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1 M5 ta san pham thiét bi y té

1.1

Mo ta thiét bi
y té

Tén san pham: Bo sung cdy md tu than
Chung loai: CHARM-MAFTGUN(Auto)-21
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- Nguyén ly hoat dong

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

Khi nguoi dung bop co diéu khlen mo-to dién bén trong s€ kich hoat dé tu
dong day pit-tong xilanh vdi téc do va thé tich duoc kiém soat chuan xéc
theo cac nac cai dat.

M@ (hodc chat lam day) tir xilanh 1cc dugce day qua kim bom chuyén dung
vao vung mo dich theo co ché phén bo vi thé dong déu.

- Tinh nang

Thiét ké roi 2 phan: Phén théan trén c6 thé thao roi dé tiét trung bang 16 hép;
phan tay cam dudi chira ngudn/mo-to dién thao roi kKhong hap nhiét.

Diéu chinh thé tich 4 néc: Cho phép kiém sodt toc do va lugng bom md cuc
ky chinh xac.

Dau xoay 360 do: Hd trg diéu chinh huéng 16 bén cua kim bom linh hoat

dé cdy md déu theo céc 16p sinh hoc.

Twong thich: Str dung t6t vdi cac loai xilanh 1cc

L Thong sé ky thuét cia thiét biy té
Véi chung loai: CHARM-MAFTGUN(Auto)-21




Dién ap dau vao (Input): 100 - 240 V

Dong dién dau vao: 0.2 - 0.4 A

Tan s6 nguon: 47 - 63 Hz

Dién ap / Dong dién lam viéc :7 V/0.67 A

Trong lugng sting: 385g

Kich thude (L x W x H): 153.2 x 155.2 x 34.9 mm

Do 6n hoat dong mo-to: < 80 dBA

Tudi tho mé-to: 1000 - 3000 gior

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

Phén than trén:

e Than stng trén

e Nip khoa xilanh khi ly tim m&

e B chuyén doi Ong ti€ém

e Kim bom md dau tu cé 10 bén.

e Kim bom dung dich gy t€ cuc b
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e Kim hut m&

L Phan than duéi:
e Théan sung dudi
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« Hop dung phan than dudi va adapter

« Hop dung phan than trén
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1.3 Muc dich/Chi[Thiét bi duoc sir dung dé cay ghép md tu than tiém chat lam day mo mém,
dinh str dung tiém céc chat long va vat liéu y té ban rin tuong thich sinh hoc khac.
1.4 Huéng dan  [Lap rap & Chuén bj vo tring
su dung 1. Nbi day ngudn bién ap vao jack cam dudi tay cam sing, lau sach
bang con 75°.
2. Ludn phan tay cam dudi vao tai vo trung boc lai dé dam bao vo
khuan.
3. Tién hanh gin phan than trén (dd hap vo trung) vao phan tay cam
dudi qua tai boc va bude day ¢b dinh tui.
Gén kim va xilanh
1. Xoay niim diéu chinh fine-tuning chon nac thé tich mong muén (1
dén 4).
2. Lap kim bom vao dau kep xoay 360 do, day dia tron khoa c¢b dinh
kim.
3. Nhén nut thao tai, dong thoi kéo thanh day pit- tong vé sau.
4. Dat xilanh lcc da chra md Ién gia dinh vi, ndi vao dau kim, can
chinh dudi pit-tong khdp véi tam day.
5. Nhén co nhe nhang dé day hét bot khi ra ngoai cho téi khi giot m&
dau tién xuét hién ¢ dau kim.
Thay xilanh trong qua trinh phau thuat
« Nhin gilr nit Unload button va kéo thanh day pit-tong vé sau hét cd,
sau do, ldy xilanh rdng ra va thay xilanh m& méi vao.
V¢ sinh & Tiét trung sau st dung
« Lam sach: Ngam phan thén trén va cic 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 chat md/mau bén trong kim. Thoi kho va sy kho hoan toan.
 Tay cam dudi: Chi lau bang con 75°, tuyét ddi khong nhiing nude.
o Tiét trung: Hép tiét trung phan than trén va kim cannula ¢ 121°C
trong 30 phut (hodc 134°C trong 20 phut).
1.5Chong chi  [Cac vat liéu khac chua duoc phé duyét theo quy dinh y té lién quan hodc vat
dinh liéu ghép m& dong loai/khac loai déu bi loai trir khi sir dung bd san pham
nay.
1.6 |Canh bao va | 1. Trudc khi sir dung, bao dam phan than trén c6 thé thdo rdi cua thiét bi
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than trong

5. Tranh dé thiét bi chiu anh huong cua nhiéu dién tir (EMI) trong qua trinh

da dugc tiét khuan ding céch (tiét khuan toan bd bd dung cu béng ndi hép
tiét khuan ¢ 121°C (250°F) trong 15 phut. Chi sir dung sau khi da xac nhan
viéc tiét khuan bang bang chi thi tiét khuan ding cho ndi hap.

2. Trudce khi sir dung tay cam phan than dudi, lau bang con 75%. Sau do.
boc tay cam bang tai vo khuan trong sudt qua trinh sir dung.

3. Thu thuat phai dugc thuc hién bdi bac si c6 chuyén mon, mac trang
phuc v khuan va ging tay vo khuin, trong méi truong vo khuan theo
huéng dan trong tai liéu huéng dan str dung.

4. Dé bao dam sir dung thiét bi an toan, sir dung bo chuyén dbi ngudn do
nha san xuat chinh hang cung cép theo dung thong s6 k¥ thuat. Khong tu y
thay thé bo chuyén ddi ngudn.

1.7 [Tac dung bat
loi c6 the xay
ra

su dung. A
Co theé xay ra bién ching hodc tac dung khong mong muon: '

Téc mach hodc Hoai tir trung tam: Do tiém tap trung qua nhiéu
ciing mot vi tri/diém tiém.

Céy qua tay: Tiém vuot qua thé tich can thiét & mot viing mo.
Nhiém tring hodc phan tng viém tai chd: Do vi pham quy trinh v6 tring
hodc vé sinh tiét tring thiét bi khong dung cach.

Khong déu / Bé mit gb gé: Do k¥ thuat tiém khong rai déu theo timg 16p
sinh hgc (ndng, trung gian, sau).

Thong tin san phém da luu hanh tai cac nudce (néu c6): Dai Loan

Chi dinh da dang ky ¢ cac nugc la nhw nhau.

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

| |WIN

Bao c4o danh gia lam sang dbi véi thiét bi y té loai C, D khong phii thiét bi y té chan
doan in vitro

5.1 Panh gia 1am sang [Khong ap dung

5.2 [Tai liéu tham khao [Khong ap dung
cua danh gid lam

ang

Co s¢ dang ky Iuu hanh cam két nhitng ndi dung trén la ding su that va chiu trach nhiém trudc
phép luat vé céc thong tin da ké khai néu trén.

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




