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WEINMANN Emergency Medical Technology GmbH
PO Box 57 01 53 « 22770 Hamburg * GERMANY

Chi dan an toan quan trong:

medical Mtechnology

Hamburg, thang Nam 2026

Bién phap khac phuc an toan tai hién trwdng déi véi san

phamy té
M3 tham chiéu: FSCA MMS2 2026-05.01 PSSUnnoticedLeak

Bén guri:
WEINMANN Emergency Medical Technology GmbH

Bén nhan: ]
Nguw&i str dung va van hanh ciing nhw dai ly phan phoi

San pham y té dang dé cap (tén thwong mai va ma san pham):
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IBAN DE87 2007 0000 0646 9639 00

IBAN DE44 2005 0550 1032 2626 67

MEDUMAT Standard?
WM 28710-01
MEDUMAT Standard?, may th&, thiét bj co ban khong cé chirc nang do CO;
c WM 28710-02
‘8 MEDUMAT Standard?, may th&, thiét bj co ban c6 chirc nang do CO;
o}
o WM 28710-03
S | MEDUMAT Standard?, may thd, thiét bi co ban khong cé chirc nang do CO;
“@ | va co dau noi khi nén phia sau
=
|_
WM 28710-04
MEDUMAT Standard?, may th&, thiét bi co ban c6 dau ndi khi nén phia sau
va chirc nang do CO;
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WM 29300
MEDUMAT Standard?, may thé khéng cé chirc nang do CO-

WM 29500
MEDUMAT Standard?, may th& cé chirc nang do CO;

WM 29350 .
MEDUMAT Standard?, may thé khéng c6 chire nang do CO; va c6 dau
ndi khi nén phia sau

WM 29550 o
MEDUMAT Standard?, may thé cé dau nodi khi nén phia sau va chirc
nang do CO-

Cac phién ban thwong mai

Kinh thwa Quy vi,

Chét lvong va an toan la wu tién hang dau cla ching t6i. Do do, chung toi mudn xir ly nhét quan va minh
bach nhw thuwéng 1& va dé& nghi ban, trong khudn khd nghta vu hop tac theo luat vé san pham y té, thuc
hién cac bién phap khéc phuc nay dé nguoi ding c6 thé tiép tuc an toan st dung cac san pham clia
chung t6i cho bénh nhan.

1. M6 ta sw c6 va nguyén nhan:

Trong pham vi thwd'ng xuyén quan sat qua trinh dwa san pham vao thi trwo’ng cla chung t6i, da dwa ra
dugc danh gia cac sy co co lién quan dén viéc st dung thwdng xuyén xay ra nhat trong bdi canh tro thé
cép clru 1a do rd ri va tuét méi ndi khdng phat hién gay ra. Tinh trang nay cé thé xay ra do ctr dong hodc
v0 y tac dong trong khi dang thé may.

e RO i & mat na thd

e RO i & hé thdng hd tro duwong the

e RO ri/tudt méi ndi trén hé théng bng, vi du:
o PDaunbibdngthd

Dau cam hé thong 6ng do

Ong thé

Ong diéu khién PEEP

Ong do ap suét

Cam bién kiém tra lvu lwong (FlowCheck)

Ong do khi CO2

Dau bé goc

B6 loc hé théng tro thé

O O O O O O 0 O

2. Bénh nhan chiju nhirng rai ro nao?
Do rd ri ma cé thé ndy sinh tinh trang bénh nhan khéng thé thé nhw nguoi st dung da cai dét. Do tudt hé

théng &ng hodc khong thé thé thong subt tir may thé dén bénh nhan. Diéu nay cé thé gay tén thuwong de
doa tinh mang bénh nhan.
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3. Bién phap trong khi tro’ thé

Lwu y tuén tha chi dan an toan trong huéng dan s dung ciing nhw trong to roi bd sung di kém. Ludn
thwe hién kiém tra chirc nang trwé¢c maoi lan st dung.

Trong khi tro' thé, chu y ro ri va tudt mdi ndi cling nhuw bat budc chu y t&i cdnh bao bao hiéu sy cb nay.

Chi dan vé ro ri nhiéu ho&c tudt méi ndi de doa tinh mang c6 thé phat ra canh bao vé&i cap dd wu tién
cao (do) sau day:

e Ap sudt dworng thé thap

Ngoai ra, chi dan vé ro ri hodc tudt mdi ndi de doa tinh mang cé thé phat ra canh bao v&i cap dé wu
tién cao (do) sau day:

e Ngung th& (khi trg thd khéng xam 1an)
e Dung tich khi thé ra méi phat thap (chi khi thiét bi cé do Iwu lwong)
e RO ri phia bénh nhan (chi trong trvo'ng hop lwva chon CCSV)
Céc gia tri do sau c6 thé bao hiéu rod ri hodc tudt méi nbi:
e Dung tich khi th® ra thap ho&c khéng cé dung tich khi thé ra (Vte)
» Dung tich khi thc’)’ méi phut thap hodc khéng c6 dung tich khi’thc’)’ ra moi phut (MVe)
e Tao ap suat thap hoac khong tao dwgc ap suat (do thi ap suat hoac ap ké)
4. Bén nhan can thwc hién nhirng bién phap nao?
Cung vai tai liéu nay, ban nhé‘n duwoc
e mot biéu mau phan héi
e mot ban treo tai tram
e mot t& rdi hwéng dan st dung kém chi dan bd sung
Ban c6 phai dai ly phan phéi khong?
1. Vui long xac nhan da nhan duoc tai liéu nay qua biéu mau phan héi cham nhét 26.06.2026.
2. Hay dam bao khach hang mua thiét bj ké trén ndm rd nhirng thong tin an toan nay.
3. Ban hdy chuyén ban sao cla tai liéu cling nhw phan dinh kém t&i khach hang c6 lién quan.

4. Hay dé Khach hang xac nhan da nhan dugec tai liéu nay.

5. Bdng thdi hay yéu ciu khach hang thuc hién nhirng bién phap an toan nhw mé ta & trén.
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Ban la ngwoi dung hay ngwoi van hanh may?

medical Mtechnology

1. Vui lIong xac nhan da nhan dworc tai liéu nay qua biéu mau phan héi cham nhét 26.06.2026.

2. Hay dam bao moi ngudi dung thiét bi ké trén nam ré nhivng thong tin an toan nay va nhét a
dwoc d3o tao vé cac bién phap an toan trong khi tro' thé (xem muc 3). O’ day ching t6i hd tro ban
bang cach cung cap ban mau dé treo tai tram ctru ho va to ro hwéng dan st dung ma ban co
thé dung dé théng bao cu thé cho ngudi ding tai tram ctru ho.

Bién phap khac phuc nay 1a bat budc. Co quan chlrc nang chiu trach nhiém da duoc théng bao vé quy

trinh nay.

Lién hé

Néu ban cé cau héi hodc can hé trg, vui long lién hé dai ly ban hang tai dia phwong ban & hoac lién lac

truc tiép véi chang toi:

Dién thoai: +49 4088 18 96 — 0
Email: CustomerService@weinmann-emt.de

Tran trong

WEINMANN Emergency
Medical Technology GmbH

André Schulte

Giam déc diéu hanh

Dr. Florian Dietz
PRRC
Trwdng bo phan QRA toan cau

Tai liéu nay dwoc tao dién tlr va cé hiéu lwc ngay ca khi khong cé chir ky.

Dinh kém

Ban treo tai tram

Biéu mau phan hoéi

T& r&i hwong dan siv dung
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Vui long str dung biéu mau phan héi tai:

FSCA MMS2 2026-05.01 Feedback | WEINMANN Emergency
(https://www.weinmann-emergency.com/de/korrekturmassnahme-im-markt/fsca-mms2-2026-0501/feedback)
Hoac gtri biéu mau phan hoi da dién da thong tin cho ching téi qua email, fax hodc bwu dién :

Email: CustomerService@weinmann-emt.de
Fax: +49 40 88 18 96 - 481

WEINMANN Emergency Medical Technology
Kundenservice

Frohbosestralle 12

22525 Hamburg, BUC

L] Qua day, téi xac nhén da nhan dwec tai ligu nay va toi da doc va hiéu ndi dung tai liéu va sé thwe
hién theo. Tat ca moi nguwdi dung san pham va cac ca nhan can théng bao khac trong t6 chirc
cua téi deu da nhan dwere tai liéu nay. Ngay khi ching t6i chuyén giao san pham cho bén thir ba (ap
dung cho vi du nhw dai ly phan phéi), thi mét ban sao ctia théng tin nay da dwoc chuyén dén cho
bén dé.

Vui long dién day da théng tin bang chir in hoa:

[0 Thoéng tin vé cong ty/td chirc nhw sau:

Ma khach hang:

Céng ty/té chirc + Dia chi:

[0 Téi khéng con s& hiru san pham y té:

0 Chi s& hiru méi la (cong ty va dia chi)

[ Cac san pham y té sau day da bj thai loai (nhap tén ctia san pham y té bao gom ma sé-ri):

Ngay thang, chiv ky Tén (bang chi in hoa)

Cép bac (bang chi in hoa) Email (bang chi in hoa)
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