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CUSTOMER COMPLAINT REPORT * [CCRNo: ' 17150,
ate: 63ANM CE

Customer: ' TAMES (COK UNERGTY HOGPITAL P.O. )
File No.: 20 ' Invoice:
Address: - |MAarToN R0, MDD EERORIIGH, T, 38w Ce . -
Product: TOM TUUME TT-80 Despatched:
Serial Ne.(s): ALL L.
Manufacturer / VIAMED
Supplier -
Why MHRA not Signed
informed '

Nature of Complaint:

e Tom THUME TTLED CAn BE MAGE To DRLIVER PRessuRes IN EXCEES
OF THE MAXIMUM PR eecie SETTiNGS OF THE ADSUSTABLE vAlVE 4
P2z lolan VALVE, BY THE (s OF FLOWRATES o ExCERS oF TME
EPECIFICATION OF THE TOM THUMB. THERE (o NO MEASURE (N
PACE To PREVENT CONNETTION OF THE TonA THGMR To ExCESShve
FLOWRATES . = 4388  Mavngs . Tagwiws

Result of Investigation:
THE TOM THUMB 1S DESIGNED TO VENT SxCEES PRETRURLS: WHERS (USED

WITHIN THE SPECIFICATION OF THE DEVICE, WH{I(H S O-i0G LPM . TG
MLow VENTING OF SXCESS PRESSURE WP To INEINITE FLOWRATES
WOLLD DEMAND A TOM THUMB oF NEINITE S, AS BACK preEssuel
1S CREATED DUE TO THE SIZE OF THE NTERMAL BORE OF THE Buby
LAoCh AND THE DIAMETER OF THE CUTLET. ADDITIONAWY THE gore
DIAMETER oF PATIENT TURING Weyutd AOD BAGK PRESSORE AT SXESSIVALY
H r6H FLON RATED, (MCREASING PATIENT TLRING DIAMETETZ  WLULD HAIE
DETRMeENTAL EFFELTS T0 OPERATION OF THE DEVICE, (OMPROMIBING SAFCTY .

ﬂgned:@ L A W Date: 3 MAR OG

Corrective Action: <

Extem_?l: VISIT 7o CUSTOMERS SITE To EDOCATE END USERS C(ON (ERNING
OAFE CONNECTION AND UBAGE OF mye DEVICEE.

Internal: CREATED WARNING IARELS To ATTACH TO ALL THE CUSTOMER'S
Tom THUMBS . SENT NEW 2ETS oF INSTRUCTION CARDS To USER.
SouREED DAL A Flow" Ty FLOWMETERS WHICGH CANNCT ENTeR "FLOSH MORE” ¢
PELivER FLOowS HIGHER THAN THE MAXIMUM READING /IETTING OF T
FLOWMETER , AND ADVISED (uSToMER OF PART NUMBERS 0 CoST

Signed:

Fo /08 | Date:

MDA Informed?* NO | | QC12
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