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COOK* COOK MEDICAL EUKOPc

O’Halloran Road,

MEDICAL National Technology Park

Limerick, Ireland.
Retrievers-baskets

Registration No. 4 'k?/.,
INSTRUCTION FOR USE VAT Registration No. 97732.3 :4

Retrieven”™baskets Reusable used to remove polyps, foreign bodies, stents and prostbeses of the bile ducts
and gastrointestinal tract.

Retrievers-baskets (MPB-2X4-8; MPB-3X6-8)
INTENDED USE ) \ n ”
This device is used for the endoscopic removal of polyps after polypectomy.

This device is supplied non-sterile and reusable if integrity remains intact.

Do not use this device for any purpose other than particular attention to kinks,

notify Cook for return authorization.
Store in a dry location, away from temperature extremes.
Use ofthis device restricted to a trained healthcare professional.

p~rSa”Loscopic procedure to be performed in conjunction with removai of polyps.

O tSTssoS”™with basket removal ofa polyp include, but are not limited to: localized inflammation.
PRECAUTIONS . .

Refer to package label for minimum channel size required for this device.

This device should never be coiled in less than an 8-inch (20 cm) diameter.

I wm'ta™ 'Sify°refr2tL into sheath, insert device into endoscope accessoty channel. Advance device
balbl Col1kBl.ben ZbZ basket to entrap polyp. Nofet It may be necesstuy to move basket back and

endlcopc from patient. Maintain endoscopic visualization to ensnm continued entrapment of polyp. Whrle
withdrawing device from endoscope, wipe secretions from outer sheath.

fot frimre use foiiowbrgc i ~ s — Dnnn”
cleal g, inspect integrity and function of device to determine advisability of reuse. 1f kinks, bends
exist, do not use. Dispose of device per institutional guidelines for biohazardous medical waste.

syringe containing a minimum of 20 cc of warm water and enzymatic cleaning

2°Srnd"basreM 2/ device in a solution of warm water and enzymatic cleaner. Soak

f Beg toward tip, wipe device with a textured cloth soaked i”

4 Irrigate iraer sheath by attaching a syringe containing a minimum of 20 cc of enzymatic solution to Luer loc
fitting on handle of device. Repeat this step until all visible secretions are removed.

5 Gently brush basket with enzymatic solution and a soft nylon bristle brush to remove all foreign matter.

6. Remove device from enzymatic solution, then thoroughly nnse inner sheath using a syringe filled with clea
water. Rinse handle, outer sheath and extended basket thoroughly with clean, running water.
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7. Ultrasonically clean device, with basket extended, for minimum of 15 minutes at 25°C (77°F) or per ultrasonic
cleaner manufacturer’s instructions.

8 Remove device from ultrasonic cleaner, then thoroughly rinse inner sheath with a syrmge containing a
minimum of 20 cc of clean water to remove all residue. Thoroughly rinse external portions of device and basket
with clean, running water.

9. Gently wipe exgernal portions of device dry with a lint-free cloth. Air dry lumen and basket by hangmg dev c,
with basket extended, or use medical grade (oil-free) forced air through Luer lock fitting on handle.

10. Package device for sterilization following AAMI recom mended practices.

11. Sterilize device using set points for desired sterilization method shown in tables.

ETO CYCLE PARAMETERS

PARAMETER SET ROINT
Prevacuum Pressure 2.0 psia(25.9” HgVac)
Relative Humidity 60% RH

Humidity Dwell 20 minutes

Chamber Temperature 54.4°C (130°F_)
Exposure Pressure To Be Determined!
Exposure Dwell 2 hours

ETO Concentration 600 mg/L

Post Vacuums 3

Post Vacuum Pressure 2.0 psia(25.9” HgVac)
Air Wash2 5 minutes

Aeration Temperature 54.4°C(130°F)
Aeration Dwell 12 hours

Air Changes During Aeration 90 per hour

' To be calculated by the Institution to achieve an ETO concentration of 600 mg/L.

"Repetitive vacuums from ambient pressure to 13.7 psia over 5 minutes.

Note: ETO sterilizer chamber loading should not exceed 11 prod ucts per cubic foot of chamber space or exceed
the usable chamber space.

AUTOCLAVE CYCLE PARAMETERS

PARAMETER SET POINT

Cyc|e Type Prevac_uum

Prevacuum Pressure 2.5 psia(24.8” HgVac)
Chamber Exposure Temperature 132.2°C (270°F)
Chamber Exposure Pressure 41.8 psia (27.1 psig)

B psou Dwi 5 minutes A

J o
Note: Autoclave chamber loading should not exceed 10 products per cubic foot of chamber space or exceed the
usable chamber space.

INSTRUCTION FOR USE

Retrievers-baskets (MSB-1.5X3.5; MSB-2.5X5; MSB-2X4; MSB-2X4-6; MSB-3X6; MSB-3X6-6; MSB-
1.5X3.5-F; MSB-2.5X5-F; MSB-2X4-F; MSB-3X6-F)

INTENDED USE

This device is used for the endoscopic removal of biliary stones and foreign bodies.

NOTES

Select Memory Soft Wire Baskets are compatible with the Soehendra Lithotriptor.

This device is reusable if integrity remains intact.

Do not use this device for any purpose other than stated intended use.

If package is opened or damaged when received, do not use. Visually inspect with particular attention to kinks,
bends and breaks. 1f an abnormality is detected that would prohibit proper working condition, do not use. Please
notify Cook for return authorization.

Store in a dry location, away from temperature extremes.

CONTRAINDICATIONS

Those specific to the primary endoscopic procedure to be performed in conjunction with the removal of the
foreign body.

Perforation.

If this device is to be used for the removal of biliary stones, contraindications include an ampullary opening
inadequate to allow for the unimpeded passage of the stone and basket.
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fENTIAL COMPLICATIONS

mhose associated with gastrointestinal endoscopy and ERCP include, but are not limited to: pancreatitis,

cholangitis, sepsis, perforation, hemorrhage, aspiration, fever, infection, hypotension, allergic reaction, respiratory

depression or arrest, cardiac arrhythmia or arrest.

Others associated with basket extraction include, but are not limited to: impaction of the object, aspiration of

foreign body, localized inflammation, pressure necrosis

PRECAUTIONS

Refer to package label for minimum channel size required for this device and to determine basket compatibility.

If this device is to be used for removal of biliary stones, the following caution applies: Assessment of stone size
A and ampullary orifice must be made to determine necessity of sphincterotomy. If sphincterotomy is required, all

appropriate cautions, warnings and contraindications must be observed.

This device should never be coiled in less than an 8-inch (20 cm) diameter.

WARNINGS

When retrieving a foreign body from upper Gl tract, extreme caution must be exercised to avoid occlusion of

airway.

Surgical intervention may be required if stone impaction and/or basket fragmentation occurs.

If a stone cannot be removed endoscopically with this basket, the Soehendra Lithotriptor may be used with select

Memory Soft Wire Baskets (see package label) to mechanically crush stone and aid in removal. Due to

mechanical pressure generated with Soehendra Lithotriptor, basket fragmentation and/or stone impaction in

common bile duct may occur and require surgical intervention. Risk of basket fragmentation or stone impaction

must be weighed against potential benefit of using lithotriptor.

INSTRUCTIONS FOR USE

L With basket fully retracted into sheath, insert device into endoscope accessory channel. Advance device

through channel in short increments until basket sheath exits endoscope. Note: When using a basket that is

removable from sheath, basket may be removed to facilitate use of a wire guide. When sheath is in proper

position, remove wire guide, then reintroduce basket through sheath.

2. Endoscopically or fluoroscopically visualize extraction target and advance basket to appropriate position.

Fluoroscopic visualization may be enhanced by injecting contrast via side arm fitting. Place sheath of basket

beyond target before extending basket to entrap extraction target. Note: Tighten connector cap on handle before

injection of contrast. (See fig. 1)

3. Confirm desired position of basket sheath relative to target. With one hand holding side arm fitting, gently push

forward on pin vise handle with other hand to advance basket out of sheath. Caution: Pulling on sheath while

advancing or retracting basket may damage device, rendering it inoperable.

4 Place basket around extraction target or foreign body and slowly retract handle until entrapment is achieved.

Note: It may be necessary to move basket back and forth along target in order to capture object. Note: Connector

cap on handle may be loosened in order to more freely manipulate basket. (See fig. 1)

5. Withdraw basket into channel until foreign body is supported against endoscope tip, then withdraw endoscope

from patient. Maintain endoscopic visualization to ensure continued entrapment of object. While withdrawing

device from endoscope, wipe secretions from outer sheath. Caution: If difficulty is encountered during removal of

basket from duct, moderate force may be applied by pulling on handle to manually fracture stone. If this proves

unsuccessful, a compatible basket may be used with Soehendra Lithotriptor to mechanically crush stone. If

passage is still restricted, surgical intervention may be necessary.

6. Prepare or dispose of extracted specimen per institutional guidelines.

7. Upon completion of procedure, clean and prepare device for future use following cleaning instructions below.

During cleaning, inspect integrity and function of device to determine advisability of reuse. If kinks, bends, or

breaks exist, do not use. Dispose of device per institutional guidelines for biohazardous medical waste

CLEANING INSTRUCTIONS

Baskets Not Removable From Sheath

1 Immediately after use, attach a syringe containing a minimum of 20 cc of warm water and enzymatic cleaner

solution to Luer lock fitting on device, then irrigate.

2. Extend basket, then submerge solution-filled device in a solution of warm water and enzymatic cleaner. Soak

for a minimum of 20 minutes.

3. Beginning at handle and working toward tip, wipe device with a textured cloth soaked in enzymatic solution.

4. Irrigate inner sheath by attaching a syringe containing a minimum of 20 cc of enzymatic solution to Luer lock

fitting on handle of device. Repeat this step until all visible secretions are removed.

5. Gently brush basket with enzymatic solution and a soft nylon bristle brush to remove all foreign matter.

6. Remove device (or components, if applicable) from enzymatic solution, then thoroughly rinse inner sheath

using a syringe filled with clean water. Rinse handle, outer sheath and extended (or separate) basket thoroughly
with clean, running water.

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



7. Ultrasonically clean device (or components, if applicable) with basket extended, for a minimum of 15 minutes
at 25°C (77°F) or per ultrasonic cleaner manufacturer’s instructions.

8. Remove device (or components, if applicable) from ultrasonic cleaner, thoroughly rinse inner sheath with a
syringe containing a minimum of 20 cc of clean water to remove all residue. Thoroughly rinse external portions
of device and basket with clean, running water.

9. Gently wipe external portions of device dry with a lint-free cloth. Hang device with basket extended to air dry
lumen and basket, or use medical grade (oil-free) forced air through Luer lock fitting on handle.

10. Package device for sterilization following AAMI recommended practices.
11. Sterilize device using set points for desired sterilization method shown in tables.

Baskets Removable From Sheath

1 Immediately after use, disconnect handle from catheter. While withdrawing basket, gently wipe secretions from
wires. Attach a syringe containing a minimum of 20 cc of warm water and enzymatic cleaner solution to Luer

lock fitting on catheter, then irrigate.

2. Submerge solution-filled catheter and basket in a solution of warm water and enzymatic cleaner. Soak for a

minimum of 20 minutes.

REFER TO STEPS 3-9 OF “BASKETS NOT REMOVABLE FROM SHEATH” ABOVE, THEN

CONTINUE WITH STEP 3 BELOW:
3. Gently re-assemble basket and sheath.

4. Package device for sterilization following AAMI recommended practices.
5. Sterilize device using set points for desired sterilization method shown in tables.

ETO CYCLE PARAMETERS
PARAMETER

Prevacuum Pressxire

Relative Humidity

Humidity Dwell

Chamber Temperature
Exposure Pressure

Exposure Dwell

ETO Concentration

Post Vacuums

Post Vacuum Pressure

Air Wash?2

Aeration Temperature
Aeration Dwell

Air Changes During Aeration

SET POINT

2.0 psia (25.9” HgVac)
60% RH

20 minutes

54.4°C (130°F)

To Be Determined!

2 hours

600 mg/L

3

2.0 psia (25.9” Hg Vac)
5 minutes

54.4°C (130°F)

12 hours

90 per hour

1To be calculated by the Institution to achieve an ETO concentration of 600 mg/L.

2 Repetitive vacuums from ambient pressure to 13.7 psia over 5 minutes.

Note: ETO sterilizer chamber loading should not exceed 11 products per cubic foot of chamber space or exceed
the usable chamber space. If any damage to a product is noted prior to sterilization, the product should be taken

out of service immediately.
AUTOCLAVE CYCLE PARAMETERS
PARAMETER

Cycle Type

Prevacuum Pressure

Chamber Exposure Temperature

Chamber Exposure Pressure

Exposure Dwell

SET POINT
Prevacuum

2.5 psia (24.8” Hg Vac)
132.2°C (270°F)

41.8 psia (27.1 psig)

5 minutes

Note: Autoclave chamber loading should not exceed 10 products per cubic foot of chamber space or exceed the

usable chamber space.
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NOTES o
s devic is & sable if integrity remains intact.

Do for any purpose other than stated intended
* o, do not use.
ty is detec o
e
nadry loc away from xiremes.
CONTRAINDICATIONS

Those specific to primary endoscopic procedure to be performed in conjunction with removal of foreign body.

A S - -

Those associated with - tectinal endoscopy and ERCP .. -

cholangitis, sepsis, perforation, hemorrhage, aspiration, fever, infection, hypotension, allergic reaction, respiratory

depsesstonourmt,wdiacmhythmiaorm.

, Others associated with basket extraction include, but are not limited to: impaction of object, aspiration of foreign

AMsasew- .
if device isto be for removal of biliary stones, asvwm.....-.
orifice must be necessity of sphincterotomy.

cautions, warnings and contraindications must be observed.

This device should never be coiled in less than an 8-inch (20 cm) diameter.

WARNINGS C
This device is notoompaﬁblewiththesoehcnanLithotriptormanyothetmeclmical lithotriptor.

Whenmievingafmeignbodyﬁmntheuppummot.exmwmﬁonmustbu)misedwavoidooclusion of

y

<h basket full retracted into sheath, insert
ents until basket sheath exits endoscope.

cally or ) "mal’  extraction target and to appropriate position.

¢ion may t
extrac On taree
of basket sheath relative t T8¢t
forwu'donhandle.l’laoebasketaroundemaionmw
Note: ltmaybenemqumowbaskabmkmdfmﬁldmgmgetinmwwcapmobjm
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4. Withdraw basket into channel while

coninued
endoscope tip, and withdraw endoscope om p . » njpe secretions from outer sheath. Caution; If
entrapment of object. While L e may be applied by pulling on handle to
m Sfy A utSre”C "sag*“ rSu” rTsrtcted. surgical inm ™ don may be necessaoi.

5 Prepare or dispose of extracted specimen per mstitutiona pit ® ¢ | e a n i n g instructions below.
6. Upon completion of procedure,

K W*s, bends, or
" 0 u s medica, waste.

ret/\ e nSSo/\/\/\/\/\/\/\/\

Amim Nafei™ ™ syringe containing a minimum of 20 cc of warm water and enzymatic cleaner

for a minimum of 20 minutes. textured cloth soaked in enzymatic solution.

fS "y S tolkeTwith asd Tih W clean
tr S s e " r s r ; andextended per
7. Ultrasonically clean device, with basket extended, for a minimum oi

ultrasonic cleaner manufacturer’s instructions. sheath with a syringe containing a

ANl Tol?;"olcS5:a:="r’ar ~nn
with clean, running water. . i.,,t-ffee cloth Air dry lumen and basket by hanging device,
— "ade (oi, free, forced air through Lner lock fitting on

A"ptkage device for sterilization following AAMI recommended P«C* s.
M.StiiuS device using set points for desired sterilization method shown m mbies.
ETO CYCLEJPARAMETERS

POINT
PARAMETER 2.0 psia(25.9” Hg Vac)
Prevacuum Pressure 60% RH
Relative Humidity o

L 20 minutes
Humidity Dwell o o
54.4°C(130°F)
Chamber Temperature ’
To Be Determined!
Exposure Pressure 2h
Exposure Dwell 60(())urS/L
ETO Concentration mg
Post Vacuums . ”
Post VVacuum Pressure 2.0 ps'la (25.9” Hg Vac)
Air Wash 25 r?lnutes .
Aeration Temperature igﬁ C (130°F)
Aeration Dwell ours

Air Changes Duri eration . . .
f R oh\%g(is ym%ﬁ\eaéltu ti  toachieve an ETOcLentration of 600 mgflL.
2 Repetitive vacuums from ambient pressure to 13.7

N ,.»ble foot of chamber space or exceed

immediately.

AUTOCLAVE CYCLE PARAMETERS

PARAMETER SET POINT

Cycle Type Prevacuum )
Prevacuum Pressure 21.352p;:ac (22‘;3()':"'9 Vac)
Chamber Exposure Temperature 418- X (27 1 ) |
Chamber Exposure Pressure 8 psia (27.1 psig)

Exposure Dwell

ehamber loading should no, e x "ro d u c fr per cubic foot of chamber space or exceed fte
usable chamber space.
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..0. .amnp WTH REI ATIONS /IMMN TFCHNICAL STANDA?

Wilson Cook Medical Inc. manufacture all medical products in accordance with the United States Food
1 X —  CFoA)QualisAnn

w C ro k Medical. Inc. and Cook Incorporated facili®. is also cerlified ,o 1ISO 1348S (2003) QualUy

Management System.

SHELF LIFE .o TK» life is shown by indication the time
The--uslb? date as denoted by syntbols on the labellmg. The shel

of manufacture (factory symbol) to the stated expiiaUon date (hourglass sym o).

between both dates is the shelf life. Ter>bloil Data

The Shelf-life of all Reuievers - baskets reusable, which fall under the scope of thts Techmeal

Summary - is three (3) years.

CTCPII I7ATION DETAILS

u lF 1 SX3 5-MSB-2 5X5;MSB-2X4;MSB-2X4-6;MSB-3X6;MSB-3X6-6;

MWB-3X6) are supplied sterile in peel-open packages. To guarantee sterility, an EtO (Ethylene Ox.de)
validated method to a sterility assurance level (SAL) of 10™ applies. Reusable.

Retrievers-baskets (MPB-2X4-8; MPB-3X6-8) are non-sterile and reusable.

STORAGE RULES

These devices should be stored in a dry location, away from temperature extremes.
jpAKigPORTATION RULES
Transportation of Retrievers - baskets reusable shall account for the type of hansportation employed,

the destination, the vendor used for transportation.

riipply details

Retrievers - baskets reusable (MPB-2X4-8,

MSB-2X4-6; MSB-3X6; supplied in individual packages. Individual

sides or along the perimeter.

Terms of use

Retrievers - baskets reusable used in medical institutions.

labeling

Retrievers - baskets reusable are supplied in the individual packaging, which should show no signs of

damage or opening. Upon detecting the bends, breaks and other defects J1e device cannot be used.
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The label of the device shows the following device parameters:
fompan”~anufacturer and manufaetunng address,
- device name (trade mark),
- serial number;
- marking about CE certification,
_jYiarking about sterilization,
- address of the EU representative;
- manufacturer’s trade mark
- manufacturing date;
- sizes;
- graphic picture;

lll4/\

"m IS g *se with handle” and “do not nae™ *
-m arL i for “Attention. Consult accompanied documentat
- shelf life.

»mVEB-15X3,5

MEMORY SOFT WIRE BASKET

-G22136  MIWStiil!
r*) (a
28m 1.5cmt3,5cm
220m
. _RxO‘iy, o
o\ 55
NBX
HMII!
COOK* ] ceat
niSPOSAL RULES
= r:rr= ;— r -r:

disposal in accordance with the relevant national guidelines.

COOK MEDICAL EUSOFE
O’Halloran Road,

National Technology Park
Limerick, Ireland.
Company Registration No,

VAT Registration No. B77G".

Regulatory Affairs Manager
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COOK IVSEDICALEIliLvC
COOK*

O’'Haloran Ror”i
National Technology P;
MEDICAL

Limerick, Ireland.
P,b.-K ,p—

pecnBep. - KOP3VMHKU MHOropasoBHe BP.AN—
MW, NOANNOB, NHOPOAHN

PeTpuBepbl - Kop3nHku (MPB-2X4-8; MPB-3X6-8)

NOJ/INMIKTOMUN.

5” =™ e T C, HeOTEPW/IbULIM U ABJIAETCA MHOTOPAa30Bb», ec/in CTO ,,e/10CTUOCTb ,,e

HNonb3yliTe 3TO U3aenue B

npoBepbTe Ha
Ecnn ynakoBka OTKpbITa UM NOBPeXAeHa, He n N N pedheKTa, KOTOPbI MOXeT

. — [ 4 J— 7
= r;ns= “= N
WHopMaLLMK 1o BO3BpaTy.

5, aTNT
Folf B F T n A~ ~A\= ™

e Bpam; M p 0 _ obymeunne.
r ™ ™ » ™ 3 TOCKONMIECKMX MPOLETTYP, NPOBOANMBIX O4MOBPEMENTIO C

n3BJsievHeHMeMm nosnnos.

MOTEHUWMAJ/IbHBLIE

BK/1I0HAIOT HO HE OrpaHNuMBatOTCS;
CBs3aHHble C FaCTPOUHTECTUHANIBHOM 3HJ0 N ’ CeKuUMEN TUNOTOHUEN, anneprunyecKumMm
nepgopaduei, OCTLLOBKO/ AbIXaHWsl, CEPAEYHON apUTMUNENn Unn
peakunsamMn Ha MeUKaMeHTbl, 3aTpys

|'|“ —

“nA, CBA3AHHbIE C KOP3VHOW AN U3BNEYEHMS MOMTMMOB, BK/OYAIOT, M0 He

OrpaHNYMBalOTCS; MECTHBIMI BOCMA/IEHUSIMMA.

slasi NoNy4YeHNs MHopPMaLMN MO0 MUHUMAa/ILHOMY pasMepy
Anametpom MeHee 8 atoimos (20 cm).

NHCTPYKUWMW MO n3aenve B 3HAOCKOMUYECKMI BCMOMOraTe IbHbIl

LrnTn* 12 X r r s : =
3HAO0CKOre. ICTIVIT KOTOMbIA JOMKEH ObITb U3BJIEYEH, N NPOABUHbLTE
"KoX* " Zn™ ZyrnNrnANn

NOKPbITNE KOP3MHbI 3a Npeaenbl LIEEBOI0

MAuvedyaHn™ E ' T no”e6oBa/bTOABUHYTb KOP3MHY Hasaj 1 nepeasuraTb BAO/b LLEN1EBOro

y4yaCTKa A/14a 3axBata nonumna.

sersans  VLUPNXKMBAVTE NONNM HA YPOBHE
N\

« M anmw7™~™~T T kK *N 13 Tena naumeHta. CoxpaHsiiTe 3HAOCKOMNYECKYHO
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0XXI'BEOXKEHWNA Toro. ™ nonun 3axsayeH. MNpu n3BneyeHNn n3gennsa u3
BU3yanu3auumn ana HoarsepxxaeHui lui

)

3HA0CKOMNa NPOMOKHNTE J; C OpraHmn3auMoHHbIMN PYKOBOLACTBAMMU.

4. MoArotoBbTe U3BMeYeHHbLL 0bpaseL, B A OyfyLLero MCLo/b3oBaHnA B
5. lNpwn 3aBepLleHNn npouesypbl odnctutem  ~ OYNCTKN NPOBEPbLTE LIEIOCTHOCTL U
COOTBETCTBUU C MHCTPYKLMAMUN MO OUUCTKE. ®P

ANHel LW ero ncnonb3oBaHus. Ecnu

Mcnonb3yTe nagenune. Y TMAN3NpymnTe

(PYHKLMOHA/IbHOCTb U34eNuns, YTobbl

OnacHbIX MeANLMHCKNX OTXOA0B.

NMHCTPYKUWW MO O4YNCTKE COfIEPXKaHMEM Kak MUHUMYM 20 CM’ Tensioit

lo = = C c = ;o= T» 0«

"T bl pbTe KOP3WNHY, 3aTeM NorpysuTe n3genve «— 0€ pacTBOpPOM, B pacTBOp TCMJ/10M BOAbI U

CTPYKTYPUPOBAHHOM TKaHbHO, @ W npwuyw , cogepxawmm MuHumym 20 cv
» 0ro

T» rn " nr p:"rr

Mk AT o\T = =

KUCTbIO AN15 YAU1EHUS BCEX WHOPOAHbIX TeLLl ,,LLIATENIbHO MPOMOOLNTE BHYTPEHHEE
™ "mncn?” -eTOW BOAbI, XOPOLLO OMOJIOCLLTTE PYKOATKY, BHeLIMee
NOKPbLITKE U pacLLUMPeHHY0

B TedeHVe MUHUMYM 15 MUHYT B

N»H 7 S5»c"nnlCg™ A € NHErpyKUNAMN NPOU3BOAMTENA Y/IbTPA3BYKOBOIO

OUNCTUTENSA. NWTCTUTENSA 3aTEM TLLATENIbHO NPONONOWMTEe BHYTPEHHNA
npo” m " cX [ W ™ANN ytobbl ygan™ Bce oCTaTKU. TUrasesibHO NPOMonowmTe

= ol n » = r ” Mac:a, cXXaToro Bosgyxa vepes PUTUHT JTHO3pOBEKOI0
HaKOHeYHMKa. B COOTBETCTBUN C PeKOMEHAOBaHHbIMW AeiicTBuAMU AAMI.
10. YnakyiTe wagenve ans YyanaHHbIX BEOTYMH

11. CTepnnnsynte nsg

fns Kenaemoro MeToaa
1€ C MCMONb30BaHUEM 3alaHHbIX BENUYU
CTepMAN3aLnm, yKasaHHOTO B TaGnuLe.

NMAPAMETPbI A1 UMKNA CTEPUNTN3ALNN OKCNAOM 3TUNTEHA

51, 715 MMpT.CT.

OTHocuUTeNbHadA BNaXXHOCTh - 60% RH

Bblep>kKa BNaxXHOCTU - 20 MUHYT

TemnepaTypa kamepbl - 54.4 °C (130 °F)

[asneHune Bo3gelictems - Onpegenntsb!

Boigep>kka fasneHus - 2 yaca

KoHueHTpauma Okcnga dTuneHa - 600 mr/n

OnopHbIA Bakyym - 3 KyHTa/atoiim2 PSI HT-CcUNa Ha KBaapaTHbI atonm), rae 1 PSI A
,Ll,asﬁeHme on%oro Bakyyma - 2.0 (*)){/HT LM 1o @by 3AP A ). TA

51, 715 mmpT.CT.

Bo3ayLWwHbI ayw?2 - 5 MUHYT
TemriepaTypa BeHTUINPOBaHWA - 54.4
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BbifepXKa BeHTUINPOBaHUA - 12 yacos

Bo3ayx006MeH npu BeEHTUANPOBaHUM - 9Nyac n

1 paccunTbiBaeTCA JOCTUXKEHNEM KOHLEHTP 177 N)yHTa/aonm2 B TeYeHMe 5 MUHYT.
2 MocloAHHbLI BaKyyMm Npu aTMOC(epHOM AaBneHumn B 13.7 dyHTa/aoMm

MpumeHanve: 3arpyska KamM”™M CTEPH TMANANNAANN

Kakue-n1bo noBpexaeHns npoayKTa, NPoAyKT AO/KeH ObITb HemMen1e
CNyXo6y.

NMAPAMETPbI LUMKJ/TA ABTOKNTABNPOBAHWA

NMAPAMETP - 3BAJAHHAA BEJTMUHNHA

Tun unkna-gpopeakyym (pyHT-euna Ha kBagpaTHbLL Atolim), rae 1 PSI > 51,
JasneHve ¢opBakyyma - 2.5 dyHTa/gromm” rg

715 MM pT.CT.

TemnepaTypa Bo3gencTBuA B kamepe -132.2 °C (270 °F)
[aBneHuve Bo3gencTemsa B kamepe - 0,21 MIMa

Bblaep>xka BO34eACTBUSA - 5 MUHYT e TTTATE 10 NPOAYKTOB Ha KyOuyeckuii ¢yt
MpumeyaHme: 3arpyska Mpuro” oe gna Ucnonb3oBaHUA KamepHOoe MpocTPaHCTBo,
KaMepHOro npocTpaHcTea Uav npesbnnate np [

4-6; MSB-3X6; MSB-3X6-
X3Tf" .5 X 5-F ; MSB-2X4-F; MSB-3X6-F)

™

Ten.

= r.zS'= "
WHgopmaLmm nNo Bo3eBpary. 33292,CT-OT
XpaHuTb B CyXOM MecCTe, n3beratb rnepenagos Temnepartyp.

3HA0EKOMHYECKHX NpoLeayp, KOTopbre A0/MHKHLE 6MTb MPOBefEHb.
OAHOBPEMEHHO C U3B/IEYEHNEM UHOPOLHbIX Tes.

MOTEHUWMAJIBHBIE OC/TOXXHEHUHA aHgockonueli 1 ERCP, BKAovatorT.
MoTeHUWanbHble OCNOXHEHUS, CBA3AHHbIE C T TP »-»CUCOM nepopaLluneit, KpoBOTEUYEHMEM,
HO He OrpaHUYHBAKIICA: NaHKpeaTutamm xogq ™ A AN »eNKaMeHTbr.
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NOKa/IN30BaHHbIM BOCMas/IEHNEM, CXKaTbIMW HEKPO3aMW.

MEPbl MPELOCTOPOXHOCTW AHS MHopMaLMn N0 MUHUMaTIbHOMY pasmepy
O6paTnTecb K MapKMpOBKe Ha ynakos onpegeneHns COBMECTMMOCTU KOP3VHbI.

KaHLla, Heo6xoaMmoro ans L XUHbM K«Hel, HeobxoaMMa OLieHKa pasmMepa
Ecnn nsgenve 6yaet JeneHns Heo6XoANMOCTM NPOBeLeHUSA

KaMHsi 1 aMny/10Mnofo6HOro n N ChUHKTepoTOMUIO, CrieayeT cobnoaaTh Bee
COUHKTEPOTOMUN. ECNn Heo6XoamM N

oboalllaTb BHUMaHWe Ha BCe NpeLynpexaeHus.

COOTBETCTBYHOLLME MePbI meHee 8 atolimoB (20 cm) B anameTpe.

[aHHOoe n3fenve HUKOra He O/HKHO CKPyuMBaTbCa  Cnvp
MPEAYNPEXAEHWE e,,51,,4ai,e Upe3aMepHYH OCTOPOXHOCTb U
MNpwn n3BnevYeHNN NMHOPOLHOIO Tesa n3 B™p

MoSeTno-~"SMaThANN BMeELLIATE/IbCTBO B C/lyyae BO3HUKHOBEHWNSA 3aK/TMH

Ecnu kameHb He HOMlyYaeTcs U3BJeYb
Soehendra moXeT KUCnonb30BaTbCA BM KaMHS 1 06/71erv4eHnst n3BeveHus. Beneacrene
MapKMPOBKY YNaKoBKW) A1 (hpalleHTbl KOP3VHbI U/VIN KaMHA MOTYT

NMHCTPYKUNN MO NCMONb3OBAHN .,,,,,,Te U3genve Bo BCNOMOraTe/ibHbln KaHan
1. ToNHOCTbIO BbLBUHYB NOKPbITVE KOP3UHbI He NMOSABUTCA B
3Hpockona. NMoHemHory npogsura

NCMOMb30BaHNN KOP3MHbI, KOTOpasi U3B/EKaeTcs U3
rnone 3peHunst aHgockona. Mpumedanu”™ 06/1eryeHMs UCMob30BaHMSA NPoBoAHMKA. Korga noKpbiTue

F?2”2;M""3HAOCKONMNAaNTNPEHTIEHOCKOK
NPOABUHbLTE KOP3VHY B COOTBETCTBYHOLLLEE MOJIOXKE

. PYKOATKN. PasmecTnTe NnokpbITHe

ObITb YCW/IeHa NPY BBELEHUN KOHTpacTa N A KOp3MHbI A/15 3axXBaTa npeimMeTa U3BfeyveHus,
KOP3WHbI 3a npejenamMun npegmeTa rnepeg p P P BBefleHMeM KoHTpacTa (Puc. 1).
MNMpumeyaHue: 3aTAHNTE KOMMNAYOK N
3 lMoaTBepAnTE Xenaemoe MosioKeHne rnokKp P NYKOATKY MPYTKOBbIX TUCKOB 4pPYroW
» 4N PYKA PUTUHT BOKOBON PYKOSATKMU. m N1 ' A~ BT H e NoKpbITUA Npu
PYKOW, 4TOObI BbLUBMNNYTb KOP3UHY 13 "' P ™ - n caenaTb ero Hepabo4nm,
N™NABUXEHNWN WU U3BNEYEHUU KOP3UHbI e pH ,» BbITArMBaliTe pyKOSATKY, NOKa npeameT
4 Pa3mecTuTe KOP3nHY BOKPYT LLeN1eBOro NPOABVHYTb KOP3WHY Ha3aj v Brepes BA0b
rsr =p:x:~rn knh anlt=~n

M OH eN
3H[0CKOMa, 3aTeM U3B/EKUTE 3HA0CKON M3 Tena naja

N .eNHemy 37BaueH. Npu n3sneveHumn
BU3yanmsauuno 414 NoATBEPXAEHUA TOro, uto MNP~ N BHELLHero nokpbITuA. MNMpegynpexaeHue:
n3gennsa n3 3HJocKona NPOMOKHNTE NPOTOKa HEeMHOro HaTAHUTE PYKOATKY AN
Ecnu ecTb CNOXXHOCTU NPU N3BJIEYEHUN KOP3 P ’

KOP3UHY MOXHO MCMo/b30BaTh C
"nCn~1® M& crlC g a H ~ 0 wu3noMa KamHei. Ecnv npoxof Bce eLe 3aTpyaHeH,

MOXET NoTPe60BaTbCS XMPYPruyecKoe BMeLLIATeNbCTBO.
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6 MOXOTOBbTE VXX YTUIN3UPYITE NU3BMENEHHBIV 06paseL, B COOTBETCTBUN C OPraHN3aLMOHHbLUIN

Fn::F'Tp;ennanpoueaypb.o_numog™ AAAAAN

yTunnnsaumn 61010 NYEeCcKM OMacHbIX MeaNUMNHCKNX 0TXO040B.

MHCTPYKUUWMN no OYNCTKE

Kop3uHbI, KOTOPbIE He U3BJIEKalTCA Kak MUHUMYM 20 cm™ Tenon

3aTem MorpysuTe U3genne, HanoMEHHOe PacTBOPOM, B PacTBOP TeM/1ol BoAb, U

9H3VMMHOI0 QUUCTUTENA. ™ A KaTeTep CTPYKTYpUpPOBaHHOM
3. HaunHas C PYKOATKU N NPOABUTaACb K HAKOHEYHU vy,

TKaHbt, CMOYEHHOW B 3H3UMHOM nToMnem cofepxawiym MuHUMym 20 e

XNt pasatwo™M""A HaKOHEeYHMKa Ha PYKOATKe nsgenuns. NMostopuTe 3w

rn2;;r o \n ”~»

el nal ne™ —

n pacLpennyKT (nnn oTgenennyk.) Kop3vHy

YNCTOWM NPOTOYHOWN BOAOA. vnT,Tr.R4BVKOM B TEYEHNE MUHUMYM 15

ARV G G HARE F8eE 1 HOMIIA BT BERKTBAN ¢ mHcTpykumsmn APBYRBBANTR/ S Y/ 1bTPasByKOBOIO

Mw — nsgenve (M KOMMONENTb., ecnn "'P«—

> ™ T y"ooe

OUTUHT JTHO3POBCKOr0 HaKOHEYHKKa. A\ METCOMEH/I0BaHHbIMU AeicTBUsMN AAMI.
To. ¥YnakyiTe nsgenune gns crepunmsaunm B

11. CTepununsyinTe nsgenve ¢ UCNOMb30BaHMEM 3aflaHHbIX BEMYN  AN1A
CTepun3aLmn, yKasaHHoro B Tabnuue.

X nlrnrnTH?2ulC T T cTt?2r™MN2N" pacTBopa K pUTUKTY J1H03P0OBCKOIo HAKOHEYHMKA KaTeTepa,

3aTeM MpoOBeANTE OPOLLEHME. - H C,H,MMHOro ounctutens. OctaBbTe
2. TlorpysnTe KateTep 1 KOP3WHY B pacTBOp Ternsioun

Ob
MUHUMYM Ha 20 MUHYT. «TArMIdTATKT iroTOPDIE HE M3BJIEKAKOTCA U3

nX>X w W ~"Bbl W ~1TaTEM MPOAO/IXXNTE n BbLUONTHUTE WAT 3-4-5 HVXKE:
4?27 c=TetllrpT»;~I"BT o=""

C peKOMeHfoBanHMMU feincTBUUN AAMI.
5. Neplwn3yinTe nsgenne ¢ NCNosb3oBaHNEM 3afaHHbIX BE/MUNH /151 XKETaeMoro MeT 4

cTepunm3aLmm, yKazaHHoro B Tabnmuge.

NMAPAMETPbI ANA UWMKNIA CTEPUTNSALUN OKCUNAOM 3TUJTIEHA
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MAPAMETP - 3AJAHHAA BETNUYNHA n
dopBaKyyMHOe gaBneHune - 2.0 dyHTa/aronm2 nnm PSI (hyHT-cuna Ha KBagpaTubLl atoim), rae 1 ?bl

51, 715 MM pPT.CT.

0f)lI ~ OTHocuTeNnbHas BnaxHocTb —60% RH
BbLepxKka BNaXHoCTN - 20 MUHYT
Temnepatypa kamepsbl - 54.4 °C (130 °F)
[aBneHne Bo3gencteus - Onpeaenntb!
Bblgep>xka faBsieHuns - 2 yaca
KoHueHTpaunsa Okecuaa 3tuneHa—600 mr/n
OnopHbI Bakyym - 3 Noovoy , UICT -
[aBneHve onopHoro Bakyyma - 2.0 ¢oyHTa/gronm2 PSI (hyHT-cuna Ha KBagpaTtHbIli atolim), rae 1 PS1 -
51, 715 MM pT.CT.
Bo3ayLiHbIi gyw2 - 5 MUHYT
TemnepaTypa BeHTUNpoBaHuA - 54.4 °C (130 °F)
BblLLep)KKa BEHTUIMPOBaHMA - 12 yacos
Bo3nyxoobmeH npu BeHTUAMpoBaHUn - 90/4ac
1 paccumnTbIBaETCA JOCTUXEHMEM KOHUeHTpaumm Okcuaa StuneHa B 600Mr/n
2 [oCTOSIHHBIN BaKyyM npu aTtMocepHoOM AaBfieHuun B 13.7 hyHTa/at0MM2 B TeveHre 5 MUHYT.

MNpumMeyaHue: 3arpyska Kamepbl cTepuan3aTopa OKCUAOM 3TUAEHa He A0/TKHa npeBbnnatb 11
NPOAYKTOB Ha Kybuyeckuin oyt (1 13 = 0,03 M3) KamepHOro NpPocTpaHcTBa Uav NPeBbMNAaTb
NPUroAHoe An1A 3KCnayaTaunm KaMepHoe NpocTPaHCTBO. Ecnv fo ctepunmnsaumm 06HapyXXunsatoTcs

KaKue-nnbo NoBpexaeHnNs NpoayKTa, NPOAYKT AO/MKEH ObITb HEMEAIEHHO NepeaaH B CEPBUCHYHO
CIYXO0y.

MNAPAMETPbI LULMKJ/TA ABTOKJ/TABNPOBAHWNA

NAPAMETP - SAJAHHAA BETMUYNHA

Twn ymkna- opBakyym

[aBneHue topBakyyma - 2.5 yHTa/atoim2 PSI (hyHT-cMna Ha KBafgpaTHbIi gtorim), rge 1 Pbl - 51,

715 MM pT.CT.

Temnepatypa Bo3aeicTBUA B Kamepe -132.2 °C (270 °F)
[aBneHne Bo3aelicTBms B Kamepe - 0,21 MlMa

BbLuep)kka BO3AeNCTBUA - 5 MUHYT n
MpumeyaHwue: 3arpyska nasiarbl aBTOK/1aBa He J0/HKHa npeBbnnatb 10 NPoAyKTOB Ha Kybuyeckuii gyt
KaMepHOro npocTpaHCcTBa WUv NpeBbNnaTb NPUrogHoe A1 UCMonNb30BaHWA KamMepHOoe NpoCcTPaHCTBO.

Komma4ok KOHHEKTOpa

NHCTPYKLMA MO NCNONBb3OBAHUIO
& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



PeTtpuBepbl - Kop3uHkn (MWB-1.5X3.5; MWB-2.5X5; MWB-2X4; MWB-3X6).

Aoe/\”

u "HLOCKOMNMWX N3BSAESEHNSA X e\ bl X KaMHeil M MHOpoAHa.

Ten.

MPUMEYAHWNA

3T0 n3genne ABNSETCA MHOropasoBbIM MPU YC/I0BMU COXPaHEHUS LLEe/IOCTHOCTMW.

He ncnonb3yiiTe aTo usgenue B Lensx, OT/INYaOLWMXCA 0T YKa3aHHbIX. o [IMPMNKTE Ha
Ecnu ynakoBKa O0TKpbITa WK NOBPeXJeHa, He UCMONb3yiTe u3genne. BusyasbHo NpoBepbTe Ha
HanImyme nepernbos, CKpyunBaHuii Uav NosIoMoK. MNpu o6HapyXeHUN fedeKTa, KOTOPbLI MOXET
NoB/MATb Ha PaboTy MU3Lenus, He UCMonb3yinTe ero. MoxanyiicTa, cBsxmUTecb ¢ Cook 4na nonyyeHun
MHgopmaLmn No Bo3BpaTy.

XpaHUTb B CyXOM MecTe, n3beraTb nepenagos Temneparyp.

NMPOTNBONMOKA3AHIWNA

XapaKkTepHble 4151 NepBUYHbIX 3HAOCKOMUYECKUX NpoLeayp, KOTopble A0/KHbI ObITb NPOBeAeHbI
OAHOBPEMEHHO C 13B/IeYEHNEM MHOPOAHbLK Te.

Nup N oe M3Lenve NCNOob3yeTcs AN U3BIEUEHNS XE/LW.bIX KLUWEeN, MPOTUBOMOKAa3aHNS
amMnysionoA06H0e pacKpbIThE, KOTOPOE He MOXET 06ecneynTb CBOOOAHbI MPOX0/ KaMHSI 1 KOP3UHBbI.

MOTEHUMANBbHbBIE OCJTOXHEHWNA . N OPICP 31.nwysaor
MNoTeHUWaNbHble 0C/I0XHEHUSA, CBA3aHHbIe C raCTPONHTeCTUHa/IbHOM 3HAocKonuen u ERCP, Bknovato |

HO He OrpaHMUMBAIOTCA; NaHKpeaTUTaMu, XonaHrMTaMmm, Cencrucom, nepgopaw e, KpoBoTeyeHmE
acnvpaumen, Xapom, MHMeKUMer, TMNOTOHWENR, anneprmyecKUMm peakumsamMmm Ha MeUKaMeHTbl,
3aTPYAHEHUEM NN OCTAHOBKOW [bIXaHWs, CEPAEYHON apuTMUER UK OCTaHOBKOW cepaua.

Ap”~ve noTeHUNasIbHbIe OCTIOXKHEHUS, CBA3AHHbIE C M3BIEYEHNEM XENYHbIX KaMHEN UM MHOPOAHbIX
TeN, BK/IOYAKT, HO He OrpaHMYNBatOTCA: 3aK/IMHMBaHNEM 06bEKTa, acnmpaLmnein MHOPOAHOTO Tena,
NIOKaNIN30BaHHbIM BOCMaNeHNeM, CXKaTbIMN HEKPO3aMMU.

MEPDbI MPEAOCTOPOXHOCTW

ObpaTnTecb K MapKMpPOBKE Ha YNaKoBKe /151 NOyYeHUs MHopMaLum No MUHUMasIbHOMY pasMepy
KaHasa, He06X0AUMOr0 AN18 AAHHOT0 U3AeNUst U AN onpesenieHNsi COBMECTMMOCTU KOP3WHBbL.

Ecnu nsgenve 6yaet ncnonib3o0BaTbCs AN YAAEHUS XENUHbIX KaMHel, Heobxo4uma oLeHKa pasMepa
KaMHS 1 aMnynonofo6HOro 0TBEPCTUSA 419 ONpesLeieHNst He06X0AMMOCTM NPOBeLEHNS
chrHKTEpOTOMUM. ECN HE06X0AMMO NPOBECTU CHOMHKTEPOTOMUIO, CeayeT cobMofaTh BCe
COOTBETCTBYIOLLME MePbI NPEAOCTOPOXHOCTM, 06paLlaTe BHUMaHME Ha BCe NPeaynpeXxXaeHUs.
[laHHOe 13[enne HUKOra He JO/KHO CKPy4YMBaThCs B cnvpasib MeHee 8 froiimoB (20 cm) B AnameTpe.

NPEAYTMPEXAEHNA

[aHHoe n3genve He COBMeCTUMO ¢ IMToTpmnTopom SoehendraR wav no6bIMK gpyrumMm
MEXaHWUYeCKUMUN NNTOTPUNTOpamMu.

Mpw n3BneYeHN NHOPOAHOrO Tena n3 BepxHero XXKT, cobntofanTe YpeamMepHy 0CTOPOXXHOCTb U
n3beraiTe OKK/03UM BO3AYLLLHbK MyTEN.

MoxkeT NoTpeboBaTbLCA XMPYPrnyecKoe BMeLLLATeNIbCTBO B C/lyHae BOSHUKHOBEHUSA 3aK/IMHUBAHWS.

MHCTPYKLUUWM MO NCIMOJIb3OBAHWIO

1. TMONHOCTBIO BbIABMHYB KOP3VWHY B MOKPbITWE, BBEAMTE W3fe/ve BO BCMOMOraTe/lbHbLU KaHaJl
aHAockona. MoHeMHOry NPOABWUraiTe U3genve Yepes KaHasl, NMoka MOKpbITVe KOP3WHbI He MOSIBUTCS B
rnosie 3peHns 3HJoCKoNa.

2. Mpy NOMOLLM 3HAOCKOMA UM PEHTIEHOCKOMNA BU3yasIM3npyiiTe 06BbEKT A4/ U3B/IEUEHUS 1
NPOABVHbTE KOP3UHY B COOTBETCTBYIOLLLEE MOSIOXKEHME. PEHTIeHOCKOMNMYecKas BU3yasin3aLms MOXeT
6bITb YCUIeHa NPV BBEAEHMUM KOHTpAcTa Yepe3 (UTUHI GOKOBOI PyKOSITKM. PasmMecTuTe NoKpbIThe
KOP3UHbI 3a NpeAenamu npegmeTa nepes pacLyMpeHneM Kop3vHbl 15 3axBaTa NpeaMeTa U3BIeYeHMS.
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3. [Mocne noaTBEPXAEHNA XKeaeMoro pacrosioXeHns MoKPbITUSA KOP3WHbI OTHOCUTESIbHO Lie/1IeBOTr0
06beKTa BbIABUHbTE KOP3VHY U3 NMOKPbLITUSA, NPOABUHYB PYKOATKY. PasMecTnTe KOP3VHY BOKPYT
Lies1eBOro npeamMeTa U Mef/IeHHO BbITArMBainTe PyKOATKY, Noka npegMeT He OyfeT 3axBaYeH.
MpumeydaHue: MoxeT NoTpeboBaTbLCA NPOABUHYThH KOP3WHY Hasaj v Brepes BAOb NPeAMeTa, YTo6b!
3axBaTuUTb ero.

4. 3a4BNHbTE KOP3NHY B KaHa, yepXusasa NpeameT. Y aepXXuBanTe NHOPOLHOE Tes10 UM XKeNYHbI
KameHb HanpoTUB HaKOHeYHVKa 3HA0CKOMNa N U3B/eKNTE 3HAOCKON M3 Tena nauneHTta. CoxpaHsanTe
PEHTreHOCKOMUYECKYH BU3Yyann3aumio 4718 NOATBEPXKAEHMS TOr0, YTO NPeAMET MO-NpexxHemy
3axBayeH. MNpu n3sneyeHn N3nennsa U3 IHA0CKONa MPOMOKHUTE U3MNLLKN CEKPELUM C BHELLHEro
MOKPbLITUSA.

MpepynpexgeHune: ECnuv eCcTb CNOXHOCTU MPU N3BIEYEHUN KOP3UHbI U3 MPOTOKA, HEMHOIO HaTAHUTE
PYKOATKY 411 PYYHOro n3nomMa KaMHs. Ecnv npoxog Bee eLLe 3aTpyAHEH, MOXeT NnoTpe6oBaTbCs
XMPYPrmuyecKoe BMeLLIaTeNbCTBO.

5. MoAroToBbTE UM YTUNN3NPYITE U3BMIEYEHHbI 06paseL, B COOTBETCTBUM C OPraHn3aLMOHHbIMU
PYKOBOACTBaMM.

6. Mocne 3aBepLUeHNA NpoLEeAYPbl O4YMCTUTE Y NOAFOTOBbLTE U3Ae/Me 415 NOCNeAYOLIero
NCMNO/Ib30BaHMs B COOTBETCTBMM C UHCTPYKLMAMM MO OYNCTKE, NEPEUNCIEHHBIMU HUXe. Bo BpemsA
OYMCTKM NPOBEPbLTE LIe/IOCTHOCTb N (PYHKLMOHANIbHOCTb U3LeNns, YTo6bl ONPeaeuTb BO3MOXHOCTb
nocreAytoLLero ncnonb3oBaHnsA. Ecnm o6pasoBasicb CKPy4MBaHUs, nepernobl v 3a10Mbl, He
NCNoNb3ynTe ero. Y TUNN3NPYITe B COOTBETCTBMM C OPraHn3aLMOHHbIMU PYKOBOACTBaMM Mo
yTUnn3aumm 61Monornyeckn onacHbIX MeANLUHCKMX OTXOL0B.

NHCTPYKUWNW MO O4YNCTKE

1. Cpa3sy nocne 1Cnosib3oBaHUs NPUKPenuTe WNPUL, C COAepXKaHMEM KaK MUHUMYM 20 cw™ Tensioin
BO/Ibl M 3H3UMHOI0 YMCTALLEr0 pacTeBopa K PUTUHTY JTH03POBCKOr0 HaKOHEYHMKA N3LeNNS, 3aTeM
NpoBeANTE OPOLLEHME.

2. PaclumpbTe KOpP3WUHY, 3aTeM MOrpysuTe U3gesne, HanosiHeHHOe PacTBOPOM, B pacTBOP TEM/10M BOAbI U
3H3MMHOro ouncTutens. OctasbTe MUHUMYM Ha 20 MUHYT.

3. HaunHas ¢ pyKosATKM 1 NPOABUIrasiCb K HAKOHEYHWUKY, MPOMOKHUTE KaTeTep CTPYKTYPUPOBaHHOW
TKaHbO, CMOYEHHOM B 3H3MMHOM PacTBOpe.

4. OpoluainTe BHYTPEHHee NOKPbITUE NPUKPENIEHHbIM LLNPULEM, cofepXKalim MUHUMYM 20 cm®
3H3MIMHOr0 pacTBopa, K PUTUHIY JTH03p0BCKOro HaKOHeYHVKa Ha PYKOATKeE n3genus. NostopuTe aTu
Liaru, noka He 6yfyT yiasieHbl BCe BUANMbIE OCTAaTKUN CeKPELUN.

5. AKKYpaTHO 0YMCTUTE KOP3UHY LLETKOWN C 3H3MMHbIM pacTOBPOM U MATKOW HesIOHOBOM LLETUHHOW
KUCTOYKOW A1 ya/ileHUs BCeX MHOPOLHbIX NPeaMeTOoB.

6. M13BneknTe n3genme n3 3H3MMHOMO pacTBopa, 3aTeM TLLaTe/lbHO MPOMO/IONLTe BHYTPEHHee
NOKPbITUE, UCMOMNb3YS LUMPUL, C COAEPXXaHUEM YNCTOM BOLbl. XOPOLLIO OMNOJIOCHUTE PYKOATKY, BHELLHee
NMOKPbITME N PaCLLUMPEHHYHO KOP3MHY YNCTON MPOTOYHON BOAOMN.

7. OumncTnTe n3genne ynbTpa3ByKOM B TeHeHNE MUHUMYM 15 MUHYT B TeueHune 25°C (77°F) unu B
COOTBETCTBUM C UHCTPYKUMAMM MPON3BOANTENSA YNIbTPA3BYKOBOI0 OYMUCTUTENS.

8. V3BnekuTte nsgenve (MM KOMMNOHEHTbI, €CIM MPUMEHUMO) U3 yIbTPa3BYKOBOIO O4YMNCTUTENS, 3aTEM
TLaTe/lbHO NPOMNOOLWNTE BHYTPEHHeE NOKPbITME MUHUMYM 20 cM™ YnCTOl BOAbl, YTOObI yia/IuTb BCe
ocTaTKW. TLlaTeNbHO MPOMNOIOWMTE BHELLUHIOK YacTb U3LENUA U KOP3UHY YACTON NMPOTOYHON BOLON.
9. AKKYpaTHO NMPOMOKHUTE BHELLHWE YacTu n3fenunsa focyxa 6e3BopcoBoi TKaHb. BbicyLLnTe NpocBeT
N KOP3UHY Ha BO3AYyXe, UK C UCMNO/b30BaHWEM MeAULMHCKOrO (6e3 Macna) cXXaToro Bo3gyxa yepes
(OUTUHT J1103POBCKOr0 HAKOHEYHWKA.

10. ¥YnakyinTe nsgenve 4aa ctepuamsaym B COOTBETCTBUMN C peKOMeHA0BaHHbIMU geiicTBuamMu AAMI.
11. CtepunusyiiTe n3genne ¢ UCNONb30BaHMEM 3a[aHHbIX BEJIMUUNH /15 XKelaeMoro meToga
cTepunnsaLmmn, yKasaHHoro B Tabnuue.

MAPAMETPbI ANA UMKNA CTEPUTNSALMIN OKCNAOM STUTEHA

MAPAMETP - SAJAHHAA BEJTMUNHA

dopBaKyyMHoe faBneHue - 2.0 yHTa/groiimM2 nnm PSI (pyHT-crna Ha KBagpaTHbIi glolim), rae 1 PSI =
51, 715 MM pT.CT.

OTHocuTeNnbHasa BaaXKHocTb - 60% RH

BbLep)Kka B1aXXHOCTU - 20 MUHYT
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I Temnepatypa kamepbl - 54.4 °C (130 °F)

I [asneHne Bo3gencteus - Onpefennts!
[/ BblAepxKa gaBfieHusa - 2 yaca
KoHueHTpayms Okecnga dtuneHa - 600 mr/n
OnopHbIA BaHYYHW- 33 PSI (doyHT-CcWna Ha KBagpaTHbIii atoiim), rae 1 PSI -
[laBneHune onopHoro sakyyma - 2.0 yHTaYgrommz ro
51, 715 MMPpT.CT.
Bo3gywWHbIA gyw?2 - 5 MUHYT
Temnepatypa BeHTUANpoBaHua - 54.4 °C (130 F)

BbBaep)KKa BEeHTUANMPOBaHMA - 12 yacos

[pA~Tas3:: —

2N 3 H bl W BaKyyM npv aTMoCthepHOM faBsieHun B 13.7 dyHTa/Al0liM2 B TeyeHue 5 MUHYT.

kKl e-nnbo noBpexaeHUs NPoayKTa, NPOAYKT A0/MKEH GbTTb HEMeIeHHO NepefaH B eePBHCHYHO

cnyxoy.
MAPAMETPbI ULMKNA ABTOK/TABVPOBAHWA
MAPAMETP - SAJAHHAA BETNUYNHA

2.5 (ynta/gronm3 PSI ((hyHT-cuna Ha KBagpaTHbTA Atoiim), rge , PS. = 51,

715 MMPT.CT. 1TO9 FI’970°P1
TemnepaTypa Bo3aeiicTems B Kamepe - 132./

[aBneHve Bo3gericTBusa B kKamepe - 0,21 MlMa

enonmn. B e00TBECTBA.. aeieTBYHOLLMMIU NpaBuiaMy U TeEXHUYECK|W K

N'"o(hopw muA Bo3BpaTa npocbba ysefoMntbe KoMnaHnio COOK o agpecy:
Cook Medical Europe Ltd

O'HALLORAN ROAD

NATIONAL TECHNOLOGY PARK

LIMERICK, IRELAND

TEL; +353 61 334440 FAX: +353 61 334441
WWW.COOKMEDICAL.COM

uflcoR» PA3HMna mexay aTumun 4ByMa fatamun COCTaB/sieT CPOK rO4HOCTH.
c" rnclh e ™ N KOP3NHOK MHOTIOPa30oBb” B Pa3fIMYHbIX BapHTax NUCMOJTHEHNS,
YNOMSAHYTbIX B JAHHOM CBOJie TeEXHUYECKOW MHGopMaLnn, coctaBnseT Tpu (3) roga.

MPABWJIA CTEPUTN3ALINWN.

MSB-2X4; MSB-2X4-6; MSB-3X6; MSB-3X6-
XK

“X3TIT M T2?2x1K x4-P?2W ANAAANAN - AWB-,.5X3.5; MW -2.5X5; MWB-
2X4- MWB-3X6) nocTaBAa0TCA CTEPUNBHBIMUN B 3aLLUTHBLIX OTKPbITbIX NakeTax. Ana
rapaHTUPOBAHHOIO YPOBHSA cTepunbHOCTM (SAL) 10 “ npefyCMOTPEH YTBEPXKAEHHbIA MeTO[
cTepunusauum ¢ nomowbio EFO (okcmga 3TuneHa). MHoropasosble.
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PeTpuBepbl - Kop3avHkK (MPB-2X4-8; MPB-3X6-8) HecTepu/bHbIE U MHOrOPa3oBble.

N«cNonmcTB I MayeT XpaHUTb B CYXOM MeCTe, n3beras pe3kux nepenagos TemnepaTypbl.

npaBuIaMn NepeBo3oK.
YcnoBus nNnNUMeHeHus

PeTpuBepbl - KOP3WHKM MHOropasoBble B pPas3/IMTbIX BapuaHTax TMPUMEHAIOTCA B Jieye Hb
yyepeKieHUsx.

MapkunpoBKa

PeTpuBepbl - KOP3UHKWK cnolfwepTpganrnn

MFapTelwu

neheKToB 060pyA0BaHME NCNO/b30BATL HEMb3A.
Ha nacnopTHon Tabnmuke 1U3Lenms yKasaHbl ciefytoLme CBeAeHUS.
- (hpma-nNpon3BOANTENb N aapec NPON3BOACTBA;

- HaMeHoBaHMe n3genus (Tpeig mapka);

- CEpPUIAHbI HOMEP;

- 0TMeTKa 0 Ha/imumm ceptudukarta CE;

- 0OTMeTKa 0 CTepum3aumnm;

- afipec eBPOMNeNCcKOro npeacTaBuTens,

- TOBapHbI 3HaK NPeanpuUATUSA N3roToBUTENS,

- flaTa U3roToB/EHNS;

- pasmepbl;

- PUCYHOK;

:CUM1"NT 0K30BaTh C PYKOATKOM» NN «HE NCMO0/b30BaTb C PYKOSITKON»;
- cumBON «OCTOPOXKHO! O6paTUTECH K CONPOBOANTENTBHON AOKYMEHTALNN »,
- CPOK rofHoCTN.

-| I\/ISOB-SEI)..SX3.85S
+G22136 Hm
[® njlj

2.3cm 1.5cm. 3.5cm

,220 cm

ra: \B® 2 BB '
feSmi ROy /!.IQ(E

M

NB&S
»  JlilfilliftitiiitH 1H 7"
SESS3!

,C a3
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KOMMAEKT MNMOCTABKN

PeTpuBepbl - KOP3UHKN MHOTOPa30Bble B Pa3/IMYHbIX BapuaHTax UCMOJTHEHWS NOCTaBAAOTCSA NOLUTYYHO
B MHAUBUAYaNbHOM YNakoBKe, KOTopas repMeTUYHO 3anasHa B KOMMNIEKTe C UHCTPYKLMENR no
NMPUMEHEHUID. VIHAMBMAYabHbIE YNAKOBKM YKNabIBAKTCA B ALLMKN U3 TOPPUPOBAHHOTO KapToHa.
ALWMKN 3aKNeNBAKOT KOHTPObHOW NIEHTON C 3aX0A0M Ha GOKOBbIE CTEHKM UK MO NEPUMETPY.

MPABUNA YTUTN3ALNN

Mocne 3aBepLUeHNs NPoLeaypbl N34ennsa AOMKHbI 6biTb YTUAN3NPOBaHbI B COOTBETCTBUM C
opraHm3ayMoHHbIM PYKOBOACTBOM B OTHOLIEHWUM GMONOTMYECKM ONACHbIX MeULUHCKMX 0TX0A0B. HeT

HMKaAKOro BPeHOr0 BAMSHMWS Ha OKPY>XXAIOLLYO cpeay Npv yTUAM3auumn usaennii B COOTBETCTBUN C
NMPUMEHUMbIMMN HaLMOHANbHBIMU PYKOBOACTBAMM.

COOK F/IEDICAL EURCI'E
O’Haliorar. Road,
National Technology
Limerick, Irs-iancl.
Company Registration No. 492272
VAT Registration No. 9776234K

Regulatory Affairs Manager

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



MepeBop, C aHINMIACKOTO S3bIKa Ha PYCCKUIA A3bIK

B Havasie ncxogHOro AOKymMeHTa:

Wramn: COOK MEDICAL EUROPE LTD.
O’XannopaH Poyg,

HawHn TekHonogxu lMapk

Jnmvepuk, MpnaHgus

PernctpaunoHHbIi Homep KoMnaHun: 492272
PernctpaymoHHbin Homep HAC: 9776234K

B KOHLIe MCXOAHOr0O AOKYMEHTA:

LWramn: COOK MEDICAL EUROPE LTD.
O’XannopaH Poyp,

HawHn TekHonomxu lNapk

Jlnmepuk, VpnaHgus

PerncrpaumoHHbIin HoMep KomnaHun: 492272
PernctpaymoHHbin Homep HAC: 9776234K
/Mopgnuce/

MeHepxep oTaena HOPMaTUBHbLIX aKTOB

B Hauane nepeBofa UCXOLHOIO AOKYMEHTa Ha PYCCKUI A3bIK:
LWramn: COOK MEDICAL EUROPE LTD.

O’XannopaH Poyg,

HawHn TekHonomxu lNapk

Jlnmepuk, VpnaHansa

PerncrpaymoHHbIii HoMep KoMnaHun: 492272
PerunctpaymoHHblii Homep HAC: 9776234K

B kOoHUe nepeBofa NUCXOLHOTO AOKYMEHTa Ha PYCCKUA A3bIK
LWramn: COOK MEDICAL EUROPE LTD.

O’XannopaH Poyg,

HawHn TekHonomxu lNapk

Nvumvepwuk, NpnaHana

PernctpaumoHHbIii HoOMep KomnaHun: 492272
PernctpaymoHHblii Homep HAC: 9776234K

/Mognwuce/

MeHepxep oTgena HopMaTMBHbIX ak™oB

lNepeBoguuk,

KopHeBa EBreHus BacunbeBHa
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ropog Mocksa.

Bsvickano no mapughy: 100 py6. 00 xon,

\
’) L= _

’

U

Bcezo npownyposano, nponymeposco u
CKpenneno nevamoio 20 nucm (-a, 8)
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"opon, Mop<ea.

Mocksbl, cBUaeTensCTBy0 “®P;“,egHEM MNOAMMCTOK.
NOL/IMHHVKOM CNOBW WHbIX

MPUMACOK, ocobejwocTeiV|NT
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