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Coéng ty TNHH Baxter Viét CONG HOA XA HQI CHU NGHIA VIET NAM
Name Healthcare. Poc 1ap - Tw do - Hanh phiic

S6: 04.2019/ MD-Baxter VN

TP Ho Chi Minh, ngay 25 thang 11 nam 2019

TAI LIEU MO TA TOM TAT KY THUAT TRANG THIET BI Y TE

TECHNICAL BRIEF OF MEDICAL DEVICE
Tii dung dich xa 15L

(15L CYCLER DRAINAGE BAG)

STT Pé muc Noi dung mé ti tom tit
No. Heading Brief description

1 M6 ta san pham trang thiét bj y té
Description of the medical device

1.1 | MG ta trang thiét bi y t& | San phidm nay duoc st dung két nbi voi bo cassette loc
Description of the mang bung (hay con goi la tham phéan phic mac) tu dong.

medical device

1.2 | Danh muc linh kién va | Khong c6
phu kién

List of components and
accessories

1.3 | Muc dich/Chi dinh st | Tui nay duoc dung dé thu thap dich thai ra trong diéu tri

d : 2 5 .
wis loc mang bung (hay con goi 1a tham phan phuc mac) tu
Intended purpose/ use o
dong (viét tat 1a APD).
1.4 | Hudng dan sir dung - Tuan theo k§ thuit vo tring theo cac hudéng din va huan

Instructions for use luyén thuc hanh 1am sang,

- Xé vo tii dich xa.

- Pam bao ring kep da dugce dong trén éng ngin c6 vong
kéo dé tranh 1o ri.

- Thao vong kéo tir dudng dan luu ctia bd cassette trong
may thay dich tu dong.

- Théo nép day phan diu ra khoi voi cua tai xa.

- Ludn voi clia tii xa vao trong cdng cuia duong dan luu
bang cach vira xodn vira dé ching vao nhau cho dén khi

chung vira khit chat.
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STT D¢ muc Noi dung mé ti tom tit
No. Heading Brief description
- Tham khao huéng dan véan hanh dé bét diu qua trinh loc
mang bung tu dong.
- Sau khi hoan tat diéu tri, kep duong day ndi véi tai dan
luu va théo thi ra khoi dudng day dan luu cta méy. Thuc
hién theo cac hudng dan cta dia phuong vé viéc loai bo
cac chat thai cua qua trinh loc mang bung tu dong
1.5 | Chéng chi dinh Khong ¢
Contraindications
1.6 | Canh bao va thén trong | Khong sir dung néu tinh trang déng goi khong toan ven
War m'”é?s and hodc néu nip day phan dau khong & dung vi tri.
precautions
Khéng str dung lai.
Str dung lai hay xir 1y lai thiét bi sir dung 1 1an ¢6 thé din
dén tinh trang nhiém bén va lam giam chtre ning cua thiét
bi hay tinh toan ven cua cdu truc.
Néu khéng thé thuc hién duoc qua trinh dan luu, hiy lién
lac v&i bac s cua ban.
Khéng nén ding cic bd phén thay thé cia cac nha san xudt
khac dé dam bao su an toan va tinh chinh xac.
Thén trong: Can phai kiém tra tit ca nhitng chd két ndi phai
khit vira van trude khi khoi dau dong chay.
1.7 | Tac dung bat 1o ¢6 thé Khéng co
xay ra
Potential adverse
effects
2 | Théng tin sin pham d3 luu hanh tai cac nude (néu c6)
My, Singapore.
3 | Chi dinh d4 dang ky & cac nude khéc (néu co)
Tui nay duoc dung dé thu thap dich thai ra trong diéu tri loc mang bung (hay con goi
1a thim phén phiic mac) tu dong (viét tit [a APD).
4

Thong tin vé tinh an toan/ van hanh déng luu ¥ ctia san pham trang thiét bi y t&: Khong

ghi nhan tac dung bat loi nao
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STT
No.

Dé muc
Heading

Noi dung mé ta tém tit
Brief description

C6 mét vai truong hop tii bi ro ri nhing khéng anh hiong dén tinh an toan khi
sw dung. Cde trueomg hop tii hong déu da dwoce thay bdng tii méi. Khong ghi nhén

bién cé bat loi khi st dung thiét bi nay.

Co s& diang ky luu hanh cam két nhiing ndi dung trén la dung sy thit va chiu trach nhiém

trude phép ludt vé cac thong tin da ké khai néu trén.

We hereby undertake that the contents provided above are true and shall be responsible
before the law for any information declared herein.

Téng gidm dic cong ty TNHH Baxter
Viét Nam Healthcare
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