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Bang sang ché, nhan hiéu thwong mai, ban quyén

Hé thong KXL c6 thé dwoc bao hd mot hodc nhiéu don xin cap bang sang ché
da dwoc cap bang hoac dang ch¢ tham dinh tai Hoa Ky va trén toan thé gi&i.

“KXL” va thiét ké logo Avedro 1a nhan hiéu thwong mai da dang ky hoac nhan
hiéu thwong mai cla Avedro, Inc. Tat ca phan mém va tai liéu déeu thudc ban
quyéen cua Avedro, Inc. Moi quyén dwoc bao lwu 2020.

Microsoft va Windows 13 14n lwot cac nhan hiéu thwong mai da déng ky va nhan
hiéu thwong mai ctia Microsoft Corporation. Moi nhan hiéu thwong mai hoac
nhan hiéu dich vu khac néu trong cuén sach hwéng dan nay déu la tai san cua
chu s& hiru twong (rng cua chung.

Dé biét thém thong tin, hay lién hé:  Nha phan phdi dwoc Gy quyén cta
Avedro tai dia phwong ban

J Avedro, Inc.
201 Jones Road
Waltham, MA 02451
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Prinsessegracht 20

2514 AP, The Hague

Ha Lan

Dbién thoai: +31.70.345.8570
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Loi ndi dau

1.1 Muc dich sir dung ctia sach hwéng dan

Cubn sach huéng dan nay duoc thiét ké dé phuc vu ngudi van hanh ctia Hé

thdng KXL ctia Avedro, Inc. T4t c& cac hwéng dan van hanh, minh hoa san pham,
hinh anh man hinh, théng bao khac phuc sy cd/16i va théng tin lién quan khac duoc
néu trong sach hwéng dan nay. Nguwoi van hanh cé trach nhiém dam bao rang tt ca
cac hwdng dan an toan trong sach hwéng dan nay dwoc ap dung nghiém ngét.

1.2 Muc dich str dung / Chi dinh str dung

Hé thdng KXL truyén mét liéu anh sang UVA ddng nhéat, dinh sén dén mét khu vuc
diéu tri dich nham muc dich chiéu sang giac mac trong khi tién hanh céac tha thuat
lién két chéo giac mac lam én dinh giac mac da bi suy yéu do bénh tat hodc phau
thuat khuc xa.

1.3 Tuyén b mién trir vé&i thay doi thiét ké

e Do céc thay dbi thiét ké va cai tién san pham, théng tin trong sach huéng
dan nay cé thé thay di ma khong can théng bao. Avedro, Inc. (sau day
goi 1a “Avedro”) bdo lwu quyén thay dbi thiét ké san pham béat ky luc nao
ma khoéng can théng bao, thay dbi nay sau do6 cé thé anh hwéng dén noi
dung cla sach huwéng dan nay.

e Avedro khong chiju trach nhiém vé&i bat ky sai s6t nao cé thé xuét hién
trong sach hwéng dan nay. Avedro sé& thuc hién moi nd lwc hop ly dé
dam bao rang sach huwéng dan nay dwoc cap nhat lién tuc va twong trng
v&i Hé théng KXL duoc giao.

e Cac man hinh hién thj cia may tinh dwo'c minh hoa trong sach huéng
dan nay chi mang tinh dai dién. Tuy thudc vao phién ban phan mém cla
hé théng, cé thé xuét hién cac khac biét nhé gitra cac man hinh hién thi
trén may tinh thuwc té va cac man hinh dwgc minh hoa trong sach hwéng
dan nay.

e T4t ca di¥ liéu bénh nhan xuat hién trong tai liéu nay, bao gdm céc hinh
anh man hinh lam mau, déu chi mang tinh dai dién va khéng cé thuc.
Khong c6 théng tin bao mat nao ctia bénh nhan bj vi pham, du cé hoac
khéng dwgc phép.

1.4 Tuyén bd mién trir véi viéc sao chép

Khdng duwoc phép sao chép, sao chup hoac truyén tai dién t&r sach huong dan nay
hoac bat ky phan nao cta sach hwéng dan nay dwéi bat ky hinh thirc nao ma
khéng cé van ban cho phép tir trwedc ctia Avedro, Inc.

ML-00089 Phién ban A
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1.5 Tuyén bd hé tro’ hoat ddng ctia ngwdi diing

Néu ban gap bat ky kho khan nao trong khi chay Hé thong KXL, vui long lién hé
v&i dai dién dwoc Gy quyen cta Avedro tai dia phwong ban.

1.6 Chdng chi dinh, canh bao va than trong

1.6.1 Chdng chi dinh

Muc nay mé ta cac tinh huéng trong d6 khong nén st dung thiét bi do nguy co tir
viép str dung cao hon ro ré,ng bat ky lgi |'c‘h c6 thé c6 nao. C4c tinh trang c6 thé
chong chi dinh s&r dung thiét bi nay bao gom:

bbé déy giac mac, cung voi biéu md, nhé hon < 375 micromet.

Cac rdi loan chay giac mac

Bénh nhan bi thiéu thé thay tinh

Bénh nhan da gan thé thay tinh gia khdng cé cay thau kinh chan tia UV
Phu nlr mang thai va dang cho con bu

Tré em

1.6.2 Canh bao

Céc bac si nén danh gia cac loi ich cé thé c6 & bénh nhan cé nhirng tinh trang sau:

Viém giac mac do herpes simplex, herpes zoster, mon giac mac tai phat,
loan duwdng giac mac

Cac rbi loan lam lanh biéu mo

Trong sach hwéng dan nay, Than trong dwoc dinh nghia la: mot tuyén bd
canh bao nguwdi dung vé kha nang xay ra mot van dé vai thiét b lién quan
dén viéc s dung hodc st dung sai cach thiét bj d6. Nhirng van dé nhw vay
bao gébm truc trac thiét bi, hdng thiét bi, hw héng thiét bi hodc hw héng tai
san khac. Tuyén b than trong bao gdm bién phap phong ngira nén thuc
hién dé tranh nguy co.

e Trong sach hwdng dan nay, Canh bao dwoc dinh nghia la: mét tuyén bb

canh bao nguwoi diing vé kha nang xay ra tén thwong, ttr vong hoac cac
phan (rng bat Igi nghiém trong khac lién quan dén viéc st dung hoac st
dung sai cach thiét bj do.

1.6.3 Canh bao an toan dién

Thiét bi nay doi hdi cac bién phap phong nglra déc biét vé kha nang twong
thich dién tr (EMC). Can tién hanh 1ap dat va sir dung theo théng tin EMC
néu trong sach hwéng dan nay.

Thiét bj truyén thdng tn s vé tuyén (radio frequency, RF) xach tay va di
dong co thé anh hwéng dén thiét bj dién y t& nhw Hé thdng KXL ctia Avedro.
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Dé biét phan loai thiét bi, vui long tham khdo Chwong 5.0 Phan loai thiét bi.

CANH BAO: Moi hoat dong sira chira hoéc bao dwéng phai dwoc
tien hanh duy nhat bé&i nhan vién da dwoc dao tao cua Avedro.
CANH BAO: KHONG sira doi thiét bi nay ma khéng c6 sw cho phép
cua nha san xuat.

CANH BAO: Bé tranh nguy co dién giat, chi dwerc phép két ndi thiét
bi nay v&i mét nguon dién lwéi cé noi dat bao veé.

Dé ngat két néi hé thong khoi ngudn dién Iwéi, cam phich cam day
nguon va kéo noé ra khéi 6 cam dé ngat ket noi.

Hé théng dworc thiét ké dé hoat dong lién tuc bang cach sir dung
dau noi bén ngoai.

CANH BAO: Thiét bi nay dwoc van hanh véi cac dién ap nguy hiém
c6 thé gay sdc, bong hodc gay tir vong. Pé giam kha niang bj dién
giat va vé tinh phoi nhiém tia UVA, khéng dwoc thao bat ky bang cé
dinh nao. Pam bao rang moi hoat déng bao dwéng hé théng, vwot
ngoai nhirng gi dwo'c md ta trong sach hwéng dan nay, chi dwoc
thwe hién b&i nhan vién bao dwdng dwoc Gy quyén cua Avedro.

CANH BAO: Tat ngudn hé théng va rat phich cam twéng trwéc khi
bao dwdng hoac lam sach (khtr trung) thiéet bi.

Khéng bao gio dwoc kéo day dé rut day nguon ra khoi 6 cam Cam
phich cdm day nguén va kéo né ra khéi 6 cam dé ngat két néi.

'!'hlgt bi phai dwoc dit sao cho khong khé dé rut day ngudn ra khéi
0 cam.

| CANH BAO: Khéng van hanh thiét bj véi day ngudn hw hong.

CANH BAO: Dat day ngudn & vj tri sao cho khéng thé bi vap Ién, di
Ién, Ian Ién, xoan, gap, kep hoac vo tinh kéo ra khoi 6 cam trén
twong.

CANH BAO: Khéng st dung thiét bi & gan nwéc va can than khéng
lam do chat 16ng Ién bat ky bo phan nao cua thiét bi.

>bbbb > B P
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CANH BAO: Khéng van hanh Hé thong KXL khi cé6 mat cac hén hop
hoac chat gay mé de chay.

CANH BAO: Khéng bao gi& dwec nhin tryc tiép vao chum anh
sang UV. Khong bao gio dwoc hwédng chum tia vé phia mét ngwoi
trtr khi véi muc dich tri liéu.

CANH BAO: Viéc phot 1& cac quy dinh dia phwong vé viéc st dung
cac thiét bj dién quang y té c6 thé gay truc tric do nhiéu dién tir.

CANH BAO: B6 diéu khién tir xa c6 chira pin thay thé dwoc; néu hé
thong sé khong dwoc str dung trong théi gian dai, hay thao pin ra.

CANH BAO: Str dung cac phu kién khéng kém theo sé dan dén chat
lwong cha thiét bj khong hop chuan

> > B EBBEBR

CANH BAO: Hé thong c6 thé bi gay nhiéu bi thiét bi khac ngay ca
khi thiet bi dé phu hop véi cac yéu cau phat xa CISPR.

CANH BAO: Nén tranh str dung thiét bi nay bén canh hoic xép
chdng v&i thiét bi khac b&i vi viéc dé co6 thé dan dén hoat dong sai
cach. Néu cach sty dung nhw vay la can thiét, nén quan sat thiét bi
nay va thiét bj kia dé xac minh rang ching déu hoat déng binh
thwong.

CANH BAO: Thiét bj truyén théng RF xach tay (bao géom cac thiét bi
ngoai vi nhw cap ang-ten va ang-ten bén ngoai) nén dwoc str dung
& khoang cach khéng gan hon 30 cm (12 inch) so véi bat ky bd
phan nao cta hé théng KXL cta Avedro (110-01019), bao gom cac
cap dwoc quy dinh b&i nha san xuat. Néu khéng, hiéu qua hoat
dong cua thiét bi nay cé thé suy giam.

CANH BAO: Khéng dwoc bao dwéng hodc bao tri hé thong trong
khi str dung vé&i bénh nhan.
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CANH BAO: Khéng an toan vé&i cong hwéng tir — Tranh xa thiét bi
chup cong hwéng tir.

CANH BAO: Khéng st dung thiét bi hw héng hoéc tryc trac. St
dung nhirng thiét bj d6 cé thé gay hai cho ngwei dung va/hoac
bénh nhan

1.7 Cac canh bao an toan birc xa

CANH BAO: Chi sir dung cac thiét bi loai laser dé ngan birc xa UV
phan xa ttr cac bé mat kim loai nhan.

CANH BAO: UV phat ra tir san pham nay. Tranh tiép xuc mat va da
v&i san pham khéng dwoc che chan. Khéng bao gio dwoc hwéng
chum tia vé phia moét ngwi trir khi v&@i muc dich tri liéu.

1.8 Sw an toan cua bénh nhan

e Diéu tri nén dién ra trong khéng khi yén tinh va thw gian dé khéng l1am phan
tan sw tap trung cia bénh nhan. Bénh nhan nén nam trén ban hoac ghé
bénh nhan. Dau cta bénh nhan can twa thoai mai trong gbi twa dau. Piéu
bat budc 14 ban hoac ghé bénh nhan hoac hé théng khéng bi di chuyén
trong qua trinh diéu tri.

THAN TRONG: Hé théng KXL 1a mét thiét bi y té. Do dé, hé théng chi
c6 thé dworc van hanh trong cac co’ sé cham s6c sirc khoe hoac cac
khu vwrc y tée dwéi sw giam sat cua nhan vién da dwoc dao tao y khoa.

1.9 Cac can nhac an toan bé sung

e Nghiém cAm moi stra dbi v&i chum anh sang bén ngoai ciia hé théng bang
cac phan t&r quang hoc.

e Dung cu bang chat déo nhw banh mét hodc tAm chan bao vé mét cé thé bj
hw héng khi bi chum tia UV tac ddng vao, cé kha nang khién sadn pham bi
xudng cap. Do dé, chi nén sir dung céac phu kién ma Avedro khuyén nghi
hodc cac dung cu phau thuat bang thép khéng gi.

e Cac bé mat kim loai nhan c6 thé phan xa bat ké nd Iuc triét tiéu ching. Vi
vay, chi nén st dung cac thiét bj loai laser.
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1.10 Théng bao tuan thu FCC

Thiét bi nay da dwoc kiém tra va thay 1a tuan tha cac gidi han danh cho thiét bi kj
thuat sb Loai B, theo Phan 15 cGia B6 quy tdc FCC. Cac gidi han nay dwoc thiét ké
dé cung cap sw bao vé hop ly khdi nhiéu cé hai trong méi trwdng nha &. Thiét bj nay
tao ra, str dung va c6 thé phat ra ndng lwong tan sé vo tuyén va, néu khéng dwoc
lap dat va st dung theo ding hwéng dan st dung, cé thé gay ra nhiéu cé hai cho
truyén thdng vé tuyén. Tuy nhién, khéng cé bao dam rang nhiéu sé& khdéng xay ra &
mot cach 1ap dat cu thé. Néu thiét bi nay khéng gay ra nhidu cé hai cho sw thu nhan
vo tuyén hodc truyén hinh, cé thé xac dinh bang cach tat roi bat thiét bi, ngu®i dung
dwoc khuyén khich cb gang khéac phuc nhiéu bang mét hodc nhiéu bién phap sau:

DPéi hwéng hodc dbi vi tri clia ang-ten nhan.
Tang khoang cach gitra thiét bj va bo thu nhan.

Két ndi thiét bi vao mot 6 cadm dién trén mot mach dién khac véi mach dién
ma b6 thu nhan dwoc két noi.

Hi y kién bo phan Dich vu khach hang ciia Avedro dé duorc tro gitp.

Phai str dung céc cap va dau ndi dwoc ndi dat va che chan dung cach dé
dap trng céac gidi han phat xa FCC. Avedro cé cung cap cap va dau ndi
dang tiéu chuan. Avedro khéng chiu trach nhiém véi bat ky nhiéu v tuyén
hodc truyén hinh nao gay ra do cac thay dbi hodc stra dbi trai phép voi thiét
bi nay. Thay dbi hoac stra dbi trai phép co thé lam mét quyén van hanh thiét
bi cia nguwdi dung.

ML-00089 Phién ban A



AVEDRO | 7/ 69

2 Gioi thiéu

2.1 Téng quan vé hé théng

Hé théng KXL 1a mét thiét b y té dién t& truyén anh sang cuc tim (bwdc séng 365 nm)
theo dang hinh tron 1&n giac mac sau khi da nhé dung dich riboflavin. Chiéu xa vao
riboflavin sé& tao ra oxy mirc don, tao thanh céc lién két lién phan t&r trong collagen cla
giac mac, lam cirng giac mac théng qua lién két chéo. Luéng UV va théi gian chiéu xa
(tere 14, mat dd nang lwong) tai giac mac duoc kiém soat bdi mot hé thdng may tinh
nhung.

Dau quang hoc chira co cau chiéu xa UVA va may quay. Bén LED duwoc cai dét san b
nha san xuat dé phat ra birc xa UVA & bwée sdng 365 véi cwdng do 3 mW/cm? dén
45 mW/cm?2.

M6t khdu do cb dinh dwoc gan trong duwéng dan chum tia chiéu xa UVA duoc sir dung
dé tao ra mét dién tich chiéu xa hinh tron ddng nhét tai méat phéng diéu tri véi dwong kinh
khoang 9 mm. Céc tia laser dong chinh dwoc st dung dé hé tro nguwdi dung tap trung
chum tia Ién giac mac ctia bénh nhan. Sy déng chinh chinh xac chum tia UV théng qua
quan sat céc tia laser ddng chinh duwoc kiém soat théng qua mét bd diéu khién tor xa
khéng day va moét hé théng dan dong bén trong. Cong suét diéu tri cé thé dwoc chon bdi
ngudi dung tr 3 mW/cm? dén 45 mW/cm? theo sb gia 1 mW/cm?2. Téng ndng luvong co
thé dwoc chon theo sé gia 0,1 J/icm? trén giao dién ngwdi dung. Tuy nhién, cac gidi han
thuwe té cho céng suat va nang lvong dwoc kiém soat béi thé diéu tri RFID.

KXL 1a mét hé thdng di ddng cé mét cach tay co khép ndi dé cho phép di chuyén hé
thédng nham ddng chinh chum tia UV dén gidc mac ctia bénh nhan. Céac théng sé diéu tri
(Thoi gian cdm (rng riboflavin, Téng nang lwong UV, Cong suat UV va Thoi gian chu ky
xung UV) dwoc chon qua giao dién ngwdi dung trén man hinh cam (rng ctia may tinh.

Heé théng KXL dwoc str dung két hop véi mét dung dich riboflavin va mét thé RFID.
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2.1.1

Cac thanh phan chinh

Cac thanh phan chinh cia hé théng KXL bao gbm nhw sau:

DPau quang hoc v&i nguén UV va may quay

Bang diéu khién KXL vé&i giao dién nguwoi dung

B diéu khién tir xa khéng day (c6 pin thay thé dwoc)

BO kit diéu tri lién két chéo gia toc KXL (vat tw dung mét 1an duwoc cung
cap riéng)

Cép ngudn xoay chiéu loai dung cho bénh vién (khda dugc/thao réi duoc)
S6 hiéu bd phan cua hé théng: 110-01019

Hinh 2-1. Minh hoa téng quan vé hé théng
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Chi bao UV Canh tay c6 khop néi

f! 3 \ | Giao dién nguoi dung/

f | — Bang diéu khién/
B6 doc RFID

A ‘ r
Pbaura UV -

f—:/' T Tay cdm

B

Bao dung diéu khién tr xa

Hinh 2-2. Céc hinh minh hoa hé théng c6 6 goi

TRAIPHAI TRAIPHAI &

TRUGC/SAU  CHIBAOPIN

XUONG /
LEN \ N
e j
e
'\LEN

DEN CHi BAO

XUONG

i

NUT DONG BQ HOA

BO DIEU KHIEN TU XABANDAU hodc BO PIEU KHIEN TU XA CAP NHAT

Hinh 2-3. B diéu khién tir xa khéng déy
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KXL System / Sistema KXL

il

avéoro

Avedro, Inc.

201 Jones Road
Waltham, MA 02451 USA
Tel: 781.768.3400

Fax: 781.768 3401

Input / Ingresso / Entrada: 100 — 240V ~
Current / Corrente / Corrente:  2A- 1A
Net Weight: 48 kg
Frequency / Frequenza / Frequéncia: 50/60 Hz

Output Power Density /
Densita di potenza in uscita/
Densidade de poténcia de saida: 45 mW/cm? max

Wavelength / Lunghezza d'onda/
Comprimento de onda: 365 nm

Emergo Europe
Prinsessegracht 20,
2514 AP, The Hague,
The Netherlands

Tel: +1.31.70.345.8570

4 Fax: +1.31.70.346.7299

BL-00401, Rev. B

@ (l"‘") A mﬁgm =e ’H/m;amu/ééy m w®

FCC: SX20RFID1
IP20
c € 2797 IC: 56754 DRFJDD

Hinh 2-4. Nhdn KXL

Evite a exposicdo dos olhos e da
ao produto nio protegido.

EN 62471:2008 Risk Group 3 / Classe

WARNING/ATENCAO

UV emitted from this product. Avoid eye
and skin exposure to unshielded product.

Este produto emite radiagdo UV (ultravioleta).

IEC 62471:2006 Risk Group 2 / Classe de Risco 2

pele

de Risco 3

LEL-00419, Rev. &

Hinh 2-5. Nhan phat

uv

CLASS 1 LASER PRODUCT
This product complies with /

este produto estd em conformidade com :

IEC 60825-1:2007-03 Ed

.2.0.

Hinh 2-6. Nhén phén loai laser
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3 Van hanh hé thong

3.1 St dung bang cam rng/ban phim

Bang dw&i day nhan dang va mo ta cac phim va biéu twong quan trong trén bang cam
tng chi dung dé van hanh hé thong KXL. Chwong 2 nhan dang va mé ta cac thanh
phan chinh cta hé thong KXL.

Phim trén bang cam
trng

Biéu twong

M6 ta/Chirc nang

Nut Tat nguén (Power
off) (Man hinh khé&i tao)

TAT nguon dién vao
bang diéu khién.

NuUt Thém bénh nhan
m¢&i (Add new patient)
(Man hinh khéi tao)

‘ o Add new patient

Thém thong tin bénh
nhan trwédc khi diéu tri
cho bénh nhan

Nut Tuy chon (Options)
(Man hinh khéi tao)

=

Hién thi cac cai dat hé
thong va quan ly cac ké
hoach cai dat san

Nut Sé dw trén thé kich
hoat (Activation card
balance)

[Z] Activation card balance

Hién thi s6 dw trén thé
dieu tri

Quan ly cac ké hoach
cai dat sén cla phong
kham (Manage clinic
preset plans)

@ Manage clinic preset plans

Stra déi cac thong s6
cua ke hoach dieu tri cai
dat san

Cai dat hé théng
(System Settings)

444 System settings

Menu Cai dat hé théng
(System settings) dwoc
hién thj

Cai dat bao dwong
(Service settings)

X Service settings

Kha néng chinh stra cac
théng s6 mac dinh

Tao ké hoach diéu trj m&i
dé bat dau (Create new
treatment plan to begin)
(Man hinh téng quan vé

®

Create new treatment

Bat dau ké hoach diéu
tri cai dat san hoac da
stra ddi cho bénh nhan

bénh nhén) plan to begin

D4u CONG (nhiéu man Tang gia tri cta trwong
hinh Phac do |am sang + hién tai.

khac nhau) |

D&u TRU (nhiéu man I Giam gia tri cta trwong
hinh Phac d6 1am sang R hién tai.

khac nhau)
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Phim trén bang cam Biéu twong M6 ta/Chlrc nang
trng

Nut X (nhiéu man hinh Huay tat c& cac muc nhap

khac nhau) x trén mét man hinh va tré
lai man hinh trwéc.

Nut ddu kiém (nhiéu ' Chi dao cho hé thong

man hinh khac nhau) ‘ \/ OK chap nhan cac muc nhap

" | trén man hinh hién ta,i va

chuyén sang buéc tiép
theo.

Nut Hay (Cancel) ' Hay tAt ca cac muc nhap

(nhiéu man hinh khac ‘ XK cancel ‘ trén m6t man hinh va tr&

nhau) ) lai man hinh truéce.

Nut Ba xong (Done) Dang ky bat ky thay déi

(nhiéu man hinh khac ‘ Done nao trén moét man hinh

nhau) . hoac cung cap thdng bao
cho ngudi dung roi tré ve
man hinh trwéc.

Nut Xuéat - Xuét bao cao diéu trj cla

(@ bénh nhan ra USB

Nut Thém nhan xét Thém ghi chu vao bao

(Add comment) (man " céao dieu tri cia bénh

hinh tdng quan vé bénh nhan.

nhan)

Biéu twong Thung rac Xoba cac hinh énh duoc

il chup trong khi diéu trj.

Nut Hay diéu tri (Cancel
Treatment) (nhiéu man
hinh Phac d6 1am sang
khac nhau)

"

sancel treatment

Hay mét phién diéu tri
cho mét bénh nhan.

Nut B4t dau bo hen gioy

Béat dau bo hen gio diéu

type)

(Start timer) Start timer tri
Nut Thay dbi loai diéu Thay dbi loai diéu tri
tri (Change treatment Change treatment type

Nut Tién hanh diéu trj
(Perform treatment)
(nhiéu man hinh Phac
dd lam sang khac
nhau)

Bat dau diéu tri

dwoc van hanh hé théng KXL.

@ THAN TRONG: Chi c6 nhan vién du trinh dé va c6 kinh nghiém mei
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3.2 Nang lwong (Liéu) UV

* Nang luong (Liéu) UV la tich clia Cong suat (Cwong do) UV va Thoi gian chiéu
xa UV. Nang lwgng UV va Cong suat UV co thé dieu chinh va Tho&i gian chiéu
xa UV duorc hién thi.

e Hé théng theo déi Nang Iwgng UV, Cong suat UV, Thoi gian chiéu xa UV va
Tbng thoi gian diéu tri trong qua trinh diéu tri.

e Cac tuy chon nay c6 thé chon b&i ngudi dung trong ché dd ké hoach diéu tri.
Xem Muc 3.8.3

e C6 hai ché d6 diéu tri bang UV kha dung, Lién tuc (Continuous) va Xung (Pulsed).
o Ché d6 lién tuc: Dau ra UV khéng dbi trong thoi gian diéu tri bang UV.
Cdc théng sé cua ché dé lién tuc:

Giai doan cam wng: 1 gidy — 30 giay
Nang lvgng UV*: 1-10,7 Jlcm?
Cong suat UV: 3 — 45 mW/cm?

*Nguoi ding co thé chon Nang lrong UV theo s6 gia 0,1 J/cm?. Khodng
néang luong dwoc kiém soat béi thé RFID.

o Ché dd xung: Pau ra UV BAT va TAT & cac khoang thdi gian ma nguoi
dung da chon.

Cdc théng sé cua ché dé xung:

Giai doan cam wng: 1 gidy — 30 giay
Nang lwong UV*: 1-10,7 Jlcm?
Céng suat UV: 6 — 45 mW/cm?
Thoi gian BAT UV: 1,0 — 4,0 giay
Thoi gian TAT UV: 1,0 — 4,0 giay

*Nguoi ding co thé chon Nang lrong UV theo s6 gia 0,1 J/cm?. Khoédng
néang luong dwoc kiém soat boi thé RFID.

e Vuildng tham khdo Hwéng dan st dung (IFU) riboflavin dé biét thong tin vé
cbng thire.
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3.3 Chuan bj hé théng

e Dat hé thdng KXL bén canh ban hoéc ghé diéu tri. Khoa cac banh lai dé cb dinh
vi tri cliia thiét bi.
e Dam bao hé théng dwoc BAT.

e Khihé thong dang trong qua trinh st dung, gitr dau tranh xa cac ngudn sang
chéi, chang han nhw dat trwdc cira sb.

e Kiém tra clra sb thuay tinh clia khau doé chum tia xem c6 bui va ban khéng. Xem
cac Muc 4.7 va 4.8 dé biét hwéng dan lam sach.

3.4 Cac bwédc quan trong trwéc khi bat hé théng

e Nguoi dung chiu trach nhiém dam bao rang hé thong KXL hoat dong binh
thwdng triede khi bat dau dieu tri.

e Dé dam bao hé thdng hoat ddng binh thwdng, can nhac nhirng diém bat budc sau:
o Kiém tra thiét bi, cac phu kién va cap ndi xem c6 hu héng nhin thay khéng.

o Can nhéc cac quy dinh dia phwong vé viéc st dung thiét bi y té dién quang
di dong.

3.5 Bat ngudn hé théng

. BAT cong tac nguon chinh trén dé cua hé théng KXL, bén canh phich cdm day
ngudn. Cong tac nay cung cap dién lwdi xoay chiéu cho hé thdng KXL.

e Nhén rdi nha nut bat ngL’Jon‘o’ bén héng cla man hinh hlep thi KXL. Xem Hinh
3-1. Hé thong KXL sé bat dau trinh ty bat nguon, tai hé dieu hanh va tat ca cac
tap tin cau hinh va tham chiéu.

Hinh 3-1. Céng téc ngudn
o LUUY:Néu co 16i kh&i ddng, hay ghi lai moi théng bao 16i va lién hé voi
nha phan phadi ctia ban hoac Dich vu khach hang.

e Vuilong xem Muc 3.21 dé biét hwéng dan vé trinh ty tat nguén.
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e Danh sach bénh nhan, dwgc minh hoa trong Hinh 3-2, Iwu trir:
o Céc bénh nhan da dwoc diéu tri trudc day
o Cac bénh nhan chwa diéu tri c6 ké hoach diéu tri da lwu
o Céc bénh nhan méi khéng cé ké hoach diéu tri nao dwoc chi dinh

Last

Allen

Anderson

Birmingham

Bradford

Chamford

Costantino

First

April

James

Gerard

Rachel

Steven

Caroline

Patient ID

23434221

65334533

34234244

12323197

58345999

62445789

Patient List

DoB

28 Feb, 1967

19 Jul, 1982

1 Jan, 1973

18 Qct, 1969

13 Mar, 1984

3 Mar, 1993

L o Add new patient J

Treatment status

B Created OS
LASIK/PRK - 9 Feb

B Created OD
Accel CXL - 10 Feb

B Treated OD, OS
& Multiple - 9 Feb
p

B Treated OD OS
& Custom - 2 Feb

o Patient added
& 12 Feb

B Created OD
Preset 1 - 11 Dec

Hinh 3-2. Co sé& di liéu bénh nhan

3.6 Dir liéu bénh nhan hién cé6

e D& tim mét bénh nhan hién cé trong Patient List (Danh sach bénh nhan), cham
vao 6 “tim bénh nhan” (search patients) va mét ban phim sé hién [én. G6 tén

bénh nhan vao va két qua sé hién thi.
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3.7 Thém bénh nhan méi
* D& bat dau thém bénh nhan méi, chon “Thém bénh nhan moi” (Add new patient)
va clra sO bat Ién dwgc minh hoa trong Hinh 3-3 sé xuat hién.

Add New Patient

Last name First name
Thomas Benjamin
1D number
338271
Sex
® Male Female
DOB
18 v January - 1985 v
X cancol | | Usesnenmoss || GRER
y N ;N ‘w J

Hinh 3-3. Nhép théng tin bénh nhan

e Né&u “Str dung bénh nhan ép danh” (Use anonymous patient) dwoc chon,
treong ho (last name) sé dién la an danh (anonymous) va mét so tang 1én sé
dién vao trvdng “tén” (first name).

e Sau khi théng tin bénh nhan dwoc hoan thanh, nat “OK” sé tré nén kha dung.

) Cc'),thé thém bénh nhan bét ky lic nao va lwu vao co sé dir liéu khi “OK” duwoc
nhan.

ML-00089 Phién ban A



AVEDRO |17/ 69

3.8 Tao ké hoach diéu tri mé&i
e Chon bénh nhan can diéu tri tr Co s& di¥ liéu bénh nhan
e Nhéan “Tao ké hoach diéu tri m&i dé bat dau” (Create new treatment plan to
begin)

Thomas, Benjamin ID: 338271 | DOB: 18 Jan, 1985

SO

®

Create new treatment
plan to begin

Hinh 3-4. Tao ké hoach diéu tri moi

3.8.1 Chon mét can diéu tri
e Chon mat ban mudn diéu tri: M4t phai (OD) hodc Mat trai (OS)

e Khi mét dwoc chon, trwéng nay sé dwoc td mau xanh dwong nhw minh hoa
trong Hinh 3-5.

Thomas, Benjamin ID: 338271 | DOB: 18 Jan, 1985

New Treatment Plan ‘ x ‘

8 treatments left on card Enter treatment details

Selecteye

° 0D 0s

Select treatment type

KXL Defaults Custom

( Accelerated Epi-Off CXL

Conventional CXL

Lasik Xtra

Next

Hinh 3-5. Chon mat
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3.8.2 Chon mét loai diéu tri mic dinh cta KXL

e Hé théng dwoc lap trinh sdn vé&i 3 ké hoach diéu tri mac dinh ctia KXL nhw
minh hoa trong Hinh 3-5:
o CXL béc biéu mé gia tbc (Accelerated Epi-Off CXL)
o CXL théng thwdong (Conventional CXL)
o LASIK Xtra

e Cac théng sb diéu tri dwoc cai dat sén cho cac ké hoach diéu tri méc dinh
cua KXL.

e Chon ké hoach diéu tri méc dinh clia KXL mong mudn r6i chon “Tién hanh
diéu tri” (Perform Treatment) dé tién hanh nhw minh hoa trong Hinh 3-6.

Thomas, Benjamin ID: 338271 | DOB: 18 Jan, 1985
New Treatment Plan ‘ x ‘
8 reatments (&1 on card OD - Accelerated Epi-Off CXL | saveas clinic preset
Formulation: VibeX Rapid
St peatment e Riboflavin induction time: 10 min 0 sec

KXL Defaults Custom UV irradiance ( 30 mwiem:
Total UV dose 7.2 Jem?
UV delivery Pulsed
Pulse duration: on 1.0 sec off 1.0 sec

Lasik Xtra

Total freatment time 8 min 0 sec

Change treatment type

Hinh 3-6. Tién hanh mét ké hoach diéu tri méc dinh

3.8.3 Cac ké hoach diéeu tri tuy chinh
e BAt ky ké hoach diéu tri mac dinh cla KXL nao ciing c6 thé dwoc chinh sira
dé thay déi liéu nang lwong, do roi birc xa hodc cac théng sé diéu tri khac
sau do lwu dé st dung trong twong lai nhw 1a mot ké hoach diéu tri “Tuy
chinh” (Custom).
e Chon Mac dinh cia KXL (KXL Default) lam diém khéi dau hoac chon tab loai
diéu tri “Tuy chinh” (Custom) dé tao mét ké hoach tuy chinh méi.
o Néu Mé&c dinh clia KXL (KXL Default) da dwoc chon, nhan “Lwu thanh cai
d&t s&n ciia phong kham” (Save as clinic preset) dé lwu vao tab loai diéu
tri “Tuy chinh” (Custom).
o Nhap tén cho ké hoach diéu tri cai d&t s8n cta phong kham.
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Save As Clinic Preset

Enter clinic preset name

my treatmen| ‘

@ New Preset Override Existing Preset
Select preset to overwrite

Preset 1 CXL Treatment Custom

‘ ¥ cancel ‘ + oK

Hinh 3-7. Luu ké hoach diéy tri cai dat s§n~caa phong kham
. Chon “OK” roi chon ké hoach diéu tri cai dat san cdia phong kham ttr tab loai
dieu tri “Tuy chinh” (Custom)
e Co thé chinh stra cac thong sb riéng 1& trong cac ké hoach diéu tri Tuy chinh.
e Nhan vao trong thong s6 cu thé va st dung cac mdi tén dé tang hoéc giam
trwedng mong muon.
e Chon “Lwu thay dbi” (Save changes) néu muén st dung cuing ké& hoach diéu

tri tuy chinh trong twong lai.
3.8.4 Stra doi cac thong sé diéu tri tuy chinh

e C6 hai ché do diéu tri bang UV kha dung, Lién tuc (Continuous) ho&c Xung
(Pulsed).

Ché d6 lién tuc: Dau ra UV khong ddi trong thei gian diéu tri bang UV.

Ché d6 xung: Dau ra UV BAT va TAT & cac khoang thdi gian ma nguoi dung
da chon.
e Trong vi du dwi day, nguwdi dung chon ché dé diéu tri bang UV “Lién tuc”

(Continuous) bang cach nhan vao menu tha xudng & bén phai ctia “Truyén
UV” (UV Delivery) nhw minh hoa trong Hinh 3-8.
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Thomas, Benjamin ID: 338271 | DOB: 18 Jan, 1985

New Treatment Plan ‘ x ‘
8 leatments jefton card OD - my treatment { Save changes ‘
lect ey
Formulation VibeX Rapid v
Riboflavin induction time: 40 min 0 sec
Select treatment type
KXL Defaults Custom UV irradiance 30 mwieme
Total UV dose: 7.2 Jiem?
f
UV delivery: Continuous »
Total treatment time: 4 min 0 sec
Change treatment type Undo changes

Hinh 3-8. Ké hoach diéu trj tay chinh — Ché do UV lién tuc

e Nhap céac théng sb diéu tri tiy chinh mong muédn khéc:
o Tbng liéu UV*
o Do roi birc xa UV (3 — 45 mW/cm?)
LUU Y: Téng thei gian diéu tri dwoe tinh toan va hién thj tw dong.

*Nguwoi dung cé thé chon lidu UV theo sb gia 0,1 J/em2. Khoang liéu duoc
kiém soat b&i thé RFID.

e Xem lai va xac nhan tat ca cac théng sé diéu tri bang cach chon “Tién hanh diéu
tri” (Perform treatment).

3.9 Bat dau diéu tri
e Chon bénh nhan tlr co s& di¥ liéu bénh nhan.
o Né&u mét ké hoach diéu tri vira méi dwoc tao, chon “Tién hanh diéu tri”
(Perform treatment).

3.9.1 Cheén nhan xét / Thé kich hoat RFID
« Cam thé kich hoat hét c& vao khe RFID va dé yén tai ché.
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Insert KXL Activation Card

:
-*]-

Insert activation card in card reader

X Cancel
e J

Hinh 3-9. C4m thé kich hoat KXL (Insert KXL Activation Card)

3.9.2 Thé kich hoat dung mét lan
« Dé& nguyén thé tai chd cho dén khi doc xong.

Insert KXL Activation Card

-

Reading activation card...
Do not remove card

X Cancel
e J

Hinh 3-10. Boc thé kich hoat
e Nguwoi dung sé duwgc canh bao rang chi cé 1 1an dieu tri con lai trén thé nhw
minh hoa trong Hinh 3-11.
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Insert KXL Activation Card
[

1 treatment left on card
Upgrade card before next treatment

‘ ¥ cancel +/ oK

Hinh 3-11. S6 dw diéu trj trén thé

« Nt “OK” s& phat sang khi thé da duoc doc va tin dung diéu tri da dwoc chap
nhan b&i hé thdng. Luc nay nguwdi dung cé thé rat thé ra néu mudn.

3.9.3 Thé kich hoat dung nhiéu lan

« Sau khi da cam thé kich hoat duing nhiéu Ian vao, man hinh hién thj s& hién thi
sO lan diéu tri con lai trén thé.

« Thé kich hoat c6 thé dwoc rit ra hodc dé lai trong khe RFID va Iwu trl cho lan
str dung tiép theo.

Insert KXL Activation Card

10 treatments left on card

Hinh 3-12. S6 duw trén thé: Sé 1an diéu tri con lai
o Néu thé diéu tri chi cé mét 1an diéu trj con lai, hé thdng sé& thdng bao cho ngudi
dung “Nang cép thé trwdc 1an diéu tri tiép theo” (Upgrade card before next
treatment) nhw minh hoa trong Hinh 3-11.
o Néu khéng con lan diéu tri nao trén thé, hé théng sé canh bao nguwdi dung cdm
mot thé khac nhw minh hoa trong Hinh 3-13.
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Insert KXL Activation Card

3

NO treatments left on card
Insert a different card

‘ ¥ cancel oK

Hinh 3-13. Khéng con lan diéu tri nao

3.9.4 Cac gi®i han dwoc kiém soat béi thé RFID

o Néu nguoi ding da 1ap trinh mot khoang liéu UV nam ngoai (cac) gia tri duoc
phép do thé RFID kiém soat, mot thdng bao “Thong so diéu tri khong hop 1€”
(Invalid treatment parameters) sé xuat hién sau khi chon “Tién hanh diéu tri’
(Perform treatment).

Insert KXL Activation Card

¢

-

Invalid treatment parameters
Insert card again or insert a different card

‘/ K cancel | oK

Hinh 3-14. Théng sé diéu tri khéng hop 1é (Invalid Treatment Parameters)

o Quay lai cac théng sb diéu tri dé& nhap cac théng sb thich hop.

o Néu ngudi dung cé thé diéu tri dwo'c cdm vao trong khi lap trinh cac théng sb
diéu tri ndm ngoai (cac) gia tri dwoc phép do thé RFID kiém soat, théng bao sau
day sé xuét hién va “Tién hanh diéu tri” (Perform treatment) s& khéng thé dwoc
chon nhw minh hoa trong Hinh 3-15.
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Thomas, Benjamin

1 value outside KXL treatment card limits

0] Insert KXL treatment card o correct values below

ID: 338271 | DOB: 18 Jan, 1985

Formulation:

Select treatment type

KXL Defaults Custom UV irradiance

Total UV dose:

UV delivery:

Total treatment time:

8 Invalid treatment parameters UL - my weatment

Riboflavin induction time:

@ Value above limit: 7.2 Jiem?

Change treatment type Undo changes

Save changes

VibeX Rapid v
10 min 0 sec
30 mwicm?
r
= 10.7 Jiem?
Continuous v
5 min 57 sec

Hinh 3-15. Théng sé diéu tri khéng hop 18 (Invalid Treatment Parameters)

3.9.5 Dong bd hoa bo diéu khién tir xa dong chinh
o Théng bao Bong b hoa b diéu khién tir xa dong chinh (Sync alignment remote)
sé xuat hién trén man hinh trong 15 gidy nhw minh hoa trong Hinh 3-16.

Sync Remote Sync Remote

"

o

Press sync button on remote to
synchronize.

13

R

Press any directional button on
remote to synchronize

14

Hinh 3-16. Bdng bo héa bé diéu khién tir xa (Sync Remote)

o Néu st dung bd diédu khién tr xa cap nhat (xem Hinh 2-3), nhan nut chi huwéng
bat ky dé déng bd hoa bd diéu khién tir xa trong khung thei gian 15 giay. Piéu
nay dwoc yéu cau cho moi quy trinh néu mudn st dung bd diéu khién tir xa.

o Néu sir dung bd diéu khién tir xa ban dau (xem Hinh 2-3), nhan nat déng bd
héa duwoc biéu thi bang mét chir “S” trén bd diéu khién tir xa dé déng bd hoa bd
diéu khién tir xa trong khung thoi gian 15 giay. Xem Hinh 3-17 de biét vi tri nut
dong bd héa. Diéu nay dwoc yéu cau cho moi quy trinh néu muén st dung bd

diéu khién tir xa.
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Pén chi bao

Nhan dé dong bo hoa

Hinh 3-17. Trang théi cai dat hé théng

o Heé théng sé& phat ra tiéng bip méi 2 giay trong subt khung thdi gian ddng bd hoa

15 giay.

o Néu khéng nhan nat ddng bd héa trong khung thdi gian 15 gidy, mét théng bao
c6 ndi dung “DPdng bd hda bd diéu khién tir xa ddng chinh” (Sync Alignment
Remote) sé& xuat hién trén man hinh nhw minh hoa trong Hinh 3-18.

o Nhéan “OK” dé thtr ddng bo hda lai bd diéu khién tr xa, hodc chon Hly diéu tri

(Cancel Treatment).

.

o

Remote synchronization failed.
e Press “OK" to retry.
® Press “Cancel” to cancel the treatment.
B

i

¥ cancel

&

Remote synchronization failed.
* Press “OK" to retry.
* Press “Cancel” to cancel the treatment.

l

+ oK

’ ¥ cancel |

Hinh 3-18. Qué trinh déng bd héa da hét thoi gian

o Nhiéu trang thai khac nhau cia dén chi bao bd diéu khién tir xa ban dau dwoc

minh hoa trong Hinh 3-19.

« M6t dén chi bao bo diéu khién tir xa phat sang c6 nghia la bd diéu khién
tr xa dwoc dong bo hda vai KXL.

« Néu dén chi bao nhap nhay lién tuc, hay thay pin trong b diéu khién tir
xa ngay lap tlrc & dam bao hoat déng binh thuéng.
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Indicator Light Status Meaning

ON Actively Svnchronized with the device
Blinking once per second for 10 seconds Disconnecting Sync (After procedure)
Blinking constantly, twice per second Replace batteries immediately (2 AAA)

Hinh 3-19. Trang thai dén chi béo bo diéu khién tir xa va y nghia

o Nhiéu trang thai khac nhau ctia dén chi bao nat diéu khién bang ngén tay cai trén

3.10

bd diéu khién tir xa cap nhat va dén chi bao pin dwoc minh hoa trong Hinh 3-20.

Trang thai dén chi bao nut diéu Y nghia

khién bang ngén tay cai

Khoéng phat sang Tat

Sang xanh dwong quay vong DPong bd hoa

Sang xanh dwong 6n dinh P4 dbéng bod héa va sdn sang
Sang mau cam 6n dinh Da mét ddng bd hoa

Trang thai dén chi bao pin Y

Khéng phat sang Tat

Sang xanh dwong 6n dinh Pin 6n

Sang mau cam 6n dinh Pin can thay thé

Sang mau cam nhap nhay Pin phai dwoc thay thé

Hinh 3-20. Trang théi den chi bao bé diéu khién tir xa va y nghia

LUU Y: Hé thdng KXL thwc hién mét hoat dong tw kiém tra bén trong trué'c méi
lan diéu tri d& xac minh viéc hiéu chuan UVA dung cach. Hoat déng tw kiém tra
bén trong st dung mét bdé cdm bién quang hoc dw thira dé dam bao mirc UVA
chinh xac s& duoc truyén cho méi lan diéu tri. Néu hoat déng tw kiém tra bén
trong khong dat, mot thong b&o 16i sé dwoc phat ra va diéu tri khong thé tién
hanh. Néu diéu nay xay ra, hay lién hé véi nha phan phéi clia ban hoac Dich vu
khach hang ngay lap tuc.

Chuan bi bénh nhan

Bam bao rang bénh nhan nam thang nguodi hodc ngdi dwa trén ban hoc ghé
bénh nhan. Bau bénh nhan can twa Ién goi twa dau.

Biéu chinh ban hozc ghé va gbi twa dau sao cho bénh nhan co thé tya thoai
mai trong suot th&i gian diéu tri ma khéng c&r déng dau.

Bat banh mat va sang khong bat budc si dung ky thuat Iam sang tiéu chuan.
LUU Y: Cac hinh anh mat trén man hinh khéng thé hién banh mat.
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3.10.1 Nho riboflavin, cam (¢ng va dong chinh

o Nhd riboflavin vao mat dwoc diéu tri theo Hwdng dan st dung (IFU) riboflavin va
nhan “B&t dau bo hen gid” (Start Timer).

Thomas, Benjamin 35/M OS-LASIK Xira ID: 338271 | DOB: 18 Jan, 1985

Prepare For Treatment

Apply VibeX Xtra to OS.
Press Start timer.

i A

VibeX Xira induction time completed: 0 min 0 sec
VibeX Xtra induction time remaining: 1 min 30 sec

Hinh 3-21. Chuén bj cho diéu tri (Prepare For Treatment):
NhG riboflavin (Apply riboflavin)

THAN TRONG: Riboflavin khéng phai la mgt phan cua hé thong KXL
dwoc mo ta trong sach hwéng dan nay. Bé biét chi tiét, vui long tham
khao Hwéng dan str dung riboflavin.

o Cac tia laser ddng chinh mau dé sé bat 30 giay truéc khi két thic giai doan cdm
trng nhw minh hoa trong Hinh 3-22.

Thomas, Benjamin 35/M OS -LASIK Xtra 1D: 338271 | DOB: 18 Jan, 1985

Prepare For Treatment

Apply ribafiavie Induction in progress

Continue VibeX Xira induction.

Ly
VibeX Xtra induction time completed: 0 min 30 sec

WVibeX Xtrainduction time remaining: 1 min 0 sec

Sy
Hinh 3-22. Péng chinh cac day téc chéo trong khi cdm tng
o KXL c6 hai tia laser ddng chinh nhw minh hoa trong Hinh 3-23.
« Day téc chéo mau dd dé dinh vi truc X va Y.
« Day téc chéo mau dé thr hai dé dinh vi truc Z.

o LUUY: Cac day tdéc chéo co thé co hinh dang khac. Chang c6 thé xuét hién
day hon, méng hon, dai hon ho&c ngén hon.
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TIA LASER TIA LASER
PONG CHINH PONG CHINH
TRUC X &Y TRUC Z

Hinh 3-23. Béng chinh céc day téc chéo mau dé — Truc X & Y va truc Z

o Khi cac tia laser dong chinh bat, dong chinh cac day toc chéo trén méat sé dwoc
diéu tri.

« Dichuyén tht cong dau KXL t&i lui va qua trai qua phai cho dén khi cac
day téc chéo mau do cua cac truc X/Y dwoc dong chinh véi tam cla
dong tr.

« Dichuyén tht cong dau KXL Ién va xuéng dé dong chinh day toc chéo
mau dé thr hai cho truc Z v&i tdm cua day téc chéo mau dé dau tién.

« Tinh chinh ddng chinh khi can bang b¢ diéu khién tir xa khong day hoac
bang cach nhan cac miii tén trén man hinh.
o LUU Y: Dé dong chinh chinh xac khi s dung bé diéu khién tr xa, logo Avedro
trén dau KXL can quay vé phia ngwdi dung. Hinh 3-24 minh hoa cac chirc nang
clia b dieu khién tir xa dé str dung trong qua trinh dong chinh.

TRAI/PHAI

o TRAI/PHAI & CHI BAO PIN
LEN TRUOC/SAU

XUONG\‘ N ‘/

.

<

BO DIEU KHIEN TU hosc  BO PIEU KHIEN TU XA CAP NHAT
XA BAN DAU

Hinh 3-24. Céc chirc ndng cta bé diéu khién tr xa

ML-00089 Phién ban A



AVEDRO | 29 / 69

3.11 Tién hanh diéu tri

e Sau khi hoan tat nhé riboflavin, cdm (rng va dong chinh céc day toc chéo, tién
hanh diéu tri bang cach nhan nut “Bat dau diéu tri bang UV” (Start UV
treatment) nhw minh hoa trong Hinh 3-25.

Thomas, Benjamin 35/M OD - my treatment ID: 338271 | DOB: 18 Jan, 1985

Prepare For Treatment

o o o

Induction complete. Align crosshairs to OD cornea.
Press Start UV treatment to begin treatment

J
VibeX Rapid induction time completed: 2 min 0 sec
VibeX Rapid induction time remaining: 0 min 0 sec

Hinh 3-25. B4t d4u diéu tri bang UV (Start UV Treatment)

e Bénh nhan can nhin tap trung Ién day téc chéo ddng chinh X & Y mau dé trong
suot qua trinh diéu tri.

e Bénh nhan can gilr yén trong qua trinh diéu tri.

A | CANH BAO: Chi bit diu diéu tri sau khi nhé chit cam quang.

@ THAN TRONG: Anh sang UV dwoc phat ra khi logo Avedro trén dau
quang hoc nhap nhay tir mau xanh dwo'ng sang mau xanh luc.

CANH BAO: Dam bao rang hé théng KXL va ban hoéc ghé bénh nhéan cé
dinh va khéng di chuyén sau khi dong chinh va trong qua trinh diéu tri.

3.12 Theo dbi diéu tri

e Kiém tra lién tyc rang dién tich quan tam trén giac mac dwoc chiéu sang bang
anh sang UVA va diéu chinh khi can bang cach st dung bo diéu khién tir xa
khéng day hoac cac mdi tén trén man hinh.
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Thomas, Benjamin 35/M OD - my treatment ID: 338271 | DOB: 18 Jan, 1985

Treatment in progress

Time remaining: 7 min 58 sec

UV light: on @
UV irradiance: 30 mWiem?
Total procedure time: 2 min 47 sec

Hinh 3-26. Man hinh Diéu trj dang dién ra (Treatment in Progress)
o LWU Y: Khi st dung ché db diéu tri xung, anh sang UVA sé& khong nhin thay
trong cac giai doan TAT. Giao dién nguwoi dung sé khong ddi thanh “UV dang
TAT” (UV is OFF) trong cac chu ky nay.

3.13 Tam dirng diéu trj
e Diéu tri dirng tw déng sau khi bd hen gi®& do ngwdi dung lap trinh hét thoi gian.

e Nguoi ding co thé quyét dinh dirng hodc ngét quéng diéu tri. Trong truong hop
do, co thé TAT anh sang UV bang cach nhan nut “Tam dirng diéu tri bang UV”
(Pause UV treatment).

Thomas, Benjamin 35/M OD - my treatment ID: 338271 | DOB: 18 Jan, 1985

Treatment paused

Time remaining: 7 min 29 sec
—
UV light: off .
UV irradiance: 30 mwiem?
E-;ergm;:d;_lg jﬁ; 0.5 Jiem®
Total procedure time: 3 min 18 sec
-

Hinh 3-27. Man hinh Biéu tri da tam duimng (Treatment Paused)
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 Dé& hly hoac tiép tuc diéu tri, 1an lvot chon “Hay diéu tri” (Cancel treatment)
hoac “Tiep tuc diéu tri bang UV” (Resume UV treatment). Xem Muc 3.14 néu
hdy mét phién diéu tri.

3.14 Huy diéu trj gitra chirng
e MGt canh bao bat 1én sé xuét hién khi “Hay diéu tri” (Cancel treatment) dwoc
chon gitra qua trinh diéu tri nhw minh hoa trong Hinh 3-28.
e Dé& xac nhan hay diéu tri, chon “C¢” (Yes).

Cancel Treatment

Are you sure you want to cancel treatment before
the treatment is complete?

® You will not be able to resume the treatment.

‘ X No \ v Yes ‘

] ) Hinh 3-28. Xac nhan hay diéu tri mét phéan ‘
e Neéu hay diéu tri da dwoc xac nhan, mét thdng bao “Da hay dieu tri”
(Treatment Cancelled) sé xuat hién nhw minh hoa trong Hinh 3-29.

Cancel Treatment

Treatment Cancelled

OK ‘

Hinh 3-29. Xac nhan Pa huy diéu tri (Treatment Cancelled)
e Chon “OK” trén man hinh xac nhan Huy diéu tri (Cancel Treatment).

e Théng tin diéu tri mét phan sé dwoc hién thi nhw minh hoa trong Hinh 3-30.
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Thomas, Benjamin 35/M OD - my treatment ID: 338271 | DOB: 18 Jan, 1985

® Treatment not completed

Treatment 1D: 2020-0420-1639-0033

Total treatment time: 0 min 31 sec @
Target: 8 min 0 sec Not completed

UV irradiance: 30 mWiecm?

Total energy delivered: 0.5 Jlem? 8
Target: 7.2 Jlem* Not completed

Total procedure time: 3Imin58 sec

(O] View 0 photos

Hinh 3-30. Piéu tri mét phan chuwa hoan thanh

3.15 Chup hinh anh
e Co thé chup hinh anh & bt ky giai doan nao trong subt qua trinh diéu tri.

. Dé chup mét hinh anh, chon nat may quay & goéc trén bén phai ctia hinh anh
mat nhw minh hoa trong Hinh 3-31.

e Hinh &nh dworc lwu ty ddng va c6 san dé xem lai sau diéu tri.

Hinh 3-31. Chup hinh anh
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3.16 Diéu tri hoan tat
e Khihoan tat mét Ian diéu tri, mot ban tém tat cac thong so diéu tri sé dwoc hién
thi, va man hinh sé hién thj “bDiéu tri hoan tat” (Treatment complete) nhw minh
hoa trong Hinh 3-32.

Thomas, Benjamin 35/M OS - LASIK Xtra ID: 338271 | DOB: 18 Jan, 1985

@ Treatment complete

Treatment |1D: 2020-0420-1646-0047

Total treatment time: 1 min 30 sec
Target: 1 min 30 sec

UV irradiance: 30 mWiem?

Total energy delivered: 2.7 Jiom®
Target: 2.7 Jlem®

Total procedure time: 3Imind sec

| Ll

] Hinh 3-32. Mén hinh Diéu trj hoan tét (Treatment Complete)
e (Can than lay thiét bi ra khéi khu virc bénh nhan.
e Sau d6 tién hanh cham séc binh thwdng hau phau.
e L&y banh métra.

3.17 Xem lai hinh anh
e Tat ca hinh anh dwgc chup trong sudt qua trinh diéu tri co san dé xem lai sau
diéu tri.
o Chon “Xem anh” (View Photos) dé vao bo swu tap anh nhw minh hoa trong
Hinh 3-32.

3.18 Xoda anh
e C6 thé xda cac anh dwoc chup trong subt qua trinh diéu tri.

e Trong bd swu tap anh, chon biéu twong thung rac bén canh anh can xda nhuw
minh hoa trong Hinh 3-33.
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Photo Gallery Treatment ID: 000-000-000-001-005

Photo 1 of 6

0 min 55 sac

Photo 2 of 6

1 min 23 sec

Photo 3of 6

3 min 49 sec >

- 4
—
o
-~ --r‘_'.’:

Photo 4 of &

12 min 3 sec

Induction time: 0 min 55 sec

Hinh 3-33. Chon thung réc dé xéa
e Sau khi chon mét anh dé xoéa, chon “Cé” (Yes) dé xdéa anh dé hoac chon
“Khéng” (No) dé gil lai hinh anh do.

Delete photos

Are you sure you want to delete Photo 27

e @

Hinh 3-34. Chon C6 (Yes) dé xéa
e Khithao tac xéa dwoc xac nhan, anh sé khong thé phuc hdi dwoc.
e Chon “Pa xong” (Done) dé xac nhan nhirng anh nao sé dwoc hién thi
trong bao céo diéu tri.
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Photo Gallery Treatment ID: 000-000-000-001-005

‘
3%
=t

Photo 3 of 6
3 min 49 sec

=l

Photo 4 of 6
12 min 3 sec

Induction time: 0 min 55 sec

Hinh 3-35. Chon Déa xong (Done)

=]

3.19 Bao cao diéu tri ctia bénh nhan

M6t bao cdo diéu tri dwoc tao ra co chira thong tin bénh nhan, chi tiét diéu tri,
cac anh dwoc chup trong su6t qua trinh dieu tri va cac ghi chu. Mot bao cao
mau dwoc minh hoa trong Hinh 3-36.

e Céc bao céo diéu tri dwoc tao ra ngay ca khi diéu trj bj tam dirng hoéc bi hay.

e M6t dau kiém mau xanh luc s& dwoc liét ké bén canh cac giai doan da hoan
thanh.

e Mot dau “X” mau dd sé dwoc sé duoc liét ké bén canh cac giai doan chwa hoan
thanh.
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avedro

Treatment report

Treatment ID: 2020-0420-1639-0033 | System serial number: KXL171117

& Patient info

Thomas, Benjamin 35/M

ID: 338271 | DOB: 18 Jan, 1985

@ Treatment details

Date: 20 April, 2020 Formulation: VibeX Rapid
Time: 16:40 UV delivery: Pulsed
Selected eye: OD Pulse duration:
On: 1.0 sec Off: 1.0 sec

Treatment type: my treatment

E:;} Treatment - Not Complete

UV irradiance: 30 mwicm?
Total treatment time: )
Target: 8 min 0 min 31 sec @
Total energy delivered:
Target: 7.2 Jiem? 0.5 Jyiem2 9
Total procedure time: 3 min 58 sec °
Page 1 of 1

Hinh 3-36. Bao céo diéu tri mau

3.19.1 Thém ghi chid vao bao cao diéu tri cia bénh nhan
o Tw man hinh Co s& di liéu bénh nhan (Patient Database), chon tén bénh nhan.
o Nhén biéu twong théng bao nhw minh hoa trong Hinh 3-37 dé nhap nhan xét vé
lan diéu tri cta bénh nhan.
o Ban phim sé tr& nén kha dung dé nhap nhan xét vao béo céo ctia bénh nhan.
Hinh 3-38 minh hoa cac nhan xét trong mot bao cao cia bénh nhan.

Thomas, Benjamin ID: 338271 | DOB: 18 Jan, 1985

< Back to Patient List Patient Overview 0 New treatment

OS - LASIK Xtra { ] .
E\‘:/Treated On 20 Apr, 2020 @ l wm )

Total treatment time: UV irradiance delivered: Total energy delivered: Total procedure time:
1 min 30 sec 30mWicm* 2.7J/cm? (2.7 Jicm?) 3mindsec

Hinh 3-37. Biéu tuong Nhan xét
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avedro

Treatment report
Treatment ID: 2020-0420-1646-0047 | System senial number: KXL171117

(J Comments

Last updated: 20 April 2020, 16:54

Lorem ipsu; dolor sit amet, consectetur adipiscing elit,

Hinh 3-38. Phan Nhén xét (Comments)

3.19.2 Xuéat bao cao diéu tri

o Chon ‘?(uét béo céo diéu tri” (Export treatment report) nhw minh hoa trong Hinh
3-39 dé lwu bao cao vao 6 USB.

o B&o cdo sé dwoc xuét ra dang PDF.

Thomas, Benjamin 35/M OS-LASIK Xtra ID: 338271 | DOB: 18 Jan, 1985

@ Treatment complete

Treatment I1D: 2020-0420-1646-0047

Total treatment time: 1 min 30 sec
Target: 1 min 30 sec

UV irradiance: 30 mWicm?

Total energy delivered: 2.7 Jicm?
Target: 2.7 Jiem®

Total procedure time: 3mind sec

~_ Hinh 3-39. Xuét béo céo diéu trj
o Man hinh sé& nhac cam 60 USB vao nhw minh hoa trong Hinh 3-40.
LWU Y: Avedro khoéng cung cp 6 USB dé Iwu trir dir liéu bénh nhan.
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Export Treatment Report To USB

£
L N

Insert USB drive

X Cancel

Hinh 3-40. Cam USB

o Néu USB day hoac hé théng khong thé doc dwoc USB d6, mét thong bao 16i sé
dwoc hién thi nhw minh hoa trong Hinh 3-41.

Export Treatment Report To USB Export Treatment Report To USB

USB drive error

¥ cancel

X N

NO space left on USB drive

Insert USB drive again or insert a different USBE drive Insert a different USB drive

¥ Cancel

Hinh 3-41. L6i USB va Khéng con dung luong tréng trén USB

o Néu khong c6 van dé véi USB, mot thdng bao sé xuét hién co néi dung “Tao
bao cao dieu tri” (Generating treatment report).

Export Treatment Report To USE

=

—

Generating treatment report

Hinh 3-42. Tao bao cao diéu tri (Generating treatment report)
o Khi bao cao diéu tri dwoc xuat, mét théng bao xac nhan sé xuat hién nhw minh

hoa trong Hinh 3-43.
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Export Treatment Report To USB

Treatment Report Exported to USB

———

Hinh 3-43. Bao céo diéu tri dwoc xuat

3.19.3 Xem bao cao diéu tri
o C6 thé xem lai toan bod bao céo diéu trj trén hé théng hodc USB (néu da xuét).
o Bét ky hinh anh hodc nhan xét nao da thém vao sé dwoc dwa vao bao céo.
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aveoro

Treatment report

Treatment ID: 2020-0420-1646-0047 | System senal number: KXL171117

cg Patient info

Thomas, Benjamin 35/M

ID: 338271 | DOB: 18 Jan, 1985

@ Treatment details

Date: 20 April, 2020 Formulation: VibeX Xtra
Time: 16:47 UV delivery: Continuous
Selected eye: OS

Treatment type: LASIK Xtra

E{"/ Treatment - Complete

UV irradiance: 30 mwWicmz

Total treatment time: .

Target: 1 min 30 sec 1 min 30 sec °
Total energy delivered:

Target: 2.7 Jicm? 2.7 Jiem? 0
Total procedure time: 3 min 4 sec o

Page 1 of 3

Hinh 3-44. Trang 1/ 3: Chi tiét diéu tri
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aveoro

Treatment report

Treatment ID: 2020-0420-1646-0047 | System sernal number: KXL171117

C] Comments

Last updated: 20 April 2020, 16:54

Lorem ipsu; dolor sit amet, consectetur adipiscing elit,

Page 2 of 3

Hinh 3-45. Trang 2 / 3: Nhan xét (Comments)
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aveoro

Treatment report

Treatment ID: 2020-0420-1646-0047 | System serial number: KXL171117

(@] photos (6)

Induction time: 0 min 56 sec Induction time: 1 min 12 sec Induction time: 1 min 23 sec

UY exposure time: 0 min 1 sec UV exposure time: 0 min 9 sec UV exposure time: 0 min 12 sec

Page 3of 3

Hinh 3-46. Trang 3/ 3: Hinh anh
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3.20 Tat nguon hé thong KXL
e Chon “Tat ngudn” (Power Off) trén man hinh chi Danh sach bénh nhan
(Patient List) nhw minh hoa trong Hinh 3-47.

5 =
S 7
o Add new patient

Last First Patient ID Sex DOB Treatment status
D oo M 01 Jan, 1980 [ (AKXt - 05 Mar
T o B e,
Thomas Benjamin 338271 M 18 Jan, 1985 ™%, Treated OD, OS

5 LASIK Xtra - 20 Apr

200D

] _Hinh 3-47. Chon “Tat ngudn” (Power Off)
e Xac nhan tat nguon hé thong bang cach chon “Cé” (Yes) nhw minh hoa trong
Hinh 3-48.

Power Off System

Are you sure you want to power off the system?

X No \ ( \/Yes \

Hinh 3-48. Xac nhéan “T&t nguén” (Power Off)

e Ch& cho phan mém tat va man hinh tré nén tréng.
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e Bat cong tdc ngudn chinh trén d& KXL sang vi tri “T4t” (Off) nhw minh hoa trong
Hinh 3-49.

Hinh 3-49. Vi tri tét nguén

3.21 Truy cap menu Tuy chon (Options)

o T man hinh cht Danh sach bénh nhan (Patient List), nhan nat “Tuy chon”
(Options) dé hién thi 4 menu Tuy chon (Options) nhw minh hoa trong Hinh 3-50.

e 8 treatments left on card
oo Qo
= -
) Adanew patient @ Manage clinic preset plans
Patient ID Sex DOB Treatment status 4?4 System settings
. o[BGS s e

x Service settings
- ’ man R e ;
e TEEETXUI - % —

7= Demo mode

Hinh 3-50. Nhé&n nut “Tuy chon” (Options)

3.21.1 Quan ly cac ké hoach cai dat san cta phong kham
o Chon “Quan ly cac ké hoach cai dat §§n cua phong kham” (Manage clinic preset
plans) dé thay dbi bat ky ké hoach diéu tri cai d&t san tay chinh nao.
o C6 thé Iwu tbi da 4 ké hoach cai dat s&n ctia phong kham.
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Manage Clinic Preset Plans

Select clinic preset plan CXL Treatment Custom | ‘ Elt | I Hﬁ |
Preset 1 [ @ CXL Treatment Custom ] Formulation: ParaCel Part 1 + 2
Preset 2 my treatment Part 1 induction time 4 min

Part 2 induction time 6 min

UV irradiance: 30 mW/cm?

Total UV dose 10.0 Jicm?

UV delivery: Pulsed

M Pulse duration On 1.0 sec Off 1.0 sec
Total treatment time: 11 min 6 sec
Done

Hinh 3-51. Quén ly cac ké hoach cai dat s&n ctia phong khém
(Manage Clinic Preset Plans)

3.21.2 Menu Cai dat hé thdng (System Settings)

o Chon “Cai dat hé thong” (System settings) tir menu Tty chon (Options) dé truy
cap cac cai dat hé thong dwgrc minh hoa trong Hinh 3-52.

System Settings

'% Audio ﬁ lume |’|I ‘Exﬁirtsaﬁce Iﬁ

Hinh 3-52. Menu Cai dat hé théng (System Settings)
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3.21.3 Cai dat hé thong — Thay déi am lwong hé théng
o Chon “Am lvgng” (Audio Volume) tlr menu Cai dat hé thong (System Settings)
dé thay doi mwrc am lwong.

4 e [

X cancel ‘ +/ save ‘

Hinh 3-53. Chinh stra am luong

3.21.4 Cai dat hé thong — Thay doi can bang trang cua may quay

o Chon “Céan bang trdng clia may quay” (Camera white balance) ttr menu Cai dat hé
thdng (System Settings) dé thay di cac diéu kién anh sang trong bang diéu khién.

o Chon can bang trdng mong mudn va nhép “Luu” (Save) dé tré vé menu Cai dat
hé thdng (System Settings).

o LWU Y: Anh sang dién hinh trong van phong 1a dwéi 5000K. Két qua la, cai dat
mac dinh cla hé théng 1a Tungsten 2800K. Néu mét ngudn sang khac duoc st
dung, c6 thé hiru ich khi chinh stra diéu kién can bang trang.

Camera White Balance

@ Tungsten 2800K ‘

Daylight 5000K

Daylight 6500K

XK cancel

Hinh 3-54. Chinh stra cén bang trdng ctia méy quay
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3.21.5 Cai dat hé théng — Thay déi cwong dd cua day téc chéo
dong chinh
o Chon “Cuwong do day toc chéo ddng chinh” (Alignment Crosshairs Intensity) ttr
menu Cai dat hé thong (System Settings) dé thay doi do sang cua cac day téc
chéo dong chinh. Man hinh dwgc minh hoa trong Hinh 3-55 sé xuat hién.
o Diéu chinh d8 sang ctia day téc chéo va chon “Lwu” (Save).

Alignment Crosshairs Intensity
A

/ b4 Canoel\ / + save \

Hinh 3-55. Cuong dod day téc chéo déng chinh (Alignment Crosshairs Intensity)

3.21.6 Cai dat hé théng — Chon mét ngén ngir hé théng khac

o Chon “Ngon ngir hé thong” (System Language) dé thay di ngon nglr clia giao
dién nguwdi dung do hoa.

o Chon ngdn ng* mong mudn tlr menu nhw minh hoa trong Hinh 3-56.

System Language

Deutsch

|
@ English ‘

Espafiol
@ Francais
Italiano

Portugués

x Cancel Save

Hinh 3-56. Chinh stra ngdn ngi¥ hé théng
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3.21.7 Cai dat hé théng — Xuat nhat ky bao dwéng

o Chon “Xuét nhat ky bao dwéng” (Export service log) tir menu Cai d&t hé théng
(System Settings).

o Lam theo hwéng dan trén man hinh d& cdm 6 USB vao céng USB nhu minh
hoa trong Hinh 3-57.

Export Service Log

Insert USB drive to export the system's service Jog.

PN

Insert USB drive

X cancel

] Hinh 3-57. Xut nhét ky bdo dung ra USB ]
o Hé thong ty dong bat dau chuyén nhat ky bao dwdng va hién thi mét thanh tién
trinh ctia qua trinh chuyén nhw minh hoa trong Hinh 3-58.

Export Service Log

Exporting service logs...

X cancel
Hinh 3-58. Xuét nhat ky béo duéng dang dién ra

o Sau khi xut xong, nhan nut “OK” dé tr& vé menu Cai dat hé théng
(System Settings).

3.21.8 Cai dat hé théng — Sao Iwu va khéi phuc dir liéu bénh nhan

o D liéu bénh nhan c6 thé dwgc sao Iwu 1én mot USB va lwu dé st dung sau nay
trén thiet bi khac hé thong bang cach chon “Sao Iwu di¥ liéu bénh nhan” (Back
up Patient Data) tir menu Tuy chon (Options).
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o D Iié,u bér]h nhan duwoc lwu trwde day trén mot USB co thé dwoc khoi phuc vao
hé thong bang cach chon “Khéi phuc dir liéu bénh nhan” (Restore patient data)
t» menu Tuy chon (Options).

3.21.9 Cai dit hé thong — Wu tién hién thj cai dit san cta phong
kham
o Man hinh Ké hoach diéu tri (Treatment Plan) hién thi Mac dinh ctia KXL
(KXL Defaults) luc ban dau
o Dé hién thi tab Tuy chinh (Custom) la tab k& hoach diéu tri chinh thay vi tab l\/!éc
dinh cta KXL (KXL Defaults), chon “Tuy chinh” (Custom) tir menu “Uu tién hién
thi cai dat san cua phong kham” (Clinic preset display priority).

Clinic preset display priority

° KXL Defaults

Custom

X cancel

Hinh 3-59. U tién hién thj cai dat sén cta phong khém (Clinic Preset Display Priority)

3.21.10 Cai dat bao dwdéng
o Cai dat bao dwdng chi kha dung v&i nhan vién cia Avedro va nhan vién bao
dwdng cé thé truy cap Cai dat nang cao clia KXL (KXL Advanced Settings).
o Néu dwoc chon, nguwdi dung sé dwoc nhac quét thé truy cap.

3.21.11 Ché d6 demo
LUU Y: Khong dung trong diéu tri cho bénh nhan
o Ché dd demo cho phép ngudi dung dao tao cach st dung hé thédng KXL ma
khong can thé dieu tri va khéng sir dung anh sang UV.
- Chon “Ché do demo” (Demo Mode)
- Chon “Bé&t dau” (Start) d& st dung hé théng & ché doé demo
o Céac man hinh cta hé théng KXL sé& cho biét rang hé thdng hién dang & “Ché do
demo” (Demo Mode) nhuw minh hoa trong Hinh 3-60 va Hinh 3-61.
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o Dé thoat “Ché dd demo” (Demo Mode), chon “Thoat ché dd demo” (Exit Demo
Mode) ttr man hinh Danh sach bénh nhan (Patient List).

i- ‘ Search patients ‘ e Add new patient

Last First Patient ID Sex DOB Treatment status
Anonymous 0001 M U1Llan.p1os0) B (ke 05 Mar
Anonymous 0005 1234 F 01 Jan, 1980 E’)‘< gﬂ:r:iefjg[;)\pr
Thomas Benjamin 338271 M 18 Jan, 1985 [, Treated OD, OS

57 LASIK Xtra - 20 Apr

200D

Hinh 3-60. Danh séch bénh nhan biéu thi ché do demo

Anonymous, 0005 40/F ©OD - CXL Treatment Custom IDx 1234 | DOB; 01 Jan, 1880

Time remaining: 11 min 3 sec

U light: Demo .
UV irradiance: 30 mWiem®
E‘;Zi: m:mé 0.0 Jem®
Total procedure fime: 3 min 52 sec

Hinh 3-61. Ché d6 demo duoc biéu thi & phdn dadu man hinh
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4 Bao tri / Bao dwdéng

Theo dinh nghta, “bdo tri” d& cap dén céac quy trinh khédng mang tinh ky thuat ma
mot ngwdi van hanh hang ngay phai thuc hién dé gitr cho hé théng hoat dong
dung cach. T “bao dwdng”, theo hop déng, dé cap dén cac nhiém vu dwoc dw
dinh thwc hién chi b&i mét ngwoi dai dién bao dwéng dua trinh dé.

4.1

4.2

4.3

4.4

Chinh sach lap dat

DPbi véi méi khach hang st dung hé théng KXL méi, mét nhan vién da dwoc
dao tao hoéc Gy quyén ctia Avedro cung cip toan bd dich vu lap dat va khi
dong hé thdng lan dau. Sau khi lap dat 1an dau va khi hé théng hoat dong
dung cach, ngudi dai dién nay cia Avedro ciing sé tap huan co ban cho
mot ngwdi van hanh dwoc chi dinh vé hoat dong co ban clia hé théng KXL.
Do vay, sach hwdng dan nay khéng bao gdm bat ky huwéng dan cu thé nao
lién quan dén cach I&p d&t hodc cai dat hé théng. Theo thda thuan béo
dwéng cla ban, bat ky diéu chinh phan cirng nao khac khéng phai la diéu
chinh dwoc quy dinh d& van hanh binh thwdng, can duwoc thwe hién béi,
ho&c v&i sy hwéng dan ctia, mot nha phan phdi dwoc Gy quyén cla Avedro.

Bao tri bé&i khach hang

N6i chung, khéng can hoat déng bao tri nao béi khach hang dbi voi hé
thdng KXL. Toan b hoat ddng bao tri hoac bao duéng ky thuat sé duwoc
thyc hién b&i mét nguwoi dai dién bao dwdng da trinh d6 trong khi theo
hop déng bao dudng. Néu ban gap van dé véi hé théng, hay tham khao
muc Khéc phuc sw cb dwéi day hoac goi cho ngudi dai dién clia Avedro
tai dia phwong ban.

Théng tin bao hanh
Bao hanh dwoc cung cép riéng khadi théng tin mua hang.

Théng tin hop déng bao dwéng

Mot ho’p ddng bao dwdng co trén tat ca cac hé théng KXL. Hop dong nay
chuan bi cho viéc bao dwdng dinh ky theo lich va cac lan nang cép tai
hién trwdng. Np cing chuén bj cho cac cudc goi bao dwdng khdng theo
lich cé thé 1a can thiét.
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4.5

4.6

Vat tw dung mét lan cho mét bénh nhan

C6 thé dat hang vat tw dung mét 1an cho bénh nhan tir Avedro hodc nha
phan phdi dwoc Gy quyén ctia Avedro. Chi str dung cac san pham
Avedro hoac san pham dwoc Avedro phé duyét véi hé thong KXL.
Avedro khéng chiu trach nhiém déi voi hw hdéng hoac truc trac cia hé
thdng dwoc cho la phat sinh do sir dung cac vat liéu khéng dwoc phép.

Khac phuc sw cb

Hé thong KXL tw dong kiém tra trang thai ctia n6 khi khdi dong. Néu trang
thai khdng dung, phan mém sé ngan khdng cho nguoi van hanh tien hanh
diéeu tri.

4.6.1 Bo diéu khién tir xa khong day

Heé théng KXL st dung mot bd diéu khién tir xa c6 pin thay thé duwoc. Bé
thay pin trong bd diéu khién tlr xa, trwot mat trudc ctia bd diéu khién tr xa
cuing v&i cac nut IUi vé phia sau trong lic 4n mat sau clia bo diéu khién tiy
xa theo huwéng dbi dién. Xem Hinh 4-1.

Hinh 4-1. Tiép can khoang chira pin

Néu pin yéu, hé théng sé nai 16ng két ndi ctia né v&i bo diéu khién tir xa
va théng bao cho ngudi diing vé viéc can thi lai. Néu bo diéu khién tir xa
khéng déng bd héa duoc, chon “Tiép tuc khéng can bo diéu khién tir xa”
(Continue Without Remote) hodc “Huy diéu tri” (Cancel Treatment).

Hinh 4-2 minh hoa hwéng dan trén man hinh cho cac hé théng KXL str
dung bd diéu khién tr xa ban dau; Hinh 4-3 minh hoa hwéng dan trén
man hinh cho cac hé théng KXL sir dung bd diéu khién tr xa cap nhat.
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(o}
Remote synchronization has been lost.

® Press “OK” to resynchronize.

® Press “Continue Without Remote” to
continue the treatment without the remote.

Sync Remote

o

Remote synchronization failed.
® Press “OK" to retry.
® Press “Cancel” to cancel the treatment.

Iy

w
Remote Sync Failure

Remote synchronizatin failed. The remote is
inoperative.

e Press “Continue without Remote” to continue
the treatment without the remote.

e Press “Cancel Treatment” to cancel the

treatment.
| % Cancel Continue Without;

Hinh 4-2. B diéu khién tir xa déng chinh da bj mat déng b6 héa —

Bo6 diéu khién tir xa ban déau
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Remote Sync Lost

<

Y 4

Remote synchronization has been lost.
* Press “OK” to resynchronize.

* Press “Continue Without Remote™ to
continue the treatment without the remote.

Continue Without
Remote k v ok

<

Y A

Remote synchronization failed.
® Press “OK" to retry.
® Press “Cancel” to cancel the treatment.

X cancel v oK
Remote Sync Failure

v
Remote synchronization failed. The remote is
inoperative.

® Press “Continue without Remote” to continue
the treatment without the remote.

¢ Press “Cancel Treatment” to cancel the
treatment.

X mesiment ediioni

Hinh 4-3. B$ diéu khién tir xa dong chinh da bj mét dong b hoa —
B¢ diéu khién tir xa cdp nhat
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4.7

4.8

Bd diéu khién tir xa ban dau

o Néu dén trén bo diéu khién tir xa nhap nhay hai lan mbi gidy, pin cua
bé diéu khién tr xa can dwoc thay.

o Néu dén trén bo diéu khién tir xa nhap nhay mot 1an méi giay, thi n6
chwa dwoc dong bd héa.

o Néu bo diéu khién tir xa khéng dong bd hoa lai bang cach nhan nut
“Dong bd hoa” (Sync), hay thay pin.

B& diéu khién tir xa cap nhat

o Néu dén trang thai pin c6 mau cam, pin ctia bo diéu khién tr xa can
dwoc thay trong thoi gian ngan.

o Néu den trang thai pin nhap nhay mau cam, pin clia b diéu khién t
xa can dugc thay ngay — Khong c6 du nang luvgng dé hoan thanh diéu
tri v&i bd diéu khién tr xa.

Néu thay pin khéng cho phép hé théng ddng bd hoa, hay lién hé voi

ngwoi dia dién dich vu cta Avedro tai dia phwong ban.

Hwéng dan khir triing
Khong cé thanh phan nao cla hé thdng KXL dworc thiét ké dé dwoc tiét
trung b&i nguwdi van hanh.
CHI c6 hoat dong lam sach va khir tring bén ngoai 1a dwoc khuyén nghi.
o D& phuc vu muc dich khir tring, chi st dung céac ché pham con
isopropyl 70% hoac dung dich thuoc tdy 10%. St dung khan lau
mém khong xo'.

Lam sach hé théng

S& dung khdn mém am dé lam sach hé théng KXL.

Mat ngoai clia hé thong co thé dwoc lam sach bang cach st dung mét cai
khan khéng xo tham thudc tay pha loang, nwédc xa phong hoac con
isopropyl.

Cing co thé st dung con isopropyl 70% hoéc dung dich thubc tay clo
10% néu can.

KHONG nhung hé thdng vao chét 16ng hoac db chat Idng 1&én hé thdng.

@ THAN TRONG: T4t ngudn hé théng va rit day ngudn ra khéi & cim dién

Iwéi treée bat ky quy trinh lam sach nao.

@ THAN TRONG: Trong moi trwong hop, cira s6 thuy tinh ciia khau do

chum tia phai khéng tiép xic véi bat ky chat lam sach c6 tinh an
mon nao.
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e Trong khi Iam sach cac bé mat clia thiét bi, ddm bao rang cac chat long
lam sach khdng tham vao bén trong thiét bi, vi sy ro ri nay c6 thé lam
hdng thiét bi.

e S dung khan lau khéng xo thdm con isopropyl dé& lam sach bd diéu khién
twr xa.

4.9 Lam sach khau do
e Kiém tra khdu do chum tia thwong xuyén trwde khi diéu tri.

e S dung k‘hén lau thau kinh méx quay hoac khi nén dé loai bo bui va cac
hat khoi bé mat thay tinh ctia khau 4dé.

4.10 Piéu chinh canh tay c6 khép néi

Néu canh tay cé khdp ndi khdéng gitr dau quang hoc & vj tri dirng cbd dinh, hay
lam theo cac bwdc néu dwdi day dé 1am can bang canh tay cé khép ndi.

e Luan chuyén canh tay 1én va xudng hét toan bd pham vi chuyén déng cla
no va dat canh tay nam ngang, ttre 1a, gan nhw song song v@i san nha.

AN

Hinh 4-4. Bat canh tay song song voi san nha

e Néu canh tay tréi xudng, nhac canh tay 1én dén trén ciing pham vi ctia n6
va noi Idng Vit dat can bang A bang cach van vit it nhat %2 vong. St dung
chia van luc giac 3/32. Xem Hinh 4-5.

» (A)

Hinh 4-5. N&i Idng vit dat can bang A
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e Dat lai canh tay & vi tri nam ngang. Noi I6ng vit dat can bang B phia trén
bang cach can vit it nhat %2 vong. Str dung chia van luc giac 3/32. Xem

Hinh 4-6.
Uﬂ

It B)t

Hinh 4-6. N6i I6ng vit d&t cédn bang B

e Duy tri vi tri ndm ngang clia canh tay bang chan chéng néu can.

e Datslrc cang clia canh tay bang vit diéu chinh cwéng d6 C. Si dung chia
van luc gig’lc 7‘/32 va van vit C ngwoc chiéu kim dong ho cho‘ dén khi canh
tay vira bat dau di chuyén cham Ién trén. Canh tay phai tra vé mét chut khi
dwgc cham nhe xudng sau khi diéu chinh. Xem Hinh 4-7.

LUU Y: c6 thé can 15-20 vong xoay. Néu canh tay tiép tuc guc
xuong va khéng thé van vit thém dwoc nira, hay lién hé v&i
ngwei dai dién dich vu cua Avedro tai dia phwong ban.

}(C)

Hinh 4-7. P4t sirc cdng clda cénh tay bang vit diéu chinh cuong dé C

Van vit diéu chinh cwong dd C hai vong tron ven theo chiéu kim déng hd.

Dam bao rang canh tay dirng yén dén hau nhw khéng trwot [&n trén.

Nang canh tay dén vi tri cao nhét va siét vit dat can bang A cho dén khi c6
tiép xuc, sau do siét 2 dén tdi da % vong. Xem Hinh 4-5.

bat canh tay na[n ngang va siét vit dat can bang B cho dén khi c6 tiép xuc,
sau do siét ¥z den ¥ vong. Xem Hinh 4-6.
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4.11

4.12

Luan chuyén canh tay lén va xuéng hét toan bd pham vi chuyén dong cla
nd. Dam bao khong c¢é tinh trang tréi Ién hay xudng.

LUU Y: Néu canh tay tréi Ién tir bat ky vi tri nao, hay dwa vé nam
ngang va van vit dieu chinh cwéng dé C theo chieu kim dong ho Vs
vong mét lan cho déen khi né khéng con tw nang Ién nira.

Di chuyén hé thong

KXL dwoc thiét k& nhw mot hé théng cé thé di chuyén trong mot moi
trwong phong mach. Néu can van chuyén hoac chuyén ché hé théng
KXL, vi b4t ct¥ ly do nao, hay lién hé ngudi dai dién cta Avedro tai dia
phwong ban. Viéc déng géi va van chuyén hé thdng nay chi nén dwoc
thwe hién b&i nhan vién da dwoc dao tao va Gy quyén cla Avedro.
Trwoce khi di chuyén hé théng KXL tir phong nay sang mot phong khac,
can dua man hinh sang bén va dat ddu KXL gan voi tay cam cla xe day
v&i khuyu ndi nhé ra & phia sau. Sau d6 cé thé dé sang day hé théng
bang tay cdm clia xe day qua khung clra.

Khuyu néi &
phia sau

Man hinh giao dién
ngwdi dung & phia bén
Dau quang hoc UV
gan tay cdm

Hinh 4-8. Céu hinh di chuyén hé théng

Bao quan hé théng

Lam theo tat c& céac thong s6 khoang nhiét d6 va dd &m bao quan nhw liét
ké trong Chwong 7.0 - Théng sO ky thuat.

Poéng tat ca cac bang trén hé thdng dé ngan bui va hoi dm xam nhap vao;
dieéu nay la bat budc.
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4.13

4.14

4.15

TAT t4t ca cac thanh phan va tat ca cong tac ngudn chinh. Ngat két néi
day ngudn khoi 6 cdm dién cla né. Thao pin ra khéi bo diéu khién tir xa
khong day.

Khoéng thao ri bat ky boé phan nao ciia hé thdng vi viéc nay cé thé gay
ddng chinh sai hodc hw héng.

Phan mém
Néu phan mém bi 16i hodc khéng hoat déng dung, hay goi cho nguoi dai

dién dich vu clia Avedro tai dia phwong ban. Viéc cap nhat phan mém sé
chi dwoc tién hanh béi nguwdi dai dién dich vu ctia Avedro.

Cac nguy co’ lién quan dén viéc thai bé san pham phé thai
Khi thai bd cac san pham phé thai, hay lam theo cac quy dinh ap dung tai
dia phuwong.

Tién hanh kiém tra trwec quan

Kiém tra tat ca cac thanh phan cua thiét bi mét cach dinh ky dé xem c6 hw
hdéng hoac truc trac khéng trwdc moi lan diéu tri.
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5 Phan loai thiét bi

Theo Tiéu chuén thiét bi dién y t& EN60601-1
e Bao vé chéng dién giat
o Loai 1 (ngudn dién bén ngoai)
e Murc dd bao vé chéng dién giat
o Khéng phan loai, thiét bi khéng dwoc cung cép véi bd phan tiép
xuc bénh nhan
o Bao vé hé théng khéi nwdc xam nhap: IP20 (Khéng bao vé chdng
lai sy xam nhap cla nwéc)
o Bao vé bo diéu khién tir xa cap nhat khoi nwéc xam nhap: IP53
e Phwong phap tiét tring hoac khr trung
o Thiét bj cé thé khi trung
e Murc do bao vé dé st dung khi co méat chat dé chay nhw hén
hop gay mé
o Khéng bao vé
o Diéu kién s dung
o St dung lién tuc
Theo FCC phan 15, EN55011 va EN60601-1-2
e LoaiB
Theo EN60825-1 Tinh an toan ctia cac san pham phat laser
e CAc tia laser ddng chinh la san phdm phat laser loai 1
Theo EN62471 Tinh an toan quang sinh hoc ctia dén va hé thong dén

e |EC 62471:2006 Nhdbm nguy co 2
e EN 62471:2008 Nh6ém nguy co 3
e Deén LED UVA thuéc Nhém nguy co 3

Theo phu luc 1.3 cta Chi thj 93/42/EEC

e Loailla
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Cac yéu cau vé kha nang twong thich dién tir (EMC)

Hé théng KXL doi hdi cac bién phap phong ngtra dac biét lién quan dén kha nang

twong thich dién ti (electromagnetic compatibility, EMC). Can tién hanh I&p dat va
st dung theo théng tin EMC néu trong sach hwéng dan nay. Thiét bj truyén théng

RF xach tay va di ddng c6 thé anh hwéng dén hé thong KXL.

Hwéng dan va tuyén bé cia nha san xuat - phat xa dién tw

trwdng nhw vay.

Hé thong KXL dugc thiét ké dé str dung trong méi trieng dién tir néu dudi day. Khach hang
hoac ngwoi dung cta hé thong KXL can dam bao rang hé thong dwoc sir dung trong moi

phat xa nhap nhay

IEC 61000-3-3

Kiém tra phat xa Tuan thu Mbi trwdng dién tr — hwéng dan

Phat xa RF Nhém 1 Hé théng KXL st dung ndng lwong RF chi cho chtre
nang bén trong cua no. Do do, mire phat xa RF rat
thap va khéng cé kha nang gay nhiéu cho thiét bi

CISPR 11 dién tr & gan.

Phat xa RF Loai B Hé thong KXL phu hop dé st dung trong tat ca cac
moi trrdng bao gom mai trvong nha & va nhirng )

CISPR 11 moi treong ket noi tre tiep voi mang lwdi cung cap
dién ha thé cdng cdng cung cap cho cac tda nha

Phat xa hai hoa Loai A dwoc str dung cho muc dich dan dung.

IEC 61000-3-2

Bién dong dién ap / | Tuan thi
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Hwéng dan va tuyén bé cia nha san xuat — kha nang mién nhiém dién tw

Hé théng KXL duoc thiét ké dé sir dung trong mai tredng dién tir néu dudi day.
Khach hang hoac ngudi dung ctia hé thong KXL can dam bao rang hé thong dwoc
st dung trong maéi treo'ng nhw vay.

Kiém tra kha
nang mién
nhiém

Mcrc kiém tra
IEC 60601

Mdec tuan tha

M6i trwong dién tir -
hwéng dan

Phoéng tinh dién
(Electrostatic
discharge, ESD)

Tiép xuc +8 kV
Khéng khi +15 kV

Tiép xuc 8 kV
Khong khi 15 kV

San nha can 1am bang gé, bé
téng hodc gach lat bang gém.
Néu san nha dwoc pha vat liéu
tdng hop, d6 4m twong ddi can

+2 kV gitra dwong
day voi dat

+2 kV gitra duwong
day voi dat

IEC 61000-4-2 .
it nhat 1a 30%.
Chuyén tiép +2 kV dbi véi dwong | £2 kV déi voi duong . L
nhanh/nd dién day cép dién day cép dién lCh_a; I}J’%nghdlennl}im phai thuoc
Ke o2 \ oal danh cho mol trvong

IEC 61000-4-4 +1 kV 0ol v61 duong | Khang ap dung thuong mai hoac bénh vién

day vaofra ona dAy v dién hinh. '

bPuwong day vaolra :

Qua ap £1kV gitra duong +1kV gitra duong Chét lvong dién Iudi phai thude
IEC 61000-4-5 day v&i dwong day day voi dwdng day loai danh cho mai trwdng

thwong mai hoac bénh vién
dién hinh.

Sut ap, gian doan
ngan va bién ddi
dién ap trén cac
dwdng day cap
dién vao

IEC 61000-4-11

0% UT

(Sut 100% UT)
trong 0,5 chu ky

0% UT

(Sut 100% UT)
trong 1 chu ky

70% UT

(Sut 30% UT)
trong 25/30 chu ky

0% UT
(Sut 100% UT)

0% UT

(Sut 100% UT)
trong 0,5 chu ky

0% UT

(Sut 100% UT)
trong 1 chu ky

70% UT

(Sut 30% UT)
trong 25/30 chu ky

0% UT
(Sut 100% UT)

Chét lwong dién lwéi phai thudc
loai danh cho méi trwong
thwong mai hoac bénh vién
di&n hinh, néu nguwi dung hé
thdng KXL can van hanh lién
tuc trong qua trinh mét dién
lwdi, khuyén nghi cap dién cho
hé théng KXL ttr mét ngudn
dién lien tuc hodc ac quy.

trong 5 gidy trong 5 giay
Tan s6 dién T trwdng tan sb dién can &
Tir trudng murc dac trieng clia mét vij tri
(50/60 Hz) 30 A/m 30 A/m dién hinh trong mét méi trwdng
IEC 61000-4-8 thwong mai hoac bénh vién

dién hinh.

LU Y: UT 13 dién ap lwéi dién xoay chidu trwéc khi &p dung mirc kiém tra.
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Hwéng dan va tuyén bd cda nha san xuat — kha nang mién nhiém dién tir

Hé thdng KXL duoc thiét ké dé si» dung trong moéi trvdng dién tir néu dudi day. Khach
hang hoac ngu¢i dung ctia hé thong KXL can dam bao rang hé thong duoc st dung trong
moi trwdng nhw vay.

Kiém tra kha

Mcrc kiém tra

Cac trwong lan can
tiy thiét bi truyén
théng khéng day
RF (IEC 61000-4-
3:2006 A1:2007

A2:2010)

15 tan sb cu thé.

Mcrc mién nhiém
9-28 V/m

15 tan sd cu thé.
Mcrc mién nhiém
9-28 V/m

nang mién M an tho Mbi trwérng dién tir — hwéng dan
ang mie IEC 60601 trc tuan thu 6i trwdng dién twe wéng da
nhiém
Nén st dung thiét bj truyén thong RF xach tay va
di dong & khoang cach so vai bat ky bo phan nao
cua hé thong KXL, ké ca cac cap, khong gan hon
khoang cach cach ly duwgc Ighuyén nghi t[nh tw
phwong trinh ap dung cho tan sé cla thiét bi phat.
Khoang cach cach ly dwoc khuyén nghi
RF dan 3 Vrms 3 Vrms d = 1,2v/P 80 MHz dén 800 MHz d = 1,2VP
IEC61000-4-6 150 kHz dén
80 MHz
RF buc xa 3Vim 3Vim d=12VP d =2,3VP 80 MHz dén 2,7 GHz
IEC 61000-4-3 80 MHz den
2,7 GHz

trong d6 P 1a dinh mirc cong suét ra téi da cla
thiét bi phat tinh bang oat (W) theo nha san xuét
thiét bi phat va d la khoadng cach cach ly dugc
khuyén nghi tinh bang mét (m).

Cuwéng d6 trwdng tir thiét bi phat RF ¢b dinh,
dwoc xac dinh béng mot khado sat dién truong tai
chd,? cn nhd hon mrc tuan tha trong méi khodng
tan sb.b

Nhiéu cé thé xay ra & gan thiét bi dwoc danh du
v&i ky hiéu sau:

()

LUU Y 1: & 80 MHz va 800 MHz, khoang tan s6 cao hon sé ap dung.

LUU Y 2: Cac hwéng din nay co thé khéng ap dung trong moi tinh huéng. Sw lan truyén dién tir bj anh
hwéng béi sw hap thu va phan xa tr cac cau tric, dd vat va con nguoi.

a Cuong do truong tir cac thiét bi phat cb dinh, chang han nhu tram géc cho dién thoai vo tuyén (cAm tay/khong day) va dai
di dong mét dét, dai nghiép dw, dai phat thanh AM va FM va dai truyén hinh khong thé dwoc du doan bang ly thuyét mot
céach chinh xac. D& danh gia moi truong dién tr do cac thiét bi phat RF cb dinh, nén can nhéc khao sat dién t tai ché. Néu
cwong do trwdng do dwoc tai vi tri st dung hé théng KXL vwot qua mire tuan thi RF &p dung & trén, can quan sat hé thong
KXL @& xac minh hoat déng binh thwéng. Néu quan sat thdy hiéu qua hoat dong bat thuwéng, cé thé can cac bién phap bd
sung, chdng han nhw dbi hwéng hodc dbi vi tri hé théng KXL.

b Trén khoang tan sé 150 kHz dén 80 MHz, cudng dé trwdng can nhé hon 3 V/m.
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va di déong va hé théng KXL

Khoang cach cach ly dwoc khuyén nghij giira thiét bj truyén théng RF xach tay

Hé thdng KXL dworc thiét ké dé str dung trong méi truéng dién tir trong d6 nhiéu RF phat xa
duoc kiém soat. Khach hang hodc nguoi dung cla hé théng KXL c6 thé giip ngan chan nhiéu
dién tr bang cach duy tri mét khodng céach tdi thiéu gitra thiét bi truyén théng RF xach tay va
di déng (thiét bi phat) va hé théng KXL nhw khuyén nghi dudi day, theo cong suét ra tbi da cla
thiét bj truyén théng.

Cong suét ra Khoang cach cach ly theo tan sé cua thiét bi phat m
toi da dinh, 150 kHz dén 80 MHz dén 800 MHz dén
mirc cua thiet 80 MHz 800 MHz 2,5 GHz
bi phat (W) d=12VP d=12VP d=23VP
0,01 0,12 0,12 0,23
0,1 0,38 0,38 0,73
1 1,2 1,2 23
10 3,8 3,8 7,3
100 12 12 23

DAi voi cac thiét b phat dinh mirc & cong suét ra toi da khong duoc liét ké & trén, khoang
cach cach ly dwoc khuyén nghi d tinh bang mét (m) cd thé dwgc wdc tinh bang phwong trinh
ap dung chp tan so cla thiét bi phat, trong d@ P la dinh mdc cong suat ra toi da cla thiét bj
phat tinh bang oat (W) theo nha san xuat thiét bj phat.
LUU Y 1: O 80 MHz va 800 MHz, khodng cach cach ly cho khodng tan sé cao hon sé ap dung.

LUU Y 2: Cac huéng dan nay co thé khong ap dung trong moi tinh hudng. Sv lan truyén dién
tr bi anh hwdng bdi sw hap thu va phan xa tir cac cAu trac, dd vat va con ngudi.
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Hé thong KXL c6 chira mét chirc nang RFID truyén va nhan & tan s6 13,56 MHz. Chirc nang nay
¢6 thé bi nhiéu bdi thiét bi khac, ngay ca khi thiét bj kia tuan thi cac yéu cau phat xa ctia CISPR.

Hé thdng KXL cé chira cac thiét bj phat RF sau:

B doc RFID

e B6 doc/B6 ghi 13,56 MHz

« Ang-ten tich hop: Pham vi doc tdi da 4”
« Cong suét ra tbi da 200 mW

o Dap wng: ISO18000-3, ISO15693
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6 Thw vién ky hiéu

Ky hiéu bang vin ban

Minh hoa ky hiéu

Dinh nghia

1. Ky hiéu khéng AP khi co
mat chat gay mé de chay

&)

Nguy hiém, nguy co né.
Khong str dung

2. Ky hiéu AC

Dong dién xoay chiéu

3. “I” trong mot cudn sach

Chu y: Tham khao CAC TAI
LIEU BI KEM

4. Ky hiéu ndi dat trong hinh
tron

(13
@

N6i dat (tiép dia) bao vé

5. Ky hiéu bao vé khéi nwéc
xam nhap

I P20 (b6 didu khién tir xa

ban déu)

I P53 (b6 didu khién tir xa

cép nhat)

B6 diéu khién tir xa ban
dau: Bao vé khoi nwéc xam
nhap (cac chat ran dudi
12,5 mm va khéng bao vé
khéi nwéc) Bo diéu khién
tr xa cap nhat: Buoc bao
vé khai bui, va bao vé khoi
nwdc xam nhap khi thiét bi
duoc gilr hwdng I€n hoac
bi ban tée & mirc do nhe.

[e)]

. Nat ngudn

Cho

7. Céng tac ngudn

BAT

8. Coéng tac ngudn

TAT

9. D4u CE

DAu hop chuén

10. Nha san xuét

Tén va dia chi ctia nha san
xuat

11. ! trong mot tam giac

Cénh bao than trong cu thé
trong huwéng dan van hanh

12. Trong lvong tinh (kgs)
Trong lvgng gop (kgs)

NW
GW

Trong lvgng
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Ky hiéu bang van ban

Minh hoa ky hiéu

Pinh nghia

13. Cai 6 vai giot nwéc mua

Gilr kho rao: Bao quan bao vé
khdi hoi am (ky hiéu c6 hoac
khdng cé giot nwédc muwa)

14. Kinh v&

Céc thanh phan dé v&, thao
tac can than

15. Hai mdai tén hwéng 1én

Gilr cac mii tén trén thang
giay chi lén trén

16. Giot nwédc trong mot cai
hop

B0%

Gi¢i han dd 4m (phan tram
trén va dwdi ky hiéu 1a pham
vi chdp nhan duwoc cho

do am)

17. Gi&i han nhiét d6 hoat
dong

J/‘EJJC
15C

Gidi han nhiét d6 hoat dong

18. Gidi han nhiét d6 bao
quan

60 C

)
A

-15C

Gi¢i han nhiét d6 bao quan

19. MR bj gach chéo trong
mét vong tron

&

Khdng an toan v&i cong
hwéng tr — Dé xa thiét bi
chup cong hwéng tr (MRI)

20. Gi6i han ap suét bao
quan

060 mbar
750 mbay/ lI

Gidi han ap suat khi quyén khi
bao quan

21. Giéi han ap suét hoat
dong

50 mbar

baﬁ“ .
810 ml —

Gidi han &p suét khi quyén khi
hoat déng

22. Tin hiéu dwgc phat ra

(tﬂ-‘m)

RF dwoc truyén qua thiét bi
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7 Théng so ky thuat

Théng s6 ky thuat

M6 ta

Pién

Dién ap dwong day 100 — 240 von AC
Dong dién 2A — 1A

Mét pha

RMS, 50/60 Hz

B& diéu khién tlr xa ban dau 2x pin AAA
B& diéu khién tir xa cap nhat 2x pin AA

Danh sach cap va phu kién

B6 diéu Ighién tlr xa khong day
Cap nguodn xoay chiéu loai dung cho bénh vién
(khéa dugc/thdo réi duoc)

Truyén nang lwong Blrc xa UV
3 — 45 mW/cm?
365 nm

Nguén sang dén LED UVA Buc xa UV
365 nm

Cac giao dién bén ngoai USB 2.0

Kich thwéc vat ly

Khéng réng hon 60 x 60 x 150 cm
(Dai x Réng x Cao)

(diéu kién hoat déng binh
thwong)

Trong lwong (hé thong trong NW 48 Kg
thu’ng chira) ] _ GW 120 Kg
Tuoi tho pin bé dieu khién tir xa | 18 gio

FCC ID cuia b6 diéu khién tir xa
va khéa an toan va tan so6 hoat
dong

FCC ID: SXJ87027-TX (b diéu khién tir xa ban
dau)

FCC ID: 2AVGK-KXLTX (b0 diéu khién tir xa
cap nhat)

2,405-2,475 GHz.

Diéu kién méi trwong hoat déng

Hé thong hoat dong trong cac diéu kién khi
quyéen sau (khéng ngwng tu).

Nhiét do méi treré'ng xung
quanh

+15 dén +30 °C

Do am twong doi

20% dén 80%, khéng ngwng tu

Ap suét khi quyén

810 dén 1050 mbar

Diéu kién van chuyén va bao
quan

Thiét bi chju dwoc cac diéu kién van chuyén va
bao quan sau day ma khéng bi hw héng hoac
suy giam hiéu qua hoat déng.

Nhiét do méi treréo'ng xung
quanh

-15 dén +60 °C

Do am twong doi

10% dén 80%, khéng ngung tu

Ap suét khi quyén

750 dén 1060 mbar
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