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Name of the medical device
The Synthetic high-flux capillary dialyzer Revaclear series disposable, versions: 300,400, 500.

Information about manufacturer

MANUFACTURER

Gambro Dialysatoren GmbH

Holger-Crafoord-Strasse 26, 72379 Hechingen, Germany

Authorized representative in the Russian Federation

AO "Company Baxter", build 1,16A, Leningradskoe shosse, Moscow, Russia, 125171,
tel./fax: +7 (495) 647-68-07
e-mail: Russia@baxter.com

Intended use of a medical device

Revaclear 300, Revaclear 400, Revaclear 500 dialyzers are indicated for treatment of chronic & acute
renal failure by Hemodialysis or Hemodiafiltration.

Indications

Chronic & acute renal failure.

Contraindications

There are no known contraindications for the use of Revaclear dialyzers.

Materials used in production of the medical device

Membrane material - Poracton (PAES/PVP)
Housing / Header material - Polycarbonate (PC)
Gasket material - Silicone rubber (SIR)

Potting Material - Polyurethane (PUR).

General warnings and precautions

Revaclear dialyzer is for single use only. The quality of the product is guaranteed for first use only,
and only when prepared and used according to the procedures described. Reprocessing this dialyzer
may cause serious damage to the product resulting in patient hazard.

. WARNING! Treatment parameters should be chosen within the limitations given in the
specification table.

. WARNING! Use the Revaclear dialyzer only with dialysis equipment which can accurately
control and monitor the ultrafiltration rate, and blood in the dialysate circuit (blood leak detector).
. WARNING! Elimination of drugs by the dialyzer requires specific considerations.

Adverse events
Certain types of adverse reactions may occur due to operational factors associated
with the treatment.

WARNING! Selection of a suitable dialyzer configuration and of treatment parameters

should be considered based on patient characteristics (body size, weight, cardiovascular status,
therapy tolerance etc.) and clinical requirements.
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WARNING! Adherence to set-up and priming procedures, proper management of fluid removal,
electrolyte balance, adjustment of the pH-value of the dialysate, anticoagulation, blood and dialysate
flow rates as well as monitoring of the overall treatment parameters are essential to avoid side
effects which may be associated with Hemodialysis.

WARNING! To minimize bacterial and endotoxin contamination, compliance to water and dialysate
quality standards such as ANSI/AAMI RD62 or I1SO 11663 should be monitored.

In rare cases (e.g. for patients having a history of being highly sensitive to a variety of substances),
hypersensitivity reactions may occur during dialysis, particularly at the onset of treatment. In severe
cases, dialysis must be discontinued and appropriate medical intervention administered.

After rinsing the dialysate compartment the fluid in the blood compartment may contain
bicarbonate. During patient connection the volume and rate of infusion of this fluid needs to be
considered, especially for patients with metabolic acidosis. Discard as much as possible of the priming
solution.

Clinical side effects

If an internal blood leak is observed, the operator must stop the treatment session and replace the
dialyzer. Do not return the blood to the patient since it may have become contaminated by the
dialysis fluid. If necessary, administer adequate replacement solution to the patient to compensate
for the blood loss.

WARNING! If an external blood leak is observed, secure connections or replace the dialyzer. If
necessary, administer adequate replacement solution to the patient to compensate for the blood
loss.

WARNING! If a dialysate compartment leak is observed the operator has to check the correct
placement of the dialysate connectors or to stop the treatment and replace the dialyzer. If necessary,
administer adequate replacement solution to the patient to compensate fluid imbalance.

WARNING! If air enters the extracorporeal blood circuit, an air embolism may occur. This can be
hazardous to the patient. To minimize the risk of air embolism constant monitoring of the
extracorporeal blood circuit, both visually and with an air detector, is recommended. Strict
adherence to the manufacturer's recommended activities will facilitate the removal and prevent the
accumulation

of air in the dialyzer before the treatment session. If air enters or is identified in the dialyzer during
priming and cannot be removed with the use of additional isotonic saline, the dialyzer must be
replaced.

CAUTION! If clotting occurs in the dialyzer both the dialyzer and the blood lines must be replaced.

Flush the vascular access devices according to clinic procedure. Discard the dialyzer and the blood
lines. Do not return the blood to the patient.

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



Performance Data

Performance data obtained acc. ISO 8637.

The performance values given below should be regarded as approximate.

Under clinical conditions, different values may be obtained due to the clinical settings and

measuring technique.

Information about test methods used to obtain performance data is available from the

manufacturer upon request.
Version

Parameter

Range of blood flow rates [ml/min]
Range of dialysate flow rates [ml/min]
Surface membrane area (MY

UF coef. in vitro [ml/(h*mm Hg)]
Maximum Ultrafiltration rate in post
dilution HDF treatment (ml/min)
Blood compartment pressure drop
(mm Hg.) (Bovine Blood, Hematocrit
32%, Protein concentration 60 g/l,
37°C)

Qb= 150 ml/min

Qb =200 ml/min

QB =250 ml/min

Qb =300 ml/min

Qb =400 ml/min

Qb=500 ml/min

Qb=600 ml/min

Dialysate compartment pressure drop
(mbar)

Qd =300 ml/min.

Qd =500 ml/min,

Qd =800 ml/min

Blood compartment volume (ml)
Residual blood volume (ml)

Fluid volumes needed for priming and
rinsing (ml)

Max. transmembrane pressure (mmHg)
Wall thickness of the capillary
membrane (pm)

Inner diameter (pm)
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Revaclear
300

200 - 500
300 - 800
14
48
83

<100

<145
<190
<235

<25
<40
<60

74
<1
>300

600
35

190

Revaclear
400

200 - 600
300 - 800
18
54
83

<100

<140
<180
<220
<260

<25
<35
<55

93
<1
> 300

600
35

190

Revaclear
500

250-600
300 - 800
21
65
83

<110
<135
< 170
<205
< 240

<25
<35
<565

106
<1
>300

600
35

190



1. Hemodialysis (HD), in vitro
Qa =500 ml/min, UF =0 ml/min.

Qb(mI/min) urea

200 250 300
Revaclear 300 196 - 272
Revaclear 400 198 - 281
Revaclear 500 - 244 284

400

323

338

345

creatinine

500 600 200 250

356 - 191 -

375 401 195 -

384 410 - 238

Qa=3800 ml/min, UF =0 ml/min.

Qs (ml/min) urea

200 250
Revaclear 300 199 -
Revaclear 400 199 -

Revaclear 500 - 248

300

286

292

294

300

256

267

272

creatinine

400 500 600 200 250 300

355 408 - 195 -

369 430 477 198 -

273

283

375 439 489 244 286

2. Hemodiafiltration (HDF), in vitro
Qd= 500 ml/min, UF =60 ml/min.

creatinine

Qb(ml/min) urea

200 250
Revaclear 300 198 -
Revaclear 400 199 -

Revaclear 500 - 246

300

280

286

288

400 500 600 200 250

336 374 - 195 -

348 390 420 197 -

353 398 428 - 241

Qd=800 ml/min, UF =60 ml/min.

Qb(ml/min) urea

200 250
Revaclear 300 199 -
Revaclear 400 200 R

Revaclear 500 - 249

Sieving coefficient
Vitamin B12

Inulin
B2-Microglobulin
Albumin

300

266

274

277

creatinine

400 500 600 200 250
361 416 - 197 -
372 434 482 199 -

376 441 492 . 246

1,0
1,0
0,7
<0,01

Typical values measured with Revaclear 300
In bovine plasma. Measured at QB =500 ml/min,
UF=100 ml/min according ISO 8637
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300

278

285

288

400

298

315

323

400

330

348

355

400

312

326

332

400

338

352

358

500

326

348

357

500

373

398

409

500

344

361

370

500

382

403

412

phosphates

600 200 250 300

- 185 - 242

370 191 - 255

381 230 261

phosphates

600 200 250 300
- 191 - 260
437 195 - 272

450 - 239 277

phosphates

600 200 250 300
- 191 - 253
387 194 . 263

396 - 235 267

phosphates

600 200 250 300
- 195 - 267
442 197 . 276

454 . 241 280

400

309

330

338

400

293

308

315

400

318

334

341

500

345

373

384

500

320

339

347

500

355

377

387

32-Microglobulin

Mioglobin
Albumin

Vitamin Bi,

500 600 200

303 - 146

326 346 158

336 358 -

250

183

Vitamin Bn

600 200 250

- 155 -

406 167 -

420 - 196

300

189

208

216

Vitamin Bn

600 200 250

- 161 -

361 168 -

371 - 193

300

191

204

210

Vitamin Bn

600 200 250

- 167 «

411 175 .

423 - 204

300

204

218

224

300

174

191

200

400

212

236

247

400

210

226

234

400

227

245

254

0,95
0,68
0,0027

Typical values measured with Revaclear 400
in human plasma. Measured at QB =300 ml/min,
UF=60 ml/min, according ISO 8637

500

228

256

269

500

222

241

250

500

243

265

276

400 500

191 204

600

272

286

600

253

263

600

281

293

240

252



3. Ultrafiltration
(+/- 20%, Bovine Blood, Hematocrit 3294, Protein concentration 60 g/l, 37°C)

Transmembrane Revaclear 500

' i mi/min
Filtration (ml/min) pressure (mmHg) Revaclear 300 Revaclear 400

. 100 63 65
Qb=200 ml/min 200 86 g3
300 9 88
200 i
QB =250 ml/min 300 111
400 104
. 200 108 112 128
Qb= 300 mi/min 300 123 127 130
400 123 130 125
. 200 126 126 146
Qb= 400 mi/min 300 144 147 158
400 147 162 163
. 200 139 137 166
Qo= 500 ml/min 300 158 158 182
400 165 168 183
Qb= 600 ml/min 200 144 175
300 i 175 19
400 187 204
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Warranty

The manufacturer warrants that the capillary dialyzer has been manufactured in accordance with
its specifications and in compliance with good manufacturing practices, other applicable industry
standards and regulatory requirements.

If provided with the lot number of the defective product, the manufacturer will, by replacement or
credit, remedy manufacturing defects in the dialyzer becoming apparent before the expiry date.

Expiry date: Refer to information on the unit container label.

The warranty above is in lieu of, and to the exclusion of, any other warranty, whether written or
oral, expressed or implied, statutory or otherwise, and there are no warranties of merchantability
or fitness or other warranties, which extend beyond those described.

The remedy set out above for manufacturing defects is the sole remedy available to any person due
to defects in the dialyzer and the manufacturer shall not be liable for any consequential or incidental
loss, damage, injury or expense arising directly or indirectly from the use of the dialyzer, whether as
a result of any defect therein or otherwise.

The manufacturer shall not be liable for any misuse, improper handling, noncompliance

with warnings, directions and instructions in the labeling, damage arising from events after the
manufacturer's release of the dialyzer before use in order to insure that the dialyzer is in proper
condition, or any warranty given by independent distributors or dealers.

Set-up instructions

WARNING! Do not use if package or product is damaged or if protection caps are not in place.
WARNING! Aseptic technique is required throughout dialysis preparations and treatment to avoid
contamination.

WARNING! For automated priming modes please refer to the clinic's protocol and the operator's
manual of the dialysis equipment in use.

Recommendations for manual priming:
1) Hemodialysis mode
Prepare and connect a bag with isotonic saline (e.g.0,5 1) to the blood lines.
« Remove the protective caps from the blood ports and use them to close the dialysate ports.
Position the filter vertically and connect the blood lines to the filter to fill up the blood compartment
from bottom to top.
Start the blood pump at 100 ml/min.
WARNING! Eliminate as much air as possible from the blood compartment.
Attach the dialysis tubing for counter current flow.
Activate the dialysate flow and remove air from the dialysate compartment of the dialyzer.
compartment from bottom to top and remove air.
» The dialyzer is now ready for connecting to the patient!

2) Online Hemofiltration mode

e Remove the protective caps from the blood ports.

= Position the filter vertically; connect the blood lines to the filter and attach the dialysis
tubing for counter current flow. Create the connection to the online fluid port set as descript
in the machine operator's manual.
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e For further information please refer to the operator's manual.
e Activate the dialysate fluid flow, fill up the dialysate compartment from bottom to top and
remove air.
e Start the blood pump at 100 ml/min and fill up the dialysate compartment from bottom to
top.
WARNING! Eliminate as much air as possible from the blood compartment.
* The dialyzer is now ready for connecting to the patient!

Treatment instructions
« Follow instructions in the operator's manual of the dialysis equipment in use.

CAUTION! Anticoagulation is recommended to prevent clotting in the extracorporeal
circuit. Anticoagulation therapy should be selected adjusted to the needs of the patient and
monitored under the direction of a physician.

If Heparin is used, it is recommended to administer a loading dose to the patient 2 to 5 minutes
before start of the treatment.

e Connect the arterial blood line to the vascular access of the patient.
e Start the blood pump and increase the blood flow rate to the prescribed value.

e To avoid haemoconcentration in the dialyzer, do not start ultrafiltration before desired blood
flow rate is reached.

Instructions for HDF treatment:

In post-dilution HDF mode, the filtration capability of Revaclear 300 and Revaclear 400 is limited. As
ageneral indication, atotal filtration rate (fluid removal + substitution rate) of 60 ml/min should not
be exceeded to avoid pressure alarms. Higher filtration rates may be achieved with special
consideration of factors such as the treatment parameters chosen, the physical properties of the
patient's blood or system related limitations of the dialysis equipment in use, increasing pressure
due to haemoconcentration. In case of pressure alarms due to haemoconcentration, it is
recommended to lower the filtration rates.

To minimize the risk of treatment interruption, it is recommended to use automated
filtration/substitution control functions provided by the dialysis equipment in use. For further
information please refer to the respective operator's manual.

CAUTION! A total filtration rate of 83 mL/min shall not be exceeded, to limit the removal of essential
proteins.

Termination of Treatment

« Follow instructions in the operator's manual of the dialysis equipment in use.

Connect the arterial blood line to a bag of isotonic saline solution and adjust the blood flow rate to
return the blood to the patient.

WARNING! Do not deactivate the air detection system on the machine until the patient in
disconnected.

When the required amount of blood has been returned to the patient, stop the blood pump and
disconnected the patient.

« Follow the instructions in the operator's manual of the dialysis equipment in use how to empty
and disconnect the dialyzer and blood lines.
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Annex
Russian specific requirements

Compatible devices hemodialysis.

Compatible machine - hemodialysis device for hemodialysis ARTIS with accessories, manufacture
Dasco Gambro S.p.A. (reg. Certificate number ®C3 2010/07932 on 27.06.2017)

Use the Revaclear dialyzer only with dialysis equipment which can accurately control and monitor
the ultrafiltration rate, and blood in the dialysate circuit (blood leak detector).

Completeness of delivery. The medical device is supplied in an assembled form with instructions
for use

Materials used in production

Name of the medical device Material Contact with the human body

Synthetic capillary dialyzer Polyarylethersulphone SUMI0044, In contact with blood.

Revaclear (300, 400, 500) is  polyvinylpyrrolidone Luvitec K 30,
for single use only. polyvinylpyrrolidone Luvitec K 85,
(membrane);
Polycarbonate MAKROLON 2858
(body);
Polypropylene POLYFORT FPP 20 T
K2037 NATUR, or polypropylene
Saxene® PP 1665 TC 20 (support
ring);
Silicone rubber ELASTOSIL LR
3003740 A; silicone rubber
ELASTOSIL LR 3003/40 B (sealing
ring);
Polyurethane 1IsoMMDI 92080,
Polyurethane Elastocoat™*C
6125/105. Polyol component
(potting material)

Technical description and specification of medical device

Revaclear Revaclear Revaclear
300 400 500
Weight, ¢ 170 190 190
(£20%)
The diameter of the support ring, 52 56 58,8
mm (0.3 mm)
Outer Diameter of the body, mm 36,6 40,6 43,6
(0.3 mm)
The length of the dialyzer, mm 325 325 325
(0.5 mm)
The total area of the membrane 14 18 2,1

()
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Legend: A. diameter of the support ring; B. Outer Diameter of the body; C. length of the dialyzer
1 Capillary filter (membrane); 2. The body of the dialyzer; 3. The header; 4. The protective cap of
blood port; 5. Ports for dialysate.

Class of risk

Class of risk in accordance with the Directive MDD 93/42/EEC: M
Shelf life

Shelf life of the product is 3 years.

Impact on the environment

During the life cycle it has no influence on the environment.

Conditions of operation, storage, transportation
Synthetic capillary dialyzer Revaclear series is stored and transported by all modes of transport in
covered vehicles at:

Temperature: +2°C - +30°C (recommended limits)

Relative humidity: 30% - 85 % (recommended limits)

Atmosphere pressure: 470hPa - 1085 hPa (recommended limits)

Conditions of operation (dialysis)
Temperature Please referto the conditions of operation of the operator manual
of the control unit used for the dialysis treatment.
Example: from +18°C till +35°C (compatible devices hemodialysis)
Relative humidity Please referto the conditions of operation of the operator manual
of the control unit used for the dialysis treatment.
Example: 30-85% (compatible devices hemodialysis)
Atmosphere pressure Please referto the conditions of operation of the operator manual
of the control unit used for the dialysis treatment.
Example: 795-1060 hPa (compatible devices hemodialysis)
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List of standards applicable to medical devices
Biocompatibility:

ISO 10993-1

Connectors:

ISO 8637

Product standards:

ISO 8637

Packaging:

ISO 11607-1,

Labeling:

EN 1041; I1SO 15223-1; EN 980; EN ISO 780 Chapter 3 Table 1
Sterilization:

ISO 17665-1

Clean rooms (operating):

ISO 14644-2

Usability/Risk analysis:

|EC 62366; 1SO 14971

Quality Management System:

21 CFR Part 820 (US FDA)

ISO 13485

Single / consumer packaging

The synthetic high-flux capillary dialyzer series Revaclear disposable, production Gambro
Dialysatoren GmbH, Germany, comes in a sterile package that meets the requirements of ISO
11607-1:2006.

The dialyzer is placed in a tight heat-sealed package, preserving sterility-the primary packaging
(package from Tyvek (Tyvek) and PP/PA/PPcoex).

The composition of the transport packaging
24 dialyzers are packaged in a grouping box - a container of corrugated cardboard, with

instructions for use.

Disposal of the product

The synthetic capillary dialyzer Revaclear (300, 400, 500) is sterilized by steam and intended for
single use only.

Dispose the device after use with aseptic rules for potentially contaminated devices, following
local regulations for disposal as class b waste (SanPiN 2.1.7.2790-10). Processing and disposal of
unused products, after the expiration date, is carried out in accordance with the requirements for
waste class A (SanPiN 2.1.7.2790-10).

Maintenance and repair
Maintenance and repair for this medical device is not applicable.
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HanmeHoBaHMe MeANLMHCKOIO U3Aenns
[vannsatop  CMHTETUYECKMIA  KanWMNSapHbIA  BbICOKOMOTOYHBIA  Revaclear  ofHOpa30BoOro

NCMonb3oBaHuA, BapuaHTbl ucnonHeHus: 300, 400, S00.

CBefieHMs 0 NPOUN3BOANTENE U NMPON3BOACTBEHHbIX M/oWaLKaxX MeAULMHCKOro U3fenvs
MPOVM3BOANTE/b

Gambro Dialysatoren GmbH / Fam6po Auanu3atopeH MmbX

Holger-Crafoord-Strasse 26, 72379 Hechingen, Germany ("epmaHus)

YNOTHOMOYEHHbIV NpeAcTaBUTeNlb Ha TeppuTopun PP

AKUMoHepHoe 06LecTBo KomnaHus «bakcTtep», AO KomnaHusa «bakctep»
125171, Mocksa, JleHnHrpagckoe wocce, [.16A, ctp.1

Ten. +7(495) 647-6807

e-mail: Russia@baxter.com

Ha3HayeHne MeANLMHCKOIro n3ienns
XpoHuyeckas 1 ocTpasa novyeyHas HeJOCTaTOYHOCTb

[NoKasaHMA K NPUMEHEHUIO MEANLIMHCKOIO U3aenma

[OnanunzaTop KanunnspHblid npeaHasHayeH Ans UCMNOMb30BaHUA B Mpouedypax remogmnanvsa unm
remoanaunbTPaLmMmn ANa NeYeHnst XPOHMYECKOW 1 OCTPOIA MOYEUHON HEAOCTAaTOUHOCTW.
[NpoTBONOKa3aHuA

MpoT1BONOKa3aHWi ANa UCNONb30BaHUA ANann3aTopoB Revaclear He BbISIBNEHO.

MaTepuasnbl, UCMosb3yeMble NPU MPOU3BOACTBE NU3AeNNs
Martepunan membpaHs! - Poracton (PAES/PVP)

MaTepuan kopnyca u Hacagku - Polycarbonate (PC)

Martepuan npoknagku - Silicone rubber (SIR)

"epmeTu3npytowmin matepuan - Polyuretane (PUR)

O6LLme npeaynpexaeHnst 1 Mepbl MPefoCcTOPOXHOCTH

[Onanunsatop Revaclear npefHa3HayeH TO/IbKO A19 OL4HOPA30BOro npuMeHeHns. Kayectso npogykra
rapaHTUpyeTca TO/MIbKO BO Bpems MepBOro WCMosib30BaHWA MpU YCNOBUW ero MNOArOTOBKA WU
1CMO0/b30BaHWA B COOTBETCTBMM C OMUCAHHbIMK npoueaypamu. [loBTOpHas 06paboTka 3TOro
Ananunsatopa MOXET Bbl3BaTb CEpPbe3HOe MOBPEXAEHWe M3AenUs U cTaTb NPUYUHOA TpasMbl WK
CMepTM NaumeHTa.

MPEAYNMPEXOEHWME! TMapameTpbl neveHus cnegyet BbloMpaTb C  YYETOM OrpaHUYeHuH,
npuBeAeHHbIX B Tab/nLEe XapaKTePUCTUK.

MPEAYMPEXOEHWME! Wcnonb3yiite auvanu3atop Revaclear Tonbko ¢ 060pyAoBaHWEM A/
[mnannsa, Ha KOTOPOM BO3MOXXHbI TOYHOE YrpaB/ieHNe Y MOHUTOPUHT CKOPOCTU YNbTpauabTpauuu,
a TaKXXe KPOBM B KOHTYpe Ananun3aTa (4eTEKTOP YTeUKM KPoBH).

MPEAYTPEXAEHWE! lMNpwn yaaneHun neKapcTBEHHbIX NpenapaToB U3 opraHn3mMa ¢ NoMOLLbH
AunannsaTopa Heo6Xo4UMO YUUTbIBaTb COOTBETCTBYHOLLME (PAKTOPbI.

Mo6o4HbIe peakumn

Paboune xapakTepuCTUKK, CBSA3aHHbIE C IEYEHEM, MOTYT BbI3BaTb OMpPeAe/ieHHbIe TUMbl NOO6OYHbLIX
peakuuii

MPEAYMPEXAEHME! TMpu Bbi6Ope noaxoaslleil KoHurypauum auvanusatopa U napameTpos
NneYyeHVss HeoOXOAMMO Yy4YMTbIBATL NOKasaTeny nauueHTa (pasmep Tena, BeC, COCTOSAHME CepheyHo-
COCYAMCTOW CUCTEMbI, NEPEHOCUMOCTb IEYEHNSA U T. [.).
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Mo6oYHble peakumn

Pabouvie XapaKTepPUCTUKM, CBA3aHHbIE C le4eHNeM, MOTYT BbI3BaTb ONpee/ieHHbIe TUMbl NO6OYHbLIX
peakuuii

MPEAYTIPEXXAEHWE! TMpu BbI6ope Moaxofsawieid KOHpUrypaummn guanusatopa M napameTpos
NeyeHns Heob6XOAMMO YUUTbIBATL MOKasaTenu nauueHTa (pasmep Tena, BeC, COCTOSHME CepAeyHO-
COCYAMCTOW CUCTEMbI, MEPEHOCUMOCTb JIEYEHUS U T. 4.).

MPEAYTIPEXXOAEHWE! Bo wu3bexxaHve MoO0YHbIX 3((EeKTOB, CBA3aHHbIX C reMOAMAIN30M,
Heo6X0AMMO TaKXXe MpPaBW/IbHO BbINOMHATL MPOUEAYPbl HAaCTPOMKM WU 3amnoSIHEHWs, MPaBU/IbHO
ynpasnaTh OTBEAEHWMEM >KUAKOCTW, MOAAEPXMBaTb COOTBETCTBYIOLUMIA GalaHC 3/M1eKTPO/IMTAOB,
HacTpoliKy pH avanusara, aHTUKOarynsaumi, CKOPoCTb MOTOKOB KPOBY U AMann3ata, a Takke BeCTU
MOHUTOPVHT 06LLMX NapaMeTpoB NEYEHNS.

MPEAYNMPEXOEHWME! UT06bLI CBECTM K MUHUMYMY PUCK 3apaXXeHUsi 6aKTepUsMI 1 3arps3HeHMS
3HAOTOKCUHAMW, HEOO6XOAMMO KOHTPONMPOBATL COOTBETCTBME eTaHJapTaM KauyecTBa BOAbl U
AnanusHoro pactsopa, Hanpumep, ANSI/ AAMI RD62 unm ISO 11663.

B penkux enyyasx (HanpumMep, Korga B UCTopum 60/1e3HM naLyeHTa MMeeTcs 3anunch O NOBbILLEHHOM
4yBETBUTE/ILHOCTU K Pa3MyHbIM BeLLeeTBaM) BO Bpems Auann3a, 0CO6eHHO B Havase npouesypsl,
MOXET BO3HUKHYTb ajiiepruyeckas peakums. B cepbesHbIx ciy4vasx cnefyet NpekpaTtutb Ananus u
OKasaTb COOTBETETBYHOLLYHO MEANLMHCKYHO NOMOLLb.

Mocne NPOMbIBKW OTAENEeHUA AN1A AnanmnsaTa XXUAKOCTb B OTAENeHUM A1 KPOBU MOXKET cofepXartb
bukapboHaT. Bo Bpems NOAK/IOYEHUS nNauueHTa Heob6XoAMMO YuuTbIBaTb OOBbEM U CKOPOCTb
NH(Y3MN 3TOW XKMAKOCTU, 0COBEHHO AN15 NaLMeHTOB € MeTaboNMyYecKUM aumao30oM. Y TUNU3npynTe
MaKCUMa/lbHO BO3MOXHbI 06bEM 3ano/HSAOLLEr0 pacTBopa.

KnnHunyeckune nobouHble spgeKTbl

Mpy 06Hapy>XeHUW BHYTPEHHEN YTEeUKM KPOBW OnepaTopy CreayeT NPeKkpaTuTb ceaHe NleveHns v
3aMeHUTb AuanusaTtop. He Bo3BpallaliTe KpoBb NaumeHTy, NMOCKO/bKY OHa MOXET ObITb 3arpsisHeHa
ANaIN3HBIM PacTBOPOM. IMpy HEOO6XOAMMOCTM BBEAMTE NaLMEHTY COOTBETCTBYIOLLMIA 3aMeLLatoLLui
pacTBop AN KOMMeHcalmm noTepyn KPoBW.

MPEAYMPEXOEHME! Mpn 06Hapy>XeHNN BHELLHEN YTEUYKU KPOBU NPOBEPbTE COEANHEHUS U
3ameHuTe gnanusartop. MNpu Heo6XoAMMOCTY BBEAMTE NaLMeHTY COOTBETCTBYHOLLMIA 3aMeLLatoLLuiA
pacTBop A/19 KOMMeHcaLmmn noTepy KpoBu.

MPEAYTIPEXXAEHWE! TMpy 06Hapy)XeHUn yTedKW B OTAENIEHUM NS AnanusaTta oneparopy
CnepyeT MNpoBepuUTb NPaBWUIbHOCTL PasMeLLEeHUss KOHHEKTOPOB ANA Auanu3ata WM MpekpaTtuTb
NeyeHWe N 3aMeHUTb Auanmsatop. Mpu HeobXoAMMOCTV BBeAMTE MauMeHTY COOTBETCTBYHOLLMIA
3aMeLLatoLLIMIn pacTBOP A4/1 KOMMEHCaUMN HapyLLEHWs XXMAKOeTHOro GasaHca.
MPEAYTIPEXXAEHVE! Tlpu nonagaHuy BoO3dyxa B KOHTYpP 3KCTpakKopnopasibHOro
KPOBOO6OpaLLIEHNSI BO3MOXHO BO3HUKHOBEHWE BO3AYLLHON 3MO0/IMK. 3TO MOXKET 6bITb ONacHo Ans
nauveHTa. YTobbl CHM3UTb PUCK PasBUTUA BO3AYLUHOA 3MOONMM, PEKOMEHAYeTCS MOCTOAHHLIN
MOHUTOPVHI  KOHTYpa 3KCTPakopropabHOro KpPOBOOOPALLEHNS Kak BU3yaslbHbIA, Tak U C
MCNONb30BaHMEM [eTeKTopa BO34yXa. TOYHOE BbIMOSIHEHVE PEKOMEHOBaHHbLIX MPOU3BOAUTENEM
[IeNCTBMIA 0b6ecneunBaeT yaaneHne 1 NpeaoTBpallaeT HaKoMAeHe BO3AyXa B AMann3aTope nepeq
ceaHCOM fievyeHus. Ecnv B guanmsatope HaxoAMTCs BO3A4YyX WM MOCTYNaeT B HEro BO Bpems
3arofiHeHUA, N ero Hesnb3d YAaUTb C MOMOLLLIO [LOMOSIHUTENbHOr0 M30TOHWMYECKOro pacTBopa,
Heo6X0AMMO 3aMeHUTb Ananunsartop.

BHVMAHWE! Ecnn nponucxoauTt cBepTbiBaHWE KPOBW B ANasiM3aTope, HEOOX0AMMO 3aMEHNUTL U
Anann3aTop, 1 KpPOBOMPOBOAALIME MarucTpanu. lpomoiTe ycTpoicTBa [JOCTyna K cocydam B
COOTBETCTBUMM C K/MHUYECKMMW MpouedypaMun. YTUAM3UPYITe AMann3aTtop U KPOBOMPOBOAALLME
marucTpanu. He Bo3Bpallaiite KpoBb MauMeHTy.

JaHHble Npon3BOANTENBHOCTU MeAULVHCKOro U3aenmsa

JaHHble Npon3BOANTEIbHOCTUM MOMYYeHbl B COOTBETCTBMM €O cTaHAapTom ISO 8637.

Pabouve 3HaueHWs, MNPUBEAEHHbIE HWXKe, CnefyeT paccmaTpuBaTb, Kak NpuonusutesbHble. B
KIMHWYECKNX YCNIOBMAX MOrYT ObITb MOJyYeHbl ApYyrue 3HayeHus M3-3a HacTPOeK U MeTOOB

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



N3MEPEHUA.

WHgopmaupms 0 meTofax — TeCTMPOBaHWSA,  WUCMOMb3yeMbIX  ANA  MOMYYeHWA  [AaHHbIX
MPOV3BOAUTENbHOCTM, NPEeLOCTaBNAETCA NMPOU3BOAMTENEM MO 3arpocy.
BapwuaHT ucnonHeHna Revaclear Revaclear Revaclear

300 400 500

MNapameTp

[vanasoH  ckopocter  kpoBoToka 200 - 500 200 - 600 250-600

[Mr/mMrHL

[unana3oH ckopocTerr  amanmzata 300 - 800 300 - 800 300 - 800

[Mn/MuH]

Mnowaab nosepxHocTn (MY 14 18 21

KoappmumeHT Y® B nabopaTopHbIXx 48 54 65

ycnosuax [ma/(4*mm pt. cT.)l

PekomeHA0BaHHas MakcumanbHas 83 83 83

CKOpOCTb yNbTpaduabTpaummn npu AP

B pexkume noctaunioumn  (Ma/mMmuH)

MageHWe faBneHNs B OTAeNIEHUU NS

KpoBu (MM pT. CT.) (BblYbs KPOBb.

remMaTtokpuT 32 %, KOHUeHTpaLms

6enka 60 r/n, 37°C)

QB = 150 mn/mMuH - - -

QB =200 mn/MuH < 100 <100 -

QB = 250 mn/MuH - - <110

QB = 300 ma/mnH < 145 < 140 <135

QB =400 mn/MuH <190 < 180 <170

QB =500 ma/mMuH <235 <220 <205

QB =600 mn/mMUH - <260 <240

CHWXeHVe  faBneHMd B OTCeke

Ananm3sata (M6ap)

Qd- 300 mA/MuH. <25 <25 <25

Qd= 500 MA/MuUH. <40 <35 <35

Qd= 800 mn/MuH <60 <55 <55

O6bem oTaeneHuns ans Kposu (M) 74 93 106

OcTaTouHbI 06bEM KpoBK (M) <1 <1 <1

O6beMbI XNAKOCTU, Heobxoammble anda  >300 >300 >300

3arosIHEHUS M NPOMBbIBKK (M)

Makc, TpaHcMeMbpaHHoe aasneHne (Mm 600 600 600

pT. CT.)

TonwmHa CTeHKN Kanunnspa memopanbl 35 35 35

(MKM)

BHyTpeHHWiA AnameTp cteHkn 190 190 190

1kanunnspa memo6paHbl (MKM)
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nemogmnanuns (D), invitro  Qp= 500 ma/MuH, YO = 0 Ma/MuH DQ
ButamuH

Qb(ml/min) MoueBnHa KpeaTuHuH doctaTbl

200 250 300 400 500 600 200 250 300 400 500 600 200 250 300 400 500 600 200 250 300 400 500 600

Revaclear 300 196 - 272 323 356 - 191 - 256 298 326 - 185 - 242 278 303 - 146 - 174 191 204 -
Revaclear 400 198 - 281 338 375 401 195 - 267 315 348 370 191 - 255 297 326 346 158 - 191 213 228 240
Revaclear 500 - 244 284 345 384 410 - 238 272 323 357 381 230 261 306 336 358 - 183 200 223 240 252

Qp- 800 MA/MVH, YD = 0 MNI/MUH.

Qb(ml/min)  MoueBuHa KpeaTuHuH dochaTtbl ButamuH B12

200 250 300 400 500 600 200 250 300 400 500 600 200 250 300 400 500 600 200 250 300 400 500 600

Revaclear 300 199 - 286 355 408 - 195 - 273 330 373 - 191 - 260 309 345 - 155 - 189 212 228 -
Revaclear 400 199 - 292 369 430 477 198 - 283 348 398 437 195 - 272 330 373 406 167 - 208 236 256 272
Revaclear 500 - 248 294 375 439 489 - 244 286 355 409 450 - 239 277 338 384 420 - 196 216 247 269 286

2. l'emognadpunbTpaumnsa (HDF), invitro  Qp= 500 mn/mMuH, Y® = 60 MA/MUH.

Qi,(ml/min)  MoueBuHa KpeaTuHuH ®ochatbl ButamunH B12

200 250 300 400 500 600 200 250 300 400 500 600 200 250 300 400 500 600 200 250 300 400 500 600

Revaclear 300 198 - 280 336 374 - 195 - 266 312 344 . 191 - 253 293 320 - 161 - 191 210 222 -
Revaclear 400 199 - 286 348 390 420 197 - 274 326 361 387 194 - 263 308 339 361 168 - 204 226 241 253
Revaclear 500 - 246 288 353 398 428 - 241 277 332 370 396 - 235 267 315 347 371 - 193 210 234 250 263

Qp =800 Mn/MUH, YD = 60 mn/MUH.

Qb(ml/min) MoueBuHa KpeaTuHuH docharTbl ButamuH B12

200 250 300 400 500 600 200 250 300 400 500 600 200 250 300 400 500 600 200 250 300 400 500 600

Revaclear 300 199 - 289 361 416 - 197 - 278 338 382 - 195 - 267 318 355 - 167 - 204 227 243 -
Revaclear 400 200 - 293 372 434 482 199 - 285 352 403 442 197 - 276 334 377 411 175 - 218 245 265 281
Revaclear 500 - 249 295 376 441 492 - 246 288 358 412 454 - 241 280 341 387 423 - 204 224 254 276 293

KoahgpmumeHT hmnbTpaumm

Vitamin B12 1,0 P2-Microglobulin 0,95

Inulin 10 Mioglobin 0,68
B2-Microglobulin 0,7 Albumin 0,0027

Albumin <0,01

CraHapTHble 3HaYeHUs, NONYYeHHble C UCMO/b30BaHVEM CraHAapTHbIe 3HAYeHWs, NOMyYeHHbIe C UCMOMb30BaHNEM
Revaclear 300 B 6bl4beli Nnasme. 3mMepeHne BbIMNOIHEHO Revaclear 400 B uenoBeyeckoii niasme. VamepeHue BbINOHEHO

npy Q=500 wn/mun. YP=100 mn/mun 8 COOTBETCTBUM C 1SO 8637 npy Q=30 mn/vun. Y D=100 Mn/MuH B cooTBeTcTBUM C 1SO 8637
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3. YnbTpagmnetpaums

TpaHcMmemb6paHHOe Revaclear 500
duneTpauna
(MA/MTH) pasneHue (Mm pT. Revaclear 300 Revaclear 400
CT.)
100 63 65
Qb= 200 mn/muH 200 86 83 )
300 96 88
200 111
Qb=250 ma/MmuH 300 111
400 104
Qb= 300 MA/MUH 200 108 112 128
300 123 127 130
400 123 130 125
Qb= 400 MA/MuH 200 126 126 146
300 144 147 158
400 147 162 163
200 139 137 166
Qb= 500 mn/uuH 300 158 158 182
400 165 168 183
Qb= 600 ma/MuH 200 144 175
300 . 175 196
400 187 204
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rapaHTUiHbIe 06s3aTe/IbCTBa

Mpoun3BoanTeNb rapaHTUPYET, YTO KanuansapHbliA guanunsatop Obln Npov3BeseH B COOTBETCTBUM C
ero TEXHWYECKMMWU XapakTepuUCTMKamMuM W JyHLUMW  MPOU3BOACTBEHHLIMW  MPaKTUKaMW,
NPYMeHAEeMbIMI CTaHAapTamMu OTPAc/IN 1 HOPMATUBHLIMW TPeBOBaHUAMM.

Mpwn coobLieHnr HoMepa NapTuK Aed)eKTHOro NpoLyKra Npov3BOAWTeNb 0053yeTcsa UCNpPaBUTb
MPOM3BOACTBEHHbIE Ae(eKTbl AManM3aTopa, BbISB/EHHbIE [0 WCTEYEHUS CpOKa TOAHOCTU
NpoLyKTa, NyTeM 3amMeHbl UM BO3BPaTa LeHEXHbIX CPELCTB.

CpOK rofHOCTU: CM. MH(hOPMALMIO Ha ATUKETKE YMakoBKWN YCTPOMCTBA.

3noxkeHHasa rapaHTVs 3aMeHsieT cob0i Ntobble Apyrue rapaHTUW, YCTHble WA NMUCbMEHHBbIE,
BbIPaXXEHHbIE UM MogpasyMeBaeMble, NpeAnucaHHbIe 3aKOHOM WK NPoYKe rapaHTumn, U SBNSETCA
UCK/TOUMTENbHOW rapaHTvein. He cyruecTByeT rapaHTuii rogHoCTV ANA NPOAKM WK OPYTux
rapaHTVi, pacLUMpAIOLLMNX ONUCaHHbIE rapaHTUM.

YKa3aHHblA  Croco6 MCrpaB/ieHnst MPOU3BOLACTBEHHLIX [eEKTOB HABMAETCA €eLUHCTBEHHbIM
[JOCTYMNHbIM NIFOO6OMY /MUY B CBA3M C AebekTamu auanmsaTtopa. [MpousBoguTens He HeceT
OTBETCTBEHHOCTM 3a /t06ble KOCBEHHbIE WM ClyYaliHble YObITKW, MOBPEXAEHWUS, TPaBMbl WA
[ONOMHUTENbHbIE PACXOAbI, HAMPAMYHO U KOCBEHHO Bbl3BaHHbIE UCMO/b30BaHMEM Anain3aTopa
B CBA3U C /I0ObIM Je(heKTOM WK NO APYrnM NPUYnHaM.

Mpon3BoanTeNnb He HeceT OTBETCTBEHHOCTW 3a pe3y/bTaTbl HEMpaBW/bHOIO WCMO/b30BaHNUS,
obpalleHnsi, Heco6MIo4eHNs NpeaynpeXxaeHnin, yKasaHuin W WHCTPYKUMIA Ha 3TUKETKaXx,
MOBPEXAEHWUSA, BbI3BAHHbIE COOLITUAMM, MPOM3OLLEALIMMI NOCMe BbIMyCKa Auanusaropa
Npoun3BOAMTENEM, HEMpaBu/IbHOW MNPOBEPKOW WN  HEBLIMONHEHWEM TMPOBEPKM C  LeNbio
NoATBEPXAeHMs paboyero COCTOSHWUSA Auanu3atopa Mepes ero WCMosb3oBaHUeM, a Takke 3a
rapaHTMu, NpeLocTas/feMble HE3aBUCUMbIMU AUCTPUOLIOTOPaMI UK AnSiepamu.

WHCTPYKLMM NO HacTpolike

MPEAYMPEXAEHVE! He wucnonb3yiiTe YCTPOCTBO, €CAM YynakoBKa WM CcamMo W3fdenve
NOBPEX/EHbI U OTCYTCTBYIOT 3alUTHbIE KOMMAUKW.

MPEAYMPEXOEHNE! Bo n3bexaHne KOHTaMMHaUUM B XOA€e MOArOTOBKM K AMann3y v NeYeHus
Heo6X04MMO UCMO0/b30BaTh aCeNTUYECKYHO TEXHUKY.

MPEAYTIPEXAEHME! OnucaHne aBTOMaTUYeCKUX PEXMMOB 3anofiHeHUss CM. B MPOTOKO/e
YUpeXeHus N PyKOBOACTBE OrepaTopa 1cnosb3yemoro 06opyaoBaHus Ans auanmsa.

PekomeHAauMn No 3amno/IHEHNIO BPYYHYHO:

1) Pexum remoguanvsa

* [MpUroToBbTE Y NOACOEANHUTE K KPOBOMPOBOAALLMM MarncTpasisiM naket ¢ U30TOHUYECKUM PacTBOPOM
(Hanpumep, 0,5 n).

* CHUMUTE 3aLLMTHbIE KOMAYKM C MOPTOB KPOBM N 3aKPONTE MMM NOPTbI Ananusarta.

* YCTaHOBUTE (DUNbTP BEPTUK&/ILHO W NOACOEAMHUTE K HEMY KPOBOMPOBOAALLME MarucTpaim, 4Tobbl
3anoNHUTL OTAE/NEHNEe 419 KPOBU CHU3Y BBEPX.

* 3anycTuTe Hacoc KpoBM CO CKOpOCTbio 100 Ma/MUH.

MPEAYTMPEXOEHUME! Kak MOXHO TLlaTe/lbHee yaannTe BO3AyxX U3 OTAeNEHUA ANA KPOBW.

* MMoacoeanHMTe TPYOKM Anann3aTa Ans co3LaHns NpoTMBOTOKA.

* Bk/tounTe NoToK Avanusara v yganuTe BO3LyX U3 OTAeNeHNa A1 auanmnsara B AvanmsaTtope.

 [inann3aTop rotoB K NoAK/HOYEeHUIO naumeHTal

2) NemoamaunbTpaums B pexume on-line

* CHUMMTE 3aLMTHBIE KOMINAYKK1 C NOPTOB KPOBU.

* YcTaHoBUTE (DUNILTP BEPTUKaIbHO; MNOACOEAMHUTE K HeMy KpPOBOMPOBOAALLME Maructpaam, wu
NoACOeMHUTe TPYOKM Ananm3aTa And co34aHnsa NMpPoTUBOTOKA.
BbinonHWTe MOAKNHOYEHVE K MOPTY 3aMeLLaloWero pacTsopa, Kak OMuMcaHO B PYKOBOACTBE
onepaTopa annapata. JanbHeliwyto NHHopmaLumio CM. B pyKOBOACTBE orieparopa.
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/knMounTe NOTOK AMa/IM3HOTO PacTBOpa M 3arofiHUTe OTAeNeHne 41 Auannsara CHU3Y BBepX,

/BK/IKOUMTE HACOC KPOBW CO CKOPOCTLIO 100 MA/MUH. ¥ 3aM0NHWUTE OTAEeNEHWE 419 KPOBU'CHN3Y BBEPX.
MPEOYTIPEXOEHWVE! Kak MOXHO TwaTelbHee yaanuTe Bo3ayX U3 OTAeNeHUs 419 KPOBU.
'[nanun3atop rotoB K NOAKAKYEHUIO NalmeHTa!

HCTPYKLMW MO NMPOBeLEHUIO NIeYeHUA

* CnefynTe NHCTPYKLUMAM PYKOBOACTBA OMepaTopa UCrnonb3yeMoro 06opyAoBaHus AN Auann3a.

BHUMAHWE! [Ona npegoTBpalleHns CBEPTbIBaHUA KPOBU B 3KCTPaKOPMOPaslbHOM  KOHTYpe
pPeKOMeHAyeTCs MCMNONb30BaTb aHTUKOoArynauui. AHTUKOArynauumoHHyto Tepanuio  crnegyet
BblOMpaTb B COOTBETCTBUM C MOTPEOHOCTAMM NaumeHTa Nog PyKOBOACTBOM M KOHTPO/EM Bpaua.

[Mpn ncnonbL3o0BaHNK renaprvHa PeKoMeHAYyeTCA BBOAUTL NaUNEHTY 3arpy304Hyo

[03Yy 3a 2-5 MUHYT [0 Hayana ieveHns.

* MMogknounTe apTepuasibHYt0 KPOBOMPOBOAALLYHO MarucTpasib K YCTPOWCTBY [OCTyna K cocydam
nauueHTa.

* [MoaKIOUMTE BEHO3HYHO MarncTpasib K YCTPOMCTBY LOCTYNa K CoCcyAaM naumeHTa.

* BKnounTe Hacoc KpPoBM W yBeNNYbTE CKOPOCTb KPOBOTOKA 10 NMpeAnucaHHOro

3HaYeHus.

Bo n3bexxaHve reMOKOHLEHTPaLMN B AUann3aTope He HauvHaviTe ynbTpaunbTpauuio, noka He oygert
[IOCTUTHYTa XKenaemas CKOpoCTb KPOBOTOKa.

MHCTpyKuun no nposegeHuo 4P

Mpv nposeseHun AP B pexxknme NOCTAUIOLMN CKOPOCTL punbTpaumn Revaclear 300 n Revaclear 400
orpaHunyeHa.

naBHbIM YyKa3aHMeM fBNSeTCA TpeboBaHWe ANs 06LWel CKOpOCTU (pubTpaumm (CKOpOCTb yaaneHus
XNAKOCTU + CKOPOCTb 3aMelleHuns) He npeBbiwate 60 MA/MUH, 4TOObl M36eXaTb MOSBIEHUS
CUTHa/I0B TPEBOTrW MO AaBNEHUIO.

Ecnm TpebytoTcs 6onee BbICOKME CKOPOCTU (hnbTpaummn, HeOOXOAMMO YYMTbIBaTb Takue (hakTopbl, Kak
BblOpaHHble MapameTpbl JiedeHus, (U3NYeCKMe CBOWCTBA KPOBM MauMeHTa WAM CUCTEMHblE
OrpaHNUYeHns UCMosb3yemMoro 060pyAOBaHUA ONS Auanu3a, MOBbILeHWe [aBfeHus BCeACTBUME
reMOKOHLEeHTpauunM. B cnyyae nosiBNeHWA  CUrHaIOB  TPeBOTM MO AaBfIEHUIO  U3-3a
reMOKOHLEHTPaLMMN PEKOMEHAYETCH CHU3UTL CKOPOCTU (PUIbTpaLLUN.

UTobbl CBECTM K MWHMMYMY PUCK MpepbiBaHUS JleYeHWUs, PEKOMEHAYeTCA MPUMEHATb (YyHKLUUN
aBTOMATMUYECKOrO YNpaBieHns (ubTpaLuuein 1 3amMeLleHeM, KOTOpble UMEHOTCS B MUCMO/b3yeMOM
obopyfoBaHuM N avanmsa. JasbHellne WMHCTPYKUMKM CM. B COOTBETCTBYHOLLEM PYKOBOACTBE
oreparopa.

BHUMAHWE! O6Las cKOpoCcTb (PunbTpaumMn He AO/MKHA NpeBbiwath 83 MI/MUH, YTOObI OrpaHNYnTb
y[aneHune He3aMeHNMbIX NPOTENHOB.

3aBepLUeHMe npouesypbl

* CnepyiiTe MHCTPYKLMAM PYKOBOACTBA OnepaTopa MUCrob3yemoro 060pyaoBaHms

NS ouanumsa.

* lMoacoefnHWTe apTepuasbHY0 KPOBOMPOBOAALIYID MarucTpaib K Makety ¢ U30TOHWUYECKUM
pacTBOPOM M HaCTPONTE CKOPOCTb KPOBOTOKA TaK, YTOObI BEPHYTh KPOBb MaLMEHTY.

MPEAYMPEXOEHME! He oTknovaiiTe cucteMy 06Hapy>XeHUs BO3[yxa Ha annapare, noka He
OTCOeAMHUTE NaumeHTa.

* [Mocne Bo3BpaTa AOCTATOYHOr0 06beMa KPOBU MaLMeHTY BbIK/IOUMTE HACOC

KPOBM M OTCOEAMHUTE NaLWeHTa.

* VIHCTpYKUMM NO ONOPOXXHEHUIO M OTK/TIKOUYEHUIO Ananmn3aTopa Y KPOBOMPOBOASALLMX

MarucTpanein CM. B pyKOBOACTBE OrepaTopa UCMo/b3yemoro 060pyaoBaHums

NS ananusa.
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Mocne NCcnonb3oBaHUs JaHHOe M3enne MOXKET MPeACTaBNsATb ONacHOCTb. MpK MCMNONb30BaHUN 1
yTUAM3aLUmMmn cobnoaainTe yTBePXKAEHHblE KIMHUYECKME NPOLeaypbl 1 * NPUMEHKMble
Tpe6oBaHUA MECTHOTO ¥ (hefiepasibHOrO 3aKOHOAATENbCTBA.
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COBMEeCTMMbIA reMoAna/IN3HbIA annapar.
Annapat gna remoguanusa ARTIS ¢ npuHagnexxHocTamu, npoussoactsa Mamopo Aacko C.n.A (per.

0/ ynocTtosepeHne Ne ®C3 2010/07932 ot 27.06.2017).
O WcnonbsoBaHWe BO3MOXHO TOMbKO C annapatamu, 060pyf0BaHHbIMW WUHCTPYMEHTaMWN KOHTPONSA

KpPOBM B IN/IM3HOM KOHTYpe ([eTEKTOP YTEUKMN KPOBM) M EKOPOCTM YbTpatnbTpaLmm.

KOMNNEKTHOCTb NMOCTaBKU MeANLIMHCKOro n3aenus

IMpnnoxeHwe

MeauUyUHCKoe UM3[enne MOoCTaBnsieTcss B COOPHOM BUAE B KOMMIEKTE C WHCTPYKLMEA no

NPUMEHEHUIO.

MaTepuasibl, U3 KOTOPbIX U3roTOB/IEHO MEAULIMHCKOE U3AENNe

HaumeHoBaHue MaTepunan
n3genusa:
[Junanunszatop MonvapunagpumpcynbhoH SUM10044,
CUHTETUYECKNTA MonnsnHunnupponuaoH Luvitec K 30, 'TonmBnHUANupponuaoH Luvitec
KanusipHbli K 85, (membpaHa);
BbICOKOMOTOUHbIM Monnkap6oHat MAKROLON 2858 (kopnyc);

cepum Revaclear Tonunponuned POLYFORT FPP 20 T K2037 NATUR, nonunponwusieH

0[JHOPAa30BOrro Saxene PP 1665 TC 20 (onopHoe Ko/bL0);
ncnonb3oBaHus (300, CunukoHoBas pesvHa ELASTOSIL LR 3003/40 A; cMNMKOHOBas pe3unHa .

400, 500) ELASTOSIL LR 3003/40 B (ynn0THUTeNbHOE KO/bLO);
MonnypetaH IsoMMDI 92080;
nonunypetaH Elastocoat C 6125/105 Polyol component (repmeTuKk).

TexHMYeCKoe onucaHue, cneLuukaumsa MeauLUHCKOro nsaenms

Revaclear
300
Macca, r 170
(£ 20%)
OdwnameTtp onopHoro 52
KO/bL, MM
(0,3 Mm)
[OnamveTp kopnyca, mMm 36,6
(= 0,3 Mm)

OnnHa  awanusatopa, 325
MM (£ 0,5 Mm)

ObLwas nnowaar 1,4
mMemopaHb! (M)

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

Revaclear
400

190

56

40,6
325

18

Revaclear
500

190

58,8

43,6
325

21

KoHTaKT C
opraHu3smMmom
yenoseka
N3penve,
KOHTaKTuUpytoLLee
C KpOBbIO.



CBefleHNs1 0 KOHCTPYKLMN MeANLIMHCKOTO 13aenns
C

[

O603HaueHus:!. KanunnspHelid gpunbTp (MembpaHa). 2. Kopnyc gvanmsatopa.

3. OnopHoe KosbLO (BHYTPW - YNNOTHUTENbHOE KOMbLO). 4. 3alMTHbLIA KONMa4yoK nopTa KpoBu.
5. [MopTbl And ananmsara.

Knacc pucka
Knacc pucka B cooTBETCTBUM C AnpekTuBoi MDD 93/42/EEC: 26.

CpoK rogHoctun
CpoK roHoCTn n3genna coctaBnseT 3 roga.

BNnsiHME Ha OKPY>KAOLLLYHO Cpey.
B npoLecce )XM3HEHHOTO LKA HE OKAa3bIBAeT B/IMSIHIS Ha OKPYXKALOLLYIO Cpeay.

YcnoBus aKcnyatauun, XpaHeH s, TPaHCMOPTMPOBaHS

[nann3aTop CUHTETUYECKMIA KanUNNSPHBIA BbICOKOMOTOUHbLIA Revaciear TpaHCNOPTUPYHOT BCEMM
BMAAMM TpaHCMOPTa B KPbITbIX TPAHCMOPTHbIX CPEACTBaX B COOTBETCTBMM C TPe6GOBaHUAMU U
npaBuamm NepeBo3KM rpy3oB, AENCTBYIOLLMX Ha TPAHCMOPTE KaXXA0ro Buaa npu:

- - Temnepatype: oT +2 a0 + 30°C (pekomeHA0BaHHbIe OrpaHNYeHMs)

- OTHOCUTe IbHasA BNaKHOCTb: 30%-85% (peKoMeHA0BaHHbIE OrpaHNYeHuns)
- atmochepHoe aaeneHue: 470 rla -1085 rlMa (pekomeHAOBaHHbIE OrpaHNYeHNs)

akcnnyataumsa (guanuns)

Temneparypa B cooTBeTCTBUM C YCMOBUAMM 3KCMyaTtauum B PYKOBOACTBE
orneparopa annapaTa Ans AUanu3HOro neveHns
0T+18a0 + 35°C (COBMeCTMMblE reMofmnann3Hble annapatbl)

OTHOCUTeNbHaA BNaXXHOCTb B cooTBeTCTBUM C YCNOBMAMM 3KCMyaTaluMn B PYKOBOACTBe
onepatopa annapara Ana AuanusHoro nedenua 30-85 %
(coBmecTVMble remofman3Hble annaparbl)

ATMOC(epHOe faBneHve B cooTBeTCTBUM C YCNOBMAMM 3KCM/yaTalun B PYKOBOACTBe
oreparopa annapara gnsa gnannsHoro nedeHus OT 795 rlla go
1060 rlMa(coBmecTMMble reMoAmnasiv3Hble anmnaparbl)

MepeyeHb CTaHAAPTOB NPUMEHUMbIX K MeANLVUHCKOMY U3AeNNI0
BVMOCOBMECTUMOCTb:
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NepeyeHb cTaHZAPTOB NPUMEHUMbIX K MEAULIMHCKOMY WU3[ennio
brnocoBmecTUMOCTb:

ISO 10993-1; ISO 10993-3; ISO 10993-4; ISO 10993-5; 1SO 10993-10; ISO 10993-11.
KOHHEKTOpbI:

ISO 8637

CraHgapTbl NPOAYKUNN:

ISO 8637

YnakoBka:

ISO 11607-1

MapkupoBKa:

EN 1041; ISO 15223-1

Crepunusaums:

ISO 17665-1

YncTble nomeLeHns (Npov3BOACTBEHHbIE):
ISO 14644-2

AHaM3 pUCKOB:

ISO 14971

KnvHnyeckas oueHKa:

ISO 14155-1

CuncTtema MeHePKMeHTa KavecTsa:

21 CFR Part 820 (CLUA FDA)

ISO 13485

EAMHMYHAA/NOTpebuTebCKasi ynakoBKa

[nanns3atop CUHTETUYECKUIA KanusSpHbIA BbICOKOMOTOYHBIA cepun Revaclear 04HOpa3oBoro
1CMonb3oBaHMsA MpomssoAcTBa FaMépo [AuanmzatopeH [M6X, [epMaHus, nOCTaBnsieTca B
CTEPUNbHOIN YNakoBKe, COOTBETCTBYHOLEN TpeboBaHNAM 1SO 11607-1:2006.

[vanuszatop nomewaeTca B NAOTHbIA Tepmo3aneyaraHHbIA NakeT, COXPaHAOLWMIA CTEPUIbHOCTD -
nepBUYHYHO YNakoBKy (nakeT u3 Taiseka (Tyvek) and PP/PA/PPcoex).

CocTaB TpaHCMOPTHOW YNaKoBKMN

24 nakeTa C AuanmsaTopaMi NOMELLATCSA B rPyNnoBYH TPAHCTMOPTHYH YMAaKOBKY —KOHTeHep 13
ropo-KapToHa BMECTE C VHCTPYKLIMENA MO NPUMEHEHWIO.

YTnnunsauna ngenms

YHUUYTOXbTe YCTPOMCTBO MOC/IEe OLHOKPATHOIO UCMO/b30BaHUSA C MOMOLLIbHO aCENTUYECKOW TEXHUKU
A1 NOTEHUMaNbHO 3arpsisHEHHOro 060pyA0BaHUs, coboas MeCTHblE HOPMaTUBHbIE TPe6oBaHNS
no ytunusayun. MepepaboTKy M YTUIM3ALUIO HEUCNO/b30BaHHbIX U3L4ENNIA, N0 UCTEYEHUM CPOKa
ro4HOCTM, MPOBOAAT, B COOTBETCTBUM C TPeboBaHUAMM K oTxofdam Knacca A (CaHlMuH 2.1.7.2790-
10). icnonb3oBaHHbIe U3L4ena YTUINM3MPYIOTCA Kak 0TxoAbl knacca b (CaH-MuH 2.1.7.2790-10).

TexHuuyeckoe 06CNy)KUBAHNE N PEMOHT
TexHUYecKoe 06CMYXIBaHVE M PEMOHT A/1s1 JaAHHOr0 MEAULIMHCKOTO U3AENMS He MPUMEHUMO.
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MepeBof, C aHIIMIACKOTO U HEMENKOTO A3bIKOB Ha PYCCKUIA A3bIK
«YTBEPXOAKO»

KomnaHus «Mambpo AuanusatopeH M'mo6X» (Gambro Dialysatoren GmbH), MepmaHusi

["eHepa/bHbIN AYPEKTOp
(BOMKHOCTb)

[-p Tomac Ip1b (Dr. Thomas Ertl)
(Mms)

/nognucs/
(nognwuce)
«16» 01 2019
«4mcno» Mecal (Lumdppamm)

/Wnuwn: Fam6po AnwiwsaTopeH MM6X
Xonbrep-Kpagopa-LUTpacce 26
1X72379 XexuureH
(MNolger-Cnifoord-Strasse 26
D-72379 Hechingen)/

JKcnnyaTalMoHHas JOKYMeHTauUuns
(MHCTPYKUMA MO NPUMEHEHUIO)
MeAVLMHCKOr0 U3fenns

[Anannsatop CUHTETUYECKUIA KanuaisapHbIA BbICOKONOTOUYHbIN cepun Revaclear
0/1HOPa30BOro MUCMNonb3oBaHUsA, B BapuaHTax ncrnonHeHus: 300, 400, 500
NpPOn3BOACTBA
Gambro Dialysatoren GmbH / Mambpo JuanunsatopeH Mu6X
Holger-Crafoord-Strasse 26, 72379 Hechingen, Germany ("epmaHus)

2019
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Homep B HoTapuanbHoM peectpe 116/2019

A HaCToALLMM yAOCTOBEPAIO NMOA/TMHHOCTL noannmcu, NoCTaB/IEHHOI B MOEM

NPUCYTCTBUK:

O-pom Tomacom Mwuxasnem 3Iptnem (Thomas Michael Ertl), pata
poxaeHust: 29 aekabpst 1970 roga, MecTo paboTbl: 72379 XexuHreH, Xorep-
Kpaoopa-LUTpacce 26 (72379 Hechingen, Hoger-Crafoord-StraBe 26),

- U3BECTHbIM MHE KaK /1ML, YKa3aHHOE B IOKYMEHTE

XexuHreH, 16 aHeapsa 2019 roga

/Mognuce/

MoHuka AtoHkenb (Monika Diinkel)

HoTapuyc
Mevatb/: MOHNKA OOHKE/Ib * HOTAPUNYC B XEXUHIEHE

19x0116.doc
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MepeBof faHHOIo TeKCcTa C aHr/IMIACKOro A3blKa Ha PYyCCKUiA caenaH MHOW, NepeBoA4NKOM
nbueHko Cepreem EBreHbeBMYEM.

MOAMWCH

Poccuiickas ®epepaups

l'opog Mocksa

MNaToro d)EBpa}'IFI [Be TbICAYN AeBATHaALATOro roga

[ Akumos 'ne6 Bopucosny, HoTapuyc ropoga MoCKBbI, CBUAETENbCTBYIO MOAJMHHOCT b MOANUCK
nepesogunka MnbuyeHko Ceprea EBreHbesmnya.

Moanwuck coenaHa B MOEM NpUCYTCTBUM.

JTInyHoOCTb NogNuMcaBLWIEero AOKYMEHT yCTaHOB/EHA.

3aperncTpuposaHo B peecTpe: No 77/09-H/77-2019-
B3biCKaHO rocygapcTBeHHON nownuHel (Mo Tapudgy): 100py6.
YnnayeHo 3a OKaszaHWe yCcayr npaBoBOro M TexHWYyeckoro xapakTepa: 200 py6.

MOAMNUCH

lepboBast neyaTb
HoTapuyca r. MockBbl
Akumosal.b

Bcero npoWwHypoBaHo, NPOHYMEPOBaHO
M cKpenneHo neyaTbio 2 .~ nuct(a)(o.)

HoTapuyc

MOAMUCH

PoccHiickas ®epepaums
["opog Mocksa
MaToro theBpasia fge ThiCAYN AEBATHAALATOrO rofa
Axvivos Ieb bopricosuy, HoTapuyc ropoga MockBbl
KTE/bCTBYH BEPHOCTb KOMWM C MPEACTaB/IEHHOTO MHE [OKYMEHTa.

CTPVPOBAHO B peecTpe: Ne 77/09-H/77-2019-
HO roeyAapCTBEHHOM MoLwmHb! (Mo Tapu()y): A-"<by6.
OHO 3a OKa3aHvie YC/yT MPaBOBOrO 1 TEXHNYECKOTO XapaKTepa:

".b. Jik14wvoB

Bcero npowwuTo, NpoHyMepoBaHo, CKpersieHo
nevyateto ~ /9 nuct(a) (oB)

Hotapuy
AKMMOB
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