
Welc~AJJ.rn~ DECLARATION OF CONFORMITY 
(in accordance with ISOIIEC 17050-1) 

SAP DIR No.: 80016527 Version: E 

We declare, under our sole responsibility, that the product listed below conforms to the provisions of 
the European Council Directive 93/42/EEC of I4 June I993 concerning medical devices. 

Manufacturer's Welch Allyn, Inc. 
Name and 434I State Street Road 
Business Address: Skaneateles Falls, NY I3I53, USA 

lEe IRE PI 

Product Name: 

Regulatory Affairs Representative 
Welch Allyn Limited 
Navan Business Park 
Dublin Road 
Navan, County Meath 
Republic of Ireland 

Welch Allyn FlexiPort™ REUSE, SOFT, VINYL Blood Pressure Cuffs 

90I043 BLOOD PRESSURE CUFF, REUSEABLE 
901044 BLOOD PRESSURE CUFF, DISPOSABLE 

Welch Allyn FlexiPort™ REUSE 

[I] Description 
DS44-DUR10 CUFF, DURASHOCK DS44, SM ADULT 
DS45-DUR10 CUFF, DURASHOCK DS45, SM ADULT 
DS45-DURI2 CUFF, DURASHOCK DS45, LG ADULT 
REUSE-06 CUFF, W A, REUSABLE, SMALL INF A 
REUSE-06-I HP CUFF, REUS, SM INFANT, I-TUBE, 
REUSE-06-IMQ CUFF, REUS, SM INFANT, 1-TUBE, 
REUSE-06-ISC CUFF, REUS, SM INFANT, I-TUBE, 
REUSE-06-I TP CUFF, REUS, SM INFANT, I-TUBE, 
REUSE-06-I TPE CUFF, REUS, SM INFANT, I-TUBE 
REUSE-07 CUFF, W A, REUSABLE, INFANT 
REUSE-07-IHP CUFF, REUS, INFANT, I-TUBE, HP 
REUSE-07-IMQ CUFF, REUS, INFANT, I-TUBE, MQ 
REUSE-07 -I SC CUFF, REUS, INFANT, I-TUBE, SC 
REUSE-07 -I TP CUFF, REUS, INFANT, I-TUBE, TP 
REUSE-07 -I TPE CUFF, REUS, INFANT, I-TUBE TPE 
REUSE-07-2BV CUFF, REUS, INFANT, 2-TUBE, BV 
REUSE-07 -2BVC CUFF, REUS, INFANT, 2-TUBE, BV 
REUSE-07-2MF CUFF, REUS, INFANT, 2-TUBE, MF 
REUSE-07-2MQ CUFF, REUS, INFANT, 2-TUBE, MQ 
REUSE-07-2SC CUFF, REUS, INFANT, 2-TUBE, SC 
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Welch Allyn FlexiPort™ REUSE 

m Description 
REUSE-07-2TP CUFF, REUS, INFANT, 2-TUBE, TP 
REUSE-07 -2TPE CUFF, REUS, INFANT, 2-TB, TPE 
REUSE-08 CUFF, W A, REUSABLE, SM CHILD 
REUSE-08-IHP CUFF, REUS SM CHILD I-TUBE, HP 
REUSE-08-1MQ CUFF, REUS SM CHILD I-TUBE, MQ 
REUSE-08-1 SC CUFF, REUS SM CHILD 1-TUBE, SC 
REUSE-08-1 TP CUFF, REUS SM CHILD I-TUBE, TP 
REUSE-08-I TPE CUFF, REUS SM CHILD 1-TUBE TPE 
REUSE-08-2BV CUFF, REUS SM CHILD 2-TUBE, BV 
REUSE-08-2BVC CUFF, REUS SM CHILD 2-TUBE, BV 
REUSE-08-2MF CUFF, REUS SM CHILD 2-TUBE MF 
REUSE-08-2MQ CUFF, REUS SM CHILD 2-TUBE, MQ 
REUSE-08-2SC CUFF, REUS SM CHILD 2-TUBE, SC 
REUSE-08-2TP CUFF, REUS SM CHILD 2-TUBE, TP 
REUSE-08-2TPE CUFF, REUS SM CHILD 2-TB, TPE 
REUSE-09 CUFF, W A, REUSABLE, CHILD 
REUSE-09-1HP CUFF, REUS, CHILD, I-TUBE, HP 
REUSE-09-1MQ CUFF, REUS, CHILD, 1-TUBE, MQ 
REUSE-09-I SC CUFF, REUS, CHILD, 1-TUBE, SC 
REUSE-09-1 TP CUFF, REUS, CHILD, 1-TUBE, TP 
REUSE-09-I TPE CUFF, REUS, CHILD, I-TUBE, TPE 
REUSE-09-2BV CUFF, REUS, CHILD, 2-TUBE, BV 
REUSE-09-2BVC CUFF, REUS, CHILD, 2-TUBE, BVC 
REUSE-09-2MF CUFF, REUS, CHILD, 2-TUBE MF 
REUSE-09-2MQ CUFF, REUS, CHILD, 2-TUBE, MQ 
REUSE-09-2SC CUFF, REUS, CHILD, 2-TUBE, SC 
REUSE-09-2TP CUFF, REUS, CHILD, 2-TUBE, TP 
REUSE-09-2TPE CUFF, REUS, CHILD, 2-TUBE, TPE 
REUSE-10 CUFF, WA, REUSABLE, SM ADULT 
REUSE-I0-1HP CUFF, REUS, SM AD, 1-TUBE, HP 
REUSE-10-IMQ CUFF, REUS, SM AD, 1-TUBE, MQ 
REUSE-1 0-1 SC CUFF, REUS, SM AD, 1-TUBE, SC 
REUSE-1 0-I TP CUFF, REUS, SM AD, 1-TUBE, TP 
REUSE-I 0-I TPE CUFF, REUS, SM AD, 1-TUBE, TPE 
REUSE-10-2BV CUFF, REUS, SM AD, 2-TUBE, BV 
REUSE-10-2BVC CUFF, REUS, SM AD, 2-TUBE, BVC 
REUSE-1 0-2MF CUFF, REUS, SM AD, 2-TUBE, MF 
REUSE-I0-2MQ CUFF, REUS, SM AD, 2-TUBE, MQ 
REUSE-I 0-2SC CUFF, REUS, SM AD, 2-TUBE, SC 
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Welch Allyn FlexiPort™ REUSE 

m Description 
REUSE-I0-2TP CUFF, REUS, SM AD, 2-TUBE, TP 
REUSE-I 0-2TPE CUFF, REUS, SM AD, 2-TUBE, TPE 
REUSE-11 CUFF, W A, REUSABLE, ADULT 
REUSE-1I-1HP CUFF, REUS, ADULT, 1-TUBE, HP 
REUSE-11-1M_Q CUFF, REUS, ADULT, 1-TUBE, MQ 
REUSE-1I -1SC CUFF, REUS, ADULT, 1-TUBE, SC 
REUSE-11-1 TP CUFF, REUS, ADULT, 1-TUBE, TP 
REUSE-11-1 TPE CUFF, REUS, ADULT, 1-TUBE, TPE 
REUSE-11-2BY CUFF, REUS, ADULT, 2-TUBE, BY 
REUSE-11-2BYC CUFF, REUS, ADULT, 2-TUBE, BYC 
REUSE-11 -2MF CUFF, REUS, ADULT, 2-TUBE, MF 
REUSE-11-2MQ CUFF, REUS, ADULT, 2-TUBE, MQ 
REUSE-11-2SC CUFF, REUS, ADULT, 2-TUBE, SC 
REUSE-11-2TP CUFF, REUS, ADULT, 2-TUBE, TP 
REUSE-11-2TPE CUFF, REUS, ADULT, 2-TUBE, TPE 
REUSE-11C REUSE-11 NIBP CUFF FOR CHINA 
REUSE-IlL CUFF, W A, REUSABLE ADULT LONG 
REUSE-11L-1HP CUFF, REUS, AD LONG 1-TUBE, HP 
REUSE-llL-lMQ CUFF, REUS, AD LONG I-TUBE, MQ 
REUSE-llL-lSC CUFF, REUS, AD LONG I-TUBE, SC 
REUSE-llL-lTP CUFF, REUS, AD LONG 1-TUBE, TP 
REUSE-11 L-1 TPE CUFF, REUS, AD LONG 1-TUBE TPE 
REUSE-II L-2BY CUFF, REUS, AD LONG 2-TUBE, BY 
REUSE-11 L-2BYC CUFF, REUS, AD LONG 2-TUBE, BY 
REUSE-11L-2MF CUFF, REUS, AD LONG 2-TUBE, MF 
REUSE-11L-2MQ CUFF, REUS, AD LONG 2-TUBE, MQ 
REUSE-11 L-2SC CUFF, REUS, AD LONG 2-TUBE, SC 
REUSE-11L-2TP CUFF, REUS, AD LONG 2-TUBE, TP 
REUSE-11L-2TPE CUFF, REUS, AD LONG 2-TUBE TPE 
REUSE-12 CUFF, W A, REUSABLE, LG ADULT 
REUSE-12-1HP CUFF, REUS, LG AD, 1-TUBE, HP 
REUSE-12-IMQ CUFF, REUS, LG AD, 1-TUBE, MQ 
REUSE-12-1 SC REUS, LG AD, 1-TUBE, SC 
REUSE-12-1 TP CUFF, REUS, LG AD, 1-TUBE, TP 
REUSE-12-ITPE CUFF, REUS, LG AD, 1-TUBE, TPE 
REUSE-12-2BY CUFF, REUS, LG AD, 2-TUBE, BY 
REUSE-12-2BYC CUFF, REUS, LG AD, 2-TUBE, BYC 
REUSE-12-2MF CUFF, REUS, LG AD, 2-TUBE, MF 
REUSE-12-2MQ CUFF, REUS, LG AD, 2-TUBE, MQ 
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Welch Allyn FlexiPort™ REUSE 

[I] Description 

REUSE-I2-2SC CUFF, REUS, LG AD, 2-TUBE, SC 
REUSE-I2-2TP CUFF, REUS, LG AD, 2-TUBE, TP 
REUSE-I2-2TPE CUFF, REUS, LG AD, 2-TUBE, TPE 
REUSE-I2L CUFF, WA, REUS, LG ADULT LONG 
REUSE-I2L-IHP CUFF REUS LG AD LONG I-TUBE HP 
REUSE-I2L-IMQ CUFF REUS LG AD LONG I-TUBE MQ 
REUSE-I2L-ISC CUFF REUS LG AD LONG I-TUBE SC 
REUSE-I2L-I TP CUFF REUS LG AD LONG I-TUBE TP 
REUSE-I2L-I TPE CUFF REUS LG AD LONG I-TUBE TP 
REUSE-I2L-2BV CUFF REUS LG AD LONG 2-TUBE BV 
REUSE-I2L-2BVC CUFF REUS LG AD LONG 2-TUBE BV 
REUSE-I2L-2MF CUFF REUS LG AD LONG 2-TUBE MF 
REUSE-I2L-2MQ CUFF REUS LG AD LONG 2-TUBE MQ 
REUSE-I2L-2SC CUFF REUS LG AD LONG 2-TUBE SC 
REUSE-I2L-2TP CUFF REUS LG AD LONG 2-TUBE TP 
REUSE- I2L-2TPE CUFF REUS LG AD LONG 2-TUBE TP 
REUSE-I3 CUFF, WA, REUSABLE, THIGH 
REUSE-I3-IHP CUFF, REUS, THIGH, I -TUBE, HP 
REUSE-13-IMQ CUFF, REUS, THIGH, I-TUBE, MQ 
REUSE- I3- I SC CUFF, REUS, THIGH, I-TUBE, SC 
REUSE-13-I TP CUFF, REUS, THIGH, I-TUBE, TP 
REUSE-I3-I TPE CUFF, REUS, THIGH, I-TUBE, TPE 
REUSE-I 3-2BV CUFF, REUS, THIGH, 2-TUBE, BV 
REUSE-I 3-2BVC CUFF, REUS, THIGH, 2-TUBE, BVC 
REUSE-I3-2MF CUFF, REUS, THIGH, 2-TUBE, MF 
REUSE-13-2MQ CUFF, REUS, THIGH, 2-TUBE, MQ 
REUSE-1 3-2SC CUFF, REUS, THIGH, 2-TUBE, SC 
REUSE-1 3-2TP CUFF, REUS, THIGH, 2-TUBE, TP 
REUSE-13-2TPE CUFF, REUS, THIGH, 2-TUBE, TPE 
REUSE-ACC-MON CUFF, REUSE(CHILD,SM ADULT,THI 
REUSE-FP-BV CUFF, REUSE, FP WALL PACK 
REUSE-FP-HAND CUFF, REUSE, FP HAND GAUGE PAC 
REUSE-FP-MON CUFF,REUSE, FP MONITOR PACK 
REUSE-MLT CUFF, REUS, MULTIPACK 
REUSE-ML T -1 CUFF ,REUSE,ADUL T MUL TIP ACK, 1-T 
REUSE-MLT-2 CUFF,REUSE,ADULT MULTIPACK,2-T 
REUSE-PED-BV CUFF, REUSE, PED WALL PACK 
REUSE-PED-HAND CUFF, REUSE, PED HAND GAUGE PA 
REUSE-PED-MON CUFF, REUSE, PED MONITOR PACK 
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Welch Allyn FlexiPort™ REUSE 

m Description 

405190 CUFF, REUSE, AD+ LG AD, 1TB S 
405192 CUFF, REUSE, AD + LG AD, 2TB M 
405240 CUFF, REUSE,CHILD,AD,LG AD, 1 T 
405242 CUFF,REUSE,CHILD,AD,LGAD,THIGH 
405260 CUFF, REUSE, CHILD, 2-TUBE, TP 
410519 CUFF KIT 

Welch Allyn FlexiPort™ SOFT 

m Description 

SOFT-06 CUFF,WA,SOFT, SMALL INFANT 
SOFT-06-1HP CUFF, SOFT, SM INFANT, 1-TUBE, 
SOFT-06-lMQ CUFF, SOFT, SM INFANT, 1-TUBE, 
SOFT-06-1SC CUFF, SOFT, SM INFANT, 1-TUBE, 
SOFT -06- 1 TP CUFF, SOFT, SM INFANT, 1-TUBE, 
SOFT -06-1 TPE CUFF, SOFT, SM INFANT, 1-TUBE, 
SOFT-07 CUFF, WA, SOFT, INFANT 
SOFT-07-1HP CUFF, SOFT, INFANT, 1-TUBE, HP 
SOFT-07-1MQ CUFF, SOFT, INFANT, 1-TUBE, MQ 
SOFT-07-1 SC CUFF, SOFT, INFANT, 1-TUBE, SC 
SOFT-07-lTP CUFF, SOFT, INFANT, 1-TUBE, TP 
SOFT-07-1TPE CUFF, SOFT, INFANT, 1-TUBE, TP 
SOFT-07-2BV CUFF, SOFT, INFANT, 2-TUBE, BV 
SOFT-07-2BVC CUFF, SOFT, INFANT, 2-TUBE, BV 
SOFT-07-2MF CUFF, SOFT, INFANT, 2-TUBE, MF 
SOFT-07-2MQ CUFF, SOFT, INFANT, 2-TUBE, MO 
SOFT-07-2SC CUFF, SOFT, INFANT, 2-TUBE, SC 
SOFT-07-2TP CUFF, SOFT, INFANT, 2-TUBE, TP 
SOFT-07-2TPE CUFF, SOFT, INFANT, 2-TUBE TPE 
SOFT-08 CUFF, W A, SOFT, SMALL CHILD 
SOFT -08-1 HP CUFF, SOFT SM CHILD I-TUBE, HP 
SOFT-08-1MQ CUFF, SOFT SM CHILD I-TUBE, M-Q 
SOFT-08- I SC CUFF, SOFT SM CHILD I-TUBE, SC 
SOFT-08-1TP CUFF, SOFT SM CHILD 1-TUBE, TP 
SOFT-08-1 TPE CUFF, SOFT, SM CHILD 1-TUBE, T 
SOFT -08-2BV CUFF, SOFT SM CHILD 2-TUBE, BY 
SOFT -08-2BVC CUFF, SOFT SM CHILD 2-TUBE, BV 
SOFT-08-2MF CUFF, SOFT, SM CHILD, 2-TUBE, 
SOFT-08-2MQ CUFF, SOFT SM CHILD 2-TUBE, MQ 
SOFT-08-2SC CUFF, SOFT SM CHILD 2-TUBE, SC 
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Welch Allyn FlexiPort™ SOFT 

[I] Description 

SOFT -08-2TP CUFF, SOFT SM CHILD 2-TUBE, TP 
SOFT -08-2TPE CUFF, SOFT SM CHILD 2-TUBE TPE 
SOFT-09 CUFF, WA, SOFT, CHILD 
SOFT-09-1HP CUFF, SOFT, CHILD, 1-TUBE, HP 
SOFT-09-1MQ CUFF, SOFT, CHILD, 1-TUBE, MQ 
SOFT-09-1SC CUFF, SOFT, CHILD, 1-TUBE, SC 
SOFT-09-1 TP CUFF, SOFT, CHILD, 1-TUBE, TP 
SOFT-09-1TPE CUFF, SOFT, CHILD, 1-TUBE, TPE 
SOFT-09-2BY CUFF, SOFT, CHILD, 2-TUBE, BY 
SOFT -09-2BYC CUFF, SOFT, CHILD, 2-TUBE, BYC 
SOFT-09-2MF CUFF, SOFT, CHILD, 2-TUBE, MF 
SOFT -09-2MQ CUFF, SOFT, CHILD, 2-TUBE, MQ 
SOFT -09-2SC CUFF, SOFT, CHILD, 2-TUBE, SC 
SOFT -09-2SCC CUFF, SOFT, CHILD, 2-TUBE, SCC 
SOFT -09-2TP CUFF, SOFT, CHILD, 2-TUBE, TP 
SOFT -09-2TPE CUFF, SOFT, CHILD, 2-TUBE, TPE 
SOFT-10 CUFF, WA, SOFT, SMALL ADULT 
SOFT-10-1HP CUFF, SOFT, SM AD, 1-TUBE, HP 
SOFT-10-1MQ CUFF, SOFT, SM AD, 1-TUBE, MQ 
SOFT-10-1SC CUFF, SOFT, SM AD, 1-TUBE, SC 
SOFT-10-1TP CUFF, SOFT, SM AD, 1-TUBE, TP 
SOFT-10-1TPE CUFF, SOFT, SM AD, 1-TUBE, TPE 
SOFT-10-2BY CUFF, SOFT, SM AD, 2-TUBE, BY 
SOFT-10-2BYC CUFF, SOFT, SM AD, 2-TUBE, BYC 
SOFT-10-2MF CUFF, SOFT, SM AD, 2-TUBE, MF 
SOFT-10-2MQ CUFF, SOFT, SM AD, 2-TUBE, MQ 
SOFT -1 0-2SC CUFF, SOFT, SM AD, 2-TUBE, SC 
SOFT -1 0-2SCC CUFF SOFT SM ADULT 2-TUBE, SCC 
SOFT-10-2TP CUFF, SOFT, SM AD, 2-TUBE, TP 
SOFT-10-2TPE CUFF, SOFT, SM AD, 2-TUBE, TPE 
SOFT-11 CUFF, WA, SOFT, ADULT 
SOFT-11-1HP CUFF, SOFT, ADULT, 1-TUBE, HP 
SOFT-11-1MQ CUFF, SOFT, ADULT, 1-TUBE, MQ 
SOFT-11-1SC CUFF, SOFT, ADULT, 1-TUBE, SC 
SOFT-11-1 TP CUFF, SOFT, ADULT, 1-TUBE, TP 
SOFT-11-1TPE CUFF, SOFT, ADULT, 1-TUBE, TPE 
SOFT-11-2BY CUFF, SOFT, ADULT, 2-TUBE, BY 
SOFT-11-2BYC CUFF, SOFT, ADULT, 2-TUBE, BYC 
SOFT-11-2MF CUFF, SOFT, ADULT, 2-TUBE, MF 
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Welch Allyn FlexiPort™ SOFT 

m Description 

SOFT-II-2MQ CUFF, SOFT, ADULT, 2-TUBE, MQ 
SOFT-II-2SC CUFF, SOFT, ADULT, 2-TUBE, SC 
SOFT-II-2SCC CUFF, SOFT, ADULT, 2-TUBE, SCC 
SOFT-II-2TP CUFF, SOFT, ADULT, 2-TUBE, TP 
SOFT-II-2TPE CUFF, SOFT, ADULT, 2-TUBE, TPE 
SOFT-IlL CUFF, WA, SOFT, ADULT LONG 
SOFT-IlL- lHP CUFF, SOFT, AD LONG 1-TUBE, HP 
SOFT-llL-lMQ CUFF, SOFT, AD LONG I-TUBE, MQ 
SOFT-liL-ISC CUFF, SOFT, AD LONG I-TUBE, SC 
SOFT-IIL- lTP CUFF, SOFT, AD LONG I-TUBE, TP 
SOFT-IIL-ITPE CUFF, SOFT, AD LONG, I-TUBE, T 
SOFT-1IL-2BV CUFF, SOFT, AD LONG 2-TUBE, BV 
SOFT-11L-2BVC CUFF, SOFT, AD LONG 2-TUBE, BV 
SOFT-11L-2MF CUFF, SOFT, AD LONG, 2-TUBE, M 
SOFT-11L-2MQ CUFF, SOFT, AD LONG 2-TUBE, MQ 
SOFT-I1L-2SC CUFF, SOFT, AD LONG 2-TUBE, SC 
SOFT-11L-2TP CUFF, SOFT, AD LONG 2-TUBE, TP 
SOFT-I1L-2TPE CUFF, SOFT, AD LONG 2-TUBE TPE 
SOFT-I2 CUFF, WA, SOFT, LG ADULT 
SOFT-12-1HP CUFF, SOFT, LG AD, I-TUBE, HP 
SOFT-I2-IMQ CUFF, SOFT, LG AD, I-TUBE, MQ 
SOFT-I2-ISC CUFF, SOFT, LG AD, 1-TUBE, SC 
SOFT-12-ITP CUFF, SOFT, LG AD, I-TUBE, TP 
SOFT-12-1TPE CUFF, SOFT, LG AD, 1-TUBE, TPE 
SOFT-I2-2BV CUFF, SOFT, LG AD, 2-TUBE, BV 
SOFT-I2-2BVC CUFF, SOFT, LG AD, 2-TUBE, BVC 
SOFT-I2-2MF CUFF, SOFT,LG AD, 2-TUBE, MF 
SOFT-12-2MQ CUFF, SOFT, LG AD, 2-TUBE, MQ 
SOFT-I2-2SC CUFF, SOFT, LG AD, 2-TUBE, SC 
SOFT -I2-2SCC CUFF, SOFT, LG AD, 2-TUBE, SCC 
SOFT-I2-2TP CUFF, SOFT, LG AD, 2-TUBE, TP 
SOFT-12-2TPE CUFF, SOFT, LG AD, 2-TUBE, TPE 
SOFT-I2L CUFF, WA, SOFT, LG ADULT LONG 
SOFT-I2L-1HP CUFF SOFT LG AD LONG 1-TUBE HP 
SOFT-12L-1MQ CUFF SOFT LG AD LONG 1-TUBE MQ 
SOFT-12L- lSC CUFF SOFT LG AD LONG I-TUBE SC 
SOFT -12L- l TP CUFF SOFT LG AD LONG 1-TUBE TP 
SOFT-12L-1TPE CUFF, SOFT, LG AD LONG, I-TUBE 
SOFT-l2L-2BV CUFF SOFT LG AD LONG 2-TUBE BV 
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Welch Allyn FlexiPort™ SOFT 

m Description 
SOFT-12L-2BVC CUFF SOFT LG AD LONG 2-TUBE BV 
SOFT-12L-2MF CUFF, SOFT, LG AD LONG, 2-TU 
SOFT-I2L-2MQ CUFF SOFT LG AD LONG 2-TUBE MQ 
SOFT-12L-2SC CUFFSOFTLGADLONG2~UBESC 

SOFT-I2L-2TP CUFF SOFT LG AD LONG 2-TUBE TP 
SOFT-12L-2TPE CUFF SOFT LOAD LONG 2-TUBE TPE 
SOFT-13 CUFF, W A, SOFT, THIGH 
SOFT-13-1HP CUFF, SOFT, THIGH, I-TUBE, HP 
SOFT-1 3- 1MQ CUFF, SOFT, THIGH, I-TUBE, MQ 
SOFT-13-ISC CUFF, SOFT, THIGH, 1-TUBE, SC 
SOFT-13-1 TP CUFF, SOFT, THIGH, 1-TUBE, TP 
SOFT-I3-ITPE CUFF, SOFT, THIGH, 1-TUBE, TPE 
SOFT -13-2BV CUFF, SOFT, THIGH, 2-TUBE, BV 
SOFT -13-2BVC CUFF, SOFT, THIGH, 2-TUBE, BVC 
SOFT-13-2MF CUFF, SOFT, THIGH, 2-TUBE, MF 
SOFT-I3-2MQ CUFF, SOFT, THIGH, 2-TUBE, M__Q 
SOFT-13-2SC CUFF, SOFT, THIGH, 2-TUBE, SC 
SOFT-13-2SCC CUFF, SOFT, THIGH, 2-TUBE, SCC 
SOFT -13-2TP CUFF, SOFT, THIGH, 2-TUBE, TP 
SOFT-I3-2TPE CUFF, SOFT, THIGH, 2-TUBE, TPE 
SOFT-MLT CUFF, SOFT, MULTIPACK 
SOFT-MLT-1 CUFF,SOFT,ADULT MULTIPACK,1-TB 
SOFT-MLT-2 CUFF ,SOFT,ADUL T MUL TIPACK,2-TB 
VSOFT-09 NOV APLUS RAW CUFF SOFT CHILD 
VSOFT-10 NOV APLUS RAW CUFF SOFT SMALL A 
VSOFT-11 NOVAPLUS RAW CUFF SOFT ADULT 
VSOFT-llL NOV APLUS RAW CUFF SOFT ADULT L 
VSOFT-I2 NOVAPLUS RAW CUFF SOFT LG ADUL 
VSOFT-12L NOV APLUS RAW CUFF SOFT LG ADUL 

Welch Allyn FlexiPort™ VINYL 

ITJ Description 
VINYL-06 CUFF, WA, VINYL, SMALL INFANT 
VINYL-06-1 HP CUFF, VINYL SM INFANT, I-TUBE, 
VINYL-06-I M Q CUFF, VINYL SM INFANT, I-TUBE, 
VINYL-06-1 SC CUFF, VINYL SM INFANT, 1-TUBE, 
VINYL-07 CUFF, W A, VINYL INFANT 
VINYL-07 -1 HP CUFF, VINYL INFANT, I-TUBE, HP 
VINYL-07 -I M Q CUFF, VINYL INFANT, I-TUBE, MQ 
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Welch Allyn FlexiPort™ VINYL 

m Description 

VINYL-07-1 SC CUFF, VINYL INFANT, I-TUBE, SC 
VINYL-07-2BV CUFF, VINYL INFANT, 2-TUBE, BV 
VINYL-07 -2BVC CUFF, VINYL INFANT, 2-TUBE, BV 
VINYL-07-2MQ CUFF, VINYL INFANT, 2-TUBE, MQ 
VINYL-07 -2SC CUFF, VINYL INFANT, 2-TUBE, SC 
VINYL-08 CUFF, W A, VINYL SM CHILD 
VINYL-08-1 HP CUFF, VINYL SM CHILD I-TUBE HP 
VINYL-08-1MQ CUFF, VINYL SM CHILD 1-TUBE MQ 
VINYL-08-1 SC CUFF, VINYL SM CHILD 1-TUBE SC 
VINYL-08-2BV CUFF, VINYL SM CHILD 2-TUBE BV 
VINYL-08-2BVC CUFF, VINYL SM CHILD 2-TUBE BV 
VINYL-08-2MQ CUFF, VINYL SM CHILD 2-TUBE MQ 
VINYL-08-2SC CUFF, VINYL SM CHILD 2-TUBE SC 
VINYL-09 CUFF, W A, VfNYL CHILD 
VfNYL-09- 1 HP CUFF, VfNYL CHILD, 1-TUBE, HP 
VINYL-09-1 MQ CUFF, VINYL CHILD, I-TUBE, MQ 
VINYL-09-1 SC CUFF, VfNYL CHILD, 1-TUBE, SC 
VINYL-09-2BV CUFF, VINYL CHILD, 2-TUBE, BV 
VINYL-09-2BVC CUFF, VINYL CHILD, 2-TUBE, BVC 
VfNYL-09-2M Q CUFF, VINYL CHILD, 2-TUBE, MQ 
VINYL-09-2SC CUFF, VINYL CHILD, 2-TUBE, SC 
VINYL-10 CUFF, W A, VfNYL, SM AD 
VINYL-10-lHP CUFF, VINYL, SM AD, 1-TUBE, HP 
VINYL-10-1MQ CUFF, VfNYL, SM AD, 1-TUBE, MQ 
VfNYL-10-1SC CUFF, VfNYL, SM AD, I-TUBE, SC 
VfNYL-10-2BV CUFF, VINYL, SM AD, 2-TUBE, BV 
VfNYL-1 0-2BVC CUFF, VINYL, SM AD, 2-TUBE, BV 
VfNYL-1 0-2MQ CUFF, VfNYL, SM AD, 2-TUBE, MQ 
VINYL-10-2SC CUFF, VfNYL, SM AD, 2-TUBE, SC 
VINYL-11 CUFF, W A, VfNYL ADULT 
VfNYL-11-1HP CUFF, VINYL ADULT, I-TUBE, HP 
VfNYL-11-1MQ CUFF, VINYL ADULT, 1-TUBE, MQ 
VINYL-11-1SC CUFF, VINYL ADULT, 1-TUBE, SC 
VfNYL-11-2BV CUFF, VINYL ADULT, 2-TUBE, BV 
VfNYL-11-2BVC CUFF, VfNYLADULT, 2-TUBE, BVC 
VfNYL-11-2MQ CUFF, VfNYLADULT, 2-TUBE, MQ 
VfNYL-11-2SC CUFF, VINYL ADULT, 2-TUBE, SC 
VINYL-IlL CUFF, WA, VfNYL, ADULT LONG 
VfNYL-1 1 L-1 HP CUFF, VfNYL AD LONG 1-TUBE, HP 
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Welch Allyn FlexiPort™ VINYL 

[I] 
VINYL-11L-1MQ 
VINYL-II L-I SC 
VINYL-1IL-2BV 
VINYL-11 L-2BVC 
VINYL-11L-2MQ 
VINYL-1IL-2SC 
VINYL-12 
VINYL-I2-1 HP 
VINYL-12-1MQ 
VINYL-I2- ISC 
VINYL-12-2BV 
VINYL-12-2BVC 
VINYL-12-2MQ 
VINYL-12-2SC 
VINYL-12L 
VINYL-12L-1 HP 
VINYL-12L-1 MQ 
VINYL-12L-1 SC 
VINYL-12L-2BV 
VINYL-12L-2BVC 
VINYL-1 2L-2MQ 
VINYL-12L-2SC 
VINYL-13 
VINYL-13-1 HP 
VINYL-13-1MQ 
VINYL-13-1 SC 
VINYL-13-2BV 
VINYL-13-2BVC 
VINYL-13-2MQ 
VINYL-13-2SC 
VINYL-MLT 

Annex: VII 
Classification: 
Classification 
Rules: 

Description 

CUFF, VINYL AD LONG 1-TUBE, MQ 
CUFF, VINYL AD LONG 1-TUBE, SC 
CUFF, VINYL AD LONG 2-TUBE, BV 
CUFF, VINYL AD LONG 2-TUBE, BV 
CUFF, VINYL AD LONG 2-TUBE, MQ 
CUFF, VINYL AD LONG 2-TUBE, SC 
CUFF, WA, VINYL LG AD 
CUFF, VINYL LG AD, I-TUBE, HP 
CUFF, VINYL LG AD, I-TUBE, MQ 
CUFF, VINYL LG AD, 1-TUBE, SC 
CUFF, VINYL LG AD, 2-TUBE, BV 
CUFF, VINYL LG AD, 2-TUBE, BVC 
CUFF, VINYL LG AD, 2-TUBE, MQ 
CUFF, VINYL LG AD, 2-TUBE, SC 
CUFF, WA, VINYL, LG ADULT LONG 
CUFF VINYL LG AD LONG 1-TUBE H 
CUFF VINYL LG AD LONG 1-TUBE M 
CUFF VINYL LG AD LONG 1-TUBE S 
CUFF VINYL LG AD LONG 2-TUBE B 
CUFF VINYL LG AD LONG 2-TUBE B 
CUFF VINYL LG AD LONG 2-TUBE M 
CUFF VINYL LG AD LONG 2-TUBE S 
CUFF, WA, VINYL THIGH 
CUFF, VINYL THIGH, I-TUBE, HP 
CUFF, VINYL THIGH, 1-TUBE, MQ 
CUFF, VINYL THIGH, 1-TUBE, SC 
CUFF, VINYL THIGH, 2-TUBE, BV 
CUFF, VINYL THIGH, 2-TUBE, BVC 
CUFF, VINYL THIGH, 2-TUBE, MQ 
CUFF, VINYL THIGH, 2-TUBE, SC 
CUFF, VINYL, MULTIPACK 

GMDN Code and 34978-Cuff, blood pressure, reusable 
Term: 
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UMDNS Code 
and Term 

Standards 
Applied: 

Authorised Signatory: 

11072 Cuffs 

EN/ISO 10993-1 

EN/ISO 81060-1 

Fiona Butler, Manager Regulatory Affairs 
{ EU Authorised Representative} 
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Evaluation and Testing within a Risk Management 
Process 

Non-invasive sphygmomanometers- Part I : 
Requirements and test methods for non-automated 
measurement type. 
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