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Hudng dan st dung Ong thong dung trong can thip va
chan doan mach mau than kinh

Tén san pham

Ong thong dung trong can thiép va
chan doéan mach mau than kinh

Pon vi ding ky /Nha san xut /Dich
vu sau ban hang

Weihai Hemo Jirui Bio. Technology
Co,, Ltd.

Dia chi cua Pon vi dang ky /Nha
san xuat /Dich vu sau ban hang

Weihai Torch Gaojishu Industry
Development Zone 213, Torch
Innovative Innovation Base Blk A,
Level 3

Pia chi san xuat

Weihai Torch Gaojishu Industry
Development Zone 213, Torch
Innovative Innovation Base BIk
A,301-351

Thong tin lién h¢ cua Pon vi dang ky
/ Nha san xuat:

Tel: 0631-5656601
Ma buu dién: 264209

Gidy phép nha san xuét

Lu Province Food and Drug
Supervision Administration of
Medical Device Manufacturing
License No. 20200053

Gléy ching nhan dang ky thiét bi y
té / S6 yéu cau k¥ thuat san pham

NMPA Registration No.
20203030224

Céc bo phan va két cdu cia san
pham

San pham nay bao gom mot Ong
thong ding trong can thiép va chan
doan mach mau than kinh va 6ng
thong dan huéng. San pham duoc
tiét tring bang EO va chi sir dung

mot lan
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Ngay san xuat

Tham khao trén nhan

Han su dung

Tham khao trén nhan

Phién ban huéng dan st dung 29/08/2022

1. MO TA SAN PHAM

Ong thong duing trong can thiép va chan doan mach méau than kinh cit bo huyét kh6i noi
s (sau déy goi la Ong thong duing trong can thiép va chan doan mach mau than kinh ) 1a
mot 6ng thong don long, bén va cudn tang cuong vdi d§ cung thay doi, trong d6 déau xa
¢6 danh déu can quang dé theo doi vi tri cua Ong thong va dau gan mang ong thong trung
tam dé tao diéu kién két ndi véi cac dung cu khac. Kich thude Ong thong dung trong can
thiép va chan doan mach mau than kinh c6 thé dwoc tim thiy trén nhéin ciia mdi dung cu.
B ong thong ERAC-088 Ong thong dung trong can thiép va chan doan mach mau than
kinh tuwong thich véi vo boc dng dat > 8F va day dan hudng < 0,38”’. Céc thong s ky
thuat khac twong thich voi day dan huéng va cac dung cu can thiép khac 1a 0,014 "-

0,038". Cac dng thong hd trg bo sung ciing c6 thé dugce sir dung dé gitp cho viée tiép can

hé thong mach mau muc tiéu.

Céc thong s6 dic trung dugc chi ra trong Bang 1.

Bang 1— Cac Model va cac thong s6 dic trung tuong mg

Model va thong x

s Pwong kinh gan (mm) Puwong kinh xa (mm) Chidu dai
ERAC- Dlr(‘trrnognginh Du’ﬁ:lglgéﬁinh Dwir;gnlginh Dlrir:gg ;inh ﬁn%ctrlr:c;)ng
088-80 >2.16 2.75 >2.16 2.70 80
088-90 >2.16 2.75 >2.16 2.70 90
088-100 >2.16 2.75 >2.16 2.70 100
071-95 >1.70 2.10 >1.70 2.10 95
071-105 >1.70 2.10 >1.70 2.10 105
071-115 >1.70 1.70 >1.70 1.70 115
071-125 >1.70 1.70 >1.70 1.70 125
071-130 >1.70 1.70 >1.70 1.70 130
065-117 >1.55 1.98 >1.55 1.98 117
065-127 >1.55 1.98 >1.55 1.98 127
065-132 >1.55 1.98 >1.55 1.98 132
060-117 >1.45 1.90 >1.45 1.90 117
060-127 >1.45 1.90 >1.45 1.90 127
060-132 >1.45 1.90 >1.45 1.90 132
055-117 >1.30 1.75 >1.30 1.75 117
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055-127 >1.30 1.75 >1.30 1.75 125
055-132 >1.30 1.75 >1.30 175 132

2. CHI PINH SU DUNG

Ong théng duing trong can thiép va chin doan mach méau than kinh duoc chi dinh dé dua
cac thict bi can thi€p hoac chan doan vao mach mau ngoai vi va than kinh

3. CHONG CHI PINH
Chua c6 chéng chi dinh nao dugc ghi nhan.
4. CAC CANH BAO

Chi céc bac si da duoc dao tao phu hop vé cac k¥ thuét can thiép méi dugce su
dung Ong thong duing trong can thiép va chin doan mach méu than kinh

Khi sir dung Ong thong duing trong can thiép va chan doan mach mau than kinh,
phai 4p dung céc k¥ thuat tiéu chuén dé din hudng dng thong, vi dng thong va
day dan huéng. )

Khéng st dung Ong thong dung trong can thiép va chan doan mach mau than
kinh sau ngay ‘han str dung’ dugc in trén nhan san pham trong bat ky trudong
hop nao. )

Hét sirc than trong khi tinh tién Ong thong dung trong can thiép va chan doan
mach méu than kinh gan hodc qua bat ky noi nao c¢6 chimg phinh dong mach
hodc cac di dang mach mau khac.

5. PE PHONG

1 Ong thong ding trong can thiép va chan doan mach mau than kinh chi danh cho
muc dich sir dung mot 1an. Khong tiét tring lai hodc téi sir dung. Thai bo Ong
thdng dung trong can thiép va chan doan mach mau than kinh sau khi sir dung
theo chinh sach ciia bénh vién va / hodc chinh quyén dia phuong.

1 Can kiém tra can than Ong thong dung trong can thiép va chan doan mach mau
than kinh va bao bi v triing clia san pham trudc khi st dung.

o Khéng str dung dung cu néu bao bi da bi m¢ hodc bi hong.

o Khéng str dung dung cy bi gép khuc hoic bi hong.

Chon thong s6 ky thuat t6i vu cua Ong théng dung trong can thiép va chan doéan
mach mau than kinh theo duong kinh mach mau myc ti€u.

Sir dung Ong thong dung trong can thiép va chén doan mach mau than kinh véi
n6i soi huynh quang dé quan sat.

| Piéu hudng can than Ong thong ding trong can thiép va chan doan mach mau
than kinh khi di qua nhig noi c6 giai phiu ubn khic.

1 Khong tinh tién hodc rat bat ky phu kién nao thong qua Ong théng ding trong
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can thi¢p va chén doan mach mau than kinh khi c6 can tré cho dén khi xac dinh
dugc nguyén nhan can tré bang phuong phép noi soi huynh quang. Néu khong
xac dinh dugc nguyén nhéan, hay rat toan bo Ong thong ding trong can thiép va
chén doan mach mau than kinh va cac phu kién cta n6 ra. Van hanh hoac xoay
dung cu chdng lai lyc can ¢ thé gay ra hu hai cho hé thong mach mau hoic
dung cu.

Can thyuc hién cac bién phap ngan ngtra hodc giam dong mau khi sir dung bét ky
ong théng nao trong dng thong mach mau. Can nhic viéc sir dung hé thong co
heparln va cac - dung dich tiét trung c6 heparin.

Tiép tuc truyen dung dich x6i rura thich hop. Néu sur dung dung dich ria
heparine, can luu y dén lwong heparin bd sung dugc cung cap qua dung dich rira
aé ' ngan ngira r0i loan déng mau va chay mau quéa nhiéu tai vi tri tiép can.

Néu dong chay qua Ong thong dung trong can thiép va chan doan mach mau
than kinh bi han ché, dimg c6 géng lam sach 10ng ciia n6 bang cach truyén dich.

Hay thao va thay thé dung cu.

Kiém tra xem dudng kinh ngoai tdi da cua Ong théng ding trong can thi¢p va
chan doan mach mau than kinh tuong thich véi | duong kinh trong t6i thiéu cua
bét ky dng thong hd tro hodc phu kién nao khi Ong théng ding trong can thiép
va chan doan mach mau than kinh dwge du dinh dua qua.

Kiém tra xem dudng kinh ngoai tdi da cua bat ky dng thong hd tro hodc dung cu
nao du dinh dua vao Ong thong dung trong can thiép va chén dodn mach méau
than kinh déu tuong thich v6i duong kinh trong t6i thiéu ciia Ong théng ding
trong can thiép va chan doan mach mau than kinh .

I—_)iéu can thiét 13 sir dung dung cu dat éng thong trong khi chuyén ERAC-088
Ong thong ding trong can thiép va chan doan mach mau than kinh qua vé boc
cua dung cu dat vao bénh nhan, dé tranh gép khuc va cac hu hong khac cho dung
cu.

RHV nén duoc sir dung thich hop trong suét cudc phiu thuat dé giam thiéu mat
mau. Tinh trang mat méau trong khi phiu thuat ciing can duoc theo ddi trong subt
cudc md dé dam bao co thé thuc hién can thiép thich hop khi can thiét.

Kiém tra xem Ong thong dung trong can thiép va chan doan mach mau than kinh
da twong thich véi bat ky dung cu nao da dugc cay ghép trude dé cho bénh nhan
chua.
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6. CAC BIEN CHUNG TIEM AN

Céc bién chimg tiém an bao gdm nhung khong giGi han:

+ Nh6i mau co tim cap tinh + Nhiém tring, nhiém tring huyét

« Téc mach cap tinh * Xuét huyét ndi so

« Cit cut chi « Thiéu mau cuc bd cuc bd

« Réi loan nhip tim (bao gdm rung « Di tat than kinh (bao gdm ca dot quy)
that) * Hinh thanh phinh dong mach gia

« Phui no « Ty mau hodc xuit huyét tai chd choc hut
« Nhdi mau / hoai tir « Phan mg / phan g di (g voi chat can
+ R6i loan dong mau quang

» Tu vong « Suy than / suy than do chét can quang

« Thuyén tic xa « Huyét khoi

* Nghén mach « Pau thit nguc khong 6n dinh

« Sbt « Tén thuong mach mau (vi du boc tach,

« Huyét ap cao thing, vo)

« Huyét ap thap « Co thit mach

Bio cio phan irng phu/ sw ¢o

Bat ky phan tmg phu /su ¢b bat loi nghiém trong nao xay ra lién quan dén dung cy déu
can dugc bao cao cho nha san xudt va co quan c¢6 thim quyén cua qudc gia hién hanh

Trang 5/10



7. QUY TRINH THUC HIEN LAM SANG

Chuén bi thiét bi

7.1 Tuy theo duong kinh ciia mach mau va chiéu dai cua duong can thigp dén ton
thuong dich, chon mot Ong thong dung trong can thiép va chan doan mach mau
than kinh c6 kich thuéc thich hop (xem Béng 1).

7.2 Néu sir dung ERAC-071 Ong thong duing trong can thiép va chan doan mach méau
than kinh hodc mot hé théng nho hon, thi nén sir dung ERAC-088 Ong thong dung
trong can thiép va chan doan mach mau than kinh 1am 6ng thong dan hudng cho
h¢ théng nhé hon. )

7.3 Chon mét dng théng hd trg phit hop, néu can, dua trén kich thude cua Ong thong
dung trong can thiép va chan do4an mach mau than kinh duoc sir dung, mach dich
va cau tric giai phau dé hd tro viée dwa Ong thong dung trong can thiép va chan
doan mach méu than kinh vao.

7.4 M6 hop bao bi. Sir dung k¥ thuat vé tring, mé thi bao bi chinh va cin than chuyén
san pham vao mdi trudng vo trung.

7.5 Nhe nhang thao Ong thong dung trong can thiép va chan doan mach mau than kinh
ra khoi dng bao vé va RHV khoi gia da.

7.6 Kiém tra Ong thong dung trong can thiép va chan doan mach mau than kinh va
c4c phu kién ciia né xem c6 bi gap khiic hodc cac hu hong khac khong. Néu phat
hién thay bat ky hu hong nao, khong sir dung dung cu nay. Thay thé n6 bang mot
dung cu moi.

Quy trinh vin hanh (Sir dung cho Ong théng ding trong can thiép va chéin doin mach
mau thin Kinh véi ng thong ho tro)

7.7 Kétndi RHV vé6i dau ndi luer gan cuia trung tdm Ong thong.

7.8 Lam u6t bé mat bén ngoai cua Ong thong ding trong can thiép va chan doan mach
mau than kinh va rira sach 1ong 6ng thong va RHV bang nuéc mudi heparin hoa.

7.9 Mo RHV va dua day dan hudng c6 / khong c6 dng thong hd trg vao Ong thong
dung trong can thiép va chan doan mach méu than kinh cho dén khi dau xa cua
day dan huéng hodc dng thong hd tro chi di qua dau xa cua Ong thong ding trong
can thiép va chan doan mach méau than kinh , sau d6 thit chit RHV dé c6 dinh day
dan hudng hoic éng thong hd tro tai chd.

Chay

- bng thong c6 mot dau vat. Dau xa cua éng théng hd tro phai di qua du vat.

- Khong siét qua chat RHV, néu khong né c6 thé 1am bién dang long ctia 6ng thong
va can trg viéc di qua ciia day dan hudng. )

7.10 Tuy thudc vao kich thudce ciia dng théng hd tro hodc Ong thong dung trong can
thiép va chan doan mach méu than kinh , mot day dan huéng 0,014 "-0,038" ¢6 thé
dugc dua vao Ong thong dung trong can thiép va chan doan mach mau than kinh
gian va tinh tién cho dén khi dau xa ciia n6 thing hang véi dau xa cua Ong thong
ding trong can thiép va chin doan mach mau than kinh

Note:
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7.11Can than truot dung cu dit éng thong xuong Ong thong dung trong can thiép va
chan doan mach mau than kinh tir vi tri ban dau ciia n6 (dit trén b giam lyc cang)
dén murc hoi qua dau xa ctia Ong thong ding trong can thiép va chan doan mach
mau than kinh .
Note: Sir dung dung cu dat dng thong trong khi dwra ERAC-088 Ong thong diing trong
can thi¢p va chan doan mach méau than kinh qua dung cu dan huéng c6 vo boc dit vao
bénh nhan, dé tranh gip khac va cac hu hong khac cho dyng cu.
7.12Nhe nhang dua dung cu dat 6ng thong, ERAC-088, 6ng thong hd trg va day dan
hudng (sau day duoc goi 1a cum dung cu Ong thong duing trong can thiép va chan
doan mach mau than kinh ) vao trong vo boc dung cu dit.
Note: Sir dung dng thong dan hudng trong khi dua Ong thong ding trong can thiép va
chin doan mach mau than kinh ERAC-088 qua vo boc vao bénh nhén, dé tranh lam
hong dau thiét bi.

7.13Nhe nhang dua bd dng thong dan huéng, ERAC-088, dng thong hd tro va day din
huéng (sau day dugc goi 1a cum Ong thong dung trong can thiép va chin doan
mach méau than kinh ) vao vé boc éng dan
7.14Dudi ndi soi huynh quang, tinh tién b Ong thong ding trong can thiép va chan
doan mach mau than kinh théng qua dung cu dat dng thong vao vo boc din hudng
va vao hé thong mach méu ctia bénh nhan.
7.15Khi dau xa cua Ong thong ding trong can thiép va chin doan mach méau than kinh
da duoc tinh tién qua diu xa cua vo boc dung cu dan huéng, hiy truot ddu éng
thong dan hudng trg lai vi tri ban dau cua no.
7.16Thong qua ndi soi huynh quang, tinh tién Ong thong duing trong can thiép va chan
doan mach méau than kinh vao mach mau muc tiéu.
Luuy: Néu chat can quang duoc tiém qua ong thong hd trg, rit day dan huéng va hut
1ong dng théng hd tro trudc khi tiém. Néu chét can quang dugc tiém qua Ong thong
dung trong can thiép va chén doan mach mau than kinh , rat ong thong hd trg va / hodc
day dan hudng va hit sach 1ong cua Ong théng ding trong can thiép va chan doan
mach mau than kinh trude khi tiém.
7.17Trong qua trinh dat Ong thong duing trong can thiép va chan doan mach mau than
kinh , st dung 6 ong thong ho trg hodc day dan hudéng dé chon mach méau myc tiéu.
7.18Sau kh1 tiép can dugc véi dng thong hd trg va / hodc day din hudng, hay tinh tién
Ong thong dung trong can thiép va chan doan mach mau than kinh dén mach méau
muyc tiéu qua ong thong ho trg hodc day dan hudng.
7.19Tlep tuc dén bude 7.20 néu co thé tlep can mach mau muc tiéu béng ERAC-088.
Ngoai ra, chuén bi mot 6ng thong nho hon, vi dy, ERAC-071 theo cac bude 7.1-
7.9. Tinh tién dng thong nho hon vao ERAC-088 theo cac k¥ thuat tiéu chuan dé
dan dng thong, vi dng thong va cac day dan hudng.
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7.20Sau khi dinh vi, Ong thong diing trong can thiép va chan dodn mach mau than kinh
6 thé duogc sir dung dé dua cac dung cu can thiép hoac chan doan vao mach mau
muc tiéu.
Luu y: Pam bao rang duong kinh ngoai tdi da cua bat ky 6ng thong hodc dung cu phu
trg ndo tuong thich véi dudng kinh trong cuia thong s k¥ thuat di chon ciia Ong thong
ding trong can thiép va chan doan mach mau than kinh .
7.21Sau khi phiu thuat xong, rit Ong théng ding trong can thiép va chan doan mach
mau than kinh qua vé boc dung cu dit theo quy trinh thao tic chuan.
7.22Thai bo Ong thong dung trong can thiép va chan doan mach méau than kinh mot
cach thich hop theo quy trinh ctia co quan.

8. PONG GOI

Ong thong dugc dat trong mot dng bao vé va sau d6 duoc gin cung vai bat ky phu kién nao
1én thé dong goi. Thé dong gbi duwoc dua vao tii Tyvek® sau d6 duge niém phong dé duy
tri d§ vo trung sau khi tiét trung.

Thiét bi dwoc khir tring bang ethylene oxide (EO).

Ong thong s& van vo tring trir khi bao bi chinh bi mé, bi hu hong hoic hét han st dung.

9. BAO QUAN

Béo quan san phdm & nhiét d6 phong. Giir kho réo va tranh anh ning mat troi. Tréanh ap
Iuec.

Khong str dung dung cu vuot qua thoi han st dung dugce dan nhan.

Khong sir dung dung cu néu bao bi da bi mé hoac bi hong.

Khong str dung dung cu néu nhan cua né khong day di hodc khong doc duoc.

10. BANG CHU GIAI BIEU TUQNG

Biéu twgng Dinh nghia

‘ Nha san xuét
& Ngay san xuét
g Han su dung

LOT S6 16
REF Sb catald
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Tiét trung bang Ethylene Oxide

Khoéng duoc tiét trung lai

Khong duoc sir dung néu bao bi bi hu hong
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Tranh anh sang mat troi

Gitr kho

Khong duoc tai st dung

Tham khao Huéng dan sir dung

Thén trong
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Khéng sinh nhiét
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Dungcuy té
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