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| [MOd ta san pham thiét bi y té
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[.1 |Md ta thiét biy té 1. Tén sin pham: My diéu tri sic t6 da
2. Chung loai/Model: A10

3. Mo ta chung

- Ly thuyét diéu tri

Viéc xoa dom bang laser picosecond bién sing dua trén 1y
thuyét vé hiéu img quang — nhiét chon loc, sir dung nang
lugng tirc thoi cuc manh dé loai bo truc tiép cac dom.
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Day la phuang phap xo6a dom thong qua qua trinh boc hoai,
pha v& roi dao thai sdc to qua hé bach huyét ma khong anh
hudng dén cidc md binh thudng xung quanh. Thong thuong,
két qua khong bi tai phat, nhung viéc x6a ddm bang laser van
lc6 tinh chon loc nhat dinh.
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Khi sic t6 dugc co thé hap thu dan, mau da ciing nhat di.
Trong hau hét céc truong hop, cac tinh trang nhu tan nhang,
Hnam cam, dom gan, dom tudi, doi moi, ddm ning cd thé duogc
diéu tri bang lidu phap laser. Ngoai ra, laser ciing c6 thé duno
dé x6a hinh xdm va xim 16ng may.

Cong nghé phan tach anh sang c6 thé tao ra tia laser vai cac
budc song khac nhau, chu yeu nhim vao sic té mau den va
ndu, ciing nhur tan nhang. Bing céch két hop anh sang voi SAc
t6, ching s& bj phan hiy. Khi co thé dan hap thu sac to, mau
cuia tan nhang s& nhat di. Toan bd qu4 trinh chi mat vai chyc
phut, khong chay mau hay rach da, va hi¢u qua c6 thé nhin
ha‘y ngay sau diéu tri. Pay hién la phuong phap hi¢u qu
nhat dé loai bo tan nhang.
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Dong thoi, thlet bi laser picosecond YAG sir dung dén xenon |
xung lam nguon bom. Laser 1064nm duoc tao ra bai tinh th }
d:YAG khl dugc bom boi anh sang manh, sau do qua tinh|
thé phi tuyén KTP dé tao ra laser bdi hai 532nm. Ngoai ra,
cong nghé Q-switch di¢n quang dugce sir dung dé tao ra xung
hep vdi chum tia rong, nho do phét ra tia laser xung dinh caoy

vGi do dao dong nang lugng thap — chinh la laser picosecond.
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Laser pncosecond nhd cdc xung sidu ngin va budc somW
chinh xac, chu yéu dua vao hidu tng quang — co de n&,hnen
nho hat sdc t6 mot cach hiéu qua, giam thiéu t6i da ton
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Danh muc linh ki¢n va phu

kién

Lthu(m;, nhiét trong qua trinh dleu tri. Day la cong nghe tién
tién nhat trong linh vuc diéu tri sic to hién nay

Cau tao va nguyén Iy hoat djng

[Than chinh cua méy dieu trl da bdng laser bao gom nhiéu
mo-dun: laser, tay khop, nguon cap dién cho laser, h¢ thono*
lam mat va hé thong diéu khlen hién thi. Khéi laser duge cau
tao tir dén xenon xung 4p suét cao va thanh tinh thé YAG lp
trong budng cong hudng laser, c6 kha nang phat ra tia laser.
Sau khi dén xenon laser dugc nap mét lugng nang luong nhat
Idinh, no s€ phat sang, kich thich thanh tinh thé YAG phét ra
tia laser c6 budc séng 1064 nm. Bo phéan cuc dinh huon
Ichum tia phat ra theo mot hudng thong nhat, ting cudng tinh
Idon sdc. Buong laser, guong trude va guong sau tao thanh
phan cong hudng laser bén trong thiét bi. Sau khi dugc kichi
hoat ngan bai tinh thé Q, tia laser di qua hai guong phan xa
5° roi dugc phét ra thong qua canh tay quang hoc. Trong
ua trinh phat xa, dén xenon laser sinh ra mot lugng nhiét
|6n; nhiét nay dugc tan di nhd hé thong tuan hoan nudc.
Cénh tay khép thuong dugc goi la canh tay dan sang (light
guide arm)

hong so ki thuit

Cong suat 3000W

Budc song va tay cam diéu tri 1064nm Tiéu chuan; Phan
tach, 1320nm, 755nm Tuy
chon

Tan s6 dau ra 1-10Hz (C6 thé diéu
chinh)

DJ rong xung 4ns — 6ns

Ning lugng diu ra Xung don 100-1500mj:
Xung kép 200-2500myj;
Xung dai < 30j

Puong kinh diém 1-10mm

Hé thong lam mat Lam mét bing gi6 + nudc

Loai laser ND:YAG laser

Dién ap hoat dong 220V 50Hz/ 110V 60Hz

Man hinh Man hinh cam ung LCD
15.6 inch tat ca tron mot

l. Cénh tay dan sang (Light guide arm)

2, Tay cam tly chon: fractional, 15Smm, 1320nm, 755nm
3. Ban dap (Pedal)

4., Day ngudn (Power cable)

5. Chia khoa (Keys)

6. Kinh bao hd (Goggles)

75

Phéu dd nude (Water inlet funnel)




| 78. Hudng dan st dung (Instructions)
| 1.3 [Muc dich/Chi dinh sir dung[Thiét bl nay chu yeu dugc sir dung trong lam sang dé loai bq
: mot s6 tdn thuong sic to da ngoai sinh va ndi sinh ¢6 mau
xanh, den, nau.., chang han nhu: tan nhang, nam, d6i moi,
X0a Xxam
1.4 |Hudng dan sir dung 1) Khoi dong ;
. Cim dién ’
2. Trong truong hop nut dung khan cap va cong tic bat,
hdy tat tay vin bén phai.
| 3. Giao dién hién thi cho thay budc song 1064 va 532;
nhan nit dé chon budc séng can sir dung.
4. Nhan phim chon (con tro) trén man hinh hién thi dé
| chQn chirc nang can diéu chinh.

5.Nhan phnm diéu chinh nang lugng trén man hinh; diéu
chinh gi4 tri ndng lugng phu hop cho diéu tri, nhan

! phlm chuin bi va dap cong tic ban dap, thiét bi bat
dau phat sang.

Luu y: Trude khi khéi dong may va sau khi may vén

hanh, cong phat laser phai dugc hudng vao vi tri an toan.

2) Piéu chinh

f o Ché dd xung don: Day la ché do dlen hinh dugc str
dung cho diéu trj sic t6. Cong suat & budc séng
1064 bit dau khoang 0.8 J, va & budc séng 532 bat
dau khoang 0.5 J. Pudng kinh diém va cong suat
nén dugc tinh chinh theo nguorng da mong mudn.
Luu y rang khong co6 thong s6 ¢6 dinh; chi ¢ gia tri
g0i y khoi diém. Tat ca phai dua trén phan ung lam
sang cua da.

e Ché dj xung kép: thlch hop cho ché do quét phang
dién rong. Cong suat bat dau khoang 0.5 J, va duong
kinh diém khong nén qua nhd, khuyén nghi tir 7—
9mm.

o Ché @9 xung dai: c6 thé tac dong hiéu qua dén nang
16ng, thich hgp cho triét long. Cong suit bit dau
khoang 3—4 J, dién tich diém sang khoang Smm, va

| dugec tinh chinh theo hiéu qua thuc té.

3) Piéu tr;

1 Huomg cong phét clia canh tay khcrp dén vi tri didu tri,
diéu chinh khoang cach gilta cong phat va viing dicu tri
dé kiém so4t ducmg,  kinh diém séng, sau d6 dap cong tic
ban dap dé tién hanh diéu tri.

4) Tit may ;

. Tha long cong tic ban dap,
h 2. Pua cénh tay khop vé v; tri ban dau;
3. Nhéin nit STANDBY dé chuyén trang thai tir [am
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viéc (R) sang (STANDBY);
4. Tit cong tic bang chia khoa;
5. Tat nguon chinh;
6. Phich cim dién nén duogc bao quan béi ngudi phu
trach chuyén trach
Vui long xem thém huéng dan sir dung chi tiét tai tai liéu
\hueong dan sir dung dinh kem
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Céc trudong hop sau dy bi cAm sir dung thiét bi nay dé diéu

» Bénh nhan bi phti né;
» Co giat nghiém trong hodc bon chon toan than;

» Bénh nhan mic bénh tim (dic biét c6 may tao nhip tim,

* DiUng da, ton thuong da, loét da;
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* Bénh nhan mac bénh xuat huyet nang, c6 xu hudng chay
mau hodc ro1 loan dong mau;

« Ngudi timg phau thuat xam lan trén mit hoic di mai da
sau nhung chua hoi phuc;

* Nguoi da dugc xa tri trong vong dudi 3 thang;
» Ngudi bi ung thu da tai viing diéu tri;

« Ngudi mac bénh da hodc vung da dang viém, ngudi bi mun

—
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1.5 |Chdng chi dinh
tri vat ly:
V.V.);
|
mu.
1.6

Canh bao va than trong l; P6i v6i bénh nhan cé lan da sAm mau hon, thiét bi nay sé
d

wgc sir dung dé diéu tri vi sic t6 nong cua da hap thu anh
sang.
Biéu bi c6 thé bi ton thuong nhe. Khuyén nghi nén str dung
thiét bi ndy sau khi da di duoc lam sang.

. Sau khi chiéu tia laser, da s& xuat hién hién tuong do,
chéy mau dudi da va phan iing viém. Sau phau thuat, viing
iéu trj can duge 1am lanh va béi thudc m& dé ngin ngira

bong va seo.

3. Dbi véi mét s6 sic t6 c6 chira ion kim loai (nhur ion sit),
sau khi chiéu laser c6 thé hinh thanh cac chit héa hoc mau
den (chéng han nhu oxit sét) khé hap thu, 1am vung dleu tri
tr& nén sim mau hon. Piéu nay la do thanh phan sac t6 khac
nhau, chir khong phai do chat lugng cua thiét bi.

. Ving diéu trj sau phiu thut can dugc giit sach va kho dé
tranh nhiém trung.

5. Sau phau thudt, 16p vz’ny phai dugc dé bong tu nhién,
tranh viéc ty y boc bo dé ngin hinh thanh seo.

6. Nghiém cam chiéu ldp lai lién tuc ciing mdt vi tri trong
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lqué trinh diéu tri, néu khong sy tich tu nhiét sé gay ton
thuong mo.

Céc bi¢n phap phong ngira an toan
(—) An toan laser

1) An toan thiét bi:

Khi thiét bi dang hoat dong, canh tay dan sang khéng
dugc hudng vao vo may, man hinh hién thi hodc dién thoai di
dong dé tranh gy hu hai.

2. Ngoai vung diéu tri va bé mat muc tiéu dé diéu chinh
anh sang, can giir tia laser excimer tranh xa cc viing khong
diéu tri; khong dugc sur dung laser dé chiéu vao cac khu vuec
khac. Trong qua trinh diéu tri, khi di chuyén canh tay quang
hoc va sau khi diéu tri hoan tat, khi dit canh tay quang hoc,
dau ra ctia canh tay quang hoc phai huéng vé mot vi tri an
toan.

(Z) Bao vé mit

Phan |6n ton thuong do tia laser plcosecond gdy ra doi vai
mat dugc gidc mac hap thu, mot phan di vao thuy tinh thé.
hNeu tia laser chiéu thing vao mit, né c6 thé > gy ton thuong
dich kinh va vong mac, dan den mu vinh vién. Do do, nghiém
cam tuyét ddi viéc nhin truc tiép vao cong laser hoic dau
lcanh tay dan sang. Khéch hang phai deo kinh bao hg, va nhan

vién van hanh dugc khuyén cdo deo kinh chuyén dung khi
thao tac.

» Cac dung cu kim loai co the gay phan xa laser, vi vdy can
tranh dé tia laser chiéu truc tiép vao cac dung cu nay trong
qué trinh phau thudt va nén sir dung cic dung cu khdong phan
a.

» Bénh nhan phai dugc trang bi bao v¢ mat nghlem ngat va
hiéu qua nhu che gac, kinh bao hd, ndp che mi mit, v.v.

» Ldi vao phong diéu trl laser phal dugc gin bién canh bao
birc xa laser. Nghlem cam nhan vién ra vao trong thoi gian sir

dung laser, dong thot khuyen nghi lap dat thiét bi lién dOng
cua.

(=) Phin loai thiét bi va an toan dién

% May nay dugc phan loai nhu sau:

. Loai I theo mirc dd bao vé chong dién giat;
. Loai B theo mirc d§ bao vé chéng dién giat;

. Thiét b thong thudng theo mire d bao vé chdng xam
nhép cta chat 1ong ¢6 hai;

. Thiét bi str dung trong céc tinh huong khong ¢6 hdn
hop khi dé chdy va khi tro hogic khong khi, oxy hodc oxit
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nito;
. Hoat dong lién tuc c6 tai gian doan theo hé thong 1am
VICC.
2 May nay sir dung nguon dién 220V, va dong dién dau
vao toi da khong vugt qua 10A.
3. Nguon dién mang két non vGi may nay phai sir dung ¢ o

cam dién mQt pha ba day co noi dat tot va phu hgp vdai tiéu
lchuan quoc gia, vai thong s0 10A.

4. Khi may dang hoat dong, dién ap nap cua tu luu trir
nang lugng cao ap ¢o thé 1én dén 1,5K V.
5. V4 thiét bi chira hé thong mach dién, hé thong lam

mat va he thdng diéu khién. Ngudi khong co tham quyén bi
lcAm diéu chinh hé thong bén trong cua thiét bi.

6. Khi stra chira thiét bi, cong viéc stra chira phai dugc
tién hanh trong diéu kién dam bao ring thiét bi da dugc tat

nguon.

7. Dam bao di¢n ap ngudn cap phi hop voi yéu cau cla
thiét bi.
8. Giir cho duong dan mrorc ctia thiét bi hoat dong tot, va

ngat nguon dién ngay lap turc néu co 1o ri.

9. Trong lugng tong thé cua thiét bi nay khoang 70 kg
sau khi thém nuéc. Khi di chuyén phai can than dé tranh gy

thuong tich.

Luu y Day nguon cua may nay dugc trang bi phich cam ticu
Ichuan ba chau theo chuan quoc gia, can dam bao rang 6 cim
dién cta ban c6 day tiép dat bao vé va dam bao tiép dat dang

tin cay.

10.  Cac thong s str dung thuc té ctia ting bd phan trong
san pham da duge diéu chinh va khéa lai, nhimg b phan co
yéu cau dic biét di dugc niém phong khi san pham roi khoi
nha mdy. Ngudi dung khong duoc tu y ma, thao roi, diéu
chinh hoic thay doi céc thong s6 di khoa, néu vi pham thi
moi hau qua s€ do ngudi dung tu chiu trach nhiém.

11.  Thiét bj diéu tri da bing laser nay 1a mot thiét bi
ichinh xac tich hop giira quang hoc, co hoc va dién tir. Do dé,
nguoi van hanh phai dugce dao tao. Nhitng nguoi chua qua
Idao tao khong dugc phép van hanh may.

12.  Trudc khi sir dung thiét bi nay, can doc k¥ hudng dan
sir dung. Cong ty s€ khong chiu trach nhi¢m ve bit ky tai nan

y té hoiic tranh chap ndo do viéc khong doc hudng din hoic
vi pham cac quy dinh.

(4) An toan khi vin chuyén

Mdy ndy 1a mot thiét bi chinh xac tich hop quang hoc va dién




DR G S -

ST T TS TRV € MO B AT LT TR P AT T i T e R R T R e e N O

tir. Toan bo thiét bi khong duge di chuyén nguyén khoi trong
khoang céch xa. Do thiét ké dang mo-dun, may phai dugce
thao ro1 khi van chuycn Than may chinh va canh tay khop
noi phai duge dong go1 riéng bict dé van chuyen. Trong qua
trinh van chuycn bat budc phai sir dung bao bi chong soc do
nha san xuat cung cap; néu khong s& c6 nguy co gay léch hé
thong laser, anh hudng dén ning luong phat ra cia laser.

Phan quang hoc cua thiét bi nay 1a mot bo phan va thiét ké
chinh xac. Khi di chuyen may, phai dugc can chinh bdi nhan
vién chuyén mon. Néu thiét bi khong dugc thao roti, di
chuyén hoic hiéu chuan bdi nhan vién chuyén mén cua cong
ty ching toi, chiang t6i s€ khong chiu trach nhiém vé bat ky
van dé nao phat sinh tir thiét bi.

(5) Thiét bi an toan cia hé thong
San pham duoc thiét ké védi cac thiét bi bao vé an toan sau:
Cac bién phap an toan:

1. Mach dién — Hé théng mach an toan doc lap s€ tu
dong ngat dau ra laser khi can thiét dé tranh toan bd may hoat
ldong bat thudng do qua nhiét.

2. Cong tic chong ro dién — Vo thiét bi hoic nguon dién
H lcé thé tu dong ngat nguodn khi xay ra rd dién, nham tranh
nguy hiém.

h3. Cong tic dong chay nude — Thiét bi co thé tu dong
ngit dau ra laser khi khong c6 nudce hodc lugng nudc khong
Hdu dé tranh hoat dong bat thuong ciia toan bo may.

4. Cong tic chia khéa — Py 1a cong tic ngudn cua thiét
1 bi. Sau khi tit may, chia khoa pha1 dugc thao ra va giao cho
ngudi phu trach dé ngin ngira viéc van hanh trai phép, tranh
nguy co chiéu xa laser do thao tac sai.

5 Cong tic ding khan cap — Cong tac nay co thé lap tirc
ngat ngudn dién cung cdp cho mach khi can thiét.

6. Pén bao trang thai — Thiét bi sin sang phat laser. Khi
laser dugc phat ra, su thay doi trang théi sé& hién thi trén man
hinh giam sat.

Luu y: Nt dirng khan cap can duqc str dung than trong, vi
vnec str dung thudng xuyén cé thé gy hong phan mém cua
hiét bi.

|
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1.7 [Tac dung bat lgi c6 thé xay |Chua ghi nhin thong tin vé cic tac dung bt loi lién quan dén

stir dung thiét bj y té
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hong tin san pham da luu hanh tai cac nudc (néu ¢6): Trung Qudc
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Chi dinh da dang ky ¢ cac nude khéac (néu c6): Chi dinh ding ky tai cac nudce 12 nhu nhau
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4 [Thong tin vé tinh an toan/ van hanh dang luu y cua san pham thiet bj y té: Khong c6
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Bio cho ddnh gid 1am sang déi véi thit bi y té loai C, D khong phai thiét b y té chan
idoan in vitro

H

|

5.1 [Panh gia lam sang
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anh gia [am sang

5. Fai liéu tham khao ciia

- Khdong 4p dung

- Khong ap dung

S—

Co s& ding ky luu hanh cam két nhitng ndi dung trén 1a ding su that va chiu trach nhi¢m trudc
phap ludt ve cac thong tin da ke khai néu trén.

Nguoi dai dién hop phap cua co's¢
Ky tén (Ghi ho tén day du, chirc danh)

CHU TICH HPQT

Bs.%m; YVin Chitn



