l M E n VALTCHEV® UTERINE MOBILIZER
INSTRUCTIONS FOR USE

SERVING THE MEDICAL PROFESSION SINCE 1955

THE VALTCHEV® UTERINE MOBILIZER IS A REUSABLE DEVICE. IT IS:
e USED FOR POSITIONING THE UTERUS DURING LAPAROSCOPIC SURGERY AND DYE DELIVERY.

e DESIGNED FOR USE IN OPERATIVE ENDOSCOPY (LAPAROSCOPY), WHERE THE UTERUS IS PRESENT AND NEED FOR POSITIONING OF
THE UTERUS, FALLOPIAN TUBES AND OVARIES OR VAGINA IS DESIRABLE.
THE CANNULAS ALSO PROVIDE DYE FOR DELIVERY IN THOSE PROCEDURES REQUIRING CHROMOPERTUBATION.

CONTRAINDICATIONS

THE VUM-6 SHOULD NOT BE USED IN PATIENTS WHO ARE PREGNANT OR WHO ARE SUSPECTED OF BEING PREGNANT, IN PATIENTS
WHO SUSPECTED PELVIC INFECTIONS AND CASES WHERE THE SURGEON DECRIES IT INADVISABLE OR BELIEVES IT TO BE DIFFICULT
TO INSERT THE TIPS INTO THE CERVIX OR UTERUS.

‘WARNINGS

e DO NOT USE THE VUM-6 AS A UTERINE SOUND.

e NEVER ATTEMPT UTERINE MANIPULATION WITHOUT A CLEAR VIEW OF THE UTERUS.

e  SIMILAR TO OTHER UTERINE DEVICES, A CAREFUL CLINICAL EVALUATION SHOULD BE PERFORMED BEFORE USE.
e CERTAIN CONDITIONS MAY PRESENT A UTERUS WHICH IS PRONE TO PERFORATION AND BLEEDING.

PRECAUTIONS

CLEAN AND FLUSH THE INSTRUMENT IMMEDIATELY AFTER USE (SEE “CLEANING” BELOW)

STERILIZE BEFORE USE.

DILATE THE CERVIX

INSPECT VUM BEFORE OPERATION

DAMAGE OF THE SOFT TISSUE CAN OCCUR IF EXCESSIVE FORCE IS APPLIED OR AN INAPPROPRIATE SIZE DELINEATOR ISUSED.

UTERINE CAVITY MUST ALWAYS BE MEASURED AND AN APPROPRIATELY SIZED UTERINE OBTURATOR OR CANNULA SELECTED.
IF THE OBTURATOR OR CANNULA IS LONGER THAN THE UTERINE CAVITY, OR INSERTED IN THE WRONG DIRECTION THERE IS
DANGER OF UTERINE PERFORATION.

CLEANING AND INSPECTION

e CLEANING SHOULD TAKE PLACE IMMEDIATELY AFTER USE. THE INSTRUMENT MUST BE FLUSHED, AS THE TUBE FOR DYE
INJECTION MAY BECOME BLOCKED.

e ULTRASONIC CLEANING IS ACCEPTABLE AND RECOMMENDED. IF ULTRASONIC IS NOT AVAILABLE, MANUAL CLEANING WITH A
BRUSH AND SUITABLE DETERGENT/ENZYMATIC WHICH HAS BEEN DESIGNED FOR USE WITH STAINLESS STEEL SURGICAL
INSTRUMENTATION IS ACCEPTABLE. DO NOT USE METAL-BRISTLED BRUSHES ON THE INSTRUMENTS. ALL MOVING/
ARTICULATING COMPONENTS SHOULD BE LUBRICATED PRIOR TO STEAM STERILIZATION WITH STEAM-PENETRABLE
LUBRICATION WHICH HAS BEEN DESIGNED FOR USE WITH SURGICAL INSTRUMENTS.

e ALL INSTRUMENTS MUST BE INSPECTED FOR SIGNS OF DAMAGE, WEAR OR RESIDUAL SOIL EACH TIME THEY ARE
REPROCESSED. IF RESIDUAL SOIL IS NOTED DURING INSPECTION, THE CLEANING PROCESS MUST BE REPEATED FOR THE
INSTRUMENT. INSPECT ALL SURFACES FOR POTENTIAL TRAPPED SOIL.

e FULLY ARTICULATE THE MOVING COMPONENTS BY WAY OF FINGER RINGS AND LOCKING PING. ENSURE THE LOCK,
TENACULUM HOLDER, CANNULA/OBTURATOR LOCK MOVE EASILY. SIGNS OF DAMAGE OR POOR MOTION QUALITY MAY
INDICATE A NEED TO REPLACE THE INSTRUMENT OR HAVE IT REPAIRED.

MANUAL CLEANING PROCESS

e DETACH ACCESSORIES.

e PREPARE A NEUTRAL OR ALKALINE ENZYMATIC DETERGENT SPECIFICALLY DESIGNED FOR CLEANING MEDICAL
INSTRUMENTS. PREPARE A FRESH SOLUTION OF DETERGENT AT THE DETERGENT MANUFACTURER’S RECOMMENDED
CONCENTRATION USING WATER AT THE DETERGENT MANUFACTURERS RECOMMENDED TEMPERATURE.

e ENSURE THAT THE INSTRUMENTS ARE FULLY IMMERSED IN THE PREPARED SOLUTION. SOAK THE INSTRUMENT FOR A
MINIMUM OF TEN (10) MINUTES AT ROOM TEMPERATURE (68° F / 20° C) OR LONGER (REFER TO DETERGENT
MANUFACTURER’S INSTRUCTIONS FOR USE).



e USING A SOFT BRISTLED BRUSH, SCRUB THE REGIONS WITH MATED SURFACES SUCH AS THE SPACE BAR. SCRUB REGIONS WITH
CREVICES, LUMENS AND SIDES OF THE HEAD AND SPACE BAR. ACTUATE THE MOVING PARTS WHILE SUBMERGED TO ENSURE
CONTACT BETWEEN THE INSTRUMENT SURFACES AND THE BRUSH/DETERGENT.

e  RINSE THE INSTRUMENT IN WARM TAP WATER (100° F / 38° C) FOR ONE (1) MINUTE. ENSURE THAT ALL CREVICES AND
LUMENS ARE FLUSHED. ACTUATE THE MOVING PARTS DURING RINSING.

e PLACE THE INSTRUMENT INTO A PREPARED ULTRA-SONICATOR CONTAINING A NEUTRAL OR ALKALINE DETERGENT. ULTRA
-SONICATE THE INSTRUMENT IN THE DETERGENT SOLUTION FOR TEN (10) MINUTES.

e RINSE THE INSTRUMENT WITH WATER FOR AT LEAST (1) MINUTE OR UNTIL ALL VISIBLE SIGNS OF DETERGENT RESIDUE
ARE REMOVED. ENSURE THAT ALL CREVICES AND LUMENS ARE FLUSHED. ACTUATE THE MOVING PARTS OF THE VUM-6
DURING RINSING.

EXAMINE THE INSTRUMENT FOR SIGNS OF RESIDUAL SOIL. REPEAT THE CLEANING PROCESS, IF NECESSARY.
DRY THE INSTRUMENT WITH A LINT-FREE TOWEL OR WIPE.

AUTOMATED CLEANING PROCESS
e ENSURE THAT ALL GROSS SOIL HAS BEEN WIPED OR RINSED FROM THE SURFACES OF THE INSTRUMENT.

e PLACE THE INSTRUMENTS LOOSELY WITHIN A RACK. LOAD THE RACK WITH THE INSTRUMENTS INTO THE WASHER/
WASHER-DISINFECTOR AND CLOSE THE DOOR.

e SELECT A CYCLE INTENDED FOR INSTRUMENTS THAT HAS THE FOLLOWING PARAMETERS AT A MINIMUM:

PARAMETER TOLERANCE
DETERGENT NEUTRAL OR ALKALINE MEDICAL DEVICE DETERGENT
PRE-WASH RINSE ONE PRE-WASH RINSE
COLD TAP WATER OR BETTER QUALITY
30 SECONDS
WASH ONE REPETITION

'WARM PURIFIED WATER (140° F / 60° C)
MINIMUM CONCENTRATION PER DETERGENT MANUFACTURERS IFU 2:00 MINUTES

PoST WASH RINSE ONE POST-WASH RINSE
'WARM PURIFIED WATER (158° F / 70° C) 2:00 MINUTES
DRYING 15 MINUTES (176° F / 80° C)

NOTE: AUTOMATED WASHING PROCESSES HAVING ADDITIONAL PHASES OR LONGER PHASE DURATIONS ARE ANTICIPATED TO
DELIVER EQUIVALENT OR BETTER CLEANING EFFICACY. ADDITIONAL PHASES AND LONGER PHASE DURATIONS MAY BE ADDED
IF THEY ARE WITHIN THE HEALTHCARE FACILITY’S NORMAL PROCEDURES.

START THE CYCLE AND ALLOW IT RUN THROUGH CONCLUSION

EXAMINE THE INSTRUMENTS FOR SIGNS OF RESIDUAL SOIL. IF THERE ARE ANY SIGNS OF RESIDUAL SOIL ON THE INSTRUMENT,
REPEAT THE CLEANING PROCESS.

e JF THE INSTRUMENTS ARE NOT THOROUGHLY DRY FOLLOWING THE AUTOMATED PROCESS, DRY THE INSTRUMENTS WITH A LINT
-FREE TOWEL OR WIPE.

STERILIZATION—STEAM (MOIST HEAT)
THE FOLLOWING PARAMETERS HAVE BEEN VALIDATED:

STERILIZATION PROCESS EXPOSURE TEMPERATURE EXPOSE TIME DRrY TIME
PRE-VACUUM 270°F / 132° C 4 MINUTES 30 MINUTES
PRE-VACUUM 273°F / 134° C 3 MINUTES 30 MINUTES

STORAGE
INSTRUMENTS PACKAGED INDIVIDUALLY SHOULD BE COOLED TO A SAFE HANDLING TEMPERATURE FOLLOWING MOIST HEAT
STERILIZATION PRIOR TO FINAL STORAGE. INDIVIDUALLY PACKAGED INSTRUMENTS SHOULD BE TRANSPORTED TO A CLEAN,
TEMPERATURE AND HUMIDITY CONTROLLED STERILE SUPPLY STORAGE AREA. IF INSTRUMENT PACKAGING IS COMPROMISED
DURING STORAGE, THE INSTRUMENT MUST BE REPROCESSED THROUGH CLEANING, INSPECTION, AND STERILIZATION PRIOR TO USE.
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WE DESIGN, MANUFACTURE, & SELL THE TOOLS THE SURGEONS USE

ELMED INC. _ - PH (224) 353-6446
35 N. BRANDON DR. FAX (224) 653-8178

CONTAINMENT AND
GLENDALE HEIGHTS, IL ' pporpcTION OF THE g REUSABLE PRODUCTS EMAIL
60139 ENVIRONMENT FOR A CLEANER MEDICAL@ELMED.COM

USA MADE IN THE USA WORLD WWW.ELMED.COM



