira, 101 bld.l, room 17
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‘jjegistered N o. 560 — 2023

NOTARIAL CERTIFICATE

This is to certify that Mr. 1TO Hisayuki an agent of
Mr. NAGASAWA Yoshiki, General Manager, Medical Regulatory
Affairs Department, Quality Assurance & Regulatory Compliance
Headquarters of NIPRO CORPORATION has stated inmy very presence
that said Mr. NAGASAWA Yoshiki acknowledged himself to have

signed to the attached document.

Dated this 27th day of March, 2023

TAMAKI Shunji
Notary
Osaka Legal Affairs Bureau
1-2, Hirano-Machi, 2-Chome,
Chuo-ku, Osaka, Japan
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(Convention de La Haye du 5 octobre 1%1)

1 Country; JAPAN
This public document

2 hasbeensignedby TAMAKI Shunji

3. acting in the capacity of Notary of the Osaka Legal Affairs Bureau

4. bearsthe seal/stamp of TAMAKI Shunji, Notary
Certified

5. at Osaka 66 m 21 25
7. by the Ministry of Foreign Affairs

8.23-Nti 003727

9. Seal/stamp: 10. Signature

FUKUTANIKatsum!

For the Minister for Foreign Affairs
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{Tepeend ¢ anzaulicko20 4 SHOHCKO20 A3IKOE HY PYCCKUI RINK

/Jlorotun/  NIPRO

Jara: 22 mapra 2023 1.
JAEKJIAPAIIHUA

M1, «tHUTTPO KOPITOPEHILIH», HacTOAILMM 3a8819€M, HTO NPHIOKEHHBIH AOKYMEHT ABNAETCA TOYHBIM
¥ BepHLIM opuruHanom HHCTPYKLIUH 10 [TPUMEHEHHIO.

Kpyrnas neuats: «<HAIMPO KOPIIOPEHLLIH»
C ypaxkeHUEM,

00NUCh)

ommukx Haracapa,
[enepanbuslit AMpexTop
MEXIYHAPOAHOIO OT/E1a KOHTPOIA Ka9eCTRa 1
BOMPOCOB PETy/IHPOBAHHA
HOAPAa3Ae/ICHAA rapaHTHH XauecTBa
4 co6moaeHua HOPMATABHLIX Tpebopanuit
«HUTIPO KOPTIOPEAIIIH»
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Yreepaaao

Iestepansisill MeReIIKeD
H. Haracasa
Jara: «22» mapra 2023

HHCTPYKIITHA IO NIPHMEHEHHIO
Jlnannzatop cHHTeTHIecKHH nonosonokonnktt ELISIO™

(Nipro Corporation («Hunpo Kopnopeitmn»), Sinoans)

2023
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1. HaumeHoBaHWe n3genns, MHMopMaLns o NPon3BoANTENE,

Knaccugumnkayms

Ovann3aTop CUHTETUYECKMUI NONOBONOKOHHbIN

BapunaHTbl UCMONHEHUA:

1. [OnanusaTop CUHTETUYECKWIA
3P PeKTUBHOM NOBEPXHOCThIO

2. [Ownanuszatop CUHTETUYECKWUIA
3 (heKTMBHON NOBEPXHOCTbIO

3. [AvanuszaTtop CUMHTETUYECKWUNA
3P (PeKTUBHOMN MNOBEPXHOCTbHIO

4. [Onannsatop CUHTETUYECKWUI
3P (PeKTUBHOMN MNOBEPXHOCTbIO

5. [Avanu3atop CUMHTETUYECKWUNA
3(P(PeKTUBHOMN MOBEPXHOCThIO

6. [OnanunsaTtop CUHTETUYECKWNI
3D(PEKTUBHOMN NOBEPXHOCTbIO

7. Onanunzatop CUHTETUYECKMWIA
3D (heKTMBHOI MOBEPXHOCThLIO

8. [nanusatop CUHTETUYECKWUN
3(h(heKTMBHOI MOBEPXHOCTbLIO

9. [Awnanusatop CUHTETUYECKWI
3(h(heKTUBHOI MOBEPXHOCTLIO

10. Ananunszatop CUHTETUYECKUN
3(p(heKTMBHOI NMOBEPXHOCTbIO
11. Anann3atop CUHTETUYECKWIA
3(h(heKTMBHOI MOBEPXHOCTHLIO
12. AnannszaTop CUHTETUYECKMUIA
3h(heKTUBHOWN MOBEPXHOCTbIO
13. AnannsaTtop CUHTETUYECKUNA
3D (heKTUBHON MOBEPXHOCTbH
14. Anannsatop CUHTETUYECKUNA
3(h(heKTMBHOI MOBEPXHOCThLIO
15. Anannszatop CUHTETUYECKUN

3h(heKTUBHON NOBEPXHOCTbO

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

MO/I0BONTOKOHHbI
Memb6paHbl 0.9 M
MO/I0BONTOKOHHbI
mMembpaHbl 1.1 M
MOMOBO/IOKOHHbIA
MembpaHbl 1.3 m™:
MO/T0BONTOKOHHbI
MembpaHbl 1.5 m
NMO/T0OBONTIOKOHHbI A
MembpaHbl 1.7 M
NMO/T0BONTIOKOHHbI A
MembpaHbl 1.9 M
NONT0OBO/IOKOHHbI A
MeMbpaHbl 2.1 M
NO/T0OBO/IOKOHHbI A
MeMbpaHbl 2.5 MmN
NOMOBOJ/IOKOHHbI A

MembpaHbl 1.1 M

BbICOKOMOTOYHbI
ELISIO™-09H
BbICOKOMOTOYHbI
ELISIO™-! 1H
BbICOKOMOTOUHbI
ELISIO™-I3H
BbICOKOMOTOUHbI
ELISIO™-I5H
BbICOKOMOTOYHbI
ELISIO™-17H
BbICOKOMOTOYHbI i
ELISIO™-19H
BbICOKOMOTOYHbI i
ELISIO™-21H
BbICOKOMOTOYHbI
ELISIO™-25H
CPeAHENOTOUHbI

ELISION-I 1M

NOSIOBONOKOHHbIA CpeaHEenoTOUYHbI

MemMbpaHbl 1.3 M
NMO/I0BOJTIOKOHHbIN

MembpaHbl 1.5 M

ELISIO™-13M

CpPeLHENOTOYHbI A

EL1SIO™*15M

NO/IOBOIOKOHHbIN CPefHENOTOUYHbI

MembpaHbl 1.7 M

ELISIO™-17M

NO/IOBOTIOKOHHbIN CPefHENOTOUYHbI

membpaHbl 1.9 M

ELISIO™-19M

MOSIOBO/TIOKOHHbIA CPefHENOTOYHbI

MeMbpaHbl 2.1 M

NOSI0BO/TIOKOHHbIN

MembpaHbl 1.1 M

ELISIO™-21M
BbICOKOMOTOYHbI

ELISIO™-11L

HOMUHAaNbHOM

HOMMWHaNbHOWM

HOMUHAa/bHOMN

HOMMUHAaNbHOMN

HOMUHAa/bHON

HOMMWHAa/bHON

HOMUWHaNbHOWN

HOMUWHabHOWN

HOMUWHaNbHOWN

HOMMWHAaNbHON

HOMMWHAa/IbHON

HOMUHa/IbHON

HOMUHabLHON

HOMUHAabHOM’

HOMMWHaNbHON



16. Anann3aTop CUHTETUYECKWUIi MOMIOBONIOKOHHbIV CPefHEeNOTOUYHbIA C HOMWHANbHOW
3P (PeKTUBHOM NMOBEPXHOCTbIO MeMbpaHbl 1.3m": ELISIO™-13L

17. Ananns3aTop CUHTETUYECKWUI MOSIOBOSIOKOHHbIN CPeAHENOTOUYHbIA C HOMUWUHAaNbHOW
3h(heKTMBHOI MOBEPXHOCTbIO MeMbpaHbl 1.5 N ELISIO™-15L

18. Ainann3aTtop CUHTETUYECKWUIA MOSIOBOSIOKOHHbIN CPeAHENOTOUYHbIA C HOMUWUHAaNbHOW
3h(heKTMBHOI NOBEPXHOCTbIO MeMbpaHbl 1.7 vy ELISIO™-17L

19. Ainann3aTop CUMHTETUYECKU/ MOMI0BOMOKOHHbIM CPefHENOTOUHbIA C HOMMWHAaNbHOIA
3h(heKTMBHOI MOBEPXHOCTbIO MeMbpaHbl 1.9 vy ELISIO™-19L

20. Anann3aTop CUHTETUYECKWUI A MOJSIOBOSIOKOHHbIN CPeAHENOTOYHbIA C HOMUWUHAaNbHOW
3h(heKTMBHOI MOBEPXHOCTbIO MeMbpaHbl 2.1 MmN ELISION*N-21L

l. KomnneKT noctaBKu:

-Anann3aTop CUHTETUYECKU NONOBO/TIOKOHHbIV 04HOT0 UCMOMHEHNA —24 LIT. B TPAHCNOPTHOW
KopobKe.

-VIHCTPYKUMSA N0 NPUMeHeHMIO - 1 3K3eMMNAsSP Ha TPAHCMOPTHYO KOPOBKY

[anee no TeKCTy - gnanunsartop, nsgenue
BapuaHTbl wucnonHeHnsa ELISIO™-09H, ELISIO™-11H, ELISIO™-13H, ELISIO™-15H,

ELISIO'f”-17H, ELISIO™-19H, ELIS10™-21H, ELISIO™-25H - panee no TeKCTYy «Cepus
ELISIO-H»

BapuaHTbl wucnonHeHna ELISIO™-[IM, ELISIO™-13M, ELISIO™-15M, ELISIO™-17M,
ELISIO™-19M. ELISIO™-21M - pasnee no TekcTy «cepusa ELISIO-M»

BapuaHTbl ucnonHeHns ELISIO™-11L. ELISIO™-13L. ELISIO™-I5L, ELIS10™-17L,
ELISIO™-19L. ELISION*"-21L-fanee no TeKCTy «cepusa ELISIO-L»

MpoTBOANTEND

Nipro Corporation («Hunpo KopnopeiwH»), ANoHMS.
3-9-3, Honjo-Nishi, Kita-ku, Osaka 531-8510, Japan
TenetoH: +81-6-6372-233!

E-mail: nagawasa-yoshiki@nipro.co.jp

MecTo npoussoAcTBa
Nipro Corporation Odate Factory («<Hunpo KopnopeiiwH Ogate ®akTopn»), AnoHus
8-7, Hanukiyachi, Niida, Odate-shi, Akita, 018-5794 Japan

2. Ha3Haqu|/|e n I'IpI/IMeHeHI/IFI I/I3,£I,€]'II/IFI
Ha3HauyeHune

Vi3genve npegHasHauveHo Ans yaaneHUs NMPoAyKTOB XU3HeAeATeNbHOCTM U U36bITKA BOAbl U3
KPOBW MaLMeHTOB C MOYEYHO HefoCTaTOUHOCTbIO M MOAAEPXKAHUS XXU3HU NaLUEHTOB C
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NOYe4YHON HeaoCTaTOUYHOCTbLIO.

Bug KOHTakKkTa c opraHuamom

[OnnTenbHbIli KOHTaKT (>24 yvaca fo0 <30 gHel) ¢ LUPKYNMPYIOLLEl KPOBbIO

YCcnoBusi NpMMeHeHNA
N3genve npumMeHaeTcsa BpadyaMu, MeacecTpaMu v M3aenme NCNonb3yeTcs Ha nexaljux
nayuneHTax B MEAULMHCKOM yUpeXaeHn, TAKOM Kak 60/bHuMLA / rocnuTanb.

MoTeHUuNanbHble NOTPeOUTENN MEAULUHCKOTO U3Lenna
MaymMeHTbl, KOTOPbIM Bpad npegnucan NpoBejeHue auanmsa

3.  Ocobble cBoiicTBa U34eus

NPUHLUNN AeNCcTBUSA

3T0 wm3genve npeactaBasieT cob60i CTepWUbHbIV OAHOPA30BbIV AMannM3aTop ¢ MeM6bpaHon w3
Mon0ro BOJIOKHA. ITOT AMann3aTop COAEPXUT AMaNU3HY MeMbpaHy M3 MoJibIX BOMOKOH A/iA
nofauyn KpoBM Yepe3 BHYTPEHHIOI YacTb MOJbIX BOIOKOH W NoAayun Ananunsata BA0/b HapPy>XXHOW
NOBEPXHOCTMW MOJIbIX BO/IOKOH.

Monble BOJIOKHA MMeET Mopbl. Uepe3 3Ty Mopbl M3 KPOBU KaXkAoro nauueHTa, CTpajatoLlero
noyeyHoli HefOCTATOUHOCTbIO, YAANSATCA MPOAYKTbl >KWU3HEAeATENbHOCTM U U3INWHASA
XNAKOCTb. Takum 06pas3om, 3TO U3fesnine NoAAepXMBaAeT XW3Hb NaLMeHTOB, CTpajallwmx oT
NMOYeyHOIn HEeAOCTATOUHOCTM.

OTnuune BapnMaHTOB UCMOJZIHEHNA

BapvaHThbl Tun Pasvep nop * PekomeHzauuu Mo NCMNONbL30BaHUIO
ncnosiHeHnsa

EUSIO™-09H BbICOKONOTOUYHbIA 61 A+15% MOOXOOSIT a4nA BbICOKOKOHBEKTUBHOIO
EW K ™ -MH Anann3a, OUNCTKN OT MOJIEKY/T C HU3KON U
ELISIO™-13H cpegHei MOMeKyIIPHOM Maccoil, meHee
EUSIO™-15H noaxodAaT Ans 1evYeHns, npum KOTopom
ELISIO™-17H KayeCTBO OYMLLLEHHOM Anann3Hol
EUSIO™-19H XUAKOCTU HE MOXET ObITb

ELISIO™<21H rapaHTMpoBaHo.

ELISIO™-25H Mnowaab NOBEPXHOCTN Anannsaropa

BbIOMPAETCS B 3aBUCUMOCTM OT MOBEPXHOCTU
Tena, COCTOsIHMSA, Mo/a, Bo3pacTa nauueHTa,
3hheKTUBHOI 403bI ANanm3a, BPeMEHN
JIeYeHVsi, NOTOKOB M ApYTrux hakTopos. Bpau
[ODKEH PeLUMTb, OCHOBbIBASCH Ha 3TUX
napameTpax, Kakasi nnoLwajb NoB XHOCTH
NoJonaeT ero NauneHTy

ELISION-IIM CpepHenoTo UHbI 30 A £15% MoaxopaT ans HWU3KOKOHBEKTUBHOIO
Avann3a, OUNCTKN OT MOJIEKYST C HU3KOM 1
ELISIO™-BM HEKOTOPbIX MO1EKY S co cpefHei
MOJIEKY/IAPHOW Maccoi, noaxoasat Ansd
ELISIO™-15M neveHuns, npu KOTOpPOM KayecTBO
OUYMLEHHON OUNaSIM3HON XUAKOCTU  He
ELISIO™-17M MOXeT 6bITb rapaHTMPOBaHO

Mnowaab NOBEPXHOCTU anannsatopa
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ELISIO™-19M BbIGMPAETCA B 3aBUCUMOCTM OT MOBEPXHOCTU
Tena, COCTOSIHWSA, MOMa, Bo3pacTa MauMeHTa,
ELISIO™-2IM 3(hheKTMBHON  [03bl  AManv3a, BpPEMEHU
NleYeHunst, MOTOKOB M APYrux hakTopoB. Bpau
[IO/DKEH  PelUMTb, OCHOBbIBasiCb Ha 3TUX
napameTpax, Kakas M/olafb MOBEPXHOCTYU
nofoAAeT ero nauveHTy

ELISIO™-]IL HW3KONO T OYHbI 23 A +15% MoaxoanT ans 6ECKOHBEKTUBHOVA
ELISIO™-13L Ouann3Hoii Tepanuu. OUUNCTHOL oT
ELISIO™-15L HU3KOMONEKYIAPHBLIX MOJIEKY/I, NMOAXOAAT
ELISIO™-17L ONA  NevyeHnsa, Npu KOTOPOM KayecTBO
ELISIO™-191 OYMLLEHHOW OWa/IN3HON >XUOKOCTU  He
ELISIO™-21L MOXEeT ObITb rapaHTUPOBaHO

Mnowans NOBEPXHOCTU Amnanusartopa

BbIGMPAETCS B 3aBMCMMOCTU OT MOBEPXHOCTU
Tena, COCTOSIHMS, MO/a, Bo3pacTa MaLMeHTa,
apheKTUBHOM  [103bl  AVann3a,  BPEMEeHU
NleYeHUst, MOTOKOB U ApYyrux hakTopos. Bpau
[O/DKEH PELUNTb, OCHOBbIBasiCb Ha  3TUX
napaMeTpax, Kakas n/owaas MoBepPXHOCTYH
NOJOMAET ero naumneHTy

PedepeHTHOEe 3HaveHue

O6LKe nokasaHms, NPOTMBONOKa3aHUA N N060YHbIE 3P eKTbI

Moka3aHus:

LnanunzaTop NpuMeHsieTCa A1 UCMOMb30BaHWA Nauyenramu ¢ 0OCTPOI UM XPOHWUYECKOW MOYeUHO
He0CTaTOYHOCTbIO, KOTOPbIM Bpay npeanucasn npoBejeHne guanmnsa.

MpoTKMBOMNOKa3aHnA:

Avanusatop He creayeT TMNpUMeEHATb ANAA  AvanuW3a NauuMeHTOB € ajfleprueid  Ha
nonunadupcynboHHbIe MaTepuanbl. Ha NpUMeHeHWe W3Lenns  pacnpocTpaHsiloTcs o6uwue
NPoTMBOMNOKAa3aHWs K NPOBeSEHUI0 remojmanusa

|_|OTeHLI|VIaJ'IbeII\/JI OCJ/TOXXKHEeHWnA
OvnckomdopT, 3yf, KpanuBHMLUA, OTEK Pa3IMUHbIX YacTeli Tena uan nuua, ocTaHoBKa fblXxaHus,

NoKpacHeHMWe nuua, apuTeMa, acTMaTUUecKas peakLUus, NoBbiWeHNe, MOHVKEHUE AaBNEHUS UK
HapyLleHne puTma cepaua - NPUMUTE Mepbl B COOTBETCTBUMN C PEKOMEH/ALLL1IIMUN Bpaya.

4. TlpegynpexaeHna v Mepbl NPeAOCTOPOXKHOCTHU

MpeaynpexaeHns

» lnanusatop Heo6XOAMMO WCMO/Mb30BaTb B COOTBETCTBMM C MpejnucaHUsAMKU Bpaua,
KOTOpbIli B MOMHOW Mepe BNaAeeT MHGOpPMaLMeil 0 COCTOAHUN 340POBbSA NaLUeHTa.

e CnefyiiTe [aHHOW WHCTPYKLMM W WHCTPYKLMWM TNOCTaBL4MKA [Ma/IM3HOMO annapara
(annapaTa MCKYCCTBEHHAs MoYKa).

e He cneayeT Mcnonb3oBaTh AUann3aTop B LensX, OT/IMYHbIX OT NPOBEAEHUS fuanusa.

* Ecnv nNpy 1cnonb3oBaHr JaHHOMO Avanv3aTopa BO3HUKHYT KakKue-nnmbo OTK/IOHEHUS, B
yacTHOCTM o6pa3oBaHMEe TMeHbl WAM HEOAHOPOAHOCTb pacTBOpa, YTeuyka KpoBW,
CBEPTbIBaHUE KPOBW WM TEMOMU3, MPUMWUTE COOTBETCTBYHLLME Mepbl, Cleays
MHCTPYKLMAM Bpaya.
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eEcnn a0 nnu BO BpeMs HCMONL30BAHHA AHANH3aTOpa BaM ObinH HasHa4eHH xaxHe-1HGO
NpenapaThl, B YaCTHOCTH AHTHKOATYJIAHTHI, CJIeAYHTEe PEKOMEHAALIMAM BPaAta KACATeNLHO
cnocoba HX npHMeHeHHs, 103kl H BPEMEHH NnpHeMa.
o lnaym3aTop npeaHa3HayeH ANA OAHOPA30BOro Hcmosnb3opaHus. He cnemyer mpHMeHaTs
€ro NOBTOPHO.
o Jlanee nepeuHcieHH NPOrHO3HPYEMbIE PHCKH NPH NMOBTOPHOM HCNOMBLIOBAHHH H3AETHA:
1. -TipoHnkHoBeHHe HHGEKILHH NO NPHYHHE 3arPA3HEHHA
2. -CHmxeHHe nokxa3arened NPOH3BOAHTEILHOCTH
3. -OnacHOCTh MONAAAHHA OCTATOYHBIX KOJNIHYECTB JIEKAPCTBEHHBIX CPeACTB, TAKHX KaK,
HanpuMep, Ae3HHOHUMpYOUIHe O0pasun AIA MOBTOPHOrO MCMONB30OBAHHA H3ACNHA, WHIH
HeXeNaTeNbHOe BO3JEHCTBHE OCTATKOB JIEKAPCTBEHHHIX CPEACTB Ha MAUHEHTOB H/WIH
MEeAnepCOHA.
4. -TloBpexaeHHe NOMLIX BOJIOKOH H/HIIH yTeuka
5. Hs6eraiite BO3NEHCTBMA HA [AMANH3ATOP XHMHYECKHX pACTBOpHMTENIel, B 4HaCTHOCTH,
orbenuBareneit H CRHPTOB.
6. OcCTaTo9HHE KONMHYECTBA AEe3MHQHUMPYIOWHMX BEIIECTB MOTYT CTaTh NPHIHHOMN
BO3HMKHOBEHHS Y MALHEHTa HEXeNaTeJbHbIX peaKuuii.
7. Ecnau Kcnosb30BaHME AHANH3ATOPA COMPOBOXKAAETCA BO3IHHKHOBEHHEM NATAIOIMYECKHX
CHMITTOMOB, B YACTHOCTH, AHCKOMGOpPTOM, 3yaoM, xpanHBAHUEH, OTEXOM paiuTHYHMLIX vacTed
TeJla HIH JIHLIA, OCTAHOBKOH JILIXaHHA, NOKPACHEHHEM JHUA, 3puTeMoli, acTMaTHueckoi
peaxumedi, NOBHIICHHEM, NIOHINKEHHEM AaBJIEHH] HIH HapYNICHHAMH PHTMa Cepaila, MPHMHTE
MepH B COOTBETCTBHH C PEKOMEHAALMAMH Bpava.
8. Bo3uuxHOBEHHE TaKHX HaHGO/Ee HACTO BCTPEYAIOMMXCA CHMITTOMOB, K&K MMIOTEH3HA HIH
rMOePTeH3Ha, roNosHas Gosb M TOMHOTA, CBA3AHHLIX C FHMO- WIH renepeoiieMuell, MOXHO
NpeaynpeanTh MyTeM TINATEILHONO KOHTPOJIA 33 BOAHBIM M 3EKTPONHTHHM Ganancom
nauMeHTa, H noabopa ANEKBATHHIX NApAMETPOB AHAMH3A (CKOPOCTH KpOBOTOKA H

yALTPAQHILTPALTHH)
9. TloCTOAHHOIO XOHTPOIA BO BpeMsf NMpoBeAeHHs AHAMH3Aa TPebyloT cnenylomme xareropun
NaLHEeHTOB:
(1) nauMenTH, y KOTOpHIX MNpOBEACHHE TreMOJHANH3A TNpexae CONpPOBOXAAIOCH
THOOTeH3HeH.

(2) MauHeHTH ¢ BOCNAIHTENBHHIMM HIIH AJUIEPIHYECKMMH PeaKUHSMH, NOBLIIECHHOH
YYyBCTBHTEJIBHOCTBIO HIIH CKOMINPOMETHPOBAHHHIM HHpexuue#t HMMyHHTETOM

(3) NpuuHMalOmME  THNIOTEH3MBHLIE MNpenapaTrsl, B  YaCTHOCTH  HMHIHOGHTOPH
AHTHOTEH3HNPEBPAIAIOMEro (pepMEeHTa H AHTANOHHCTH KATLIHS.

(4) MauneHTH, BNEPBLIE HCNIONL3YIONIEE JAHHOE H3JCIHE

Mepb! npedocmopoxHocmu
Heo6x0AMMO NMPHHHAMATE MEPH IS NPEAYNPEXACHHA HIIHIIHErO BHBEJeHHS Boasl. Jina aToro

HYXHO KCNO/Ib30BATh TOYHYIO CHCTEMY KOHTPOJIS YIbTPahHIbTPalHH.
He ncnoms30BaTh ¢ CHCTEMO# NOAAYH QHANH3HPYIONIEro pacTeopa Ge3 neaspaimu.
Y1061 136exaTs NonasaHuA B KPOBb ITHPOreHOB, yOeAHTECH B HX OTCYTCTBHH B JHAIH3ATE.

1. Meps nOpeaoCTOPOXHOCTH NEPen NPOBeACHHEM AHAIH3A
e He cneayer HCNONB3OBATH AMATH3IATOP, €CIIH OH NOBPEXCH HIH HapyIIeHa
DEIOCTHOCTh YTIAKOBKH.
e Henw3s HCNONB3OBATH AHANH3ATOP, €CIH OTCYTCTBYIOT 3AIIMTHBIC KOMAYKH Ha
nopTe UIA KPOBH.
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+ PacnakoBblBaTb Ananm3atop Heo6X04MMO HeNnoCpeACTBEHHO Nepes
NPUMEHEHMEM.

 He gonyckaliTe nonagaHnsa B KOHTYp BO3jyxa U 3arps3HEHNS BO BPeM S
NMPOMbIBKW 1 3aMOSIHEHMS Ananunsartopa.

* HauuHaTb npouegypy Ananusa HeobXxo4nMmo cpasy nocse NPoMbIBKA U
3anofIHeHUsA guanusaTopa.

e [lpombIBaTb/3aN0NHATb AManmn3aTop HEO6X0AMMO B COOTBETCTBUM C AAHHOM
«MHCTpPYKLMEl NO NPUMEHEHUIO», MPUAEPXKUBASCb NPUBEAEHHbIX HUXE
YCNOBWIA:

- OTAeneHne gNa KpPoBU: NPOMbITb U 3aM0/THUTbL PU3NOIOTMYECKUM PacCTBOPOM
Ha ckopocTu 200 mn/mMuH. (He meHee 500 mn)
- OTpeneHve 4NA guanvsa: npoBepbTe 3/IEKTPONPOBOAUMOCTb U TEKTEPATYPY,
3aTeM MPOMbIBaNTe 4Mann3aToM co CKOPOCTbio 500 MI/MWUH. HA NPOTAXEHUN
NPUMEPHO 3 MUHYT.
- MpoBepbTe LEeIOCTHOCTL KPOBAHOW MarucTpanu u guanusaropa.
- ALMUHUCTpaUusa renapuHa
CucTemMHas WA permoHanbHasa renapyMHM3aLmns, BO3MOXHO BbIMOMHAETCA Ha
OCHOBE MHCTPYKLMIA OT fevallero Bpava.

2. Mepbl NpefocTOPOXHOCTN BO BpeMsA MPOBeAEHMA guannsa

» Bo Bpems gnanusa criegyeTt NOCTOSHHO CNeaMTh 3a 4aB/IEHUEM B KPOBSHOA
MarmcTpasam m BOSMOXXHOW YTeUKON KPOBMW.

» TwaTenbHo n3beraliTe 3arpsisHeHNs Bo BpeMs 3abopa Npob KpoBu u ee
BO3BpAaLLEHNA B KPOBEHOCHOE pPYC/io.

* HacTpoiiTe cMrHan TpeBorn gatynka TpaHcmembpaHHoro gasneHusa (TM[, He
0O/MKHO npeBbiwaTte 500 mm pT. cT./66K[a).

* Bo BpemMs BO3BpaLLEHNS KPOBU B KPOBEHOCHYK CUCTEMY MPUHMMaliTe Mepbl Mo
NpodrnNaKTMKe BO3AYLLIHOM smMb60nNn.

e W3beraiiTe 4pe3aMepHOro MoBbILEHNS AABEHNSA B KPOBAHOW Marmcrpanu,
guannsaTope U COefNHEHNAX.

3. Mepbl NPegOCTOPOXHOCTM NMOC/E NPOBEAEHNSA LMann3a

» [nanunsatop npegHasHauyeH s 04HOPAa30BOro ucnonb3oBaHus. MNocne
NCNoNb30BaHUA ero He06X0ANMO HEMEA/TIEHHO YTUAN3MPOBaTh.

*  YTUnnsauuto UCnosib30BaHHbIX KPOBAHbIX MarucTpanein n guanusatopa MoXHo
NPOBOANTbL NO6bLIM CNOCO60M, NMpeaynpexaalLnmM 3arpsasHeHme.

4. YcnoBusa xpaHeHus
[dvanunsatop Jo/HKeH XpaHUTbCSA Npu TemnepaType oT +5 go 40 ®C. He gonyckaliTte
BO34ENCTBUA Ha AnanmsaTop NPSMOro CO/THEYHOro cBeTa, CU/IbHOI BMOpaLMn, BbICOKOWA
BNAXXHOCTU, a TaKXe NnepecbncaHns guannsaTopa.

5. IHCTpYKLUMM NO NPUMEHEHUIO
CoBMEeCcTUMOCTb C APYTrUMN U3gennsamMmu

[dnannsatop ncnonb3yercsa NyTéM COeANHEHNS C KPOBONPOBOAALLMM KOHTYPOM, KOTOPbIA NOfaéT
KPOBb nauueHTa B [Uann3aTop W nocne Ananvsa Bo3BpaliaeT eé naumeHTy, U C AUalN3HbIM
annapaTom, KOTOpbIl/i NofaéT gmanvsat Yepes NopT 45 guanmsaTta.

MopT KpoBM U NOpPT Auanusata cooTBeTcTBYKT ISO 8637, uTo obecrnevmBaeT BO3MOXHOCTb
NOAK/IIOYEHNA K /TIOO0MY KPOBOMPOBOASLLEMY KOHTYPY, cooTBeTcTBYtoWemMy ISO 8638.
MpucoeanHNTEIbHBbIE pasMepbl MarucTpasnein B cooTBeTcTBMU ¢ 1SO 8638 npefcTaB/ieHbl HUXE:
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pa3Mepbl BbIPaXXeHbI B MM

Onanusatopbl Elisio™ cooTBeTcTBYOT cTaHgapTy ISO 8637. AnnapaTbl A8 Auanusa,
OCHalleHHble COeAUHUTENAMMU ANA MONOCTU fuanui3aTa, ¢ pasMepamy COOTBETCTBYHOLUMU
ctaHgapty ISO 8637 (cornacHo KoTopomy npousBoautca  Elisio™”™,  aenswTca
COBMECTUMbIMU C gnanusatopamu Elisio™

l. MpoMblBKa/3anosiHeHHe
(1) W3BneknTe gnanusatop M3 yNakoBKW U YCTaHOBWUTE Ha Aep)KaTeslb BEHO3HOIA
cTopoHoi BBepx (Puc.1).

BeHo3Has cTopoHa

(Puc.1) (Pnc
N 1o

DU3MOMOTNYHECKNY PacTBOP

Jepxarenb

ApTepuasibHas CTopoHa

b
W )
ApTepuasibHasd CTOpoHa K ananusaropy

(2) MopacoeanHUTe apTepuanbHblii N BEHO3HbI KOHHEKTOPbI Marnctpasnein nauneHTa
K Ananunsartopy. MNoacoeiuHUTe apTepnanbHy0 MarucTpanb naymeHTa K nakesy c
hursmonornyecknm pactsopom (Puc.2). BKAoUnTe HacoC UMpKynaumm
apTepuanbHoi KpoBu Ha ckopocTu 200 ma/mMuH. (He meHee 500 mn) (Puc.3).

(3) BbIKOUMTE HACOC LMPKYNALUN KPOBU; pasBepHUTe ananusatop Ha 180
rpagycos. MNofcoefMHNTe KOHHEKTOPbI MarnucTpanein guannsara K juannsatopy
(BBOS fManu3ata B OTBEPCTUE BEHO3HOW KPOBW, BbIBOA- B OTBEPCTME
apTepuanbHoit kKpoBu) (Puc.4). YbeamTecb B gerasayum yactu guanmsata
AnanusaTtopa. HauHuUTe nponyckaTb Avanms3aT co CKOPOCTbio 0K010 500 MA/MUH.
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(Pnc.3)

BeHo3Haa cTopoHa

(Pnc.4)
BeHo3Has
CTCMOHa
ApTepuanbHasl ApTepuanbHas
prep c1%‘qua
ATepuanbHas
CTOpPOHa
fi ApTepuanbHas
CTOpOHa

BeHo3Has cTopoHa
BeHo3Has cTopoHa

(4) MepesanycTuTe HACOC LUPKYNALUN KPOBU. Y 6eANTECH, YTO OTAeNEHNe ANs
KPOBM 3aM0/IHEHO (YM3MOIOTNYECKUM PACTBOPOM M HE COAEPXUT BO3AYLUHbIX
ny3blpbKoB. [M04FOTOBKU K NPOBEAEHWIO AManin3a 3aBepLieHa.

[McnblTaHMe Ha TePMETUYHOCTb]

Mepefn coefMHEHNEM MarucTpann guanusarta c uann3aTopoM PeKOMeHAyeTCsl BbINOMHUTb
HVKecneayLu e onepawum.

(1) TwaTenbHO 3aN0MHNTbL apTepuasibHY N BEHO3HYI0 MarucTpanu guanusatopa
(hM3MO0NOrMYeCKMM pPacTBOPOM, 3aMyCTUB HACOC LMPKYIALUN KPOBU; NOC/e 3TOF0 Hacoc
crnefyeT OCTaHOBUTb.

(2) MepexaTb C NOMOLbIO 3aXKMMOB apTepuanbHYl0 MarucTpasb Bo3fe gnanusaropa, a
BEHO3HY0 B AMCTA/IbHOM KOHLLE.

(3) MoaHATb NepexaTblii ANCTaNbHbIN KOHEL, Ha BbICOTY 60/s1ee 1 M Haj YPOBHEM
Auanunsatopa U CHATb 3aXXUMbl (3TO cO34acT B OTAENIEHUN AN KPOBU OTpULaTenibHoe
fAaBneHne okono 70 MM pT. CT.).

(4) MpoBepuTb Anann3aTop Ha NpeAMeT yTeYKM- NPU HAIMUYUN YTEYKN HA BEHO3HOM KOHLE
HenpepbLUHO 06pa3yoTcsa Ny3blpbKK; B C/lyYae 06pa3oBaHnsA Ny3blpbKOB AMannsaTop
HEeo6X0AMMO 3aMEHUTD.

Il. Hauyano gnanunsa

(1) MoaroToBbTE TOUKY COCYAMCTOrO AOCTYMNA U NOACOEAUHUTE apTepuanbHyHo
mMarncTpasb. CHUMUTE 3aXMMbl C apTepnasibHOM U BEHO3HOW Maructpanei. Mpu
CKOpPOCTY Ananmniata 0koso 500 MA/MUH. HACOC LUPKYNALUM KPOBU fOIXKEH 6bITb
YCTaHOBJIEH Ha CKOPOCTU 0KO0J10 50MN/MUH.

(2) Y6egnTechb, 4TO B BEHO3HOM pa3beMe Y BEHO3HOW MarmcTpanm He 0CTanoch
Nny3blpbKOB BO3AyXa.

(3) TwaTenbHO 3aN0NIHUTE apTepuasbHY0 N BEHO3HYIO MarucTpanu u amannsatop
KPOBbIO C MOMOLLbK Hacoca LUPKYNSALUM KPOBU, NOCJIe Yero OCTAHOBUTE ero.
MepexmnTe 3aXKMMamMmn UCTaNbHbIN KOHEL, BEHO3HOW MarucTpasiu.

(4) MoproToBbTE TOUKY COCYAMCTOr0 BO3BPaTa M NPUCOEAMHUTE BEHO3HYHO
mMarucTpanb. CHUMUTE 320KMMbl C MarucTpanu, ybeamBLLNCh, YTO B Hell
OTCYTCTBYIOT MNy3bIPbKU BO3fyXa. Y 6e4MUTeChb, UTO BCE 3aKUMBbI CHATHI, U
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(5)

MarucTpasnb He NeperHysnach, Nocae Yero 3anycTUTe HAcOC LUMPKYNALUUN KPOBU Ha
masoi ckopocTu. CTapaliTech He co3flaBaTb B MarnucTpansax v gnanusatope
ype3MepHOe flaBfieHune, UTobbl N36eXaTb YTEUKM XUAKOCTU M3 Amanunsatopa u
pasrepmeTn3aLm coeuHeHNN.

Y6eAnBLUNCh, YTO B apTepuasibHOM 1 BEHO3HOM KOHLIe HeT My3bipbKOB BO34YyXa,
noBepHUTE AnanusaTop Ha 180°, yTo6bl YAanuTh Ny3bipbKU U3 gnanusata. Ecnm
Ha BEHO3HOM KOHLE MMelTCA Ny3blpbKuy, NoKavuBaiTe KPoBb C YKa3aHHOM
CKOPOCTbI0 HA MPOTAXEHUU 5-10 MUHYT C MNOAHATLIM BEHO3HbLIM KOHLIOM
ananusartopa.

1. Ovnanwns

V.

(1)

(2)

(3)

Ecnu BO BpeMs Ananvsa HU3Kasi CKOPOCTb KPOBOTOKA Tpe6yeT 0CTAaHOBKM Hacoca
UUPKYNSALUUM KPOBU, CHU3bTE AaBneHune ananmsata 4o 0 Mm pT. cT. (370
npeaynpeanT CBePTbIBaHWE KPOBM BCNEACTBUE fernaparayum).

TuwaTenbHO Nog6epuTe CKOPOCTb YNAbTPapMAbTPAL MM B COOTBETCTBUM C
COCTOSAHMEM MaLueHTa, UYTo6bl N36eXaTbh YPe3MepPHOro yaaneHus Boabl. Eciv Bbl
nojo3peBaeTe pasBUTIE CMHAPOMA BOAHOI0 6asiaHca, CHM3bTe CKOPOCTh
KPOBOTOKaA.

Mpun NOA03PEHUN HA YTEUKY KPOBM BO3bMUTE NPO6Y AnanmsaTa M3 nopTa Bbixoaa
Aunanusata, uccnefyinTe ee Ha CKPbITYH0 KPOBb C MOMOLL b UHANKATOPHO
6ymaru. Mpu BbISBNEHUN YTEUKUN CHU3bTE CKOPOCTb YNbTpaguabTpaLmm 10
MUHUMYMa B COOTBETCTBUM C MPUHATHLIM B BallleM YUPEXAeHUN MPOTOKO/IOM,
OCTaHOBMTE MOAauvy fnanusaTa, BePHUTE KPOBb B KPOBEHOCHYIO CUCTEMY
nauueHTa 1 3aMeHUTe uanusaTop.

3aBeplUeHNe Jnanmsa 1 Bo3BpalleHne KPoBY

(1)

(2)

(3)

OCTaHOBUTE HACOC LUPKYASALMM KPOBU, 3KMUTE apTeEPMasibHYH Marnuctpasib u
yaanuTe ee U3 TOUKWU apTepuanbHOro goctyna. MojcoeaMHuUTe apTepranbHyio
MaructTpasnb K p1akoHy ¢ (PU3M0N0rMYeCKMM pacTBOPOM, YTO6bl BEPHYTb KPOBb B
KPOBEHOCHYH CUCTEMY MauueHTa.

CHUMUTE 3aXKUM C apTepuanbHO MarmcTpanu, cnycTue n3nonornveckuil
pacTBOp A4N51 BbIMbIBAHWS KPOBW U3 apTepuasnbHoli 1 BEHO3HOI Maructpanmu
ananusartopa.

BepHYB KpOBb B KPOBEHOCHYI CUCTEMY, YTUTU3NPYITE apTeprasibHy0 1
BEHO3HYIO MarucTpanu v guannsatop. OHU He Nog/exaT NOBTOPHOMY
MCMO/b30BAHMIO.

6. TexHn4yeckKas CI'IeLI,I/I(*)I/IKaLI,I/IFl
CTpoeHne gnanvsaTopa:
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(S) Konnawox nopra asx xponu r'lonmn

6) Koanmasox cunnit

Ocuonnnie passMepas coeannnTench HA BXOAC N BLIXO0AE NOXOCTE N0 KPOBE:

OcnoBHLIC PRIMEDPS BXONHOIO N BLIXOANOTO coeannuTeNel DONOCTA NO ANANWIATY?
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Cepua EL1SIO-H

XapakTeprcTika ELISIO™.- ELISIOTIM- ELISIO™* EUSIOTM. ELIS10™.- EL1SIO™- ELISIO™- ELISIO™.-

09H VH 13H 15H 17H 19H 21H 25H
KonnuecTBO NosbIX BOMOKOH [wyK] 69121124 7680+ 138 8448 + 152 9216+ 165 9984+ 179 10752+193 11520 +207 13056235
HomuHanbHas shiheKTBHas [M2] 0.9 11 \3 15 17 19 21 25
MOBEOXHOCTb MeMbpaHbI
O6bem nonocTu |$'poa|/| (06‘[:’6M 3anonHeHus) 62 70 85 %5 105 15 130 150
M+ 2 mil ana 2.5m° - [mn £ 4 mnl
O6Lwas anuHa (A) [Mm £ 5] 270 285 303 316 328 338 347 363
OnunHa(B) [Mm£0.3] 227 243 260 274 286 296 305 320
AhekTnBHas anuHa (C) [MM5] 212 228 245 259 271 281 290 305
[nvHa ot nopta go nopta (D) [Mm0.31 193 209 226 240 252 262 271 286
[nnHa nopTa [Mm0.1] 25.7
BHyTpeHHWi1 gnameTp nopta [MmM0.07] 9
BHeLUHWIA AnaMeTp KonnekTopa [MM0.1] 50.1 50.1 53.3 53.3 56.2 56.2 58.5 58.5
BHyTpeHHWiA frameTp kopryca [Mm£0.1] 30 32 33 35 36 38 39 41
BHeLuHmii avametp kopnyca (@ [Mm0.1] 34 36 37 39 40 42 43 46
H)
BHyTpeHHWUIA AuameTp /TonwmHa [um+30/15] 200/ 40
Mo/bIX BOMOKOH
Macca [r£10%)] 107 116 128 137 148 156 168 172
Martepuan membpaHbl (NOAbIX Polynephron™
BOJIOKOH) (MonnadmpcynbgoH, NOAMBUHUAMVPPOINLOH)
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Cepna ELISIO-M
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XapaxrepucTuxa ELISIO™.1IM | ELISIO™.13M | ELISIO™-15M | ELISIO™.I17M | ELISIO™.19M | ELISIO™.2IM
KonstwecTso nomix soRoxos [orryx) 7680 * 138 8448 + 152 9216x 165 9984+ 179 10752+ 193 11520 £ 207
Hommuannas spdexmusnas 2] 1.1 1.3 1.5 1.7 1.9 2.1
NOBEPXHOCTH MeMOpaHl
O6venm nonocTr xposH (06uEM 3aNOAHCANN) 68 80 91 108 15 126°
[mn 2] *1en 2. 1n2 [Mn 6]
OGums mna (A) [am £ 5) 285 303 316 328 338 347
Jmna (B) [Mne£0.3) 243 260 274 286 296 305
O¢dexrunnas anuna (C) [mnexS] 228 245 259 271 281 290
Jnuua or nopra ao nopra (D) [Mm20.3] 209 226 240 252 262 2N
JlUmua nopra [mm£0.1] 257

| Buytpennuki puamerp nopra [r3e0.07] 2
Bremunit anamerp xonnexrops [Mm20.1] 50.1 53.3 533 56.2 56.2 585
(4F)
BuyTpenunit aramerp xopiryca [m0.1] 32 33 35 36 38 39
Brreumuii anauerp sopnyca ($H) [mrez0.1] 36 37 39 40 42 43
Brytpemmit amanerp /romupon [10e£30/15] 200 /40
TIOAMIX BOAOKOH
Macca [r£10%] 116 128 137 148 156 168
Marepuan menGpans (nomix Polynephron™
BOROKOH) {Momrydupcymudo, NOAHBHHUATIKPPONHIAOH)
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Cepus ELISIO-L
Xapaxrepucrnxa ELISIO™.IIL | ELISIO™I3L ELISIO™.15L ELISIO™.17L | ELISIO™.9L | ELISIO™2IL
Konmuwectso nomix sonoxox [wryx] 7‘680 + 138 8448 + 152 9216% 165 9984 + 179 10752 *+ 193 11520 £ 207
Hommuansras 3pdexTunnan 3] 1.1 13 1.5 1.7 1.9 2.1
NOBCPXHOCTL MeMOpanL!
OG6uem nonocT xposH (06LEM 3aMONHCHNHA) 9 .
(2] o nn 2.1 [MnA] 69 81 1 104 114 125
O6wan anuua (A) [Man£5) 285 303 316 328 338 347
Jlmna (B) [Mmx 03] 243 260 274 286 296 305
Sddexrwnnas anuna (C) [MamS) 228 245 259 21 281 290
Jimuna ot nopra ao nopra (D) [Mm* 03] 209 226 240 252 262 271
Jumna nopra [Mm£0.1) 25.7
Buytperuuit arameTp nopra [Mm£0.07] 9
Bretnunit anamerp xomnexropa ® [mvz0.1) 50.1 53.3 53.3 56.2 56.2 58.5
F)
Brytpeunnii anametp xoprryca [Mm£0.1) 32 33 3s 36 38 39
Breumnult manerp xopryca (PH)  [Mm£0.1) 36 37 39 40 42 43
BryTtpennnit anamerp /rommmia [um=30/15] 200/ 40
NO/MX BONOKOH
Macca [r£10%] _ 116 [ 128 | 137 I 148 [ 156 [ 168
Marepnan membpanu (nOAMIX Polynephron™
2OAOKOH) (Mompdmupcyabdoss, NOTHBHHHANHPPOIUIOH)

Jlamisie AManM3ETOPOS HIMEPLIHCH B COOTBETCTBHH co cTaHaspTroM EN1283 in vitro.
Kos¢dument yasrpadunstpanmuu: Guiuna xposh reMatoxpHT (32 £ 2)%, 6enox 60 r/n, Qb=300 mn/mun

JTH ZRHHLIC SBANIOTCA THIMYHMIMH A1 AsbopaTopHuix yoiosui. DaxTHueckie XAPAKTEPHCTHIH B CCTECTBEHHRIX YCNOBHAX GyayT OTIHHATLCA B 3RBHCHMOCTH OT
COCTABA KPOBH NALMCHTOB H KNHHHYCCKHX HACTPOCK.
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Cepws ELISIO-H

mzr'"'“ eLision. | ELisiom | euisio™ | Evisiom | ELisiom | ELisio™. | ELisiom | ELisio™
09H 11H 13H ISH 17H 19H 21H 25H
Qb/Qd 200/500 188-189 190-193 |  194-195 196-198 | 197-199 198-199 | 199200 |  199-200
Qb/Qd 300/500 241245 | 252255 | 262264 | 268212 | 274278 279-282 |  281.287 | 293294
ob/d 400/500 | PEme Mosemie! [unha] 271276 | 283295 | 309313 | 320325 | 33134 340347 | 340350 | 360363
(Ob/Qd 500/800 327336 | 355-370 | 387-389 | 404408 | 415420 425428 | 430433 |  454-459
(Qb/Qd 200/500 173176 182184 | 190192 | 194196 | 195197 | 196198 | 197-199 | 199-200
300/500 211214 | 225231 | 239242 | 250253 | 257260 | 266-269 | 268272 282

lob/Qd 400/s00 [ PeMe Kpeamma [wn/n] 234-240 | 245257 | 2m.218 | 287289 | 296-303 | 307311 317-321 337-338
Qb/Od 500/800 278.284 | 314325 | 341350 | 361365 | 378385 | 401406 | 4osar9 | 423427
Qb/Qd 200/500 158-161 163-166 | 169171 175-177 177-180 | 181-185 186-189 | 193-194
Qvoasooso0 |- —— 104-107 | 205214 | 223225 | 232234 | 244248 | 249253 | 251262 | 21227
Qb/Qd 400/500_| boot 218221 | 239242 | 253-257 | 266274 | 285290 | 293-299 | 302-305 | 317-325
Qb/Qd S00/800 248259 | 276286 | 312318 | 328-338 | 346356 | 363-371 | 368381 | 397-405
0b/Qd 200/500 112115 124127 | 136139 | 147-149 | 154157 162-164 | 162168 | 175-185
Qb 30000 L e ] 22 144147 | 160161 171175 | 183187 | 192-197 196-204 | 218-220
Ob/Od 400/500 : [_128-135 151185 | 172176 | 186190 | 201204 | 211217 | 216226 | 241244
500/800 148-153 175-183 | 201207 | 221225 | 237-245 | 256264 | 260277 | 288292
Ob/Qd 200/500 72-19 77-84 81-91 95.99 101109 | 111118 | 117123 | 146-151
0b/Qd 300/500 £3-85 83.90 95-99 106-111 114-120 | 124-131 136-142_| 162169
0b/0d dowvsoo | ben/haren] 84-89 84-95 98-104 108 | 124127 | 132140 | 143147 | 174178
Qb/Qd 500/800 93.95 94-104 110-115 116-127 129-139 | 144150 | 153-166 | 201-204
0b/0d 200/500 54-56 59-63 69-72 76-79 86-90 9196 97.99 111-114
064300500 | L e 57.59 59-66 75-81 86-92 95.98 98-105 100-108 | 122-124
Qb/Od 400/500 60-62 68-71 79-84 90-94 102-106 | 108-112 113-115 | 132-133
Qb/Qd S00/800 64-66 78-84 88-92 102-107 109-111 16119 | 122126 | 140-141

[XapaxTepucraxa Cepua ELISIO-H
[Q=10 ma/reum " ELisio™. | ELISIO™ | ELISIo™ | ELISIO™ | ELISIO™. | ELISIO™. | ELISIO™. | ELISIO™.
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09H 11H 13H 15H 17H 19H 21H 25H
(Qb/Qd 200/500 189-191 192195 | 196197 | 197199 | 198199 198-200 |  199-200 200
300/500 242248 | 255259 | 271273 | 275280 | 283287 | 286201 | 289292 | 294-295
ob/d 400/s00 | P Moemmd [un/hawn] 276280 | 207300 | 314-319 | 323327 | 335338 | 343348 | 344351 | 362-365
Qb/Qd 5007800 331344 | 354370 | 391.304 | 406412 | 417423 | 427432 | 433440 | as8ael
Ob/Qd 200/500 176-178 | 182-185 | 190-192 | 194197 | 196-198 | 197-198 | 198-200 200
ob/Qd 300/500 215220 | 229235 | 249252 | 257260 | 267260 | 269-274 | 21277 | 284-285
[Qb/Qd oo/s00_| Pt KpesTmia k] 239244 | 259262 | 279282 | 205297 | 304309 | 312316 | 325328 | 341.342
Qb/Qd 500/800 285296 | 324328 | 351355 | 366370 | 385303 | 408410 | 413418 | 420432
Qb/Qd 2001500 l62-164_ | 168173 | 176-180 | 181187 | 185191 | 190-195 | 193195 | 19519
b/Qd 300/500 198203 | 211215 | 228232 | 239243 | 252257 | 257260 | 264266 | 275276
3 nupettc GocdaTa [M/MHH]
Qb/Qd 400/500 220225 | 242250 | 2713261 | 2711279 | 200206 | 303308 | 312316 | 328-330
0b/Qd 500/800 256261 | 289207 | 315-321 | 331344 | 350361 | 367-374 | 374-384 | 402-408
(Qb/Qd 200/500 15117 | 126129 | 139-141 149-152 | 157-158_ | 163-165 | 165169 | 178179
ObvOd 300/500 131137 | 147-150 | 164-167 | 178182 | 189-191 198202 | 203-211 | 223-224
so0/s0 | Pome srrmanna Biz [uakn] ™ 0140 159-162_ | 179-184 | 193195 | 209214 | 219224 | 223233 | 246249
Ob/Qd 500/800 155-161 180188 | 206211 | 229233 | 245251 | 259266 | 264278 | 295-207
Qb/Qd 200/500 78-83 84-88 93.100 10102 | 109112 | 16122 | 121127 | 148156
s | el £1.91 93.95 98-105 1114 | 18124 | 130134 | 144146 | 169-173
400/500 90-94 94-98 10-12_ | 113123 | 126132 | 137-141 | 148154 | 180-184
500/800 99102 100105 | 114120 | 124137 | 136143_| 150161 165-168 | 208211
200/500 57-60 _62:66 73-76 83-86 £9.93 100:102 | 103-105_| 116-117
300/500 6! 66-70 7882 89-93 97-102 105109 | 108112 | 124129
a0w/sop [V ormoben [ux/ser] 6264 74-79 8236 92.95 105110 | 112-114 | 120124 | 136-138
500/800 69-71 86-88 97101 100-112 | 120124 | 129135 | 134141 | l144-146
| Xapexrepncrma | Cepus ELISIO-H
18
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ELISIO™. | ELISIO™. | ELISIO™. | ELISIO™. | ELISIO™. | ELISIO™- | ELISIO™- | ELISIO™-
09H 11H 13H 15H 17H 19H 21H 25H
0OMUMEHT YL TPAGHILTALIHH 53.0-53.8 565622 | 61.9-66.6 63.6-68.9 72.7-76.5 72.5-79.8 79.0-83.9 91.6-93.3
MV/9*MM pT.CT.]
Ocraroansiil ofuesm e Gonee mn 02 03 0.5 0.7 0.9 0.9 24 8.3
HAPARTHYECKOE Qb/Qd K a K 4 K 4 K a4 K A K A K Al K a
npotwmscume B otcexe [200/500 | 82-83 | 18.5- | 76.5- | 19.5- | 75-76 | 18-21| 67.5- [ 20-21| 65- | 16- | 65- [ 17.5- | 64.5-| 165-| 62- | 17-
(K) n otcexe 19 | 80 | 22 71.5 675 | 185 ] 695 ] 21 | 665 18 | 625 17.5
m(m(““’";“ 300/500 | 110.5-] 17.5- | 107- | 19.5- | 106- | 19.5- | 99- [20-21| 99- | 155 | 95- | 17.5- | 92-94] 15- | 90-91] 165-
cHux) [um.pT.CT. nes| 18 |1os| 215 o7 | 21 | 102 101 | 19 |1005] 20 17.5 17
sooso0 | 1434|165 | 139- [ 16- [1375-119-22| 134- | 195- [1235-[ 15.5- [1225-] 17.5- | 123- | 165- [1215-] 16-
1445| 17 |1405] 205 | 141 136 | 21 [1275] 165 |1305] 22 | 125 | 175 | 122 | 165
soomoo | 175 | 27- [1635-| 225- 1 152- [27.5-| 157- | 2730 149- | 23.5- | 148- | 27.5- |148.5-| 23- |1455.| 25.5-
176.5] 285 | 170 | 305 | 154 | 29 | 1595 159.5 | 26.5 | 157 | 30.5 [ 149.5] 25.5 | 146.5| 26
aKcHMANbHOE TpaHcMembpantoe 500 (66.66)
e [mm.pr.cr/ella.]
AnLOYyMHH 0.0018-0.0022
odpPuIMEnT Mprornobun 0.215-0.230
r\(pwwm wrammu B12 0.987-0.991
HH 0.922-0.931
r{mm.nuﬁ PecXOR ARAIHIETA 500
M/ ]
PacCXOAR KpOBH 800
M/ mun]
19
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Cepnn ELISIO-M

PAKTCPUCTHKA
MA/MEH ELISIO™-11M | ELISIO™-13M | ELISIO™.15M | ELISIO™-17M | ELISIO™-19M | ELISIO™-21M
Qb/0d 200/500 186-187 189-191 192-194 193-195 195196 196-200
Qb/Qd 300/500 | . 239-241 248-250 256-258 264-266 267-269 272:276
Ob/Qd 400/500 JCMPeHC MoseBuisl (/] 274277 287-289 299-301 300313 320322 330-333
Qb/Qd 500/800 330-332 348-353 365-369 380-385 393-395 403-408
0b/Qd 200/500 178-177 182-186 187-189 191-193 192-194 191-196
300/500 ] 220-222 233-234 238-241 246250 252254 259-260
Ob/Od 400/500 [ HPEHC kpeaTia [Ma/min 244-247 263-265 270-274 284-290 297-301 303-308
0b/Qd 500/800 299-302 320-323 329-334 348-351 360-363 378-381
Qb/Qd 200/500 148-153 157-162 164-169 172-176 174-179 179-184
Qb/Qd 300/500 170-175 186-191 197-202 210215 217-225 225231
/0d 400/500 ] Pee dockaa (/] 186-191 202-208 215219 228-237 237247 247256
Qb/Qd 500/800 225-230 248-253 262-267 282-289 293299 310317
Ob/Od 200/500 93-98 100-107 112-117 122:126 124-130 132-145
300/500 Knupenc suramuna By, 100-106 111-117 120-129 133-139 141-146 153-159
0b/Od 400/500 [Ma/Mun] 104-112 119-125 133-140 144-150 154-161 162-169
0b/Od 500/800 119-125 134-140 151-158 165-172 174-180 187-195
Xapaxrepucruxa Cepus ELISIO-M
IOf=10 mn/mmn ELISIO™.11M | ELISIO™-13M | ELISIO™.15M | ELISIO™-17M | ELISIO™-19M | ELISIO™-21M
Qb/Qd 200/500 188-190 192-195 194-196 195-198 196-198 197-199
300/500 o] 245-248 255-259 263-266 271273 273277 280-283
0b/Od 400/500 MOTICRHRL 280-286 294-301 307-310 316-323 323-327 332-337
Qd 500/300 346-350 367-374 378-385 398-402 405-410 417424
0b/Od 200/500 178-181 183-189 188-190 191-198 193-198 194-199
Ob/Od 300/500 o 222.227 233-240 242-245 251-254 254-258 261-265
Qb/Qd 400/500 | Kpeamim 250-253 263-270 274-279 287-294 298-306 306-310
Qb/Qd 500/800 300-308 324-332 333-339 347-355 362-368 382-386
Qb/Qd 200/500 151-159 160-165 166-172 176-179 179-182 183-187
upenc gochara [mr/mu]
Qb/Qd 300/500 178-186 195-202 207-211 219-225 230-236 236-241
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Ob/Od 400/500 201-207 217-221 229-234 245-249 254-260 265-273
b/Qd 500/300 231-241 256-266 276-281 297-302 305-315 327-335
0b/Qd 200/500 97-103 105-113 115-119 127-129 127-132 136-140
0b/Qd 300/500 nc suTamuua By 110-114 119-123 129-137 141-146 145-150 156-163
0b/Od 400/500 Jun/ns) 113-118 121-130 138-143 149-153 160-163 168-174
Ob/Qd 500/800 130-138 143-149 163-168 176-180 182-185 197-204
XapaxrepucTHxa Cepus ELISIO-M
ELISIO™.11M | ELISIO™ 13M | ELISIO™.15M | ELISIO™-17M | ELISIO™.19M | ELISIO™_21M
HLMEHT yNLTPAQHILTPALHH [MI/F°MM 14.0-15.5 17.2-18.2 18.8-20.8 21.6-23.2 23.124.3 27.2-29.3
.CT.]
o6sen kposn, e Gonee M 0.3 0.8 0.9 0.8 1.2 1.6
IMnapasnwaecxoe Ob/Qd K n | k | 1|k I K I K I K I
conpoTHRIeHHE B OTCEXE KPOBH (200/500 67.5-68| 19.5- | 65-69 | 22.5- | 62- | 22-26.5 |59.5-66] 25.5-26 | 63- |20.5-28 55-62 | 18.5-24.5
(K) # orcexe anann3ara (JI) 27 27 | 67.5 64.5
(nepenan mamacuns) (Mw.pr.cr.] [34000, 101- | 19- | 98.5- | 21.5- | 91.5- [ 21-25.5 | 89.5- | 23-26.5| 90-96 [ 21.5-26 | 85.5- | 21-24.5
1025 | 24.5 | 1035 | 24.5 | 95.5 103.5 93
400/500 136.5- | 17.5- | 131.5-| 2225 [122.5-| 21-24.5 | 118- | 23-25 |119.5-| 20.5- |110.5-]21.5-26.5
1375 | 24 | 135 128 139 121.5] 27.5 | 115.5
5007800 169- | 32.5- |157.5-| 36 | 154- [ 33.540 | 143.5- [ 37-39.5] 146- | 355- |137.5-] 33-37.5
17135 | 39 |1685] 375 | 157 161 159.5| 39.5 | 144
AKCHMATLHOC TPaHCMEMOPAHHOE aBlicHHE 500 (66.66)
mu.pr.cr/xlla]
cobdeitment Brrasun B12 0.873-0.896
T 0.422-0.450
axcHMANLHMI amanwsara [an/mmm) 500
i pacxon xposs [mn/MuH) 800
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erepucTHIa Cepu ELISIO-L
M/ mMmH ELISIO™11L | ELISIO™.13L | ELISIO™-15L | ELISIO™.17L | ELISIO™.19L | ELISIO™.21L
Qb/Qd 200/500 183-186 188-191 191-193 192194 193195 195-199
QbIQA00S00 | ecems st 236-238 247-249 254-256 263-264 266-268 2712275
Ob/Qd 400/500 269-272 285-288 297-299 309-311 319-321 326-328
Qb/Qd 500/800 326-329 346-351 362-366 378-382 389-393 402-406
Qb/Qd 200/500 172175 178-182 185-187 189-191 192193 188-196
300/500 204-206 220222 228-231 241-243 248-250 257-259
Qb/Qd 400/500  kpeamunia e/} 228-230 246-249 262-263 272-275 280-284 294-296
b/Qd 500/800 287-290 310-313 325-328 346-348 359-362 369-370
200/500 142145 151-152 157-159 164-167 168-171 173-176
Qb/Qd 300/500 (ahann] 161-163 178-180 189-191 200-203 208-211 216-219
Qb/Qd 400/500 poct 178-181 196-198 210-211 224-226 234-237 246-249
Qb/Qd 500/800 212215 236-238 253-256 274-276 287-290 300-303
Qb/Qd 200/500 76-17 86-89 95-97 104-108 109-112 80-119
Ob/Qd 300/500 S 84-87 9799 106-109 117120 128-130 137-138
0b/0d 400/500 [M/sann] 9294 104-107 118-120 129-132 139-141 147150
Qb/Qd S00/800 105-108 121-123 132136 148-150 160-163 172-175
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hz“mm Cepwr ELISIO-L
10 ma/mnn ELISIOP.11L | ELISIO™-13L | ELISIO™.15L | ELISIO™-17L | ELISIO™-19L | ELISIO™21L
[0b/Qd 200/500 187-189 191-193 193195 195-19 195-197 196-197
300/500 240-243 250-253 260-262 267-268 272-274 276-279
0b/Qd 400/500 Momemsns [wun/hoes] 274-276 289292 300-303 313-315 320-323 130333
0b/Od 500/200 137339 358-361 373377 391-393 403406 414416
0b/Od 200/500 175-177 181-183 187-188 190-192 193195 195-196
300/500 . o] 212215 225228 235-237 244-247 251-253 259-262
0b/Qd 400/500 KpeaTma 232236 250-253 265-266 279-281 288-290 301-303
Qb/Qd 500/800 295-298 318-320 332-334 350-353 363-367 377-380
0b/Qd 200/500 145-146 152-154 160-161 166-168 170-172 175-179
lgb/Qd 300/500 o] 163-166 181-184 193-195 203-206 213215 220-222
Ob/Od 400/500 boct 183-185 203-205 215-218 228232 243245 253-256
0b/Od 500/800 218-221 241243 259261 278-280 293-296 308-311
QOb/Qd 200/500 20-83 91-94 100-103 108110 113-116 121-122
[Ob/Od 300/500 rwpenc swrascns By 9194 106-108 116-118 123-125 134-136 142145
0b/Qd 400/500 [rnaim] 99-97 109-111 123125 133-136 142-144 152155
Qb/Qd 500/800 114-116 129-131 142144 155158 165-168 177-179
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Xapaxrepucrura Cepua ELISIO-L
ELISIO™-11L | ELISIO™-13L | ELISIO™-15L | ELISIO™-17L | ELISIO™-19L | ELISIO™-21L
03GPHUILIMEHT YIBTPRPIILTPARLUMH [MIL/4oMM 11.2-11.6 13.3-13.8 15.3-15.9 17.3-18.1 19.5-20.0 21.5-22.0
CT.]
ofuem xposn, ne Goace mn 0.2 0.3 0.5 1.2 1.6 2.5
HAPABAHYICCKOE Qb/Qd K )| K A K A K A K A K A
MPOTHBICHHE B OTCEKE R - i R R
() . 200/500 %79.‘; 20-22 | 66-68 | 25-27 | 64-66 | 24-26 (23555 26-28 66::)5 225755 58-61.5| 23-26
D ( oTeeK m";'""" . . . .
[Mm.pr.cT.] 300/500 99- | 19.5- [ 96.5- | 25.4- | 95- | 23- | 93.96 | 25-28 [ 90- |24-26.5(88-91.5] 21.5-24
1005 | 22 99 265 | 975 | 255 93.5
400/500 128.5- 1 18.5- | 126- |23.5-26] 124- | 22.5- | 121- | 24.5- |117.5-|21.5-24| 115- | 19.5-22
131.5 21 129 127 | 24.5 124 | 26.5 | 121 118
500/800 166. | 34- |161.5-|38.5-41] 161- | 38- | 155- | 39- | 150- |36-38.5| 146- 33-36
5-170 | 36.5 | 164.5 158 | 40.5 158 41.5 | 153 149
AKCHMATEHOC TPRHCMCMOPRHHOC NaBNCHHE 500 (66.66)
w3ara [mn/mun] 500
axcHManBHLIR pacxos xposH [Mi/MHH] 800

Hsoerve svidepacusaem usboimounoe oaerenue 8 1,5 paza sviue Maxcumarsho2o usbemouno2o oaenenus (66,6 xila * 1,5 = 100 xI1a)
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KomMmnsiekT nocTaBKu n3aennsa

B KOMMMeKT nocTaBKU u3gennst «mnann3atop CUHTETMYECKWUI A MOMOBOMOKOHHbIA ELISION»
BXOAUT;

-[nann3aTtop CMHTETUYECKMWIA MOMIOBO/IOKOHHbI OAHOr0 UCMOSIHEHMSA - 24 LWIT. B TPAHCMOPTHOWA
KOpobKe.

-VIHCTPYKUMS N0 NPUMEHEHUIO - 1 3K3eMM/ISAP HA TPAHCMOPTHY0 KOPOOKY.

/.MapKunpoBKa 1 ynakoska

Kaxpoe wu3genve BMecTe Cc abcopbeHTOM KMCnopofa ynakoBaHO B aIlOMUMHWEBBLIA MNakeT
(nHoMBMAYyanbHasA ynakoBka). [lasiee BMeCTe C MHCTPYKLUMER No NpuMeHeHUo (B Ko/M4vecTBe 24
WTYKKM) - B KOPOOGKY M3 MJIOTHOIO KapToHa (TpaHCNopTHasi Kopobka). W3genve cTepubHOe.
KaTeropnyecku 3anpeLLeHo NpMMeHeHNe B C/lyyae HapyLLeHUsS YyNakoBKMU.

Ynakoska cootBeTcTByeT ISO 11607.

MapKnpoBKa 13aenmns coaep>XnT cnefyton(yo MHOPMCLLO:

[TonHoe HanMmeHOoBaHue Anannsatop CUMHTETUYECKUI
m3agennsa NOJSIOBOJIOKOHHbIN ELISIO™
HavumeHoBaHue usgenus Ovannsatop CUHTETUYECKNN

NO/TIOBOJ/TOKOHHBIW
BbICOKOMOTOUHbIW C
HOMWHaNIbHON 3 PeKTUBHOM
NOBEPXHOCTbIO MeM6paHbl 2.5

M2
BapuvuaHT ncnonHeHunsa E'!tsio™-25H*
HanmeHoBaHue
npoussoaunTensa n agpec 1M |
npomnssoanTens

Nipro Corporation

3-9-3, Honjo-Nishi, Kita-ku,
Osaka 531-8510, Japan
«Hunpo KopnopenwH»,

AnoHua
CuMBO «3anpeT Ha
NOBTOPHOE NPUMEHEHUE» (D
Homep noTa
ILOTI

CumBon «BHumaHune!

O6patuTechb K UHCTPYKLUN MO m
NPUMEHEHUIO.»

CumBon «CTepunbHbIA NyTb

ONA XUAKOCTU»,

PagnaunoHHaa ctepunmnsayns
CumBON «ANMUPOTeHHO»

X

BHYyTpu cTtepunbHO, BHYTpu cTepunbHo,
annporeHHO. HETOKCUYHO annporeHHo, HeTOKCUYHO

25
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CumBon «CpenaHo 6e3
ncnonb3oBaHUA pTasnatoB»

CumBon «CpenaHo 6e3
ncnosib3oBaHua bucoeHona-
A»

CnmMBOM «YCTPOWCTBO A0/HKHO
MCnoJsib30BaTbCA Ha
Avann3HblX annapartax c
KOHTpPOJ/1/1EPOM
ynbTpadnnbTpayum nnum
CUCTEMOWN TOYHOMN
6anaHCUpPOBKU.»

faTa npoussofcTBa
(coBnapaeT c gatoi
cTepunmnsauynn)

Cpok rogHocCTun

MecTo npousBoACcTBa

CTpaHa npousBoacTBa

TpaHcmem6paHHOe gaBfieHune

A dekTnBHaa nnouwagb
MeMbpaHbl

Homep perncrtpaynMoHHOro
yAoCTOBepeHUs

MaTepuan mem6paHbl

(rnT-mM-44)

n

raT-mM-44)
Manufacturing facility:

Nlpro Corporation Odate
Factory

8-7, Hanuklyachi, Niida,
Odate-shi, Akita, 018-5794
Japan

MecTto npousBsofcTBa:
«Hunnpo KopnopeiiwH Opate
PakTOopu», ANoHNA

CpenaHo B AnoHuu
TM[ 66kMa (500 mm pT.CT.)

O dekTuBHaa naowaagb 2.5
M2

PernctpauynoHHoe
yaoctoBepeHue Ne
XXXXXXXXXXXXXXX OT XX.XX.XXXX

CUHTEeTUYecKoe nosoe
BO/1OKHO POLYNEPHRON™

*Ha npumepe BapnaHTa ucnonHenns Elisio™-25H

MapK1poBKa UHANBUAYa/IbHON YNAKOBKU COAEPXXMUT CeayoLyo nHgopmaumio (BKiouas

WH(OpMaLN0 Ha CTUKepe):
MonHoe HaMMeHoBaHMe

nsgennsa
HavmeHoBaHMe nsgenms
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AnannsaTop CUHTETUYECKNIA MOMOBOTOKOHHbBIA
ELISION*

JvannsaTop CMHTETUYECKWIA NONOBOMOKOHHbIN
BbICOKOMOTOYHbI C HOMUHaIbHOW 3h(heKTUBHOWN
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BapuaHT ncnonHeHus
HanmeHoBaHue
Npon3BoOAUTENSA N ajpec
NpPon3BOANTENS

CvMBON «3anpeT Ha
NMOBTOPHOE NPUMEHEHUE»
HOMep noTa

jaTta npous3BoAcTBa
(coBnapgaeT ¢ gaTtoi
cTepuaunzaumn)
CPOK rogHoOCTKU

LLUTpuX Kog

CumBon «BHUMaHue!
ObpaTtutecb K MHCTPYKLUMN
Mo NPUMEHEHUNID.»

CumBon «CTepunbHbIN NYTb
ANA XKNLKOCTU»,
PagnaumoHHasa ctepuinsaums
CumBon «He ncnonb3oBaTtb
eCc/In ynakoBKa NoBpexaeHa»

TemnepaTypHbIil gnanasoH

CunmBon «bepeyb OT BRarm»

CunmBon «He gonyckatb
BO3eiiCTBMNS CO/THEYHOTO
cBeTa»

CnMBON «AMUPOTEHHO»

BHyTpwu cTepunbHo,
annporeHHo, HeTOKCUYHO
Cumson «CpenaHo 6e3
NCrob30BaHUA PTanaToB»

Cumson «CpenaHo 6e3
ncnosb3oBaHma brucgeHona-
A»
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NOBEPXHOCTbIO MeMb6paHbl 2.5 M
ElisioTM-25H*

Mil
Nipro Corporation

3-9-3, Honjo-Nishi, Kita-ku, Osaka 531-8510, Japan

«Hunpo KopnopenwH», AnoHuns

©

fLOTI

cdl
(rrTr-MMm-aa)

n

(rrrr-mm-ga)
LLTpux Kopg

O a

X

BHYTpW CTEPUIBHO, aNMPOTreHHO, HETOKCUYHO

L1
LLI
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He copepxuT BuceHon-A He cogep>xut bucgeHon-A

He cofepxut buc-(2- He cogep>xuT buc-(2-3tunrekcun)ipranart
ATtunrekcun)gpranar

CuUMBO/ «Y CTPOIACTBO

LOMXKHO MCMNO0/b30BaTHLCA Ha |1C%Jr|1:CA|1

AnannsHblx annaparax c

KOHTPOJI/IEpPOM

ynbTpaguabTpaymm unm
CMCTEMOW TOYHOIA
6anaHCUPOBKU.»
MecTo nponssoacTBa Manufacturing facility:
Nipro Corporation Odate Factory
8-7, Hanukiyachi, Niida, Odate-shi, Akita, 018-5794 Japan
MecTo nponssoacTaa:
«Hunpo KopnopeliwH OgaTte ®3KTOpU», ANOHUSA

CtpaHa npousBoacTBa CpenaHo B AnoHun
KonuuyecTBo B yNnakoBke
x1

TpaHcmem6paHHoe faBneHne TM[ 66kMa (500 Mm pT.CT.)

AhhekTMBHaAA niowaib ApekTnBHAA nnowaib 2.5 m2

MeMObpaHbl

Matepuan membpaHbl CuHTeTn4eckoe nosoe BoNokKHo POLYNEPHRON™
Y NONHOMOYEHHBbI YNONHOMOYeHHbI NpeacTaBuUTeNlb Ha TeppuTopun Pd:
npeacrasnTens B PP 000 «KomnaHuna «bnBun»

129085, r Mocksa, MpocnektT Mupa, gom 101, cTpoeHune 1,
nomereHve 17.
TenedoH: +7 (499) 281-67-68.
Homep permcTpaunoHHoro PerncTtpauvnoHHoe ygoctoBepeHme No XXXXXXXXXXXXXXX
YA0CTOBEpeHUA OT XX.XX.XXXX

*Ha npumepe BapnaHTa ucnonHeHuns Elisio™-25H

MapKu1poBKa TPaHCNOPTHO KOPOGKM COAEP>KUT Cnefytoruyo MHhopMT o (BKYtoYast

MonHoe HauMeHoBaHue Ovnannszatop CMHTETUYUYECKNIA
nspenns NO/TOBOMTIOKOHHbI ELISION*
HanmeHoBaHue Usgenus [Onannsatop CUHTETUYECKUIA

MOMI0BONOKOHHbI
BbICOKOMOTOUHbIN C
HOMMWHa/IbHOM 3PheKTUBHOM
NOBEPXHOCTbIO MeMbpaHbl 2.5 M*
BapuaHT NCNOMTHEHUSA Elisio™-25H*
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HammeHoBaHune
npounsBoanTenia n agpec
npounsBoauTens

CuMBO/ «3anpeT Ha
NOBTOPHOE NMPUMEHEHNE»

Ha ctnkepe - Homep REF
Ha cTtukepe - HOMep fioTa

Ha cTukepe - gaTta
npomnssojcTBa (coBnagaet C
LaTON cTepunnsaunn)

Ha cTukepe - CpOK rogHOCTHU

Ha ctunkepe - WTpux Kopg

CumBosn «BHumaHune!

O6paTnuTechb K MHCTPYKLMU NO

NPUMEHEHMIO »
CumBon «CTepu/bHbI NyTb
ONS XKNOKOCTU».

PaavauunoHHas ctepuansaums

CunmBONn «He ncnonb3oBaTtb

ec/iv ynakoBKa noBpexzaeHa»

TemnepaTypHbI gnana3oH

CumBoOn «He gonyckaTtb
BO34eliCTBUA COJIHEUYHOTO
cBeTa»

CumBon «bepeyb OT Bnarn»

CnmBon «Xpynko»

CumBon «He ncnonb3oBaTb

KPHOK»

CnmBon «Bepx»

CumMBO «AMUPOTreHHO»
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Nipro Corporation

3-9-3, Honjo-Nishi, Klta-ku,
Osaka 531-8510, Japan
«Hunpo KopnopelwH», AnoHusa

O

ELI-25H-RU-GJ

r£]

(rNT-MM-41)

mTT-MM-44)
LWTpux Kopg,

LLI

®

=
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CumBon «CpenaHo 6e3

ncnosb3oBaHuAa pranartoB» m

CumBon «CpenaHo 6e3

ncnosnb3oBaHusa bucdeHona-

A»

MecTo npousBoacTBa Manufacturing facility:
Nipro Corporation Odate Factory
8-7, Hanukiyachi, Niida, Odate-
shi, Akita, 018-5794 Japan
MecTo npou3BoACTBa;
«Hunpo KopnopeiiwH Opgate
PakTopu», AnoHNA

CTpaHa npousBojcTBa CpenaHo B AnoHuun

KonnyecTtBO B yrnakoBke

YNONMHOMOUYEHHbIN YNONHOMOUYEHHbI
npeactaBuTesnib B PO npeacTtaBuTeslb Ha TepputTopun
P®: OO0 «KomnaHua «buBu»
129085, r MockBa, NMpocnekTt
Mwupa, noom 101, cTpoeHune 1,
nomeweHue 17.
TenedoH: +7 (499)281-67-68.

Homep pernctpaynuoHHOro PerncTpaynoHHoe
yAOCTOBEpeHMUS yaoctoBepeHue Ne
XXXXXXXXXXXXXXX OT XX.XX.XXXX

*Ha npumepe BapnaHTa ncnonHeHns EHsioP~-25H

MN3pgenne TpaHCnopTMpyeTCcs B TPAHCMOPTHOW KOpoobKe.

B.COOTBeTCTBME CTaHgapTam Poccuiickoi degepannm
rocTt 27874-88 «[dunannsaTopbl ANs BHEMOYEYHOr0 O4YULLEHMSA KpoBW. O6WMEe TeXHUYEecKue
TpeboBaHUA N MeTOAbl UCMbITAHNY.
FOCT ISO 8637-2012 «I'emoananmsaTopbl, reMonAbTPbl N TEMOKOHLIEHTPaTOpPbl. TeXHUYEeCcKue
Tpe6oBaHUA 1 MeTOAbl UCMbITAHNY.
FOCT ISO 11607-1-2018 «¥YnakoBKa AN MEAULUHCKUX W3LENNA, Nognexawmx (QUHULLIHOM
cTtepunusaymun. Yacte 1. TpeboBaHusa K mMatepranam, 6apbepHbIM CUCTEMAM A/ CTEPUAN3ALLUN U
YMaKoOBOYHbIM CUCTEMAM»
FTOCT P NCO 15223-1-2020 «CuMBONbI, NpYMeHseMble MNPU MapKUPOBaHUN MeLULLMHCKNX
N3LeNunii, Ha 3STUKETKax 1 B CONPOBOAMTENbHOW JOKYMEHTaunmn»
FOCT I1SO 10993-1-2021 «W3pgenua wmegnumHcKue. OueHKa 6MO/10MMYECcKOro [AencTBus
MegNUMHCKNX ndgenuid. Yacte 1. OueHKa u 1ccnefoBaHns B MPOLLECCE MEHEIKMEHTA pUCKa»
FOCT P UCO 10993-2-2009 «W3pgenusa meauumnHckme. OLeHKa OGMOIOMMYECKOro AeicTBus
MeAULNHCKNX n3genunii. YacTb 2.TpeboBaHUA K 06paLLeHNIO C XXUBOTHBIMU»
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roct ISO 10993-4-2020 «W3pgenua megnumnHckme. OLEHKa OMOMOrMYECKOro [AelcTBUA
MeLNLUMHCKUX n3genuin. Yactb 4. ViccnefgoBaHne n3aenunii, B3anMogeicTBYHOLWMX C KPOBbOY.
FOCT ISO 10993-5-2011 «W3penua wmeanumnHckme. OLeHKa 6MOM0rMYEcKOro [encTeuns
MeaVLNHCKUX n3genuii. YacTb 5. MiccnegoBaHue Ha UMTOTOKCUYHOCTb: MeTOAbI invitro»

FOCT ISO 10993-10-2011 «W3genus meanmumHckme. OuUeHKa OMOMOrMYECKOro AeicTBus
MeauLUHCKUX mn3genunii. Yacte 10. WccnepoBaHWs pasfpakarlolwero M CeHCMOMAN3NpyoLero
JencTBus»

FOCT ISO 10993-11-2021 «W3genusa wmegmuymHckue. OueHka 6M010rMYecKoro Aencreus
MegUUMHCKNX n3genuii. Yacte 11. VMccnefoBaHusi 06L,EeTOKCMYECKOTO AeMCTBUSA»

FOCT ISO 10993-12-2015 «W3pgenua wmeauumnHckme., OueHKa 6GMOI0MMYecKOro pAencTeums
MeAULMHCKNX n3genuii. Yacte 12. MpurotoBreHne npob n KOHTPObHbIE 06pasybly».
O®dC.1.2.4.0005.15 MNuporeHHoCTL

O®dC.1.2.4.0003.15. CTepUIbHOCTb.

9. TpaHCNOPTUPOBaHWE, XPaHEHWE M 3KCMyaTalms

M3penvsa TpaHCNOPTUPYIOTCA BCEMU BUAAMW TPAHCNOPTa B KPbITbIX TPAHCNOPTHbLIX CPeicTBaxX B
COOTBETCTBUM C MpaBuUiamMmu nepeBo3KW rpys3oB, AeNCTBYHOLLIMMN HA JaHHOM BuUAe TpaHcnopTa B
COOTBETCTBUMW C YC/IOBUSAMMU;

YcnoBusi TpaHCMOPTMPOBaHUA: TemnepaTypa Bo3gyxa oT -18®C o +40°C npu OTHOCUTENIbHOA
BNI@XHOCTN He 60s1ee 80%.

YcnoBus xpaHeHus: TemnepaTtypa Bosgyxa oT +5®C go +40®C npu 0THOCUTENIbHOM BA@XXHOCTU He
6onee 80%.

He gonyckaliTe BO3AeiCTBMA Ha Anann3aTop NPsSIMOro COIHeYHOro CBeTa, CU/IbHOI BUBpauuu,
BbICOKOW BIaXKHOCTW, a TAKXe MNepecbiXxaHUs auanunsatopa.

YcnoBusa aKcnjayaTtauuum: TemnepaTypa Bosgyxa oT +10°C pgo +40®C npu OTHOCUTESNbHOWA
BNaXXHOCTU He 60/1ee 98%.

10. CBefleHNA 0 CTEPUTBHOCTU N3LeNuns

M3genne noctaensgeTca cTepusibHbIM. CTEpuIN3oBaHO paguaumMoHHbIM Metogom no I1ISO 11137,
MWHUMasIbHaA CTepuansytowan gosa - 8.8 kIp.

(ypoBeHb 0cTaTOYHOI KOHTamMuHaumn 107). N3aenve anMporeHHo.

lNMoBTOpHadA cTepunnsauma nsgenus sanpetieHa. NMoBTopHOe NPUMEHEHWE 3aMpeLLeHo.

11. CsefieHMA 06 yTnansaymm

YTunnusaun mnsgennsa nposogutb B cooTtBeTcTBUM ¢ CaHluH 2.1.3684-21 pnsa oTXxo4oB
knacca b (smmpgemMmmonormyeckum onacHble o0Tx0f4bl). [locne anmapaTHbIX CAOC060B
o6e33apakMBaHUSA C NMPpUMeHEHNEM (DU3NYECKUX METOLOB M U3MEHEHUS BHEWHEero Buga
OTXO0A0B, NCK/IHOYAIOLLLETO BO3MOXHOCTb UX MOBTOPHOIO MPUMEHEHUS, 0TXOAbI KaccoB b
MOTFyT HakKannmBaTbCs, BPEMEHHO XPaHUTbCHA, TPAHCNOPTUPOBATbLCSH, YHUUTOXATbCA MU
3axopaHmMBaTbCA COBMECTHO C OTXoAamMu kKriacca A (3NUAEMUOSIOTMYecKU 6e3onacHble
0TXO0Abl, N0 cocTaBy nNpubnmxeHHble K TBEO). YnakoBKa o06e33apa>KeHHbIX MeAULUHCKUX
OTX0A0B KaccoB b fo/mMKHa UMeTb MapKUPOBKY, CBUAETENBbCTBYIOLWY 0 NPOBELEHHOM
o6e33apaXMBaHUN 0TX0J0B.

Mpn HeMcnonb30BaHUN N3LENNSA, NOBPEXAEHNS UHANBUAYATbHON YNAKOBKM U UCTEYEHUN
CpOKa XpaHeHWA yTuUaMsayuuilo NPoBOAUTL B cooTBeTcTBMU ¢ CaHluH 2.1.3684-21 pnsa
OTX0A0B Knacca A.
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12. [MapaHTUn

(1) AnuporeHHo.

2) B npouecce W3roToBMeHWs Auanusatopa MpoM3BOAUTENb CTPOro MpUAepXXUBaeTcs
npoueayp KOHTPONs KauyecTBa. KauyecTBO rapaHTMpoBaHHO. [Mpon3BoauTens 0653yeTcs 3a CBOWA
CUeT 3aMeHWUTb [Manu3aTop C MPOM3BOACTBEHHbIMU jJedeKTaMu (B c/lyyae MOBPEX/EHUS
YNaKoBKW WAM Auanusatopa) Mocfie MOoSy4YeHWss B3aMeH TMOBPEX/eHHOW YMaKoBKW UK
NoBpeXaeHHOro ananusaTopa. Mpon3BoANTeNb He HEceT OTBETCTBEHHOCTU 3a HaHeceHWe Bpefa
340POBbI0 MaLMEHTA UK APYTUX NUL, U UHOTO yulep6a BCaeAcTBUE TPAHCMOPTUPOBKU, XpPaHEHNS
UNu 06paLleHnsa ¢ ANann3aTopoM B BaLLIEM YUPEXAeHUN.

3) Mpu HaHeceHUW Bpeda 3A0POBLI0 MaUMeHTa WAU APYTUX MWL, WAM MHOTO yuiep6a B
pe3yfnbTaTe UCMOMb30BaHNS Ananu3aTopa, NPoM3BOANTENb HECET OTBETCTBEHHOCTb 3a YLep6 nin
NoBpeX/eHue ToNbKO B TOM C/lydae, ec/in ero BMHA J0CTOBEPHO [J0Ka3aHa.

4) Mpon3BOANTENb HE HeceT OTBETCTBEHHOCTU B C/lyyae HAHECeHUs BpeAa 3[40POBbIO
nauumeHTa WAM APyrux NuL WA WHOro yuiepba B pesynbTaTe MOBTOPHOrO WCMO/b30BaHNA
Avanusatopa.

(5) Mpon3BOANTENb HEe HEceT OTBETCTBEHHOCTM 3a yuiep6 WU MOBPeXAeHue, BO3HUKLIEE B
pesynbTaTe WCMOMb30BAHUA [AMann3aTtopa, y KOTOPOro MCTEK CPOK FOAHOCTW, yKasaHHbIA Ha
3TUKETKE UM YaKoBKe.

MapaHTUNHBLIA CPOK XpaHeHMs - WHpopmaums o cpoke rogHoCTM yKasaHa Ha yrnakoBke. Cpok
rogHocTn ykasaH B ¢opmate I'TITT-MM-44. MakcumasibHbIA CPOK TFOAHOCTU/COXpaHeHUs
cocTaB/iseT 3 roja.

lMpounssoguTenb:

Nipro Corporation («<Hunpo KopnopeiwH»), AnoHus.
3-9-3, Honjo-Nishi, Kita-ku, Osaka 531-8510, Japan
TenegoH: +81-6-6372-2331

E-mail: nagawasa-yoshiki@nipro.co.jp

YnonHomoueHHbIn npedcmaeumeib npoussognMTensa Ha TeppuTopun Pd:
000 «KomnaHuna «buBu»
129085, r. MockBa, lNpocnekt Mupa, 4. 101, ctp. 1,nom. 17

32

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



3aperncTpupoBaHO B peectpe 3a Ne 560-2023

HOTAPHAJIBHOE VIIOCTOBEPEHHE

HacroammM noareepxialo, uro r-# MTO XUCAIOKH, ynonHoMO4YeHHBIH NPEICTABHTENE I-Ha
Hommuxu HATACABA, resepanbHOM0 IMPEKTOPa MEXAYHAPOAHONO OTAENA KOHTPO/A KauecTsa
H BONPOCOB PEry/IMPOBAHHA, NOAPA3ACICHHA TAPAHTHA KaYeCTBa B COOMONCHHS HOPMATHBHEIX
Tpebopanuil kommannu «HUITPO KOPTIOPEMIIIH», B MOEM NpPHCYTCTBHH IOATBEPAMI
NOJMHHOCTD WOANHCH, NOCTaRIcHHOH r-Hom Hommxn HATACABA Ha npunaraeMoM

JOKYMEHTe.
HNara: 27 mapta 2023 1.
(noanwuce)
CIOHI3U TAMAKH
HoTrapnyc

Biopo no npasoBeIM BonpocaMm r. Ocaka
Anouns, r. Ocaxa, Tioo-Ky, 2-TéM3, Xupano-Maty, 1-2

/TIeuats: Biopo no npasoBsIM BonpocaM r. Ocaka
Horapuyc
Anouus, r. Ocaka, Tioo-Ky,
2-1éM3, Xupano-mats, 1-2/
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3aperncTpupoBaHo B peectpe 3a Ne 560 ot 2023 r.
HOTAPHAJILHOE YAOCTOBEPEHHE

HacrosunuMm noaraepxaaio, uro r-H Hro XUCAIOKH, ynonHOMOYEHHBIH MPEACTaBHTENL I-HA
Hommmku HATACABA, npesugenra xomnamma «HWITPO KOPIIOPEHMILH», B Moem
NPHCYTCTBHH NOATBEPAWI NOTMHHOCTE NOANUCH, NOCTABICHHON r-HOM Homuxn HATACABA
Ha NpHUJIaraeMoM JOKYMEHTE.

O "eM ¥ CBHACTENBETBYIO
27 mapra 2023 r. B HOTapHANbLHOH KOHTOPE, PACTIONIOXEHHOM MO anpecy

r. Ocaxa, Tioo-ky, Xupano-math 2-1-2

Horapuyc Biopo no npasoesiM BonpocaM r. Ocaka
Ciorsn Tamaxu /noonucs/ [Meuars: Horapuyc Cionasu Tamaku

CBHAETEJLCTBO
CBHIETENILCTBYEeTCA NOATHHHOCTh TOAMHCH, NOCTaBNeHHOH HotapHycoM biopo mno
NpaBoBEIM Bonpocam r. Ocaka, a TaKkkKe NOUIHHHOCTL OTTHCKA €ro NE9aTH.
27 mapra 2023 1.
Haugansruk Bropo no npasoskiM Bonpocam 1. Ocaxa Toxyxupa Cyraypa

IMewars: Hauansnuk Biopo o npasoseiM Bompocam I. Ocaka

ATTIOCTHUIIb
(I"aarckas KOHBEHIMA OT 5 OKTAOpa 1961)

1. Crpana: ATTOHUA
Hacrosiuuni#i oprHameHEi J1OKYMEHT
2. noanucan Cionmu TAMAKH
3. HeHCTBYIOIMM B KauecTBe HoTapuyca Biopo no npasoBbiM BonpocaM Ocaku
4, cxperuien neyatb/mramnom Cionasu TAMAKH, notapuyca

VYaocrosepes
5. B Ocake 6. 27 mapta 2023 1.
7. MHHHCTEPCTBOM HHOCTPAHHBIX ACh
8. 23-Me 003727
9. lMeuaTs/ mramn: 10. Moankcs (noamues)
MHHHCTEPCTBO MHOCTPAHHBIX AT OYKYTAHMU Karcymn

AnoHun Ot uMeHH MHHHECTpa HHOCTPAHHEIX A€l
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MepeBofg gaHHOrc” eira cgenaH MHOW, NnepeBog4yMKoMm CaBanbckum Cepreem

AnekceeBnyem,

Poccuitickaa ®deaepauymns
fopog MockBa
OanHHaguaToro AHBapA ABe ThbicAYM ABajLuaTb yerBep"
A, FOpakosa [uaHa LUeBkeTOBHA, BPEMEHHO WCNOMHAKOLWLAA
ropoga Mockebl Kopcuk Mapuum AnekcaHApOBHbI, CBUAETENLCTBY
nepesogunka Casanbckoro Cepres Anekceesunua.
Mopnuch caenaHa B MOEM MPUCYTCTBUM

JlnyHocTb NognucasLwero 4o rasgoBJ/ieHa. A
3apernctpupoBaHo B peecTpe 59-H/77-2024-Y b6Y M
YnnayeHo 3a COBNB"® ® ?/ )/o pevictBusa: 400 py6. 00 kon.

O.. KO pakoBa

Bcero npowHypoBaHo,
NPOHYMEpPOBaHO U ckpe” €eHO nevyaTblo

67 ct(a)(oB)

Bpuo Hotapwuyl/a
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