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STT| Pé muc

| Néi dung mé ta tom tit

1 Mo ta san pham thiét bj y &

1.1 M0 ta thiét bj y
té

Tén san pham: Bo sting ciy md tu than
Chung loai: CHARM-MAFTGUN(Auto)-22

10cc Type

! San phdm 4p dung l

B§ MOVAMID-Kit(Ty déng) / loai 1cc
[CHARM-MAFTGUN(TY ddng)-21]

& B MOVAMID-KIt(Ty a8ng) / loal 10cc
[CHARM-MAFTGUN(Ty ddng)-22}

- Nguyén ly hoat dong

Thlet bi hoat dong bang ngudn dién DC dugc cung cap qua bo bién ap
ndi vao phan tay cam dudi.

Khi nguoi dung bép co diéu khlen mo-to dién bén trong sé kich hoat dé
tu dong day pit-tong xilanh véi toc do va thé tich dugc kiém soat chun
xac theo cac nac cai dit.

Mo (hodc chit lam day) tir xilanh 10cc duoc day qua kim bom chuyén
dung vao viing mé dich theo co ché phan bd vi thé dong déu.

- Tinh nang

Thiét ké roi 2 phan Phan than trén c6 thé thao roi dé tiét trung bang 10
hap; phén tay cam dudi chira nguén/moé-to dién thdo roi khong hap
nhiét.

Diéu chinh thé tich 4 nic: Cho phép kiém soat tdc do va lugng bom mo
cuc ky chinh xac.




-

Pau xoay 360 d¢: HS trg diéu chinh huéng 15 bén cia kim bom linh
hoat dé cay m& deu theo cac 16p sinh hoc.
Tuong thich: Str dung tot véi céc loai xilanh 10cc

Thong s6 ky thuit cia thiét biy té

V61 chung loai: CHARM-MAFTGUN(Auto)-22

Dién ap dau vao (Input): 100 - 240 V

Dong dién dau vao: 0.2 - 0.4 A

Tan s nguon: 47 - 63 Hz

Dién ap / Dong dién lam viéc :5V/ 1.21 A

Trong lugng sing: 436g

Kich thuée (L x W x H): 153.2 x 167.6 x 34.9 mm
Do 6n hoat dong mo-to: < 80 dBA

Tudi tho mo-to: 1000 - 3000 gidr

Mai truong hoat dong: Nhiét do: 5 ~ 35 do C; P am: 0 ~ 90% RH;
Ap suét: 80 ~106 Kpa.

Phan than trén:

e Than stng trén

e B0 chuyén doi ong tiém

e Kim bom m& dau tu ¢6 16 bén.
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e Kim bom dung dich gay té cuc bd

S —

e Kim hut mo

- Phén than dudi:
e Than sung dudi

L Tdng quan




2. Nap 8ng tiém cho
Ly tdm-cc
b. BY chuyén 06 Sog tibm-TS ™

¢. Cannula tiém kim ng

blunt d8c quyén hai I
bén- 16G{J14G kém stylet..........

e. Cannula hit-2 Smm —
kém stylet i
f. Gia Ong Iy thm

~-TRACK 03
. MAFT-GUN({Auto}BOX-BOX 22

Duyng oy MAST-GUN(Autoosi 10cc
(CHARM-MAFTGUN(Auto)-22)

h. MAFT-GUN{Auto} ADAPTER(SV/2.4A)
i. MAFT-GUN{Auto) BOX -BOX 22 (EP)
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Danh muc linh
ki¢n va phu kién

Phu kién:
o B0 bién ép: Day nguon két noi

 Hop dung phan than dud6i va adapter
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« Hop dung phan thén trén

anh fig.g

¢ :" theo cdc bifu tuong ohi din va
nit dé ma MAFT-GUN{Auto} BOX-BOX 22 )

o Gid d& 6ng ly tam

1.3 Muc dich/Chi Thlet bi dugc sir dung dé cay ghép mo tur than, tiém chit lam day mo
dinh sir dung  |mém, tiém cac chét long va vat liéu y té ban ran twong thich sinh hoc
khéc.
1.4 Huéng dan st [Lap rap & Chuan bi vo trung

dung

1. Néi day ngudn bién ap vao jack cim dudi tay cam sung, lau sach

bing con 75°.
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2. Ludn phan tay cam dudi vao tii vo trung boc lai dé dam bao vo
khuén. ’ s :

3. Tién hanh gin phan than trén (da hp vo tring) vao phan tay cam
dudi qua tai boc va bude day c¢d dinh tii.

Gan kim va xilanh , :

1. Xoay niim diéu chinh fine-tuning chon nac thé tich mong muon

2. Lip kim bom vao dau kep xoay 360 do, day dia tron khéa ¢o dinh
kim. \

3. Nhén nit tho tai, dong thoi kéo thanh day pit-tong vé sau.

4. Pat xilanh 10 cc da chira m& [én gia dinh vi, ndi vao dau kim, cin
chinh dudi pit-tong khép véi tim day.

5. Nhéin co nhe nhang dé day hét bot khi ra ngoai cho t6i khi giot m&
dau tién xuat hién & dau kim.

Thay xilanh trong qua trinh phau thuat L :

« Nhén giir ntt Unload button va kéo thanh ddy pit-tong vé sau hét
¢d, sau do, ldy xilanh rdng ra va thay xilanh m& méi vao.

V¢ sinh & Tiét tring sau sir dung

« Lam sach: Ngam phan than trén va cac kim bom vao dung dich
lam sach trung tinh (pH = 7) hodc enzym trung tinh trong 15-20
phut (40-50 °C). Dung nong thong va ban chai chuyén dung dé
rira sach du chit md/mau bén trong kim. Thdi kho va sdy kho
hoan toan.

o Tay cam dudi: Chi lau bing cbn 75°, tuyét déi khong nhung
nudc.

o Tiét trung: Hép tiét tring phan than trén va kim cannula & 121°C
trong 30 phut (hodc 134°C trong 20 phut).

1.5 (Chong chi dinh [Cac vat liéu khéac chua dugc phé duyét theo quy dinh y té lién quan hodc
vat liéu ghép m& dong loai/khac loai déu bi loai trir khi st dung bd san

ham nay.
1.6 (Canh bao va 1. Trude khi st dung, bao dam ph'?ln than trén co thé thao roi cua thiét

than trong

b1 da dugc tiét khuan ding cach (tiét khuin toan bo bo dung cu bang
ndi hap tiét khuan & 121°C (250°F) trong 15 phuat. Chi st dung sau kh1
da xac nhan viéc tiét khuan bang bang chi thi tiét khuin dung cho noi
hap.

2. Trude khi st dung tay cam phan than duéi, lau bang con 75%. Sau
do, boc tay cam bang tui vo khuén trong sudt qué trinh sir dung.

3. Thu thuat phai duogc thuc hién boi béac si c6 chuyén mon, mic trang
phuc v6 khuan va gang tay vo khuén, trong mdi truomg vo khuan theo
hudéng dan trong tai liéu huéng dan sir dung.

4. Bé bao dam st dung thiét bi an toan, st dung bd chuyén d6i ngudn
do nha san xuat chinh hang cung cép theo dung thong sé ky thuit.
Khong tu y thay thé b chuyén dbi ngudn.

5. Tranh d¢ thiét bi chiu anh huong ciia nhidu dién tir (EMI) trong qué
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trinh str dung.

1.7 [Tac dung bat lgi |C6 thé xay ra bién chimg hodc tac dung khong mong mudn:

6 thé xay ra Téc mach hodc Hoai tir trung tdm: Do tiém tdp trung qua nhiéu md

tai cung mot vi tri/diém tiém.

L Cay qua tay: Tiém vuot qué thé tich can thiét & mot ving mo.

L Nhiém trung hodc phan tng viém tai chd: Do vi pham quy trinh vo

tring hodc vé sinh tiét trung thiét bi khong diing céch. :

L Khong déu / Bé mat gb gé: Do ky thuat tiém khong rai déu theo ting

16p sinh hoc (ndng, trung gian, sau).

Thong tin san pham da luu hanh tai cac nude (néu c0): Dai Loan

Chi dinh da dang ky & cac nude 1a nhw nhau.

Thong tin vé tinh an toan/ van hanh dang luu y ctia san pham thiét bi y té

40 cao danh gia 1am sang ddi véi thiét bi y té loai C, D khong phai thiét bi y té chan

doan in vitro

5.1 Panh gid 1am sang  [Khong ap dung

5.2 [Tai liéu tham khao  [Khong ép dung }\
z
I
I

17,3 E=N (OS] | )

cua danh gid lam sang

Co so dang ky luu hanh cam két nhitng nodi dung trén 1a dung su that va chiu trach nhiém tr

phap luat vé cac thong tin da ké khai néu trén. g

Nguwoi dai dién hgp phap cia co sé
Ky tén (Ghi ho tén day du, chirc danh)
Xdc nhdn bang dau hodc chit ky




