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1  Giéi thiéu

1.1 Nha san xuéat

MLase |a nha san xuét hop phap ctia may laser ELIOS.

1.2  Muc dich str dung va Chi dinh

Muc dich st dung:

Hé théng ELIOS dworc chi dinh st dung nham gidm ap lwc ndi nhan (IOP) trong mat bénh nhan 1a nguoi tredng

thanh dwdi sy hwéng dan clia bac si chuyén khoa mét tai co sé y té chuyén nghiép.
Hé théng ELIOS bao gém may laser ELIOS va dau do ELIOS.
May laser ELIOS 1a ngudn phat tia laser excimer st dung nhiéu 1an v&i tudi tho dw kién 1a 10 ndm.

D4u do ELIOS la dung cu v6 tring dung mét 1an. Théi gian diéu tri mat khoang 1 phat. Dung cu nay chi dung

dwoc cho mot mat.
Chi dinh:
May laser ELIOS chi dwoc s& dung dé diéu tri bénh tang nhan ap.

e Moi bao hanh hodc dam bao tir nha san xuat chi 4p dung khi may laser dwoc st dung dung

muc dich theo hwéng dan.
e Viéc sr dung cac tinh nang diéu khién hodc cau hinh thiét bi theo bat ky cach nao khac voi

mo ta trong huwéng dan siv dung nay déu cé thé dan dén nguy co phoi nhiém phoéng xa.

1.3 Théng tin chung

May laser ELIOS la may ap dung phwong phap laser excimer dwgc sl dung véi mot sei quang
(vi du: dau do ELIOS) dwoc ché tao riéng. Bang cach s dung phwong phap phau thuat xam 1an tdi thiéu ti bén
trong nhan cau, muc tiéu khi dung may |a loai bd mét phan ving bé dan lwu dich va tao céac kénh laser dé hé tro
thoat thiy dich nham gidm &p lwc ndi nhan.

Hwéng dan sir dung nay trinh bay tdng quan vé cac yéu cau an toan va di liéu ky thuat cha thiét bi va bao gom
ca md ta chi tiét vé cach s dung va van hanh thiét bi.

Nhan vién str dung thiét bi phai doc, hiéu va tuan tha cac hwéng dan sir dung nay. Chuang téi khdng dinh ré rang
réng chung téi khéng chiu trach nhiém dbi véi bat ky thiét hai hodc gian doan nao trong qua trinh van hanh phat
sinh do khéng tuan tha cac huwéng dan nay.
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e Vuildong doc huéng dan sir dung trwde khi dung thiét bi nay.
A e Vuilong lwu lai hwéng dan sir dung dé tra clru trong twong lai.
© Elios Vision, Inc.
Nghiém c&m viéc phat tan, sao chép tai liéu nay cling nhw s dung va truyén ba néi dung cla tai liéu.
Nguwoi vi pham phai chju trach nhiém boi thwdng thiét hai.
Bao lwu moi quyén. Chung tdi c6 quyén thay ddi thuan tiy vé mat k¥ thuat.

Hwéng dan st dung phién ban cap nhat méi nhat dwoc déng tai trén trang web clia nha san xuét (xem 6.8.1)

1.4 Tac dung phu va chéng chi dinh

Tac dung phu:
e tang ap lwc sau phau thuat
e chay mau néi nhan
e tbn thwong thay tinh thé
e kich ng man tinh sau phau thuat

e dau
Chéng chi dinh:

e Bénh nhan duwai 18 tudi

e Bénh nhan dang méc céc rbi loan tw mién (d&c biét Ia bénh xo cing bi).

1.5 Hang muc thiét bi

M6 ta S6 lwgng
May laser ELIOS 1
Cong téc chan 1
Day nguén 3 m 1
Phich cdm gi& cho khoa lién dong tir xa 1
Chia khéa cho cong tac khoa 1
Hwéng dan s dung 1

1025_IFU_ELIOS laser console_VI_Rev A Trang 5/44



1.6 Cac san pham y té dwoc phé duyét dé sir dung két hop véi may laser ELIOS.

San pham y té twong thich:

Mb ta:

DPau do ELIOS

Ma tham chiéu mau thiét bj:
FM270405S hoac M270405S

Nha san xuét;:

WEINERT Fiber Optics GmbH

Mittlere-Motsch-Str. 26

96515 Sonneberg
Duc

May chiéu laser FIDO

M3 tham chiéu mau thiét bij:

M270405S

Nha san xuét:

WEINERT Fiber Optics GmbH

Mittlere-Motsch-Str. 26

96515 Sonneberg
Dlrc

s@i quang twong dwong

Thoéng s6é soi quang:

Tong chiéu dai
Chiéu dai tay cam

Ong théng

Soi quang

Phich c&m

Chiéu dai b
chuyén déi vé trung
Buwdéc séng

Dac tinh quang hoc
Théng tin chung

2000 mm

70 mm

Nhan biét béng xuic giac dé xac dinh hinh dang vat cuia
bng thong

Ong théng bang thép khoéng gi dwéng kinh 500 pm.
Ong théng nhé ra 35 mm khai tay cam, dau xa duoc
cat xién 25

BPuwong kinh 16i 210 pm

SMA

44 mm

308 nm

Khau d6 s6 0,22

S&n pham vé trung dung mét lan
Khéng dan dién

Vui 1dng lwu y rang céc soi quang cla bén thir ba phai cé thé nhan dang
RFID twong thich v&i may laser ELIOS.

A e Khi s dung thiét bi, can Iwu y tham khao céc tai liéu di kém vé soi quang.

1025_IFU_ELIOS laser console_VI_Rev A

Trang 6/ 44




2 Antoan

2.1 Ghichl chung vé an toan

21.1 Cac goi y va biéu twong dwoc stv dung

A Déu hidu canh béao chung

Théng tin bé sung

2.1.2 Cac yéu cau an toan co ban

Cach thirc hoat dong cua tia laser

e Burc xa tia cwe tim cia may laser ELIOS hoan toan vo hinh.

e Phai tuan thi cac khuyén céo vé an ninh.

e Khéng nhin thdng vao chum tia laser.
e Theo Quy dinh vé& Thiét bi Y t& (2017/745), MLase c6 nghia vu théng bao cho ngudi

dung nhirng théng tin sau: T4t ca cac sw ¢b nghiém trong xay ra lién quan dén san
pham phai duwoc bao céo cho MLase va co quan c6 thdm quyén tai qudc gia thanh vién

noi ngwdi st dung va/hoac bénh nhan cw tru.

e Sy cd nghiém trong 1a bat ky sw cb nao truc tiép hodc gian tiép khién bénh nhan, nguoi
st dung hodc nguwdi khac tlr vong, gay suy gidm nghiém trong tam thdi hodc vinh vién
tinh trang strc khde clia bénh nhan, nguwoi st dung hodc ngwoi khac, hodc de doa

m nghiém trong dén strc khde cdng déng. Khéng quan trong nhitng sy ¢b nay da xay ra
hay c6 thé xdy ra. Dinh nghia chinh x&c duwoc trinh bay trong Quy dinh
(EU) 2017/745 Diéu 2 (65). C6 thé tra ctru thong tin lién hé ctia co quan cé thdm quyén
tai qudc gia thanh vién s& tai trén Internet bang cach st dung cum t& tim kiém

"Co quan c6 thdm quyén vé thiét b y t& EU".
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Chi nhirng ngudi c6 chuyén mén vé nhan khoa hodc dwoc dao tao vé y té/ky thuat, da dwoc MLase hodc dbi tac

dich vu duoc Gy quyén dao tao, méi dwgc van hanh may laser ELIOS.

e Chi co bac sT chuyén khoa nhan khoa méi dwgc phép st dung cong nghé laser nay.

e Luén ludn chudn bj sén sgi quang dw phong.

e Viéc str dung c&c tinh nang diéu khién hodc cAu hinh thiét bi theo bat ky cach nao khac
véi mé ta trong hwéng dan sir dung nay déu cé thé gay nguy hiém cho nhan vién hodc

A bénh nhan.

e Khoéng dwoc phép thay di may laser ELIOS.

e May laser ELIOS khong phéi la sdn pham vé trung.

e Trong qua trinh sty dung may laser ELIOS trén bénh nhan, khéng dwgc phép thyc hién

duy tu bdo dwéng may.

May laser ELIOS c6 co ché an toan tw gidm sat, chi nhan biét cac 16i dién hodc co khi bén trong.

Thao tac sai dwoc coi la Iénh bén ngoai va sé khong dwoc nhan dién la 16i.

Ciing nhw bat ky thiét bi dién nao khac, may laser ELIOS ciing c¢é nguy co héng héc. Do dd, phai chuan bj sén

sang dé co thé tam dirng van hanh may bét ct Iic nao.

Cong tac bao tri va sira chira
Chi nhan vién cta MLase hodc cac déi tac dich vu dwoc Gy quyén méi dwoc phép thiét 1ap, thuc hién bao tri
hodc sira chiva may laser ELIOS. Moi yéu cau bao hanh sé khéng cé hiéu luc néu khong tuan tha quy dinh nay.

Néu khi tién hanh béo tri may laser, phai mé v thiét bi thi tt c& nhirng nguwdi cé6 mét phai deo kinh bao ho dat
tiéu chudn EN 207:2017 180-315 D LB8 + R LB2 hoac cao hon.

A e Chinhan vién bao tri méi dwoc phép mé vo thiét bi.
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2.2 Nhan ghi chu trén may laser ELIOS

May laser ELIOS dwoc danh dau bang mét tAm nhan dang va cac diu canh bao. Phan sau day mé ta y nghia va

vj tri cGia ky hiéu nhan dang:

Stt | M6 ta dau canh bao hoac nhan Hinh

1. Tam nhan dang ndm & phia sau ctia may laser
(xem Hinh 2-1).

Y nghia cla céac ky hiéu duoc st dung:

Thiétbjy té
Ma sb trong danh muc
@ S6 seri

. PR [MD] ELIOS laser console  [rr T e
M4 dinh danh thiét bi duy nhat oy

Power: T0-100 VA
[REF] 513185 [ SN 0085-1234  [weion: 5 g

: (01)04262384960356  |Lsercies  dasconingie
Dong dién xoay chiéu (21)0085-1234 pr—
Industriestrasse 17
‘ 221‘10 Garmering
ermany

2026-07
, Phofe  +359 29 8341850 0
Cé béo Vé I P I/ . MLose E\/ E-Mail.  inlof@mlase com
p ) \Of [‘::‘J wrwve.mlase com
k. —_—

‘ Nha san xuat va ngay san xuét

(YYYY-MM)

C€0197 DAu CE chrng nhan sy phu hop voi

sb hiéu cta Co quan chrng nhén

hi¢

HE xcm 6

D—-i] c6 san hwdng dan st dung dang dién to

2. Nhan ghi cha két ndi.

Dau vao dién lwéi ("100 — 240 V~,
50/60 Hz IEC LOCK TM I")

100 - 240 V~, 50/60 Hz
IEC LOCK TM !

= >

Footswitch EA}

MKFS 28-MED SH11 1 remote interlock

cbng tac chan ("Footswitch")

Lad

khoa lién ddng bén ngoai

("remote interlock")
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Stt

M6 ta dau canh bao hoic nhan

Hinh

Nhan ndm & phia sau cla may laser (xem Hinh
2-1).

May laser ELIOS tao ra blrc xa laser loai 4.
Khong duwoc dé mét hay da tiép xtc véi birc xa

v6 hinh nay.

Nha&n ndm & phia sau cla may laser (xem Hinh
2-1).

Burc xa laser v6 hinh

Tranh dé mat hoic da tiép xtic

v&i bike xa trwee tiép hodc tan xa

Laser cap 4

Théng tin v& mic phat birc xa laser dwoc ghi

trén nhan minh hoa trong hinh.

Nhan ndm & phia sau cla may laser (xem Hinh
2-1).

DPau ndi dung dé can bang dién thé.

Nhan ndm & phia sau cla may laser (xem Hinh
2-1).

Biéu twong nay cho biét khéng dwoc thai bé may
laser cung v&i rac thai sinh hoat. Khi san pham
hét thoi han st dung, vui 1ong lién hé véi nha
san xuat hodc dbi tac dich vu dwoc Gy quyén.
Cac don vi nay sé thu héi thiét bj va sap xép viéc
thai bo thiét bi.

Biéu twong nay la mot phan cia tAm nhan dang

(xem nhan 1).

Tuan tha dang hwdng dan st dung.

Nhan ndm & phia trwdc clia may laser, phia trén

man hinh cdm *ng (xem Hinh 2-2).

DAu nhan dién canh bao laser cho biét cé phat

ra birc xa laser tai vi tri nay.

Nhan ndm & phia trwéc clia may laser, gan vi tri

clra phat tia laser (xem Hinh 2-2).

Burc xa laser vo hinh
phat ra tir ctra phat nay

Efiber output

(Nang lwong dau
ra soi quang) = 1,3 mJ
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Stt

M6 ta dau canh bao hoic nhan

Hinh

B0 phén tiép xtc loai CF chiju dwgc sdc khir rung
tim

Chi dwoc phép gan soi quang loai CF. Chi dwoc
phép st dung cac 6ng thong khéng dan dién.
Nhan nay ndm bén dwai phan két ndi twong trng

trén bang diéu khién phia trwdc (xem Hinh 2-2).

A THAN
TRONG

B6 phan tiép xuc loai CF

Chi str dung éng thong
khéng dan dién!

10.

Két ndi soi quang.

Nhan nay nam phia trén phan két néi twong trng

trén bang diéu khién phia trwdc (xem Hinh 2-2).

Q)

\)—/5-
“—'  BO phan s dung soi quang

Biéu twong nhan dang tan sb vé tuyén

(¢}

(©)

RFID

11.

Xéac dinh diém dirng phat xa laser.

Nhan nam & phia trwéc cla may laser (xem
Hinh 2-2).

12.

Hién thi vi tri cla cong tac khoa.

O ="TAT"

| = "BAT"

Nhan nam & phia trwdc cla may laser

(xem Hinh 2-2).

13.

Bb giam sat nang lwgng cho s@i quang.

Nhan nam & phia trwéc cla may laser (xem
Hinh 2-2).

1025_IFU_ELIOS laser console_VI_Rev A

Trang 11/ 44




Stt | Mé ta dau canh bao hoic nhan Hinh
14. | Biéu twong "Tham khdo hwéng dan s dung"
duoc hién thi trén man hinh khai dong ctia may --""'}—
laser ELIOS (xem Hinh 4-1). l
-—/-\_

Thung gb dwng may laser ELIOS dwoc danh dau bang nhan déng goi. Phan sau day mé ta y nghia va

vi tri cGa ky hiéu nhan dang:

Hai ban sao cla nhan "Do not dispose this
crate!" (Khéng dwoc virt bé thung nay!) dwoc

dan bén trong thung gé van chuyén.

Stt | M6 ta dau canh bao hoic nhan Hinh
15. Nhan déng géi nam & phia trén cta thung gé
van chuyén. @ MLase
Y nghia cla céac ky hiéu duwoc st dung:
MD)]  &ri0s taser console |||
I . x ... 2 REF| 513185 SN 0085-1234
Hang dé v&, x&r ly can trong
. (01)04262384960363
/H/ uDI ﬁ (21)0085-1234
Gi¢i han nhiét d6
MLase GmbH
Industriestrasse 17 Packaging:
"~ Gi¢i han d &m wan  73em
Sl mo@mies.com Heightt  115cm
80% 1086mbar
50°C
Gi¢i han ap suét khi quyén I /ﬂ/-
-10°C et
, la“‘ , 0% 656mbar
T i koo o T CE€E0197 |
16.

Do not dispose

this crate!

Please keep for

return!
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17.

Nhan dan "Shock watch" (Theo di séc va dap)

cling dwoc dan bén trong thiing gé van chuyén.

Y nghia cla céac ky hiéu dwoc st dung:

===

Khong phat hién thao tac xtr ly cé

va dap

(=]

Phat hién c6 kha nang xay ra hw hdng

SHOCKWATCH -iBERWACHUNG
3 SHOCKWATCH -MONITORED SHIPMENT
“ -4 SHOCKWATCH -TRANSPORT CONTROLE

WARNING
HANDLE WITH CARE

SYOSSEAPIRAOIE

18.

Mot ban sao cua nhan "Tilt watch" (Theo d&i d6
nghiéng) dwgc dan bén ngoai, doc theo canh dai

va canh ngén cla thung gé van chuyén.
Y nghfa ctia cac ky hiéu dwoc sir dung:

SHECKWATCH

ratioform i ‘

~=EE5L Phat hién c6 kha ndng xay ra hu héng

TILTWATCH' XTR - Oberwachung

- Monitored shipment
- Transport controlé

AUFRECHT
TRANSPORTIEREN
TENIR DEBOUT
KEEP UPRIGHT

s e oy

19.

Mot ban sao cla nhan "Hazardous materials
class 9" (Vat liéu nguy hai loai 9) dwoc dan &
ngoai, doc theo canh dai va canh ngan clia thung

gb van chuyén.

May laser ELIOS dwoc xép vao hang héa nguy

hiém loai 9.

20.

Mot ban sao nhan dan "Fragile! Handle with
care!" (Hang dé v&! X ly can trong) dwoc dan
bén ngoai, doc theo canh dai cla thung gé van

chuyén.

21.

M6t ban sao nhan dan "Top! Not to be dropped!"
(Phan trén! Khéng duoc lam roil) dwoc dan bén

ngoai, phia trén cla thung gd van chuyén.

22.

Biéu twong "This side up!" (M&t nay & trén!)
dwoc dan bén ngoai, doc theo tirng canh cla

thung gé van chuyén.

1025_IFU_ELIOS laser console_VI_Rev A

Trang 13 /44




23.

Biéu twong "IPPC" dwoc dan bén ngoai, doc

theo tlrng canh ngén cda thung gé van chuyén.

IPPC = Céng wéc Qubc té vé Bao vé Thuc vat
XX = Ma quéc gia
0000 = S6 dang ky

YY = X& ly nhiét

XX-0000
YY

Cac bo phan dwoc st dung véi may laser ELIOS déu dwoc danh dau bang nhan dan. Phan sau day

mé ta y nghia va vi tri cia ky hiéu nhan dang:

Stt

M6 ta dau canh bao hoic nhan

Hinh

24.

Nhan cla chia khda co trén chinh chia khoa dé.
MLase = Nha san xuét

ELIOS laser console = thiét bj y té lién quan

MLase

ajosuo2 Jase| SOIN3

25.

Nhan cla chia khoéa lién doéng dwoc dan trén

chinh phich cdm do.
Biéu twong nay cé nghia la:

N

khoa lién dong bén ngoai
("remote interlock")

MLase = Nha san xuét

ELIOS laser console = thiét b y té lién quan

ELIOS

laser
console

remote
interlock

aseN

26.

Nhan cla day ngudn dwoc gan trén chinh day

ngudn do.
MLase = Nha san xuét

ELIOS laser console = thiét bj y té lién quan

MLase

lose|
solI13

9|]OSuU0?d

1025_IFU_ELIOS laser console_VI_Rev A

Trang 14/ 44




27. | Nhan cla cong tic chan dwoc dan trén chinh

cong tac do.

MKFS 2S-MED SH11 = Tén phu kién

S0 sé-ri cuia cOng tac chan MKFS 25-MED SH11 ) Tase

! | | 1214768
Ngay san xuét (YYYY-MM) | 00000

I P & 2021-08

Phan loai béo vé IP 25VAC/60VDC

IPXé
C@; ' 9|]OSuU0?d
@ , _ein | lase|
D4u chirng nhan tuan thi ctia CSA u D i

N 32586Lbhne/Germeny’, SOI-IH
‘ Nha san xuat cong téc chan
MLase = Nha san xuét thiét bj y té lién quan
ELIOS laser console = thiét bj y té lién quan

e Né&u tdm nhan dang hodc nhan dan canh bao bi bong ra hoac khong thé doc duorc,
vui long lién hé véi nha san xuét hodc dbi tac dich vu duoc Gy quyén.

Vi tri cac théng tin nhan dang trén may laser ELIOS:

Hinh 2-1: Hinh anh nhin tir phia sau
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Hinh 2-2: Hinh anh nhin ttr phia trwéc
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2.3 Cac yéu cau an toan lién quan dén dia diém str dung thiét bi

Khéng gian dat may laser ELIOS phai cé dién tich Ién hon 6 m3. Phai d&m bao théng gié day dd. Phai dam bao
nhiét dd khi van hanh may trong khoang tir +18 °C dén +30 °C.

e Khoéng dwoc st dung may laser ELIOS trong cac khu vwc cé nguy co chay né hodc
trong cac khu vyc giau oxy.

e Viéc sr dung tia laser trong méi trwéng co vat liéu, dung dich hodc khi dé& chay,
hodc trong méi tredng gidu oxy gay ra nguy co gay chay, nd. Mot sb vat liéu, vi du nhw
béng, khi bao hda oxy cé thé bbc chay khi tiép xuc véi nhiét dd phat sinh trong qua trinh

[I] st dung binh thuwong cua thiét bi laser. Cac dung méi dé bay hoi tir keo dan va cac
dung dich dé& chay dung dé vé sinh va khir trung can c6 du thdi gian bay hoi trwédc khi
st dung thiét bi laser. Can lwu y rang khi sinh hoc ciing c6 thé dé& chay.
[IEC 60601-2-22:2019]

2.4 An toan thiét bj triéc nguy co phat xa laser ngoai y muén

2.41 Coéng tac chan

Viéc phat tia laser chi dwoc kich hoat khi nhan cong téc chan hét c&. Cong tac chan dwoc trang bi kém nép béo
vé. Diéu nay gilp ngan nglra viéc vd tinh phéat xa, vi du do cé vat roi vao cong téc hodc vé tinh dap chan vao

cong tac.
242 Man trap
Hwéng chiéu cla chum tia laser dwoc gidi han ca bén trong 1an bén ngoai nhd cac man trap co. Nhw vay sé

phong ngtra dwoc tinh trang phéat xa laser thiéu kiém soat. Man trap bén trong chi mé khi nhan cong tac chan va
déng lai ngay khi nha céng tac chan.

Ngoai ra, két ni clia soi quang con duwoc bdo vé bdi mot man trap bén ngoai. Dé két ndi soi quang, phai nang

man trap Ién bang cach nha nut.
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2.5 Cac quy dinh an toan bé sung

2.5.1 Hiéu suét thiét yéu

Céc tiéu chi hiéu suét thiét yéu cla may laser ELIOS bao gébm mat do nang lwong tai dau ra soi quang,
bwé&c séng va thdi gian xung.

Dé duy tri méc an toan co ban ciia may laser ELIOS, bat budc phai tién hanh bao tri dinh ky (xem 6.3).

D& duy tri tiéu chi hiéu suét thiét yéu vé mat do ndng lwong & dau ra soi quang, bat budc phai tién hanh bao tri
thwong xuyén bd giam sat nang lwong (xem 6.4).

Dé duy tri cac tiéu chi hiéu suét thiét yéu vé budc séng va thdi gian xung, bat budc phai dinh ky thay thé hop

chtra khi (binh laser khéng mach) (xem 6.5).

2.6 Kha nang twong thich dién tir (EMC)

May laser ELIOS da duoc kiém tra vé kha nang twong thich dién tlr (EMC) va tuan thu tiéu chuan IEC 60601-1-2:2014
+ A1:2020.

e Nén tranh s dung may laser ELIOS sat bén hodc xép chdng lén cac thiét bj khac vi cé thé
dan dén viéc van hanh bij 16i. Néu viéc si dung nhw vay |a can thiét, can quan sat may
laser ELIOS va cac thiét bj khac dé dam bao céc thiét bi van hoat dong binh thuwéng.

e Viéc st dung cac phu kién, bo chuyén dbi va cap khac véi nhirng phu kién dwoc MLase
chi dinh hodc cung cép co thé dan dén tang phat xa dién tir hodc giam kha nang chéng
nhiéu dién ti ctia may laser ELIOS va dan dén viéc van hanh may bij 16i.

e Khoéng duogc st dung thiét bi lién lac RF di ddng & khoang cach gan hon 30 cm (12 inch)
so v&i bat ky bd phan nao clia may laser ELIOS, bao gdm ca céc loai cap do nha san xuét
quy dinh. Néu khéng, hiéu suét hoat dong ctia may laser ELIOS c6 thé bj suy giam.

A e Do dic diém phat xa ciia may laser ELIOS, c6 thé sir dung may nay trong cac khu cong
nghiép va bénh vién (tiéu chuan CISPR 11 loai A). Néu dwoc st dung trong méi trwedng
dan cw (thwong yéu ciu tuan tha tiéu chuan CISPR 11 loai B), may laser ELIOS c¢6 thé
khong cung cép dd kha nang bado vé cho cac dich vu théng tin lién lac dung tan sb vé tuyén.
Nguwoi dung c6 thé can thuwe hién cac bién phap khéc phuc, chang han nhw di doi hodc
diéu chinh hwéng may laser ELIOS.

e Khoéng bao gi& dwoc st dung may laser ELIOS khi day cap két ndi dang & trang thai bi
cudn. Viéc khong tuan tha cé thé dan dén gidm hiéu suét hoat déng ctia may laser ELIOS.

e Khoéng bao gi®r dwoc str dung may laser ELIOS cung véi cac thiét bi phau thuat tAn sé cao

(HF). Néu khong, hiéu suét hoat dong ctia may laser ELIOS c¢6 thé bi suy giam.
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2.6.1 Phat xa dién twr

May laser ELIOS duwoc thiét ké dé st dung & mot trong cac mdi trudng dién tr nhu dwoc néu bén dwéi.

Khach hang hoac ngwdi van hanh can dam bao bé tri sk dung may laser ELIOS trong méi trwéng nhuw vay.

Hién twong

Tuan thu

Moi trwdng dién tir

Phat xa RF dan truyén va bl xa

CISPR
11:2015+A1:2016+A2:2019

Nhom 1

May laser ELIOS st dung nang lwong tan sé cao

(HF) riéng cho cac chirc nang bén trong cda né.

Phat xa RF dan truyén va bl xa

CISPR
11:2015+A1:2016+A2:2019

Class A

Phat xa dong dién hai

theo IEC 61000-3-2:2005+A1:2008+A2:2009

Thay dbi dién ap, dao dong dién ap va nhap nhay

theo IEC 61000-3-3:2013

Pat

May laser ELIOS dworc thiét ké dé str dung trong méi
trwo'ng co’ s& cham soc strc khde chuyén nghiép

(vi dy: phong kham hodc phong mach cua bac s)
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2.6.2 Mién nhiéu dién tw

May laser ELIOS duwoc thiét ké dé st dung & mot trong cac mdi trudng dién tr nhu dwoc néu bén dwéi.

Khach hang hoac ngwdi van hanh can dam bao bé tri sk dung may laser ELIOS trong méi trwéng nhuw vay.

Hién twong Tuan tha Moi trwdng dién tir
Phéng dién tinh phéng dién tiép xuc * 8 kV May laser ELIOS duoc thiét ké dé
theo IEC 61000-4-2:2008 st dung trong méi tredng co s&

phong dién qua khéng khi

cham séc stre khde chuyén nghié
£ 2KV, £ 4KV, £ 8KV, + 15 kV yen ngniep

(vi du: phong kham hoac phong
mach cla bac sf)

Trwéng dién tir tAn s6 vo tuyén birc xa 3V/m
theo IEC 61000-4-3: i
2006+A1:2007+A2:2010 80 MHz dén 2,7 GHz
80 % AM tai 1 kHz
Trwéng lan can tir thiét bi théng tin lién 27 V/m tai 385 MHz
lac khéng day RF .
theo IEC 61000-4-3: 28 V/m tai 450 MHz
2006+A1:2007+A2:2010 9 V/m tai 710/ 745 / 780 MHz

28 V/m tai 810/ 870 / 930 MHz

28 V/Im tai 1720 / 1845/ 1970 MHz
28 V/m tai 2450 MHz

9 V/m tai 5240 / 5500 / 5785 MHz

T trwdng tan sb cong suét dinh mrc 30 A/m
theo IEC 61000-4-8:2009 .
50 Hz va 60 Hz

T trwdng lan can 65 A/m tai 134,2 kHz
theo IEC 61 -4-39:2017
eo IEC 61000-4-39:20 7,5 A/m tai 13,56 MHz

Dién nhanh thoang qua / bung nd + 1kV, £ 2 kV
theo IEC 61000-4-4:2012 » s
eo Tan so lap lai 100 kHz

Qua ap dot bién + 1 kV Giva cac dwong day
theo IEC 61000-4-5:2014+A1:2017 A . N f . ek
+ 2 kV Dién ap dwong day so voi mat dat

Céac nhiéu dan truyén do treong tan sb 3V
vo tuyén gay ra theo IEC 61000-4-6:2013 h
0,15 MHz den 80 MHz
6 V trong cac dai ISM tir 0,15 MHz dén 80 MHz
80 % AM tai 1 kHz

Sut ap 0% Ur
theo IEC 61000-4-11:2004+A1:2017 L. o
cho % chu ky & cac nhiét d6 0, 45, 90,

135, 180, 225, 270, 315°
0 % Ur

trong 1 chuky & 0
70 % Ur
trong 25/30 chu ky & 0

Gian doan dién ap 0% Ur
theo IEC 61000-4-11:2004+A1:2017
e trong 250/300 chu ky

2.6.3 Tuan thu Chi thi 2014/53/EU
MLase xin tuyén bb rang may laser ELIOS 14 loai thiét bj vé tuyén tuan tha Chi thi 2014/53/EU.

Toan van tuyén bb phu hop clia EU cé tai dia chi Internet sau:

www.mlase.com/Downloads
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3

31

Mb ta ky thuat

C4u tric may laser ELIOS

Sau day 1a hinh &nh cAu trac cu thé ctia may laser ELIOS:

Hinh 3-1: Hinh anh nhin tir phia trwéc

e

© ® N o O

Thung chira may laser

Man hinh cam trng

Tay cdm dung dé nang, kéo hoac day thiét bi
B& phan ghép ndi cho soi quang v&i gia do
dau néi

Nt bAm cho man trap

Nut dirng phat tia laser

Cong téc khoa

B& giam sat nang lwgng cho soi quang

Banh xe co6 khdéa (thanh gat khéa banh)

Hinh 3-2: Hinh anh nhin ttr phia sau

10.
11.
12.

13.
14.

Ngan chra cong tc chan va day ngudn
DPau ndi cho coéng tac chan

Dau ndi cho khoa lién déng t xa hodc
phich cam gia

Dau nbi cho cap ngudn

Dau ndi dung dé can bang dién thé

Dwéi day la bang phan loai cac bé phan dung kém véi may laser ELIOS:

Day nguén

Bo phan c6 thé thao roi

Dau néi khda lién dong

Bo phan c6 thé thao roi

Chia khéa cho cong tac khoéa

Bo phan c6 thé thao roi

Cong tac chan

Phuy kién
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e So db mach dién, danh sach linh kién, mo ta, hwéng dan hiéu chudn hodc cac théng
tin khac hd tro nhan vién bao tri sé dwoc cung cap theo yéu ciu.

3.2 Tinh nang diéu khién van hanh va két néi
3.2.1  Nguén cap chinh
Dién ap ngudn tiéu chuan cho may laser ELIOS 1a 100 — 240 VAC, 50/60 Hz.
e D& tranh nguy co bi dién giat, chi dwoc ndéi may laser ELIOS véi ngudn dién cé day dan
ndi dat bao vé.

e Can dat may laser ELIOS & vi tri sao cho khong xay ra tinh trang gian doan ngudn dién

ngoai y mudn trong qua trinh van hanh.
e Dé ngét ngudn may laser ELIOS, hay rat phich cam dién tai thiét bi (Hinh 3-2).

e Phai bd tri dat may laser ELIOS sao cho c6 thé rut phich cdm ngudn dién ra khdi thiét bi
bt c lic nao (Hinh 3-2).

e D& thao cap ngudn khai thiét bi, can phai kéo can gat mau dd trén dau néi ra.

e Chidwoc phép s dung cap két ndi ngudn cé co ché khéa kiéu IEC Lock,
chiéu dai 3 m va dién ap téi thiéu 250 VAC/10 A cho may laser ELIOS.

3.2.2 Céng tac chan

Cong tac chan phai dwoc cdm vao dau ndi danh cho cong tac chan (xem Hinh 3-2). Cong téc chan duwoc si dung
dé kich hoat phat tia laser. Viéc nhan cong tac chan sé kich hoat qua trinh phat tia laser. Ngay khi nha céng téc

chan, qua trinh phat tia laser sé& ngirng lai.

N&p bao vé gilp tranh tinh trang c6 d6 vat roi xubng cong tac hodc vo tinh nhan phai céng tac.

e Chi dwoc st dung cac cong tc chan do nha san xuét chi dinh khi két ndi véi may
laser ELIOS.
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3.2.3 PAau ndi dung dé can bing dién thé

Bang diéu khién laser ELIOS duoc trang bi mét dau nbi dé can bang dién thé (xem Hinh 3-2). C6 thé két néi voi
hé théng can bang dién thé bé sung bang cach ding cap can bang dién thé.

Viéc can bang dién thé bd sung nay nhdm cac muc dich sau:

e Tranh hodc can bdng chénh léch dién thé gitra thiét bj dién va cac thanh phan dan dién tich
hop dat gan bénh nhan.
e Tiéu tan hoac giam twong ng dong dién ro tang Ién.

e Tao thém dau nbi bao vé trong trwdng hop day dan nbi dat b dut.

e Chung toi dac biét khuyén nghi két néi véi may laser ELIOS néu cé sén thiét bj can
bang dién thé b sung.

3.2.4 Dau nbi cho khéa lién dong tir xa

May laser ELIOS dworc trang bi mot dau néi cho khoa lién dong tir xa, vi du nhw cdm bién cira (xem Hinh 3-2).
Néu céc tiép diém cta dau ndi phich cdm bi h&, thi qua trinh phat tia laser sé ngirng lai. Dé biét thém thong tin
vé cach két ndi thiét bj khoa lién dong tlr xa véi may laser ELIOS, vui long lién hé véi MLase hodc dbi tac dich vu

dwoc Gy quyén.

e Trong trwdng hop khéng st dung khda lién déng tir xa, phai két néi phich cdm gia duoc

cung cap dé c6 thé dung may laser ELIOS.
e Néu st dung thiét bj khéa lién dong tir xa, phai st dung cap boc chdng nhiéu (1&p boc

chdng nhiéu dwoc nbi dét).

3.2.5 Céng tac khéa
May laser bat dau hoat ddng khi ngudi ding xoay codng tac khéa (xem Hinh 3-1) dén vi tri "I".

e Khi khéng sir dung may laser ELIOS, phai rut chia khéa ra khéi 6 khéa dé tranh viéc

van hanh may trai phép.
e Néu can kich hoat lai thiét bi ngay sau khi t&t, cAn phai doi it nhat 5 giay.

e Thiét bi nay duwoc thiét ké dé hoat dong lién tuc.

1025_IFU_ELIOS laser console_VI_Rev A Trang 23/ 44



3.2.6 Nut dirng phat tia laser

Bang cach nhan nut mau dd "Ding phat tia laser" (xem Hinh 3-1), cé thé drng phat tia laser ngay lap tic trong

trwdng hop khan cép.

Dé kh&i dong lai hoat ddng cla laser, cin vira xoay nit mau dd theo chiéu kim déng hd vira kéo ra ddng thoi,

sao cho vong tron mau xanh 1a cay xuét hién.

m e Né&u can kich hoat lai thiét bi ngay sau khi tat, cAn phai doi it nhat 5 giay.

3.2.7 Can gat khéa banh

Ca hai banh lan phia trwéc clia may laser ELIOS déu di kém can gat khéa banh dé& ngan chuyén dong
(xem Hinh 3-1). Dé khoa banh I&n, can dap can gat xuéng. Nhac cin gat hodc "da" vao phan trén cta khoa sé

ma& khoda cac banh lan.

[j e Trong qua trinh van hanh may laser ELIOS, can kich hoat cac can gat khéa banh.

3.2.8 Dau nbi cho soi quang va thiét bj vé tuyén

May laser ELIOS dwoc trang bi hai dau ndi cho mdi dau cla soi quang (xem Hinh 3-1). Soi quang dworc két ndi
véi may laser ELIOS nhw dwoc moé ta trong Chwong 4.4.3.1. Thiét bi vo tuyén clia may laser ELIOS sau d6 sé
quét thé RFID duoc tich hop trong soi quang va kiém tra tinh phu hop cla soi quang. Trong qué trinh nay,
may laser ELIOS sé& phat ra séng vo tuyén & tan sd 134,2 kHz (+ 100 Hz) va cudng dod trudng téi da 1a
-5,5 dBuA/m & khodng cach 10 m nham muc dich lién lac vo tuyén. Cac thong sb vo tuyén ctia may laser ELIOS
da dwoc kiém dinh tuan tha Chi dan 2014/53/EU (xem Chuwong 2.6.3). Sau khi s¢i quang dwoc nhan, co thé cadm

dAu con lai cla sgi quang vao bd giam sat nang lwong dé hiéu chuan theo Chwong 4.4.3.2 vé hiéu chuan.
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4 Van hanh may laser ELIOS

41 Nguyén tac co ban

Chi dwoc bt dau siv dung may laser ELIOS khi dap (ng day di cac yéu cu sau:

e Viéc van hanh do mét nhan vién cta MLase hodc mét ddi tac dich vu duwgc Gy quyén
thwe hién.

e Bac si chuyén khoa nhan khoa phu trach va déi ngii nhan vién phau thuat da duoc cbd

van san phdmy té ctia MLase hodc déi tac dich vu dwoc Gy quyén dao tao chuyén sau.

4.2 Cong tac chuan bj

Can kiém tra cac diém sau trwdc khi van hanh may laser:

e Day ngudn da dwoc cdm dung vao dau néi duoc chi dinh (vi du: 230 V/50 Hz).

e Khoéng co6 bat ky vat cadn ndo vedng vao day ngudn va cé thé vé tinh ngat két ndi day ngudn.
e Day ngudn khong c6 dau hiéu hw hai rd rang.

e Cac can gat khoa banh da duoc gat xudng dé ngdn khéng cho may laser ELIOS di chuyén.

e Nut mau dé "Dirng phat tia laser" da dwoc kéo ra dé sir dung.

4.3 Kich hoat may laser ELIOS

Viéc kich hoat may laser ELIOS dwoc thwe hién bang cach xoay cong téc khoa dén vi tri "I".
Man hinh kh&i dong (Hinh 4-1) duoc hién thj v&i 16 nhic "Poc hwéng dan trede khi siv dung!”.

C6 thé thay dbi ngén ngi giao dién ngudi dung bang cach nhan vao nat & géc trén cuing bén phai va chon ngén

ng® mong mudn.
Truy cap menu chinh bang cach nhan nat "TIEP TUC".

Ban c6 thé chon ngén ngtr bang nut & géc trén cing bén phai.

1025_IFU_ELIOS laser console_VI_Rev A Trang 25/ 44



l N
DPoc hwéng dan
trwdee khi str dung!

[ TIEP TUC ]

BAUSCH+LOMB

Hinh 4-1: Man hinh khéi dong

4.4  Trinh tw chwong trinh

441 Menu chinh

Menu chinh (Hinh 4-2) dwoc chia thanh cac menu con sau:

= KIEM TRA HE KIEM TRA HE -
. THONG Nang Iwgng
THONG
R DAU DO ELIOS
= DAU DO ELIOS HIEU CHINH e
HIEU CHINH 0% 100%
©CHEBC}B|EU TRI [ [ [ [ [ [ [ ] [

= CHE PO PIEU TR

elios

Hinh 4-2: Menu chinh
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442 KIEM TRA HE THONG

4421 Kiém soat nang lwong ndi bo

Trong qua trinh diéu khién nang lweng ndi bd, nang lwong laser dwoc thiét lap & mot gia tri danh nghia da dwoc

dinh trwéc. Dong thi, day ciing la bwdc kiém tra xem nang lwong laser c6 dd hay khong.

e Théng bao yéu cau kich hoat cong téc chan sé& xuét hién sau mét khoang thoi gian tré (sau buwdc
KIEM TRA HE THONG) & phan dau.

e Phai gi* cong tic chan cho dén khi qua trinh kiém tra ngudn hoan tat (nhw dwoc hién thj trén thanh tién
trinh) va mirc nang lwong cla bang diéu khién laser ELIOS duoc hién thi.

e Ngay sau khi nha cong tac chan, cé thé nhan nat "TIEP TYC" dé chuyén sang buéc HIEU CHUAN DAU
DO ELIOS (Hinh 4-3).

e Néu nhén cdng tic chan trwéc khi man hinh hién thi "Nhan céng tic chan”, hé thdng
kiém soat nang lwong ndi bd sé khong khéi dong. Sau doé, coé thé truy cap lai Menu
chinh bang cach nha céng tac chan.

e Néu nhé cong tac chan trwdc khi qua trinh kiém tra nguén hoan tat, man hinh khéi dong
sé hién thj lai. Truy cap menu chinh béng cach nhan nut "TIEP TUC".

[I] e Murc ndng lwong 31-100 %: May laser da s&n sang s dung, khéng can thao tac gi thém.

e Muc nang lwong 11-30 %: May laser da sén sang s dung, vui long lién hé bd phan
bdo tri cang sém cang tét.

e Muc nédng lwong < 10 %: May laser chwa s8n sang s dung, khong thé thuc hién diéu

tri, can lién hé bo phan bao tri.

Nang luvgng: OK

© KIEM TRA HE
THONG Ning lvgng
PAU DO ELIOS mEmEmEmEmEmm———
© HIEU CHiNH 100 o
e 0% 100%
©CHEBQBIEU TRI I [ [ [ [ [ Y [ [
[ TIEP TUC J

Hinh 4-3: Kiém soat nang lwong ndi bod
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4.4.3 HIEU CHUAN bAU DO ELIOS

soi quang. Piéu nay dwoc thé hién bang bidu twong canh bao laser sau trong truéng

m e Trong qua trinh HIEU CHUAN BAU DO ELIOS, birc xa UV vé hinh sé& duoc truyén tiy
diéu khién (Hinh 4-4).

Hinh 4-4: Biéu twong canh bao "Can than blrc xa laser”

4.43.1 Kétnéisoiquang

e Soiquang la vo trung va can dwoc xt ly can than.

e Soi thay tinh thach anh dwoc st dung lam hé théng truyén dan laser. Viéc gép cac soi
m quang hoéc khong cé dinh du cé thé khién hé thdng truyén dan laser bj hw hai va vi thé

can tranh dé xay ra tinh trang nhw vay. Phai tuan thd cac hwéng dan trong tai liéu di
kém v&i sgi quang.

Chuwong trinh yéu cau két ndi soi quang (dau do ELIOS) v&i may laser ELIOS (Hinh 4-6).

Nang man trap bang cach nhan nat va van dau nbi clia soi quang vao khép ndi (Hinh 4-5). Sau dé nhén
"TIEP TUC" (Hinh 4-6).

Hinh 4-5: Két ndi soi quang (dau do ELIOS)
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Vian DAU DO ELIOS

KIEM TRA HE
THONG

DAU DO ELIOS
HIEU CHINH

© CHE P06 DIEU TRI

[ TIEP TUC ]

elios

Hinh 4-6: Két n6i soi quang méi (1an str dung dau tién)

e Né&u mot soi quang vo tring méi dwoc két ndi véi may laser ELIOS, théng bao "DPAU DO ELIOS:
DA NHAN" sé duoc hién thi. C6 thé truy cap muc menu tiép theo bang cach nhan "TIEP TUC" (Hinh 4-7).

PAU DO ELIOS: PA NHAN

KIEM TRA HE
THONG

PAU DO ELIOS
HIEU CHINH

© CHE B0 DIEU TRI

[ TIEP TUC ]

Hinh 4-7: Nhan dién s¢i quang — DAU DO ELIOS: DA NHAN

e Phan mé&m nhan dién cac soi quang da qua st dung va da dwoc kh trung lai dé& ngédn chan viéc st
dung s@i quang nhw vay. Théng bao "DAU DO ELIOS: Bl TU CHOI" dwoc hién thi va khong thé tiép tuc
thao tac trong chwong trinh (Hinh 4-8).
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PAU DO ELIOS: Bl TP CHOI

KIEM TRA HE
THONG

DAU DO ELIOS
HIEU CHINH

© CHE P06 DIEU TRI

[ QUAY LAl ]

elios

Hinh 4-8: Nhan dién s¢i quang — PAU DO ELIOS: B| TU’ CHOI

e Phai thay thé soi quang nay bdng soi méi. Sau do, chwong trinh méi cé thé dwoc tiép tuc nhw da mo ta &
trén. Néu hé thdng tir chdi soi quang mai, vui long lién hé véi MLase hodc dbi tac dich vu dwoc Gy quyén.
e C6 thé truy cap lai menu trwéc dé bang cach nhin "QUAY LAI" (Hinh 4-8).

4.4.3.2 Hiéu chuan soi quang

Céan diéu chinh nang lwong & dau xa cha soi quang thanh 1,3 mJ dé cé thé tién hanh diéu tri. Sw dao déng cong
suét téi thiéu cé thé xay ra & dau ra soi quang do cac chénh léch vé truyén dan, phu thudc vao quy trinh san xuét
soi thach anh. Déng thdi, viéc do cdng suét cling 1a mot cach dé kiém tra hé thdng truyén dan laser nham phat

hién nhirng hw hdng nhé khé nhan thay.
Dé tranh bat ky anh huwéng nao dén dd vo trung cla soi quang trong qua trinh do nang lvong, dau ra cla soi
quang dwoc trang bi mot b chuyén ddi vé tring, bd chuyén ddi nay phai dwoc thao ra sau khi do xong.

e Soiquang c6 bod chuyén dbi vo tring phai dwoc dwa vao dau nhan cltia bo giam sat nang lwong trén
bang phia trwéc clia may laser hét mrc cé thé (Hinh 4-9).
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Hinh 4-9: S¢i quang dworc 1ap dat véi bé chuyén déi vo tring

bi hw hai va vi thé can tranh dé xay ra tinh trang nhw vay.

m e Viéc gap céac soi quang hodc khong cb dinh di c6 thé khién hé théng truyén dan laser

e Thao tac sé dwgc xac nhan bang nat "TIEP TYC" (Hinh 4-10).

KIEM TRA HE
THONG Hiéu chinh
PAU DO ELIOS
HIEU CHINH
o 0% 100%
©CHEBQBIEU TRI i s f e f e s o |
[ ] [ QUAY LAl J [ TIEP TYC

elios

Hinh 4-10: Lap soi quang vao bd chuyén ddi vé triung

Chuwong trinh chuyén sang ché d6 diéu chinh ndng lwong cho soi quang.
Thanh tién trinh hién thi tién trinh hiéu chuan (Hinh 4-11).

e Phai ludn kich hoat cong tic chan trong subt qua trinh hiéu chinh néng lwong.
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Nhan cong tic chan

KIEM TRA HE

THONG Hiéu chinh

DAU DO ELIOS

HIEU CHINH

o 0% 100%
©CHEBC_)E)|EU TRI N s e
[ QUAY LAl ]
elios

Hinh 4-11: Thanh tién trinh trong qua trinh hiéu chuan s¢i quang

Sau khi hiéu chinh nang lvgng thanh céng, man hinh sau sé& dwoc hién thj (Hinh 4-12).

KIEM TRA HE
THONG

PpAU DO ELIOS

HIEU CHINH PAU DO ELIOS

P hiéu chinh thanh cong
© CHE DO DIEU TRI

elios

Hinh 4-12: Hiéu chuan soi quang thanh céng
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e Viéc hiéu chuan va kiém tra ning lwong clia soi quang phai dwoc thwe hién trwéc
méi lan diéu tri.

e Né&u khong dat mirc nang lwong can thiét & dau ra cta soi, phai kiém tra nhirng

diéu sau:

—  Mébi ndi vit ciia soi quang da duoc siét chat bang tay chua?
—  Soi quang dwoc dwa vao dau ndi bd gidm sat ning lwong hét mirc cé thé chuwa?
Néu cong suat dau ra van khong dat yéu cau du da st dung soi méi, hay lién hé voi

MLase hodc ddi tac dich vu dwoc Gy quyén.

444 CHE DO PIEU TRI

e Trong qué trinh diéu tri, blrc xa UV vé hinh s& dwoc truyén tir soi quang. Diéu nay duoc
thé hién bang biéu twong canh bao laser sau trong trwong diéu khién (Hinh 4-13).

Hinh 4-13: Biéu twong canh bao "Can than birc xa laser”

4.441 Thwc hién diéu tri
O ché do diéu tri, sd lwong vi kénh con lai sé& dwoc hién thi. May laser dang & trang thai "s&n sang cho
CHE PO BIEU TRI".

Sau khi thao bd chuyén dbi vo tring va dat sgi quang vao mét, cé thé bat nat "Bat dau CHE PO PIEU TRI"

trong chwong trinh va ché d6 hoat dong xung dwoc bat dau (Hinh 4-14).
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KIEM TRA HE
THONG

PAU DO ELIOS

HIEU CHINH PAU DO ELIOS

A hiéu chinh thanh céng
© CHE PO BIEU TRI

[ Bt ddu CHE PO DIEU TRI ]

elios

Hinh 4-14: Chuyén sang CHE PO DIEU TR|

e Tia laser ngay lap tirc dwoc kich hoat bang cach nhan céng téc chan, mét liéu trinh diéu tri (20 xung)
cé thé duwoc thue hién (Hinh 4-15).

e Man hinh hién thj s lwong vi kénh con lai (Hinh 4-15).

Nhan cong tic chan

KIEM TRA HE
THONG Cac vi kénh con lai

PAU DO ELIOS
HIEU CHINH 1 0

© CHE D6 DIEU TR|

elios

Hinh 4-15: CHE PO PIEU TRI

e Qua trinh phat tia laser bat dau ngay khi nhan cong tic chan. Cé thé dirng qua
trinh diéu tri bat ct luc nao bang cach nha céng tac chan.
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e Khi dat dén sb lwong tdi da 20 xung trén méi vi kénh, qua trinh phat tia laser sé tw dong dirng lai va
chwong trinh chuyén sang ctra s6 tiép theo va s&n sang phat thém 20 xung nira (Hinh 4-16).

e Néu cdng téc chan dwoc nha ra qua s&m, qua trinh phat tia laser sé tw ddng dirng lai va chwong trinh
cling tw ddng chuyén sang ctra sé tiép theo (Hinh 4-16).

Nhan cong tac chan

KIEM TRA HE
THONG Cac vi kénh con lai

DAU DO ELIOS
HIEU CHINH 5

© CHE P6 DIEU TRI

elios

Hinh 4-16: CHE PO PIEU TRI

e C6 thé 1ap lai qua trinh nay cho dén khi dat dén sb lwong tbi da 10 vi kénh can thiét lap.
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4.4.4.2 Hoan thanh liéu trinh diéu tri

Quy trinh hoan t4t khi dat dén sé lwong téi da 1a 10 vi kénh.

e Sau khi hoan thanh qué trinh diéu tri, ban tém tat sé dwoc hién thi (Hinh 4-17).

elios

Pa thwre hién lidu trinh didu tri ELIOS thanh cong!

Str dung cdng tac chinh dé tit hé thdng

BAUSCH+LOMB

Hinh 4-17: Két thuc diéu tri

e Dén lGc nay, co thé tat may laser ELIOS béng cong tac khda

e D& bat dau liéu trinh diéu tri méi, cé thé khdi dong lai may laser ELIOS bang cach st dung céng
tac khoa

¢ Nguwoi dung nén thao sgi quang da qua str dung ra khéi may laser

e Can thai bd soi nay trong thuing réac y té chuyén dung
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5 Dirliéu ky thuat

May laser ELIOS

Ma sb trong danh muc 513185

Phién ban phan mém Laser v2.1.0

Hién thi phién ban phadn mém SKU_2v3.0

Loai laser Laser Excimer XeCl
Cép laser 4

Buéc séng 308 nm

Nang Ilwvgng hoat dong tai dau ra soi quang

1,3 mJ £ 5 % (Trung binh trén 20 xung)

Mat do nang lwvong tai dau ra soi quang

38 mJ/mm? £ 5 % (Trung binh trén 20 xung)

Bién déng nang lwong laser

Do léch chudn <3 %

Coéng suét hoat dong 26 mW

Ché d6 hoat dong Xung

Thoi gian xung 60 — 120 ns (FWHM)
Tan sb 13p lai xung 20 Hz

Goéc tan xa chum tia tai sgi quang 0,4 rad

NOHD (Khoang cach nguy hiém danh nghia dén mét) | < 100 mm

Tan sb/Cwéng do trwdng téi da ctia mé-dun RFID

134,2 kHz £ 100 Hz / -5,5 dBUA/m & 10 m

Lam mat Lam mat bang khéng khi
Ngudn dién 100 — 240 V~
70— 100 VA
50/60 Hz
Pinh mirc bao vé dién [
Tr& khang néi dat bao vé <200 mQ

Kich thwéc (Chiéu réng x Chiéu dai x Chiéu cao)

58 cm x 74 cm x 87 cm (£ 5 cm)

Trong lwong

khoang 55kg

Nhiét d6 hoat dong

+18 °C dén +30 °C

Nhiét d& van chuyén va béo quan

-10 °C dén +50 °C

Do cao tbi da (khi hoat ddng) so véi muc nwéc bién

3000 m

Ap suét khi quyén (khi van hanh)

690 mbar — 1070 mbar

Ap suét khi quyén (van chuyén va lwu trir)

656 mbar — 1086 mbar

D06 &m twong doi clia khong khi (trong qua trinh
van hanh, van chuyén va bao quan)

80 % khéng ngwng tu

Phan loai bao vé IP clia may laser ELIOS

2 = Ngan chan sy xam nhap bang ngén tay (< 12,5 mm)
0 = Khong c6 kha nang chong nwédc xam nhap

Phan loai bdo vé IP cla cong tic chan

X = Kha n&ng béo vé khdi cac vat thé ran khéng xac dinh
6 = Bao vé khadi tia nwéc manh

Phan loai theo Phu luc VIl cGia Quy dinh vé Thiét
bi Y té (EU) 2017/745

IIb

D4u CE chirng nhan sw phu hop véi sb hiéu cla
Co quan chirng nhan

Ce0197
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6 Dwa vao st dung, bao tri, khac phuc sw cd, thai bé

6.1 Dwa vao slr dung, vé sinh va khtr trung, thai bé

6.1.1 Giao hang

May laser ELIOS thwdrng do mét cong ty van tai giao hang. May laser ELIOS dwoc xép vao hang héa nguy hiém
loai 9. Vui long kiém tra tinh trang bao bi ngay sau khi nhan hang. Kiém tra xem céac chi bao d6 nghiéng hoac d6
rung trén bao bi c6 bi vuot nguéng hay khong. Trong truéng hop xay ra hw hdng, cac chi bao duoc danh dau
mau dd hodc diéu kién méi trwérng ndm ngoai gidi han cho phép, hay lién hé véi MLase hodc dbi tac dich vu

dwoc MLase GOy quyén.

6.1.2 Dwa vao str dung

Viéc dwa vao st dung phai do MLase hoac déi tac dich vu dwoc Gy quyén thuc hién, néu khong tat ca cac yéu

cau bao hanh sé bj vé hiéu.
V& sinh va khir trung may laser ELIOS theo chuong 6.1.4 trwéc khi st dung lan dau.

May laser ELIOS s8n sang duing cho diéu tri ngay sau khi nhan vién bao tri tién hanh kiém tra chirc ndng thanh

cong va may laser ELIOS da dwogc vé sinh va khir trung.

6.1.3 Van chuyén

e Né&u can di chuyén may laser ELIOS sang phong khac, can can than loai bd cac rung

dong khéng can thiét do nguéng hodc cac yéu tb twong tw dé tranh 1am léch cac thanh
{I] phan quang hoc.

e D& vuot qua ngwdng clra hodc cac vat can khac, thiét bi can dwoc nang lén bang

tay cam.
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6.1.4 Veé sinh va khtr trung

May laser ELIOS phai dwoc vé sinh va khi tring trwéc khi st dung 1an dau va sau méi lan s dung.

Céng tac chuan bi:
Tat may diéu khién laser ELIOS va rut phich cdm dién.

Néu van con soi quang (dau dd ELIOS) ndi véi may laser ELIOS, hay thao soi d6 ra.

Vé sinh va khtr tring tha cong:

Lau sach bén ngoai may laser ELIOS béng dung dich khr trung chuyén dung danh cho thiét biy té. Chi st dung
khan méem dé lau chui va khtr trung. Tiép tuc thwc hién quy trinh cho dén khi khong con vét ban nao theo quan
sat bang mat thwong.

Chi dwoc phép lau chii may laser ELIOS bang khan dm. Khong dwoc phun chét tdy riva 1én may laser ELIOS.
Khéng duwoc dé bat ky chét 16ng nao lot vao khe hé ctia bd giam sat nang lwong hodc vao & cdm cla soi quang.

Khéng dwoc phép van hanh may laser ELIOS tré lai cho dén khi chat ty riva va chat khir trung bay hoi hoan
toan va cac bé mat kho rao ro rét.

Dé biét thém thong tin:

Viéc kiém chirng quy trinh vé sinh va khtr tring dwoc thwe hién bang dung dich khr triing bé mat CaviWipes c'l]a
Metrex Research. Céac thanh Qhén hoat tinh cla CaviWipes la con va (cac) hgp chat amoni bac bon.
CaviWipes co kha nang diét khuan va diét nam.

Hay lam theo hwdng dan st dung clia nha san xuét chat tay rira va khiv trang.

Khong st dung bat ky hoa chét nao dé vé sinh va khir tring khong phti hop véi bé mat ctia may laser ELIOS,
néu khong sé gay hw héng san pham.

Kiém tra bang mét thwong:

Kiém tra bén ngoai may laser ELIOS sau mbi l4n vé sinh va khtr trung. Trong trwdng hop bi hw hong,
hay lién hé véi MLase hoac ddi tac dich vu dwgc MLase Gy quyeén.

Bao quan:

Béo quan may laser ELIOS & noi kho rao va khéng cé bui.

Trong qué trinh vé sinh va khi tring, PHAI Iwu y nhirng diéu sau:

e Phai t&t may laser ELIOS va ngat day ngudn truwéc khi vé sinh.

e Céac bo phan diéu khién can dwoc lau sach bang vai mém.

e Khoéng dwoc xit dung dich vao thiét bi ma phai lau bang khan am.
A e Tuyét dbéi khong dwoc dé chat 1dng lot vao cac khe hé cla bd giam sat nang lwong
hodc & cdm dé két ndi soi quang.
e D& cho phép cac chét ty rira bay hoi hoan toan, khéng nén sir dung may laser trong
mot khodng thoi gian dang ké sau khi hoan tat qua trinh vé sinh.
e Viéc sir dung cac chat tay rira cé tinh &n mon cao hon so véi nhivng chat da néu & trén

c6 thé gay hw hai cho vat liéu.
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6.1.5 Thao d& va thai bé

Viéc thao d& va xtr ly may laser ELIOS phai do MLase ho&c dbi tac dich vu duwoc Gy quyén thye hién.

6.2 Tudi tho dw kién

May laser ELIOS la ngudn phat tia laser excimer st dung nhiéu 1an vé&i tudi tho dw kién 1a 10 ndm. Thay thé may

laser ELIOS khi cac tiéu chi hao mdn sau dwoc dap ng:

e Huw hai rd trén bé méat, vi du nhw mon, tréy xwéc nghiém trong man hinh cdm ng hoac hw héng nang

& 1&p son.

6.3 Bao tri may laser ELIOS

D& dam bao hoat dong khong gap sw cb, may laser ELIOS phai dwoc bao tri va hiéu chudn thwdng xuyén.
MLase quy dinh may laser ELIOS phai dwoc béo tri dinh ky sau mdi 12 thang. Ngudi van hanh khdng dwoc tw
bao tri bat ky bd phan ndo ctia may laser ELIOS. Cac th&r nghiém an toan, chdng han nhw kiém tra an toan dién,

cling co thé dwoc ky thuat vién y té thwc hién theo dung tat ca cac chi thi ki thuat co lién quan.

e Chicoé MLase ho&c dbi tac dich vu dwgc MLase Gy quyén méi dwoc tién hanh bao tri

may laser ELIOS.

e Trong qua trinh b&o tri, phai tuan theo cac hwéng dan an toan trong chwong 2 dé tranh

2 e Khong dwoc phép sira dbi hoac thay dbi may laser ELIOS.

tiép xdc véi birc xa laser nguy hiém.

6.4 Bao tri bo giam sat nang lwong

Viéc diéu chinh cac bo giam sat nang lwong bén ngoai d& do cong suét clia soi quang phai duoc thuc hién

it nhat mot 1an mdi nam.

m e Chico MLase ho&c déi tac dich vu dwoc Gy quyén méi dwoc phép tién hanh diéu chinh.
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6.5 Thay thé hop khi dinh ky

Khi laser bén trong éng laser clia may laser ELIOS bi suy gidm ca khi dang st dung laser |an khi khéng s dung
laser. Tudi tho hoat dong cla khi dung cho may laser ELIOS dwoc bdo dam trong 6 thang. Viéc kiém tra trang
thai khi dwoc thwe hién trong qua trinh kich hoat may laser. Néu mirc nang lwong chi con 11-30 %, sé& xuét hién
théng bao canh bao "Nang lwong: THAP". Ban cé thé st dung may laser ELIOS nhwng ching t6i khuyén ban
nén lién hé véi MLase hodc cac ddi tac dich vu dwoc Gy quyén dé sap xép lich hen bdo tri cang sém cang tét.
Néu merc nang lwong gidm xuéng 10 % hodc thap hon, hoat dong clia may laser sé khong thé tiép tuc va bét
budc phai thay thé hép khi (binh chira laser khéng mach). Viéc thay hop khi phai déi tac dich vu dwoc dao tao

thwc hién.

[I} e Chicd MLase hodc dbi tac dich vu dwoc Gy quyén méi duoc phép tién hanh thay hop khi.

6.6 [Chwong da bi lwoc bd]

6.7 Théng bao 16i va canh bao
6.7.1 Canh bao
Néu mirc nang lwong trong qua trinh KIEM TRA HE THONG chi con 11-30 %, sé& xuét hién théng bao canh bao

"Nang lwong: THAP" (Hinh 6-1). Ban c6 thé s& dung may laser ELIOS nhwng ching t6i khuyén ban nén lién hé

véi MLase hoéc cac dbi tac dich vu duwoc Gy quyén dé sap xép lich hen béo tri cang sém cang tét.

- Ning lrgng: THAP
Hé thing san sang hoat dong / Lién hé bd phan bao tri!

KIEM TRA HE
THONG Nang lwgng
BAU DO’ELIOS [ [N [N [N [N [ [ [ (N
HIEU CHINH 25 o,
o 0% 100%
©CHEBC_)B|EU TRI o e e e s e |
[ TIEP TUC ]

elios

Hinh 6-1: Canh bao "Nang lwong: THAP"
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6.7.2 Théng bao 16i

Phan mém nhan dién cac soi quang da qua s dung va da dwoc khir tring lai d& ngan chan viéc s& dung soi
quang nhw vay. Théng bao "DAU DO ELIOS: Bl TU’ CHOI" (Hinh 6-2) dwoc hién thi & trén va khong thé tiép tuc

thao tac trong chwong trinh. Théng bdo nay ciing xuat hién néu khéng phat hién thdy soi quang nao.

Khéng thé tiép tuc thao tac trong chwong trinh. Nhan nat "QUAY LAI" va thay soi quang bang soi mai.

PAU DO ELIOS: B| TU CHOI

KIEM TRA HE
THONG

PAU DO ELIOS
HIEU CHINH

© CHE P06 DIEU TRI

[ QUAY LA

elios

Hinh 6-2: L6i "PAU DO ELIOS: B] TU’ CHOI"

LOI HE THONG luén ludén khién chwong trinh bi ngat. Khong thé tiép tuc thao tac trong chwong trinh.

Viéc khéi dong lai chuong trinh chi ¢ thé thye hién bang cach tat va bat lai may laser ELIOS.

LOI HE THONG duwoc hién thi bang clra s bat I&én mau vang véi ciu tric nhw hinh bén dwéi (Vi du: Hinh 6-3).
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Vui long lién hé bd phan hb tro?

elios

Hinh 6-3: LOI HE THONG
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Loai 16i cling nhw sé thi tw dwoc trinh bay trong bang duéi day:

Stt | Théng bao 16i: Giai thich: Hanh déng:

1 BO SUY GIAM B suy gidm khéng phan hoi = Lién hé MLase / déi tac dich vu.

2 MAN TRAP Man trap khéng phan hoi = Lién hé MLase / déi tac dich vu.

NANG LUONG Mrc nang lwong trong qua trinh = Lién hé MLase / dbi tac dich vu.
KIEM TRA HE THONG (xem 4.4.2.1)
Ia 10 % hoac thap hon.

4 NANG LUONG Gia tri myc tiéu clia kiém soat nang = Lién hé MLase / déi tac dich vu.
lweng ndi bé khdéng dat yéu cau

5 NANG LUONG Do truyén dan cuta hé théngltruyén didn | = Kiém tra xem soi quang v&i bod
laser (soi thach anh) qua thap hodc bo | chuyén dbi vo tring da duoc dwa vao
chuyén ddi v6 tring khong dwoc lap vao | dau nhan cia bd giam sat nang lvong
dau vao cla bd giam sat nang lvong cla may laser hét mirc co thé chuwa.
laser hét mirc co thé. Hay SL’J" dung soi khac. Khi xay ra

nhiéu lan hay lién hé v&i MLase /
doi tac dich vu.

6 NANG LUONG Khong dat mirc nang lwong can thiétla | = Lién hé MLase / dbi tac dich vu.
1,3mJ (£ 5 %) tai dau sgi quang.

7 NANG LUONG N&ng lwong can thiét 1a 1,3mJ (£ 5 %) = Lién hé MLase / déi tac dich vu.
tai dau soi b| vuot qua hon 70 % trong
qua trinh diéu tri.

8 PAU DO ELIOS Trong khoang thoi gian tir khi xac nhan | = Tat r6i bat lai may laser ELIOS.
soi quang hop |é da dwoc gan vao dén Khi xay ra nhieu lan hay lién hé voi
khi qua trinh diéu trj bat dau, s¢i quang MLase / doi tac dich vu.
dé6 sé dwoc nhan dién la khéng hop 1é
hoac khéng dwgc nhan dién.

9 NANG LUONG Nang lvong laser dao dong qua nhiéu. | = Tat roi bat lai may laser ELIOS.

Khi xay ra nhiéu lan hay lién hé voi
MLase / dbi tac dich vu.
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6.8 Nha san xuét, dich vu
6.8.1 Nha san xuat
MLase GmbH
Industriestrasse 17
82110 Germering

pucC

dién thoai
FAX

email

website

+49-(0)89-693 377-0
+49-(0)89-693 377-10

Feedback_EXTRA@mlase.com
dé g&i phan hdi va khiéu nai

Service EXTRA@mlase.com
vé cac van dé dich vu va bao tri

www.mlase.com

D& dam bao hoat dong khong gap sw cb, may laser ELIOS phai dwoc bao tri va hiéu chudn thwdng xuyén.

MLase quy dinh may laser ELIOS phai dwoc bao tri dinh ky sau méi 12 thang. May laser ELIOS can dwoc thay

thé hop khi dinh ky. Chi c6 MLase hoac dbi tac dich vu dwoc Gy quyén méi dwoc tién hanh viéc thay thé nay.

Vui Idng lién hé bd phan bao tri! Trong trwdng hop cé van dé hodc thac mac, vui ldong lién hé véi cb van san pham

y t& clia chung téi.

Cb van san pham y té clia chung t6i ciing thuc hién dao tao vé van hanh may laser ELIOS.

Trong tredng hop cé thac mac hodc van dé, vui long cung cap s6 seri cia may laser ELIOS dé tranh

cham tré trong viéc thwe hién dich vu.

S6 sé-ri c6 trén tam nhan dang gan ky hiéu "SN" (xem Chwong 2.2 Sé. 1 va Hinh 2-1) & mat sau cua may

laser ELIOS.
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