Hiréng din sir dung
ctia
Kep sinh thiét ndi soi ding mét lan
Huwéng din Si dung Kep sinh thiét N§i soi Ding mét lin
[Tén san phim] Kep sinh thiét ndi soi diing mét lan
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[Cau tric chinh clia sdn pham va thanh phan ciia n6] Kep sinh thiét ndi soi ding
mdt 1an bao gobm ham, ong 16 xo, ong bao vé, ong dinh vi, vong trugt va chét 18i. Cac

ham dugc lam bé’mg 05Cr17N14Cu4Ni hodc 06Cri9Ni10 va 12Cr18Ni9, Ong 10 xo duge
1am béng 06Cr19Ni10 hogc SO6Cr19Ni10 va PE, Ong bao vé duoe lam bing TPU, Nip
dinh vi, chdt 15i va vong trugt dugc 1am bing ABS. Theo dic didm ciia ham (bdu duc, ca
sdu, di1 cé kim), sy hién dién clia kim dinh vi, du pht nhya, dudng kinh ctia ham kin va
chiéu dai hiéu dung dugc chia thanh nhiéu loai thong sé k¥ thuat khac nhau. San phim
phai vé tring.
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S @ Cudnday co boc N : Cudn diy khong ¢ vo

1.Thanh phin ham 2. Ong bao vé 3. Nip dinh vi 4. Vong truot 5. Chdt 16 6. Cudn day
7. L&p trang
Hinh 1 So d6 ciia kep sinh thiét ding mot lin

01/6



[Pic diém k§ thuat va loai]

W Dudng kinh ChiGu dai 1am viéc L
M3 hang

GM-FB-A-8-15, 18, 23-L

GM-FB-A-N-15, 18, 23-L

GM-FB-B-S-15, 18, 23-L ®1.0.

GM-FB-B-N-15. 18, 23-L PiLs. 500, 800, 1000, 1050, 1200, 1500,
GM-FB-C-8-15. 18. 23-L ®1.8. 1600, 1800, 2000, 2300, 2500
GM-FB-C-N-15, 18, 23-L 2.3

GM-FB-D-§-15, 18, 23-L

GM-FB-D-N-15, 18, 23-L

[Pham vi 4p dung] Duing dé liy mau mé séng dudi bng néi soi cla dudng tiéu hoa va
duong hé hap.

[Chéng chi dinh])

(1). Bénh nhan bi thing cép tinh thuc quan, da day, ta trang. (2). Bénh nhan thé trang
kém, suy nhugc khéng chiu duoc néi soi.

(3). Bénh nhén ¢6 xu hudng chiy mau nghiém trong va trd ngai vé co ché déng mau.
(4). Bénh nhén bi rdi loan chirc ning tim, phdi, than, nfo va suy da tang ning.

(5). Bénh nthin tim thén va rdi loan y thirc rd rang khong thé hop tac.

(6). Khong duge phép 14y miu cé rii ro trong qud trinh danh gia 14m sang

(7). Céc trudng hop cu thé khac do bac st chuyén mén phén doén theo tinh trang thyc t8
cua bénh nhén.

[Dé phidong va lam 4m)
1. San pham nay phai duge van hanh bdi bac si duge dao tao.

2. San phém nay duge tiét trung béng EO, c¢6 gia tri trong vong hai nim, kh(")hg hét han
st dung.

3. San phém ndy chi str dung mét 1an, khéng str dung lai.
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4, Khéng str dung néu bao bi don bj hong.
5. Vui long cai dat xir Iy chét thai y t& sau khi st dung.
[Huwéng din sit dung]

1. Tty thude vao vi tri ldy mau ciia bénh nhan va kich thude ciia 18 kep néi soi, céc théng
s6 k¥ thuat phit hop ctia san phdm nén duge Iua chon.

2. Kiém tra goi don xem c6 ddy di va khong bi hu hong.

3. Mé go6i don va xac nhin r?mg kep sinh thiét dong lai linh hoat va khéng co hién tugng
ket. '

4. Dua diu kep va 6ng 10 xo vao 18 kep néi soi.

5. Hudng kep vio vi trf tén thwong ,  ddy vong trrot & mé ham,  gn véi mé duge 14y
méu, sau d6 kéo vong trugt d& déng ham , kéo bng 10 xo trd lai loai bd kep sinh thiét,

[Péng géi va bio quan]
1. Bao bi don sir dung géi gidy-nhua; bao bi trung gian st dung thiing carton; bao bi bén
ngoai st dung carton song.

2. San phim sau khi déng g6i cin dugc bao quan trong phong thong thoang, ¢6 d6 dm

tuong ddi khong qua 80% va khéng c6 khi dn mon.
[Ngay sin xuit] Xem nhin [Han sir dung] Xem nhan
[Danh sach b§ phin] Kep sinh thiét noi so'i dung mét 1an, khong cé phu kién khac.
Huéng din sir dung
ciia

Kim tiém cam mau ding mét lan

[Tén sin pham] Kim tiém cam mau dimng mdt lan
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[ Céu tric chinh ciia san phim va thanh phin ciia n6] Kim tiém ndi soi diung mdt
lan dugc ciu tao bai ndp kim loai, vo kim, éng kim, éng ngoai, bng trong, éng bao vé va
tay cAm. Cu thé, tay cdm dugc lam tir hop kim ABS + PC va chét liéu ABS, nép kim loai
va ng boc kim dugc [am tir chét lidu 06Cr19Ni10 va 12Cr18Ni9, éng kim dugc lam
bang chit liéu 06Cr19Ni10 va 06Cr17Ni12Mo2, miéng bao vé tay dugc lam bing chit
liéu PE va TPU , va ng bén trong va 6ng bén ngoai dugc lam béng vt liéu PTFE va PE.
Theo viée cé mét ndp kim loai hay khéng, né c6 thé dugc chia thanh A va B: A c6 nghia
12 khéng c6 ndp kim loai, va B ¢ nghia 13 ndp kim loai. Ngoai duémg kinh bngla 01,8
mm va 02,3 mm. Céc théng s6 k¥ thudt ciia éng kim 1a 21G, 23G va 25G. Chiéu dai cia
6ng kim 1a 4mm, Smm, 6mm, 7mm va 8mm. San phim phai v tring va chidu dai [am
viéc dugce chia thanh sau loai: 1200,1600, 1800, 2000, 2300, 2500.

Kim tiém nd1 sot ding mdt lan do cdng ty ching t6i san xudt chit yéu bao gdbm 6ng kim,
ong boc kim, ndp kim loai, 6ng ngoai, ong trong, ong bao vé va tay cam.
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Type A Type B

1. 8ng bén ngoai 2. ng bdo vé 3. tay c&m trwdc 4. tay cdm sau 5. Kim
6. Vo kim 7. Ong bén trong 8. Nip kim loai

Hinh 1 So d6 céu tao cia kim tiém ndi soi ding mét lan

[Théng s6 k§ thudt ciia mé hinh)
GM-IN-A (B) -23 (18) -1200 (1600, 1800, 2000, 2300, 2500) -25 (21, 23) -4 (5, 6,
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7, 8)

[Hiéu suit sian phim]

1. Ong bén ngoai ctia kim tiém phai nhin va dudmg kim phai hoan chinh va sic
nét. Khi diu kim duroc kéo dai, 6ng bén ngoai phai duge kéo dai theo chidu doc
ma khong ¢d do 1éch 16 rang.

2. Kim tiém phai dugc kéo dai va rat ra d& dang va linh hoat, va & d6

s& khéng bi nhiéu.

3. Ong bén ngoai cta kim tiém phai duoc quén chit va thing, khong bi nhan va hu
hai.

4, Tht ca cac két ndi va mbi han tiém cuia kim phai duoc 1am chic chin.

[Pham vi ap dung]

Pugc st dung Kkét hop véi ndi soi dé tiém dudi niém mac trong dudng ti€u hoa.
[Chong chi dinh]

1. Bénh nhan thiing cap tinh thue quan, da day, ta trang.

2. Bénh nhan thé trang kém, suy nhuoc khéng chiu dugc ndi soi.

3. Bénh nhén ¢6 xu huéng chdy méau nghiém trong va tré ngai vé co ché dong
mau.

4. Bénh nhén bj rdi loan chitc ning tim, phéi, thén, ndo va suy da tang ning.

5. Bénh nhan tAm thin va rdi loan y thirc rd rang khong thé hop tac.

6. Cac trudmg hop cu thé khic do bac sT chuyén mén phan doan theo tinh trang
thue té ciia bénh nhén.

[Ghi chit, Cinh bao va Gyi y]

1. San pham nay phai dugc van hanh bdi bac si duge dio tao.

2. San phim nay dugc khir trung bé"mg EO va c6 thoi han sir dung la hai ndm. Sir
dung san phim hét han bj nghiém cAm.

3. San pham nay chi s dung mét lin va nghiém cim sir dung lai.

4. Khi géi don bi hu héng, nghiém cim sir dung.

5. Tr uérc khi dwa va ra khoi 6ng ndi soi, phai rat kim vao éng ngoai dé tranh 1am
hong éng ndi soi.

6. Qua trinh hoat ddng tiém can duge thye hi¢n dudi sy glam sat cia ndi soi.

7. Vui 1ong coi né nhu chét thai y té sau khi sir dung.

[Hwéng din]

1. Kiém tra bao bi v6 triing: Kiém tra bao bi v6 tring xem c6 bi v, long niém
phong hodc ngdm nudec, v.v.

2. Kiém tra hinh thirc: L4y san phdm ra khoi bao bi, kiém tra dudng 6 ong bén ngoai
va dudng Sng bén trong ¢6 bi cong, gép khac, hu hong khéng, v.v., kidm tra cdc
by phén cua san phém ¢o bi roi ra, 16ng 1€o, hur héng hay khong, V.V.

3. Kiém tra hoat ddng: M& rng va du01 thing 6ng bén ngoai, bat chude thao tic,
trirde tién day tay cam sau vao tay cim trude, cho dén Khi nghe thiy 4m thanh
tach, xac nhin rang ong kim kéo dai tu diu trude cia ong ngoai. Sau d6 kéo tay
cAm phia sau vé phia cudi cho dén khi ban nghe thy tiéng lach cach va dam bao
kim quay trd lai 6ng bén ngoai.

4. Kiém tra kim tiém: P4y tay cAm phia sau v& phia cudi dé kéo dai kim ra khoi
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dAu trudce cia dng ben ngoai. Pau tién, két nbi ong tiém da duoc d6 ddy chét long
v&i khop hinh nén cia tay cam phia sau, sau d6 ddy piston ciia ong tiém dé thoat
khéng khi trong dng bén trong cho dén khi chit long chdy ra tai diém cta kim va
dam bao rang khéng c6 10 1i chét long vuot qua dlem

5. Kéo tay cam ve phia cubi dé rut éng kim trer [ai O dng bén ngoai. Pua & ong bén
1ngoai vao 15 kep ctia ong ndi soi va tr tir dwa dng bén ngoai vao cho dén khi phin
cubi ciia diu 6ng bén ngoai di vao truong nhin cia ndi soi.

6. Chon vi trf tiém thich hop qua 6ng ndi soi va gt nguyen vi tri ong kinh. Piy
tay nam phia sau vao cum tay ndm phia truéc cho dén khi phatra tiéng ‘tach’. Pam
bao rang éng kim duoe kéo dai ra khoi dau trude ciia diu din hudng. Sau do, dua
kim vao md dich va déy piston cua ong tiém dé thuc hién thao téc tiém.

7. Sau khi thao tac, kéo tay cAm va phin cudi cta tay cim lai cho dén khi phat ra
tiéng tach. Sau d6, kéo kim tré lai thanh dén hudng va 14y san phim ra khoi 6 ong
ngi soi.

8. Xt 1y sau phiu thuét: Xir Iy san phdm nay theo tiéu chuin quan ly chit thai y té
nguy hai sinh hoc cta co s6.

[Pong gbi va bao quan]

1. Bao bi: Bao bi don str dung bao bi nhua gidy, bao bi giita sir dung

hép gidy va bao bi bén ngoai str dung carton song.

2. Bao quan: San phim nén duge bao quan & méi trudng trong nha ¢6 d6 4m
tuong ddi

khoéng qua 80%, khi théng thoang, khéng bi &n mon.

Huwéng dan siv dung

Snare ciit polyp diing mét lan

Huéng dan sir dung GM / JS-CE-04-10
Snare cét polyp ding mdt an
Hudng din st dung

[Tén san phdm] Snare ciit polyp diing mét 1an
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[Céu trte chinh cia san phdm va thanh phén ctia n6] Snare cét polyp ding mét
14n bao gém ctia bay, 6ng ngoai, vo, 112“1p dinh vi, dién cuc, vong truot va thanh 16i.
dugc lam br?mg vat liéu 06Cr19Nil0, 6ng bén ngoai dugc lam béng vat liéu PTFE,
vo boc 1a duge lam béng vat liéu TPU, nép dinh vi, vong truot va thanh 161 dugce
1am bing. Vit liéu ABS va dién cuc dugc lam béng vit liéu Cu-Ni (hoic
06Cr19Ni10). Dua theo loai bay, dudng kinh ciia 6ng ngoai, chiéu dai lam viéc va
khung mé by dugc chia thanh nhiéu théng sé k¥ thudt. San phdm dugc khi tring
bang ethylene oxide va nén dugc vé tring,

1. Ong 2. Ong ngoai 3. V6 4. Nip dinh vi 5.Dién cuc 6. Vong truot 7. Thanh éng
Hinh I So db cia by cét polyp ding mét lan

A. Hinh elip B. Hinh luc gidc C. Khéng dbi xing

Hinh 2 Loai éc

[Pic diém k¥ thuat va loai)

GM-SD-A (B,C) -18 (23) -800 (1200, 1600, 1800, 2000,2300, 2500) -10

(15, 20, 25, 30,

35, 40)
[Hiéu suét san phim])
1. Vong trugt va thanh 161 cia by phai khéng bi bién dang va c6 go.
2. Biy vao va ra khéi dudng éng bén ngoai phai nhén va ¢6 thd ma rong hoan toan
ra khoi éng bén ngoai.

[Pham vi ung dung] Thiét bi nham loai bé cac khéi polyp trong dudng tiéu héa
béang cach
Huéng dan st dung GM / J S-CE-04-10

4. dong dién tan so cao va dugce sir dung két hop vdi ndi soi.
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[Chéng chi dinh]
1) Nhitng ngudi ¢é chdng chi dinh néi soi tiéu héa.
2) Nhiing ngudi ¢6 xu hudéng chay mau, thot gian chay mau va déng mau kéo dai,
giam tiéu ciu hodc thoi gian prothrombin kéo dai, khong thé diéu chinh duoge bing
cach diéu tri.
3) Ung thu polypoid d& thidm nhiém va x4u di.
4) Cém sir dung céc bd phin d& bj duc 16.
5) Néu phin gdc ctia polyp qué 16n (dudng kinh 16n hon 2 cm), thi diéu d6 dugc
khéng dinh 13 khong thé duoc g& bd.
6) Cu thé khéc theo tinh hinh thue té ctia bénh nhan cia béc st chuyén mén.

[Céé bién ching c6 thé xay ra] Céc bién chiing c6 thé xay ra khi phau thuét
(bao gdm nhung khéng giéi han 6): chay mau, thing, bong, nhiém tring huyét,
nhidm tring, ha huyét ap.

[Phan loai san phim]
1.Bang loai chéng dién giat: N/ A,

2. Mitrc d6 chéng dién giat: Loai BF.

3.B&i mire d6 bao vé chéng lai dich truyén: N/A.

4.Theo cac phuong phap khtr tring va khit tring duge kbuyén nghi boi

nha san xuét: khong 4p dung, san phim d4 duoc khir triing bang ethylene oxide khi
roi nha may.

5. Phén Joai mitc d6 an toan khi sit dung trong trudmg hop hon hop khi gay mé dé
chéay bing khong khi hosic khi gay mé dé chay trén véi oxy hodc nito oxit: loai
khéng AP / APG.

6.Bing phuong thirc hoat déng: Véi may chi.
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[Dé phong va lam 4m]
1. Thiét bi duge khir tring bing ethylene oxide nhu mot san pham vé tring véi
thoi gian hidu luc 1a Hai nim, St dung mét lan, tiéu hiy sau khi st dung, khong sir
dung lai, c6 thé din dén lay nhidm chéo. |

2. Vu1 long klem ftra han suicgung ctia sin phim va sir dung trong. thoz han quy
Loandns cuosang kB0 T g dung o, disu 5

Cﬁnh.

3. Thiét bi khéng chira cac bd phén do nguoi ding bao dudng. Khong dugc thao
rdi, stra dbi hodic ¢b géng dé sta chita, vi didu ndy cé thé dan dén thuong tich cho
bénh nhén hogc nguoi van hanh va 1am hong thiét bi.

4. Trude khi dira éng ndi soi va cac phu kién ctia né vio co thé bénh nhén,

kiém tra xem dng ndi soi va cc dién cuc tiép xtc ¢ canh gd ghé holic gbc nhon
hoiic bit k¥ chd 181 nao, va thay thé hosic nging st dung ngay 1ap tirc néu né c6 thé
gdy thwong tich cho bénh nhén.

5. Vui 1ong khong ¢b ghng khix tring dung cy, diéu ndy co thé din dén nguy co
Huéng dan sir dung GM / JS-CE-04-10

SE;Eém s’oéf nhiém tring, n_hiém trung ving bi dnh hwrdng cta bénh nhén, hu hong
?5;;}_5_‘%{; true trac cia l

Trang thidt b

6 Klem tra trude khi st dung xem géi v6 tring 6 bi rach hoac niém phong kém
h(,;iir:; am lroft hay khong 13 bat ky su bét thudng nao ir ong bao bf Vo tri ung, ba¢ i
m?; hurtg da bi hu hong Ding st dung nhac cu, vui long str dlmg nhac cu du
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thiét bi va day cap c6 thé giy rung tht hodic lam héng céc bd phén dién tor

clia may tao nhip tim, gdy thuong tich chét nguoi.

8. Su chiy gay ra béi khi dé chdy phai duoc ngan chin tiép xtc vai

dién cuc trong qua trinh hoat déng, va 6xit nito va 6xy phai duogc tranh 1am chét
gdy mé tranh dé dién cuc tiép xic véi cac vat lidu d& chay (nhu béng,

gac, gd, ric, v.v.) chdy trong oxy.

9. 1.op cach dién cia cap dién cuc phai dugc tranh bi hong khi

duoc str dung cling véi 6ng ndi soi.

10. By va dng ndi soi cit polyp ding mét 1an (khuyén khich st dung cho hé tiéu
héa 6ng ndi soi duomg cta Olympus, Pantex, Fujinon, Sonoscape, Aohua va cic
nha san xuét khac) dap ung cac didu kién két ndi va cung cip khd ning cach ly va
cach nhiét hiéu qua khi str dung cling véi nhau.

11. Hé théng phiu thudt cao tdn nay sir dung niing lugng dién tir tAn sb v6 tuyén
dé diéu trj va cac thiét bj dién tir gin d6 co thé b dnh hudng.

12. Khi duge st dung két hop véi co vong, bay s& sir dung déc biét cac bién phap
phong ngira lién quan dén tinh tuong thich dién tir (EMC), va phai duoc lap dat va
st dung theo théng tin twong thich dién tir duge chi dinh trong sach huéng dan.
Dong thai, tit ca cac loai cap két ndi hodc phu kién duge st dung cn phai str dung
nguyén ban phy kién cua cdc nha san xuit co vong. Viée sir dung cap hodc phu
kién bén ngoai quy dinh c6 thé dan dén viéc gia tang viéc truyén tai hé thdng tin sb
cao hodc giam muc d6 giao thoa.

13. Chil y dén méi trudng dién tir tai chd, nhu phu thuat cét polyp ding mot lan
bay c6 thé bj anh hudng bai céc tir trirdng khéc, din dén hidu Ung trng dung cua

bay kém.
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14. Dé tranh 4nh hudng bdi cac phuong tién lién lac tan s6 v6 tuyén di dong va di
dong khac thiét bi hosic hé théng, t&t hon 12 loai bé cac thiét bj nay dua trén tinh
hinh thuc té.
15. Mbi trudng lam viéc: nhiét do: 22-25 °C, d6 4m: 35-60%, khi quyén
ap suét 1a 70kpa-106kpa.
Huéng dén st dung GM / JS-CE-04-10
6
[Chuén bi va kiém tra trude khi st dung)
1. Kiém tra truc tiép bao bi va cdc thanh phén ciia thiét bj dé xem tinh hoan chinh
va hu hai. Néu né 12 bat thudng, khong sir dung nd. Thay thé n6 ngay lap tuec.
2. M6 phéng hanh dong, day va kéo vong trugt qua lai, biy phai dugc
¢6 thé kéo dai hoan toan v rit ra khoi diu xa cva éng ngoai (nhu trong Hinh 3).
Hinh 3
3.Dam bao cap tan sb cao khoéng bi dtt hodc bi hé.
[Két ndi dién cuc ciia bly vai thiét bi tin sé cao]
1. Cam cap tan s6 cao vao dién cuc cla bay cit polyp diing mét lan
theo huéng din st dung thiét b tin s cao cho dén khi nghe thdy tiéng tach.
2. Dam bao rang dién cuc cta biy cit polyp ding mét 1an duge lap vao dang vi tri.
3. Cim dAu kia clia cap tAn sb cao vao & cim CUT / COAG ciia cao tin
thiét bj tin sd.
4. Dam bio nghe thiy tiéng tach va diit né vao ding vi tri.
5. Thao phich cim cép tin sb cao.
6. Néu phat hién bét thudng trong cdc budc trén, vui 1ong tim hidu nguyén nhan

hodc chuyén sang
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du phong Bay cét polyp dung mét ln.

Ghi chu:

A. Chon thiét bj va cap tan s cao. Cong sudt thiét bj tan sd cao-420

May tinh [6n HF do Changzhou Yanling Electronic Equipment Co., LTD san xuét
la pht hop.

B. Dién 4p phu dinh miic ctia bay 12 800V,

C. Nén sit dung thiét bj cao tin c6 tin sé 300-500KHz

va dién ap dinh t5i da nhé hon 800V dé ngiin chin dién 4p dau ra tin s6 cao
khéng vugt qua dién 4p phu kién danh dinh va dong dién thich hop va d4u ra khéc
ngudn dién nén duoc chon tiy theo cac trudng hop khéac nhau ciia cac polyp trong
Bay cit polyp ding mét 1an tn sb cao (thudng la dién dong 15-35w va

cit dién).

D. Pién 4p dinh lap lai danh dinh [6n nhat clia dng néi soi va biy phai nhé hon
Huéng dan st dung GM / JS-CE-04-10

7800V va dién 4p dinh ldp lai cao hon khéng nén duge sit dung.

E. Vui long dit gii han cdng sudt dau ra ciia thiét bi tin sé cao dé dam bao

sur an toan cta bénh nhan va ngin ngira chan thuong do nhiét ngiu nhién cla céc
mé ngudi, va ngan ngira thiét hai do dong dién tan sé cao qua muc gy ra khi dién
cuc cua thiét bi nay va

Thiét bj tAn s6 cao tiép xtc vai cac thiét bi kim loai khéc trong didu kién

khat ddng.

F. Khong két ndi hodc kidm tra bit k3 két nbi nao cia thiét bi thn sé cao khi co
dién dang bat. Néu khong, né s& khién ngudi van hanh hodc ngudi tro ly bi béng.

G. Néu thiét b tin s cao duoc trang bi mach gidm sat, vui Iong tham khao
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thong sé k¥ thuét cna thiét bi tin s cao duge sir dung dé xem liéu né ¢6 tuong
thich véi nd hay khong.

Trong st dung binh thudng, cong sudt ddu ra caa thiét bj tin sb cao nén duge didu
chinh nhé cang tét. Néu cbng suét déu ra cin dugc ting 1&n, hiy kiém tra xem két
néi cta timg thanh phén 1a chinh xéc.

H. Khéng kéo dién cuc hodc cap tn sd cao khi thao né ra, néu khéng, no sé

gay hu héng cép cao tin.

I. Céc dién cyc nén dugc dit cach ly véi bénh nhan khi khéng sir dung.

Céanh bao:

A. Khong that nit cap cao tan hogic budc né véi dy ciia cac thiét bi y té khac
thiét bi (ching han nhu may ghi dién tim, hé théng ndi soi, v.v.). Néu khong, s8
gdy nhiéu tin higu tin sé cao va phéng tia lira dién trong quad trinh lam viéc co thé
dan dén céc chitc ning bit thudng cia cac thiét b y té khéc, cling ¢6 thé c6 tac
dung phuy d6i véi bénh nhén.

B. Khi st dung thiét bi phiu thuét cao tin va theo d&i sinh ly

thiét bi trén cling mét bénh nhan, bit ky dién cuc nao phai tranh xa tan sb cao
dién cuc cang xa cang tbt, va dién cuc theo déi kim khéng dugc khuyén khich;
Giam sdt cdc hé thdng c6 thiét bi han ché dong dién tin sé cao duge khuyén nghi
trong moi trudng hop.

C. Dién ap dau ra duoc didu chinh béi may phét tn sb cao khong bao gio duge
vuot qua dién dp dinh t8i da dugc chi dinh trong théng s6 k¥ thuét.

D. Néu méy phdt cao tn bj 181, dong dién ra c6 thé ting dot bién.

E. Trir khi thiét bi dugc trang bi mach giam sat dién cuc, néu khoéng s& khong co

bao ddng va nguy hiém ti€m an néu tiép xuc v4i bénh nhéan 1a khéng dang tin ciy.



F. Khéng dugc st dung khi nd trong khu vuc van hanh khi sit dung thiét bi nay,

va cdc quy téc lién quan dé sir dung khi an toan trong mdi phong mé cin dugc thuc
hién nghiém tic.

G. Thiét bi nay c6 thé cé kha niing gy hai khi sir dung két hop véi ng néi soi,
Huéng dan sir dung GM / JS-CE-04-10

s6 8 diéu nay cin duoc chi y va tranh cang xa cang tot.

H. Khi st dung dng néi soi cuing voi thiét bi nay, can luu ¥ ring
dong dién ro ri cia bénh nhén s& ting 1én.
1. Vui long tuan theo cac canh béo va luu y dé sir dung bay cat polyp ding mét 1an.
N6i chung, s& khéng cd tai nan nao xay ra trong qua trinh st dung ding bay.

[Quy trinh vin hanh va Bién phap phong ngira]
Ngudi van hanh thiét bi phai 13 bac sT hogic nhén vién y t& duéi su gidm sét ciia bac
sT d duoc dao tao ddy di vé ndi soi lam sang k§ thudt trudc khi vén hanh.
1. Két ndi dién cuc trung tinh véi thiét b theo tan sb cao
hudng dan thiét bi.
2. Pit dién cuc trung tinh & khu vuc t6i da clia n6 trén canh tay trén hodic dui coa
cling bén ciia co thé gan khu vye phiu thuat.
Ghi chu:
A. dién cuc trung tinh khéng nén dugc sir dung trong cac khu vuc sau: chin
thuong, da bi viém, 161 xuong, bé mit kim loai vii, bé mit m& dudi da day;

B. Trénh tiép xtc da véi da;
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C. Déi v6i phiu thuit noi dong dién tan s6 cao ¢ thé chay qua mdt mit cit ngang
nhd khu vue cia co thé, t8t nhit 1a st dung cong nghé ludng cuc dé ngin nglra tdn
thuong md khong mong mudn.

D. Pbi véi thiét bi phéu thuét tan s cao hoat ddng chinh x4c trong diéu kién hoat
déng binh thuong

Cai dat, giam d4u ra hodic gian doan c6 thé chi ra tmg dung dién cuc trung tinh
khong chinh xéc hodc tiép xtic dau ndi kém. Do d6, hiy kiém tra ing dung cta cic
dién cuc trung tinh va trudce khi chon cong suét déu ra cao hon.

E. Khi sir dung, tranh hinh thanh mach véi diu ra ctia cac dién cuc khéc.

F. Bénh nhan khdng duwoc mang cac vat bang kim loai trén ngudi, va bénh nhéan
khéng dugce cham vao kim loai khac.

G. Nguoi dimg nén thuong xuyén kiém tra cac phu kién, ddc biét 1a nhitng phu
kién dugc str dung cho cap dién cuc va dng ndi soi, néu cé thé bi hu héng.

3. Pua san phim vao éng ndi soi.

Ghi chui:

A. Khi dua dung cu cét polyp ding mét 14n vao éng ndi soi, can phai

ghn van ciia kénh kep va cang thing cang tét. Néu khang, phan chén c6 thé

hu hong.

Huéng dan st dung GM / JS-CE-04-10

9 B. Chén tir tir bay cit polyp ding mét 1an. Viée chén dbt ngdt c6 thé lam héng
dng ndi soi hodc bay.

C. Khong tac dung luc chén néu ¢6 luc can. Giam goc ndi soi va
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ha fhanh néng kep ndi soi xudng cho dén khi by cit polyp ding mot 1an ¢6 thé tr6i
qua sudn sé d3 timg st dyng. Sy xam nhap cudng bic ¢o thé lam héng éng noi soi
va by cét polyp dimg mét ln.

D. Hé théng chi c¢6 thé duge kiém tra khi biy cét polyp ding mét lan da dugc lap
day di mé rong tir dinh cia éng néi soi bang img dung str dung mot lan. Néu
khéng, ndi soi va b?iy c6 thé bj hong.

E. Khong xuét ra khi by cat polyp dimg mot l4n tiép xtc voi

diu dng ndi soi. Néu khong, ndi soi va by co thé bi hong.

F. Khi dua éng cét polyp ding mdt 14n vio bng ndi soi, vong trugt

nén dugc gilr yén. Néu khéng, bng noi soi va by co thé bi hong.

G. Khéng dua hodc riit dng ndi soi bang by cét polyp ding mot 14n khi

dng bén ngoai khong duge phuc hoi hoan toan. Néu khéng, dng ndi soi va by c6
thé bi héng.

H. Khi dung cu dugc str dung cung vdi &ng noi soi ¢ dng d6i, khong dugc

str dung cac phu kién khac ciing mét luc. Néu khong, né co6 thé giy béng cho bénh
nhén, ngudi van hanh hodc trg ly.

4. Cim mét ddu cia cap tin s6 cao vao thiét bj tin sb cao va

dAu kia vao dién cuc cta san phdm nay theo thiét bi tin sb cao

tha cong.

5. DAy vong truot dé ma bay.

6. Diéu chinh goc ctia phan chén ndi soi, ddy biy vé phia truée hogic xoay

bAy khi cén thiét dé bdy mé muc tidu.

7. St dung biy dé bao vay nhom dbi tugng.

8. Kéo vong trugt dé bay md dich.
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Ghi chu:

A. Khéng ddy vong truot dot ngdt, néu khéng, biy s& d6t ngdt nho ra,

c6 thé dan dén thﬁng, chay méu hoiic tn thuong niém mac.

B. Khéng diing luc qua manh khi bdy mé, néu khéng c6 thé giy chay mau
hodc ton thuong niém mac.

C. Khi két ndi thiét b, vui 1ong x4c nhan xem ngudn dién cla

thiét bi tin sb cao bj tit, néu khéng, nguol van hanh hodic tro ly s& bi chay.
9. Kéo vong truot dé bit diu diu ra, trude tién 13 qua trinh ddng tu va sau dé la
dién giat

(nén ap dung xen k8 gilia dién gidt va dién giét trong 3-4

Huéng dan sir dung GM / JS-CE-04-10
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gidy / 1an), va cit bo polyp din dén va déu din trong vai lan.

Canh bao:

A. Hut cac chét 16ng, ching han nhu chit nhy, dinh vao biy va cac mé khoang co

thé. Néu

chét long bi cit bing dién trong khi gén vao, né co thé gy thing, chay mau, tdn
thurong niém mac hodc

bong mo.

B. Khi van hanh thiét b tan sé cao, c¢b gang sit dung gia tri ddu ra nhé nhit va

thoi gian ddu ra t6i thiéu cin thiét dé hoan thanh hoat dong. San lugng qué mac cb

thé din dén

thung, chdy mau va tén thuong niém mac.
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C. Khi thue hién cét lai, phai dam bao ring dung cu di duoc cung cép néng luong.
Loai trur khéng ¢6

kich thich dién co thé giy chay mau hosc tén thuong niém mac.

Ghi chu:

A. Khéng khoi dong dau ra khi thiét bi tiép xic véi khoang co thé binh thudng
md khi dong dién cao tin duoc bat. Néu khéng, né s& ghi khc“)ng phai muc tiéu
khin gidy.

B. Néu diy hoi trong rudt, hay thay thé bang khi khong chay nhu

nhu CO2, nguoe lai, su ddy hoi co thé gdy ra chay hodc nd ¢6 thé @6t chay mé.

C. Dé tranh d6t chay cdc mé khée manh, khéng kich hoat dau ra khi by

tiép xuc véi cac md khong phai dich.

D. Khdng kich hoat ddu ra khi bét ky phan nao ctia mé dich (ching han nhu ddu
polyp)

tiép xtic voi mod khéng phai muc tidu. Néu khong, né c¢6 thé dbt chay cac mo khéng
phai dich.

E. Khéng khéi dong dau ra khi ddu dng ndi soi qud gin hoic tiép xlic voi

md khoang co thé. Néu khéng, né cé thé dbt chay mé va lam hong bng néi soi.

F. Khéng khéi déng diu ra khi phin kim loai cta dau ndi soi qua gan hoiic & trong
lién hé véi bay.

G. Khong kich hoat dau ra khi da ctia bénh nhan tiép x1ic véi nhau (ching han nhu
tiép xuc véi canh tay va nguc). Nguoc lai, ¢6 thé khién bénh nhén bi béng.

H. Khéng khéi dong ddu ra khi quin 4o bénh nhan wét. Néu khéng, né cb thé gay
ra

bénh nhan dé dét.
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I. Khong khoi dong diu ra khi bénh nhén tiép xic véi phin kim loai ctia ban didu
~ khién

hodc céc thiét bi khic. Néu khong, n6 6 thé giy béng cho bénh nhan, ngudi vin
hanh ho#c phu ta.

J. Khéng cham vao cap hodc dé cap tiép xuc v6i ngudi khac trong khi dau ra. Néu
khéng, né cé thé |

gy béng cho bénh nhén, ngudi van hanh hodc phu ta.

Huéng dén stt dung GM / JS-CE-04-10
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10. T4t cong téc thiét bj tAn sb cao va loai b(”) tan sb cao

day két ndi tir dién cuc ciia san phim

11. Loai b bay cit polyp diing mét 13n khoi ndi soi.

Ghi chi:

A. Khéng nhanh chéng 14y dung cu cit polyp ding mét lan ra khéi éng ndi soi.
Néu khéng, n6 c¢é thé phun mau, chit nbiy hodc cac manh vun khac tir bénh nhén,
gady ra nguy co

si nhiém tring.

B. Khéng ldy biy cit polyp ding mét 1an ra khéi Sﬁg ndi soi néu dng ngoai
khéng dugc phuc hdi hoan toan. Néu khéng, ndi soi va bay co thé bj héng.

C. Sau khi str dung, théo dung cu cét polyp dung mdt Iin, vt bo san phdm vao
phit hop véi cac hudng din ciia bénh vién duge cdng nhén, chi sir dung mot an,
tiéu hily né sau khi sir dung, va

khéng st dung lai nd.

[Hudng din Tuong thich Pién tir]
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Théng tin vé tuan tha EMC (IEC 60601-1-2: 2014) (phwong phap cit polyp ding
mdt 14n

bly duoc mé ta bén dudi ¢6 thé ap dung cho céc san phim trong [M$6 hinh néi
trén

Théng s6 k¥ thuat] )

Canh bao:

1. By ciit polyp diing mét 1an c6 thé anh huong dén thiét bi dién y té, Ngudi mua
hodc ngudi ding phai cai dat va stir dung by theo thong tin tudn tha EMC

duoc cung cip trong hudng din vén hanh (IEC 60601-1-2: 2014).

2. Day két ndi tin s cao va céac loai cap va phu kién lién quan dap tng EMC

yéu ciu nén duoc sir dung. Néu ching khong duge chi dinh, chiing c6 thé din dén
su gia téng cua polyp

by hodic gidm kha nang chéng on.

3. Thiét bj lién lac RF di dong (bao gdm cac thiét bi ngoai vi nhur cap ing ten

va Ang-ten bén ngoai) khong duge sir dung gin hon 30 em (12 inch) déi voi bat ky
phén ndo clia

Snare Polypectomy ding mdt 1in, bao gbm ca cap do nha san xuét chi dinh. Néu
khong thi,

c6 thé din dén suy giam hidu suét cia thiét bi nay.

4. Biy cit polyp diing mot 1an khong duoce st dung gan hosic xép chdng 1én nhau
cac thiét bi. Néu né phai duoc sir dung gin hoic xép chong 1én nhau, né cin duge
quan sat va xac minh dé hoat ddng

Huéng dén sit dung GM / JS-CE-04-10
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binh thudng theo céu hinh duoc str dung.

5. Vi san phfim duoc két ndi véi thiét bi tdn s6 cao, dau ra cia RF

ning luong s¢ duge tao ra khi né duge sir dung. Khuyén cdo ring céc thiét bj khac
tranh xa

tUr by cét polyp ding mét lan.

6. Céc chire ning duoc xéc dinh 13 chitc ning co ban: bay cit polyp ding mét lan
la

dugc két ndi v6i thiét bi tan sé cao duoc st dung ciing nhau va cﬁhg suét diu ra t6i
da

sai sb 1a + 20%.

7. Pé dam bio an toan co ban va hiéu sudt thiét yéu, cAn dam bao ring San phdm
duge st dung trong moéi trudng dién tir dugc chi dinh trong trudng dién tir mire
thép

méi trudng va tranh céc ngudn qua do.

Canh bao:

Khi duge str dung cling véi tt ca cac thiét bi duoc két ndi dy kién, san phdm nay
khéng cé tac dong

trén co so tuan thi tiéu chuén IEC 60601-1-2 ban dau cta thiét bi, khdng c6 dic
biét

xem xét nha san xuét va kidu thiét bj duoc két ndi. Su phat thai

tAn s& hodc dai tin, loai didu ché va dic tinh tin s6, va hiéu qua

cdng suét birc xa phu thudc vao cie thong s6 lién quan cla thiét bi ho tre.
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8. Huéng dan va tuyén b clia cong ty dugc thé hién trong bang 1-2;

Hudng dén st dung GM / JS-CE-04-10
13

Béang 1. Huéng dén va tuyén b clia cong ty - phat xa dién tir

Guide and manufacturer's statement -
electromagnetic emission

The Disposable polypectomy snare is
intended to be used in the following
specified electromagnetic environment in
which the purchaser or user shall ensure
that it is used.

Emission test

Emission
test

‘Emission test

RF emission IEC/CISPR 11

Group 1

Disposable polypectomy
snare must emit
electromagnetic energy in
order to perform their
intended function, and
nearby electronic devices
may |

be affected. According to
item 36.201.1, the
Disposable polypectomy
snare matches the
threshold values of group 1
in standby mode.

RF emission IEC/CISPR 11

Type A

Disposable polypectomy
snare are suitable for use in
all facilities that are not
directly connected to the

P AT



[Dé phong va lam 4m]
1. Thiét bi duoc khir tring bang ethylene oxide nhu mét san phém vo trung vot
thdi gian hiéu luc 1a Hai ndm. St dung mot 14n, tidu hity sau khi st dung, khong sir
dung lai,'cé thé dan dén lay nhidm chéo.
2. Vui long kiém tra han str dung ctia san pham va sir dung trong thoi han quy
dinh.
3. Thiét bi khéng chta ceic bd phéin do nguoi dung bao dudng. Khdng dugce thio
1o, stra déi hodic cb ging dé sira chita, vi didu nay c6 thé dan dén thuong tich cho
bénh nhén hodic nguodi van hanh va lam hong thiét bi.
4. Trude khi dua dng ndi soi va cac phu kién clia né vao co thé bénh nhén,
kiém tra xem bng nbi soi va céc dién cyc tiép xtc c6 canh gé“) ghé hodic géc nhon
hodc bat ky chd 18i nao, va thay thé hoiic ngimg str dung ngay 14p tic néu né cd thé
gy thuong tich cho bénh nhan.
5. Vui long khéng cb ging khir tring dung cu, didu nay c6 thé dan dén nguy co
Huéng din st dung GM / JS-CE-04-10 |
5kiém sodt nhidm trung, nhiém tring ving bi anh hudng cta bénh nhén, hu héng
hoidc truc tric cha
Trang thiét bi.
6. Kiém tra trudce khi st dung xem g6i v6 triing ¢ bi rdch hodc niém phong kém
hodc 4m w6t hay khong. 12 bat ky su bét thudng nao trong bao bi vé triing, bao bi
vo tring d4 bi hu hdng. Pirng st dung nhac cy, vui long str dung nhac cu du
phong.
7. Khéng st dung san phdm nay cho bénh nhan dugc cdy ghép may tao nhip tim.

tin hiéu tin s6 cao va nhiéu phong tia [Ura dién tr san phim nay, tén s6 cao
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public low-voltage power
supply network of
residential buildings or
homes.

Note:The EMISSIONS characteristics of
this equipment make it suitable for use in
industrial areas and hospitals

(CISPR 11 class A). Ifitisused in a
residential environment (for which
CISPR 11 class B is normally required)
this

equipment might not offer adequate
protection to radio-frequency
communication services. The user might
need to

take mitigation measures, such as
relocating or re-orienting the
equipment.”

Table 2 Guide and company statement - electromagnetic immunity

Guide and company statement -
electromagnetic immunity

The Disposable polypectomy snare
is suitable for use in the specified
electromagnetic environment (s)
and it has

meets the following immunity test
levels. Higher immunity levels may
cause the disposable polypectomy
snare’s

essential performance lost or
degraded.
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Immunity test

IEC60601Test
level

| Compliance level

Electrostatic discharge

IEC 61000-4-2

+/- 8 kV contact
+-2kV, +/-4kV, +-8
kV, +/- 15kV air

Radiated RF EM fields

ENCLOSURE PORT
3 V/m, 80 MHz - 2,7

I 1000-4-3
EC 6100 GHz, 80 % AM at 1
kHz
See the RF wireless
communication
Proximity fields from RF IEC 61000-4- equipment table

wireless communications

3:2006+A1+A2

in "Recommended
minimum separation
distances".

Electrical fast
transients/bursts

IEC 61000-4-4

Signal input/output
parts PORT:+ 1 kV,
100 kHz

repetition frequency

List of signal input/output parts

PORT to be tested:

The wire of the Disposable

Polypectomy Snare

Instructions For Use GM/JS-CE-04-10

14

Conducted disturbances
induced by RF fields

IEC 61000-4-
6

PATIENT coupling
PORT, Signal
input/output parts
PORT
3V,0.15MHz - 80
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MHz, 6 V in ISM
| bands

between 0.15 MHz -
80 MHz, 80 % AM at
1 kHz

List of signal input/output parts

PORT to be tested:

The wire of the Disposable

Polypectomy Snare

Power frequency

magnetic field LEC 61000-4- 30 A/m

(50/60Hz) 8

Khoang cach tach biét 181 thidu duge dé xuét

Ngay nay, nhiéu thiét bi khong day RF d& duoc sit dung trong cic dia diém chiam
soc stre khoe khéc nhau, noi y té

thiét bi va / hodc hé théng duoc sir dung. Khi chung duoc sir dung gén thiét bi y té
va/ hodc

hé théng, thiét biy t& va / hosic hiéu sudt co ban ctia hé thdng va hiéu suét thiét yéu
¢6 thé bi anh hudng.

Biy cat polyp dung mét 14n d& dugc thir nghiém véi muc thir nghiém mién dich |
trong bang dudi d‘ﬁy va dap tng

cac yéu cau lién quan ctia IEC 60601-1-2: 2014. Khach hang va / hodic ngudi ding
nén gitp gift muc téi thiéu |

khoang céach gitta thiét bi truyén théng khéng day RF va biy cit polyp ding mét
I4n bang

khuyén nghi duéi day.
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Immunity

Test Maximum | _,
Band ) . Distance | test
frequency Service Modulation | power
(MHZ) (MHz) W) (m) level
(V/m)
Pulse
385 ggg_ ;F(])E(;I‘ RA modulation | 1.8 0.3 27
' 18Hz
FM
430- GMRS 460 | £ 5 kHz
450 470 FRS 460 deviation 2 0.3 28
1 kHz sine
Pulse
. d
710 ;gj I;?,TEI;?’ ¢ modulation | 0.2 0.3 9
’ 217Hz
745
780
GSM
800/900,
TETRA
800, Pulse
800- , )
810 960 iDEN 820, | modulation |2 0.3 28
CDMA 18Hz
850,
LTE Band
5
870
930
1720 1700- | gsm Pulse 2 0.3 28
1990 | 1300, modulation
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CDMA 217Hz

1900;
GSM
1900;
DECT;
LTE Band
I, 3,
4, 25;
UMTS
1845
1970
2400- | Bluetooth, | Pulse
2450 2570 | WLAN, modulation 2 0.3 28
Instructions For Use GM/JS-CE-04-10
15 |
802.11
b/g/n,
RFID 2450, | 217Hz
LTE Band
7
5100 WLAN Pulse
| 5240 5300 802.11 modulation | 0.2 0.3 9
a/n 217Hz
5500
5785 )
[Déng goi va bao quan]

1. G6i don ciia san pham nay duogc dong goi trong tii Tyvek, géi vita trong
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hop gidy va goi bén ngoai trong thiing carton song.

cac phuong tién giao thong thong thuong, cod thé chdng sbc, rung va mua va tuyét

vang tung toe trong qua trinh van chuyén. Ché d¢ van chuyén va bao quan: nhiét

d6 -20 °C ~

60 °C, d6 &m 10% ~ 80%, ap sudt khi quyén 50KPa ~ 160KPa.

céc yéu cau duge quy dinh trong hop ddng dat hang.

2. San phdm nay 13 v6 tring va ding mét lan, Ché do luu trit: nhiét d6 -20 °C ~ 60

°C, d6 am

10% ~ 80%, ap suat khi quyén 50KPa ~ 160KPa.

3. Vui long khéng dit san pham & noi dé lam hong bao bi, am uét hodc hé

Néu khong, tinh vé tring ctia san pham s& bi anh huéng, dan dén nguy co

kiém soat nhiém trung hodc nhiém tring ving bi anh hudng ctia bénh nhan.
[Danh séch cac b phan] Mot bay cét polyp dung mdt 1an, khong ¢é phu kién

khac.

GIAM BAC
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