TIENG VIET (VI)

ng dung ECG

Hwéng dan st dung
HWONG DAN SU’ DUNG

ng dung ECG 1a mét ng dung y té di déng chi cé trén phdn mém dwoc st dung voi
Apple Watch dé tao, ghi, lwu tri, truyén va hién thj dién tam dd (ECG) mét kénh twong
tw nhw ECG dao trinh I. 'ng dung ECG x&c dinh sw hién dién cla rung tdm nhi (AFib)
hoac nhip xoang trén mét dang séng co thé phan loai. Ung dung ECG khong dugc dé
xuét cho nhirng ngwdi méac cac chirng loan nhip tim khac da biét.

ng dung ECG st dung dwo'c ngay ma khéng can chi dan cta bac si (OTC). D liéu
ECG dwoc hién thj bdi 'ng dung ECG chi nham muc dich cung cp théng tin. Nguoi
dung khéng nén tw suy luan hodc tién hanh hoat déng lam sang dwa trén két qua dau
ra cua thiét bi ma khéng héi y kién ctia chuyén gia cham séc stre khde cé chuyén mén.
Muc dich ctia dang séng ECG 1a bb sung cho phan loai nhip nham phan biét AFib v&i
nhip xoang thdng thwéong va khdng nham thay thé cac phwong phap chan doan hodc
diéu tri truyén théng.

ng dung ECG khéng danh cho nhirtng nguoi dudi 22 tubi st dung.
MUC DPIiCH SU’ DUNG (VUNG EU)

ng dung ECG 1a mét ng dung y té di déng chi cé trén phdn mém dwoc st dung voi
Apple Watch dé tao, ghi, lwu tri, truyén va hién thj dién tam dd (ECG) mét kénh trong
tw nhw ECG dao trinh I. 'ng dung ECG x&c dinh sw hién dién cla rung tdm nhi (AFib)
hoac nhip xoang trén mét dang séng co thé phan loai. Ung dung ECG khong dugc dé
xuét cho nhitng ngwdi méc cac chirng loan nhip tim khac da biét.

ng dung ECG st dung dwo'c ngay ma khéng can chi dan cta bac si (OTC). D liéu
ECG dwoc hién thj bdi 'ng dung ECG chi nham muc dich cung cp théng tin. Nguoi
dung khéng nén tw suy luan hodc tién hanh hoat déng lam sang dwa trén két qua dau
ra cta thiét bi ma khéng héi y kién ctia chuyén gia cham séc stre khdée cé chuyén mén.
Muc dich ctia dang séng ECG 1a bb sung cho phan loai nhip nham phan biét AFib v&i
nhip xoang thdng thwong va khédng nham thay thé cac phwong phap chan doan hodc
diéu tri truyén théng.

ng dung ECG khéng danh cho nhirtng nguoi dudi 22 tudi st dung.

Déi twong muc tiéu va Muc dich st dung

Yng dung ECG danh cho nhitng ngudi tir 22 tudi tré 1én st dung. Viéc st dung (rng
dung khéng yéu ciu diéu kién |am sang cu thé ndo. Nhirng ngwdi ding quan tam dén
viéc tim hiéu thém vé strc khde tim mach cé thé lwa chon kich hoat tinh ndng sau khi
hoan thanh qua trinh lam quen thanh cong.
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MUC DPICH SU’ DUNG (VUNG KHONG THUOC EU & HAN QUOC)

Muc dich str dung ctia rng dung ECG la cho phép ngwoi dung thwc hién ECG mét dao
trinh, sau d6 dwoc phan loai la nhip xoang hoac rung tdm nhi (AFib) dwa trén dang
séng c6 thé phan loai. ECG va phan loai nhip cé thé dwoc st dung béi ngudi dung mac
hodc khédng mac AFib da biét duwdi dang div liéu cé thé dwoc chia sé véi chuyén gia
cham séc stre khde cé chuyén mén. U'ng dung ECG danh cho nhirng ngu®i khéng céd
chuy&n mén tir 22 tubi tré 1én sir dung.

THONG TIN QUOC GIA CU THE CHO NGA

Theo quy dinh cia ROSZDRAVNADZOR (Co quan Strc khée Nga), rng dung ECG
khéng dwoc coi la thiét bi y té.

ng dung ECG 1a mét &ng dung di déng chi c6 trén phdn mém dwoc st dung voi
Apple Watch dé tao, ghi, lwu tri, truyén va hién thj dién tam dd (ECG) mot kénh tuong
tw nhw ECG dao trinh I. 'ng dung ECG x&c dinh sw hién dién cta rung tdm nhi (AFib)
hoac nhip xoang trén mét dang song co6 thé phan loai. U'ng dung ECG khong duoc dé
xuét cho nhitng ngwdi méc cac chirng loan nhip tim khac da biét.

ng dung ECG st dung dwo'c ngay ma khéng can chi dan cta bac si (OTC). D liéu
ECG dwoc hién thj bdi 'ng dung ECG chi nham muc dich cung cip théng tin. Nguoi
dung khéng nén tw suy luan hodc tién hanh hoat déng lam sang dwa trén két qua dau
ra cua thiét bi ma khéng héi y kién ctia chuyén gia cham séc strc khdée cé chuyén mén.
DPé nhan duoc 16i khuyén cham séc stre khde phu hop, vui long dén gap chuyén gia
chdm séc strc khde c6 chuy&n mén. Muc dich clia dang séng ECG la bd sung cho phan
loai nhip nham phan biét AFib v&i nhip xoang théng thudng va khéng nham thay thé
cac phwong phap chan doan hodc diéu tri truyén théng.

ng dung ECG khéng danh cho nhitng ngudi dwdi 22 tudi st dung.

SU DUNG UNG DUNG ECG
Thiet Iap wrng dung/Lam quen

o D& biét théng tin vé kha ndng c6 sén theo ving va thiét bi twong thich déi véi
trng dung ECG, vui long truy cap https://support.apple.com/vi-vn/HT208955

e Cap nhat Apple Watch va iPhone 1&én hé diéu hanh m&i nhét.
e M¢& (rng dung Strc khde trén iPhone cta ban va chon “Duyét”.
e VAo phan “Tim”, sau d6 chon “Dién tam dé (ECG)’".

e Lam theo hwéng dan trén man hinh.

e Ban c6 thé thoat khoi phan lam quen bét ky IGc nao bang cach cham vao “Huay’.
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e Khi da hoan tat qua trinh 1am quen, ban cé thé thwc hién ECG bang (rng dung
ECG trén Apple Watch.

Ghi ECG

e Dam bdo rang ban deo Apple Watch vira van trén cb tay ma ban da chon trong
Cai dat > Cai dat chung > Hudng.

e M¢& (rng dung ECG trén Apple Watch cua ban.

e Dat canh tay cua ban trén ban hoac trén dui va gilr ngon tay cua ban trén Digital
Crown. Ban khéng can nhan crown trong qua trinh ghi.

e Qua trinh ghi kéo dai 30 giay.
Phéan tich ECG

e Sau khi doc thanh cdng, ban sé nhan dwgc mét trong cac phan loai sau trén trng
dung ECG:

o Nhip xoang: Két qua nhip xoang nghia la tim dang dap theo mot mé hinh
dong nhat, gitra 50-100 nhip/phut (BPM).

o Rung tam nht: Két qua AFib nghia la tim dang dap theo mét md hinh
khéng deu, gitra 50-120 nhip/phut (BPM).

o Chua c6 két luan: Két qua chuwa c6 két luan nghia la khéng thé phan loai
ban ghi. Viéc nay c6 thé xay ra do nhiéu nguyén nhan, vi du nhw khéng
dat canh tay trén ban trong qua trinh ghi hoac ban deo Apple Watch qua
Idng. Céc tinh trang sinh ly nhat dinh cé thé ngdn cadn moét ty 1& nhé nguoi
dung tao ra tin hiéu a4 manh dé tao nén mét ban ghi tbt.

o Nhip tim thp hodc cao: Nhip tim duw&i 50 nhip/phut (BPM) hoac trén 120
nhip/phut (BPM) anh hwéng dén kha nang kiém tra AFib clia trng dung
ECG va ban ghi dwoc coi la chwa cé két luan.

e Sau khi hoan tat ghi ECG, di¥ liéu ECG dwoc phan tich dé xac dinh xem qua
trinh ghi c6 kéo dai téi thiéu 25 giay khong, va néu dung thi xac dinh xem dé la
Nhip xoang hay AFib, hoac la két qua Chwa c6 két luan.

e Két qua ghi ECG trén (rng dung ECG cung cap phan hién thj chi tiét ciia két qua.
Phan giai thich chi tiét cling sé dwoc cung cap trén iPhone cla ban.

o Svu hlen dién clia AFib trong két qua ECG chi c6 thé biéu thi cho cac phat hién
tiém an. Néu ban dang gap phai bat ky triéu chirng nao hoac ¢ lo ngai, hay lién
hé vGi bac si cua ban. Néu ban cho rang minh dang gap phai mot tinh trang y té
khan c4p, ban nén lién hé vai dich vu khan cép.
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e Két qua Nhip xoang nghfa Ia nhip tim clia ban nam gitra 50 va 100 nhip/phut va
tim dang dap theo mét md hinh dong nhat.

 Két qua ECG chwa co két luan co thé nghta Ia c6 qua nhiéu thanh phan la hoéc
nhiéu dan dén tin hiéu khéng tét hodc cé thé 1a ban méc cac chirng loan nhip tim
khéng phai 1a AFib ma (rng dung khéng thé phan loai hay nhip tim ctua ban nam
gitra 100 va 120 nhip/phut (BPM). M6t ty 1& nhd sb ngudi co thé cé cac tinh trang
sinh Iy nhat dinh, ngan can ngwdi dung tao ra tin hiéu dG manh dé tao nén mét
ban ghi t6t. Ban cé thé tim hiéu thém vé két qua ECG chuwa c6 két luan trong qua
trinh lam quen, bang cach truy cap théng tin gidi thiéu trong khu vwe ECG cla
&ng dung Strc khée hodc bang cach cham vao biéu twong “i” trén &ng dung
ECG dé biét thém thong tin.

* Nhip tim c6 thé thap vi cac loai thubc nhét dinh hodc néu tin hiéu dién khong
dwoc dan dung cach qua tim. Viéc rén Iu,yén dé tr& thanh van dong vién thanh
tich cao ciing c6 thé dan dén nhip tim thap.

* Nhip tim cao c6 thé do tap thé duc, céng thang, lo Iang, mat nwdc do udng ruvou
bia, nhiém trung, AFib hoac cac chirng loan nhip tim khac.

e Né&u ban nhan duwoc két qua Chwa cé két luan do qua trinh ghi khéng tét, ban cé
thé thr ghi lai ECG. Ban cé thé xem lai cach thuc hién ECG trong khi lam quen

hodc bang cach cham vao “Céach thyc hién ECG” trong khu vwec ECG clia trng
dung Strc khoe.

e T4t ca cac ban ghi ECG déu dwoc ddng bd hoa vao (rng dung Stre khde. Ban ¢
thé s dung &ng dung Strc khée dé chia sé ECG véi bac si lam sang.

X6a va khéi phuc rng dung ECG trén Apple Watch (Déi v&i iOS 13 trd I&én va watchOS
6 tré 1én)

e Xoba wrng dung ECG trén Apple Watch
o Trén Apple Watch cua ban, di t&i Man hinh chinh

o Néu ban dang & ché dé Xem lwdi, hay cham va gil nhe (ng dung cho toi
khi rung lac

o Cham vao rng dung, sau d6 cham vao biéu twong “x

o Né&u ban dang & ché d& Xem danh séach, hay vubt sang trai trén (rng dung
va cham vao biéu twong Thung rac

o Cham vao Xoa

o Nhéan Digital Crown dé& hoan tat

Trang5/9



e Khbi phuc rng dung ECG trén Apple Watch
o Truy cap App Store trén Apple Watch cla ban
o Tim kiém &ng dung ECG

o Cham vao @ dé khoéi phuc trng dung

AN TOAN VA HIEU NANG

Kha nang phan loai chinh xac ban ghi ECG thanh AFib va nhip xoang cta (rng dung
ECG da dwoc kiém nghiém chuyén sau trong mét thir nghiém 1am sang gdm khoang
600 dbi twong. Phan loai nhip ctia mét ban ghi ECG 12 dao trinh béi bac si chuyén
khoa tim da dwoc so sanh véi phan loai nhip ctia mét ban ghi ECG dwoc thu thap déng
thoi tr ng dung ECG. Ung dung ECG da chirng minh dwoc do nhay cam 98,3% trong
viéc phan loai AFib va tinh dac hiéu 99,6% trong viéc phan loai nhip xoang trong cac
ban ghi c6 thé phan loai.

Trong thir nghiém 1am sang nay, 12,2% ban ghi la chwa c6 két luan va khéng thé phan
loai thanh nhip xoang hay AFib. Khi cac ban ghi chwa cé két luan dwoc bao gdm trong
phan tich, (’ng dung ECG phan loai chinh xac nhip xoang trong 90,5% dbi twong co
nhip xoang va phan loai AFib trong 85,2% dbi twong cd AFib. Cac két quéa xac nhan 1am
sang phan anh viéc str dung trong méi truéng duwoc kiém soat. Viéc st dung (rng dung
ECG trong thuc té c6 thé dan dén sb lvong két qua Ién hon bi coi la chwa cé két luan
va khong thé phan loai.

Hinh thai ctia dang séng ciing duoc kiém tra trong thér nghiém |am sang nay béng cach
danh gia truc quan,bién do song PQRST va séng R so v&i mét gia tri tham chiéu.
Khoéng quan sat thay cac biéu hién bat thuwong trong thir nghiém 1am sang nay.

KHAC PHUC SU¥ cO

N~éu ban gap phai kho khan trong viéc str dung (rng dung ECG, hay tham khao huéng
dan khac phuc sw co6 & bén dudi.

VAan dé: Téi khong thé sir dung rng dung ECG dé thyc hién ban ghi.
Giai phap:

« Dam bao rang ban da hoan thanh tt ca cac buéc lam quen trong (rng dung Strc
khoe trén iPhone.

« Dam bao rang cb tay va Apple Watch clia ban sach va khé. Nuwéc va moé héi co thé
gay ra ban ghi khéng chinh xac.
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« Dam bao rang Apple Watch, canh tay va ban tay dwoc gitv yén trong qua trinh ghi.

VAan dé: Toi co nhiéu thanh phan la, nhiéu hodc can tré trong ban ghi.
Giai phap:

- Dat canh tay clia ban trén ban hoéc trén dui trong khi thic hién ban ghi. C6 gang thw
gian va khéng di chuyén qua nhiéu.

- Bam bao rang Apple Watch trén cb tay ban khong bi 16ng. Day phai viva van va mat
sau cta Apple Watch can phai tiép xtc véi cb tay clia ban.

» Di chuyén ra xa khéi bat ky thiét bj dién tr ndo dang cam vao 6 cam dién dé tranh
nhiéu dién.

VAan dé: Dang séng ECG xuat hién & trang thai dao nguorc.

Giai phap:

« Huéng ddng hd cé thé dwoc dat trén cb tay khdng dang. Trén iPhone, truy cap &ng

dung Watch. Cham vao Bdng hé cua t6i > Cai d&t chung > Hwéng déng hb.

Té}t ca di¥ liéu dugc ghi trong phién (rng dung ECG dugrc lwu vao tng dung Stre khoe.
Néu ban Iwa chon, ban cé thé chia sé théng tin d6 bang cach tao mét tép PDF.

Khoéng thé ghi dir liéu ECG méi khi dung lwong ciia Apple Watch ctia ban da hét. Néu
ban khéng thé thuc hién ban ghi do van dé vé dung lvong Iwu trr, ban nén giai phong
dung lwong bang cach xéa cac ng dung, nhac hoac podcast khéng st dung. Ban cé
thé kiém tra mirc s&r dung dung lwong bang cach vao trng dung Apple Watch trén
iPhone, cham vao “Déng hé cla téi”, cham vao “Cai dat chung” va sau dé cham vao
“Dung lvong”.

THAN TRONG:

Ung dung ECG khéng thé kiém tra cac dau hiéu cua dau tim. Néu ban cho rang
minh dang gap phai mét tinh trang y té khan cap, hay goi dich vu khan cap.

KHONG thuc hién cac ban ghi khi Apple Watch & gan cac trwong dién tir manh (vi du:
hé thong chong trém dién tw, thiét bi phat hién kim loai).

KHONG thuc hién céc ban ghi trong khi thwe hién cac quy trinh y té& (vi du: chup cong
hwdng tir, thau nhiét, tan séi, dot moé va cac qua trinh khir rung tim bén ngoai).

KHONG thuc hién cac ban ghi khi Apple Watch & ngoai pham vi nhiét dd hoat déong (0
°C - 35 °C) dworc chi ré trong hwéng dén st dung Apple Watch va pham vi do &m tiv
20% dén 95% d6 4m twong dbi.
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KHONG st dung dé chan doan céac tinh trang lién quan dén tim.

KHONG st dung véi may tro tim, ICD hodc cac thiét bj dién t&r cAy ghép khac.
KHONG thuc hién ban ghi trong ltc hoat ddng thé chét.

KHONG thay dbi thubc diéu tri ma khéng théng bao cho bac s ctia ban.
Khéng danh cho nhirng ngudi dudi 22 tudi st dung.

Ban nén théng bao cho bac si néurnhip tim cta ban CJU’é’i 50 nhip/phut hoac trén 120
nhip/phuat khi nghi ngoi va day la két qua ngoai dv kién.

Céc két qua do trng dung nay dua ra la nhivng phat hién tiém an, khéng phai la chan
doan hoan chinh vé tinh trang tim. Ngwdi dung khdng nén ty suy luan hoac tién hanh
hoat ddng lam sang dwa trén két qua dau ra ctia (rng dung ma khéng haéi y kién cta
chuyén gia cham séc strc khde cé chuyén mon.

Muc dich ctia dang séng do (rng dung ECG tao ra la bd sung cho ph,én loai nhip nham
phan biét AFib v&i nhip xoang thdng thwdng va khdng nham thay the cac phwong phap
chan doan hoac diéu tri truyén théng.

Day la théng bao danh cho nguoi dung va/hodc bénh nhan rang bat ky sw c6 nghiém
trong nao da xay ra Iién quan den thiét bi déu phai dwoc bao cao cho nha san xuat va
co quan c6 thdm quyén tai Tiéu bang thanh vién clia ngwdi dung va/hoac bénh nhan.

THAN TRONG: Apple khong dam bao rang ban khéng gap phai ching loan nhip tim
hodc céc tinh trang strc khde khac khi 'ng dung ECG cho ra mét két qua ECG la Nhip
xoang. Ban nén théng bao cho bac si néu phat hién thay bat ky thay dbi nao co thé xay
ra dbi véi strc khde clia ban.

BAO MAT: Apple khuyé&n ban nén thém mat ma (sé6 nhan dang ca nhan [PIN]), Face ID
hodc Touch ID (d4u van tay) cho cac thiét bj twong thich v&i iOS va mat ma (sd nhan
dang ca nhan [PIN]) cho Apple Watch d& bb sung mét I&p bado mat. Viéc bado mat cac
thiét bi twong thich v&i iOS cé vai trd quan trong vi ban sé lwu trir thdng tin stre khde cé
nhan. Nguwoi dung cling sé nhan dwoc cac thong bao cap nhat iOS va watchOS bd
sung trén thiét bi, ddng th&i cac ban cap nhat dwoc phan phdi qua mang khéng day,
khuyén khich viéc tiép nhan cac ban stra 16i bao mat méi nhat. Xem “Hwéng dan bao
mat iOS va watchOS”, mé ta cac thuc tién bao mat ciia Apple va cé sdn cho tat ca
ngwoi dung clha chung téi. D& xem Hwéng dan bao mat iOS va watchOS, vui ldng truy
cap https://support.apple.com/quide/security/welcome/web.
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BIEU TUONG THIET BI

Nha san xuét
Tham kh&o hwéng dan st dung

Pai dién dwoc Gy quyén & Chau Au

2 = K

Thiétbjy té

099-14501 Ban stra dbi AG, 07/2023
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