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SO ANVISA: 80117580881
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IMPORTADOR:
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PRODUCTO: Funcion de notificacidn de ritmo irregular (IRNF por sus siglas en ingles)
IMPORTADOR:

IMPOMED S.A.S

Calle 1 SUR NO. 77A-21

Interior 201 Medellin Colombia

REGISTRO SANITARIO NO.: INVIMA 2020DM-0021835
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Chi tiét nha cung cap:

Apple Pty Ltd

Level 3, 20 Martin Place

Sydney, NSW, 2000

Australia

https://www.apple.com/au/

DIEN THOAI: 1-300-321-456
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Registro Sanitario NO:DB6240E
IMPORTADOR:

Drogeria Emergo Peru S.R.L.

Calle Las Orquideas Nro. 585, Int. 1301,

San Isidro, Lima, Peru

RUC: 205 52 75 65 34
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Dai dién dudc uy quyén:

Nyprax Business Solutions

37 Jalan Terasek Lima, Bangsar Baru,

59100 Bangsar, Kuala Lumpur

Giay phép thiét bi:

Tinh n&ng Thong béo nhip khéng déu (IRNF) ctia Apple
GB7830421-55921

THONG TIN QUOC GIA CU THE CHO AN PO:
S6 dang ky tu nguyén: Apple-USA/I/MD/002975
DON VI NHAP KHAU:

Asia Actual India (OPC) Pvt. Ltd.

523A, Tower A, Spaze I-Tech Park, Sector 49,

Gurgaon, Haryana, India
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S6 gidy phép san pham: KEMENKES RI AKL 20502121725
DON VI DANG KY:

PT. ASIA ACTUAL INDONESIA, DKI Jakarta

Gandaria 8 Office Tower, Unit 6J. JI. Sultan Iskandar Muda
Jakarta Selatan 12240 - Indonesia

+62 (021) 2930-3747
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MD-2024, str. Pietrariei, nr 19A, of. 3.

mun. Chisindu, Republica Moldova

+37378538295
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Asia Actual Vietnam Co., LTD.
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Thanh phé H6 Chi Minh

HUGNG DAN SU DUNG

Tinh n&ng Thong béo nhip khdng déu 1d mét tng dung y té& di déng chi cé trén phan mém dudc sl
dung véi Apple Watch. Tinh ndng nay phan tich dif liéu mach dap dé xac dinh cac phan ctia nhip tim
khéng déu cé dau hiéu cla rung tdm nhi (AFib) va cung cdp thdng bado cho ngusi dung. Tinh ndng nay
stf dung dugdc ngay ma khdng can chi dan cla bac si (OTC). Tinh ning nay khdng nhdm cung cap
théng bao trén moi phan nhip khong déu cé dau hiéu ctia AFib va viéc khdng cé thdng bao khdng cé
nghia la khong cé qua trinh bénh tat nao dang dién ra; thay vao dé, tinh nang nay thdng béo cé dau
hiéu AFib khi c6 th& phat hién dudc, va khi cé da dit lidu d8 phan tich. Di liéu chi dudc ghi lai khi
ngudi dung khéng clr ddng cc thé. Cung vdéi cac yéu té rdi ro clia ngudi dung, tinh ndng nay cé thé
dugc st dung dé bé sung cho quyét dinh kham téng quat dau hiéu AFib. Tinh n&ng nay khdng nham
thay thé cac phuong thiic chan doan hodc diéu tri truyén thong.

Tinh n&ng nay chua dugc kiém nghiém va khéng danh cho nhitng ngudi dudi 22 tudi sir dung. Pong
thdi, tinh ndng nay khong danh cho nhitng ngudi da dudc chan dodn mac AFib trudc day s dung.



MUC DICH SU DUNG (VUNG EU)

Tinh ndng Théng bao nhip khéng déu 14 mét tng dung y té di déng chi cé trén phan mém dugc st
dung vdi Apple Watch. Tinh ndng nay phan tich dif [iéu mach dap dé xac dinh cac phan cta nhip tim
khéng déu cé dau hiéu cla rung tdm nhi (AFib) va cung cap thdng bao cho ngusi dung. Tinh n&ng nay
stf dung dudc ngay ma khong can chi dan cla bac si (OTC). Tinh ndng nay khéng nhdm cung cap
thdng bdo trén moi phan nhip khdng déu cé dau hiéu clia AFib va viéc khdng cé thong bao khéng cé
nghia la khéng cé qua trinh bénh tat nao dang dién ra; thay vao dé, tinh ndng nay théng bao cé dau
hiéu AFib khi cé thé phat hién dugc, va khi cé du dir liéu dé phan tich. Dif liéu chi dugc ghi lai khi
ngudi dung khéng clr ddng cc thé. Cung vdi cac yéu té rdi ro clia ngudi dung, tinh ndng nay cé thé
dugc st dung dé bd sung cho quyét dinh kham t8ng quat dau hiéu AFib. Tinh ndng nay khdng nham
thay thé cac phuong thifc chan doan hodc diéu tri truyén thong.

Tinh n&ng nay chua dugc kiém nghiém va khéng danh cho nhitng ngudi dudi 22 tudi st dung. Pong
thdi, tinh ndng nay khdng danh cho nhitng ngusi da dudc chan doan mac AFib trudc day st dung.

Pai tugng muyc tiéu va Muc dich st dung

IRNF danh cho nhitng ngudi tir 22 tudi tré 1én st dung. Viéc sif dung ing dung khéng yéu cau diéu
kién 1am sang cu thé& ndo. Nhitng ngudi dung quan tam dén viéc tim hiéu thém vé stic khde tim mach
c6 thé lua chon kich hoat tinh n3ng sau khi hoan thanh qua trinh Idam quen thanh céng.

MUC BICH SU DUNG (VUNG KHONG THUOC EU &
HAN QUOC)
Muc dich st dung

Tinh ndng Théng bao nhip khéng déu (IRNF) nham muc dich sang loc trudc va thdng bao cho ngudi
dung vé su hién dién ctia nhip khéng déu cé dau hiéu clia rung tdm nhi (AFib). Tinh ndng nay cé thé
dugc st dung dé bé sung cho quyét dinh ctia bac silam sang nham sang loc AFib cé thé cé. Tinh
ndng nay st dung dudc ngay ma khéng can chi dan cla bac si (OTC).

Tinh n&ng nay chua dugc kiém nghiém va khéng danh cho nhitng ngudi dudi 22 tudi sir dung. Pong
thdi, tinh ndng nay khéng danh cho nhitng ngusi da dugc chan doan mac AFib trudc day st dung.

Chi dinh

Tinh nang dugc chi dinh dé sang loc trudc cac nhip khdng déu cé dau hiéu clia AFib danh cho bat ky
ngudi ndo tir 22 tudi trd Ién.



THONG TIN QUOC GIA CU THE CHO NGA

Theo quy dinh cia ROSZDRAVNADZOR (Cd quan Suc khde Nga), tinh nang Théng bdo nhip khéng
déu khéng dudc coi la thiét bj y té.

Tinh n&ng Théng béo nhip khéng déu 14 mot tng dung chi cé trén phan mém dugc st dung véi Apple
Watch. Tinh ndng nay phan tich dif liéu mach dap dé xac dinh cadc phan cla nhip tim khéng déu cé
dau hiéu cta rung tdm nhi (AFib) va cung cap théng bdo cho ngudi dung. Tinh ndng nay st dung dudc
ngay ma khong can chi dan cuia bac si (OTC). Tinh ndng nay khdng nhdm cung cap théng bao trén moi
phan nhip khéng déu cé dau hiéu ctia AFib va viéc khéng cé théng bao khdng cé nghta Ia khéng ¢
qua trinh bénh tat nao dang dién ra; thay vao dd, tinh ndng nay thdong béao cé dau hiéu AFib khi cé thé
phat hién dudc, va khi cé du dit liéu dé phan tich. Dt liéu chi dugc ghi lai khi ngusi dung khéng ctr
dong cd thé. Cung vai cac yéu td rui ro clia ngudi dung, tinh ndng nay cé thé dudc st dung dé bd
sung cho quyét dinh kham t8ng quat dau hiéu AFib. Tinh ndng nay khdng nham thay thé cac phuong
thirc chan doan hodc diéu tri truyén thdng.

Tinh nang nay chua dugc kiém nghiém va khéng danh cho nhitng ngudi dudi 22 tudi st dung. Dong
thdi, tinh ndng nay khong danh cho nhitng ngusi d3 dudc chan doan méc AFib trudc day s dung.

DE nhan dudc I8i khuyén chidm séc stic khde phi hgp, vui long dén gdp chuyén gia chdm séc sic
khde c6 chuyén mon.

SU DUNG TiINH NANG THONG BAO NHIP KHONG DEU

Thiét 1ap/Lam quen

D& biét thdng tin vé kha n3ng c6 san theo ving va thiét bj tuong thich ddi vai IRNF, vui long truy
cap https://support.apple.com/HT208931

e Cap nhat Apple Watch va iPhone 1&n hé diéu hanh mdi nhat.

e M3 Ung dung Suc khoe trén iPhone cla ban va chon “Duyét”.

e Vao phan “Tim", sau dé chon “Thdng bdo nhip khéng déu”.

¢ Lam theo hudng dan trén man hinh.

¢ Ban cé thé thoat khai phan 1am quen bat ky lic nao bang cach cham vao “Hay".
Nhan théng bao

« Khi tinh ndng dudc bat, ban s& nhan dugc mot thdng bao néu tinh ndng xac dinh dude mét nhip
tim c6 dau hiéu ctia AFib va dudc xac nhan & nhiéu két qua do.


https://support.apple.com/HT208931

¢ Né&u ban chua tiing dugc bac s chan doan mac AFib, ban nén thao luan véi bac si cla minh vé
thong bao nay.

Tat ca dif liéu ma Tinh ndng Théng bdo nhip khong déu thu thap va phan tich déu dugc luu vao Ung
dung Suc khoe trén iPhone clia ban. Néu ban Iua chon, ban cé thé chia sé thdng tin dé bang cach
xuat dif liéu sttc khde trong Ung dung Sttc khoe.

Khéng thé thu thap dir liéu mdi khi dung lugng clia Apple Watch ctia ban da hét. Ban nén giai phéng
dung lugng bang cach xda cac ¢ng dung, nhac hodc podcast khéng stf dung. Ban cé thé kiém tra
muc stf dung dung lugng bang cach vao tng dung Apple Watch trén iPhone, cham vao “Dong ho cta
t6i”, cham vao "Cai dat chung” va sau dé cham vao “Dung lugng”.

AN TOAN VA HIEU NANG

Trong mot nghién cltu cé 226 ngudi tham gia, tudi tir 22 tré 1én, da nhan dugc thdng bao AFib khi deo
Apple Watch va sau dé deo mdt miéng dan dién tdm dd (ECG) trong khoang 1 tuan, 41,6% (94/226) s6
ngudi dugc phat hién mac AFib bang miéng dan ECG. Trong khi deo ddng thdi Apple Watch va miéng
dén ECG, 57/226 ngudi tham gia da nhan dudc thong bao AFib. Trong dé, 78,9% (45/57) s6 ngudi
cho thay dung tinh trang AFib phu hgp trén miéng dan ECG va 98,2% (56/57) sd ngudi cho thay AFib
va céc ching loan nhip tim I1dm sang lién quan khéc. 57 ngudi tham gia da nhan dugc téng céng 370
théng bao nhip khéng déu véi dif liéu miéng déan ECG cé thé doc dugce. Trong s6 370 théng bao do,
322 (87,0%) théng bdo dugc danh gid la AFib, 47 (12,7%) thdng bao la ching loan nhip tim khéng
phai 13 AFib va 1 (0,3%) thdng bao la nhip xoang. Nhitng két qua nay cho thay trong phan I6n céac
trudng hop, thong bao sé& biéu thi chinh xac sy hién dién cla AFib, nhung trong mot sé tinh huéng,
théng bao cé thé cho thay su hién dién ctia mdt chitng loan nhip tim khéng phai la AFib. Khéng quan
sat thay anh hudéng tiéu cuc nghiém trong nao cla thiét bi.

THAN TRONG

Tinh nang Thong bdo nhip khdong déu khéng thé phat hién dau tim. Néu ban tirng bi dau nguc, dé
ép nguc, dau thit nguc hodc hién tugng ma ban cho riang dé 1a mét con dau tim, hay goi dich vu
khan cap.

Tinh nang Thong bao nhip khong déu khéng kiém tra AFib lién tuc va khéng thé tin cay nhu mot
thiét bj theo ddi lién tuc. Diéu nay nghia la tinh nang khéng thé phat hién tat ca cac trudng hgp
AFib va nhitng ngudi mac AFib cé thé khong nhan dudc thong béo.

Apple Watch cé thé khéng thu thap dugc dir liéu khi Apple Watch & gan céc trudng dién tir manh (vi
du: hé théng chdng trom dién tu, thiét bj phat hién kim loai).

C6 mdt s6 yéu t6 ¢ thé anh hudng dén kha ndng do xung nhip va phat hién nhip khéng déu cé dau
hiéu AFib cla tinh n3ng. Nhitng yé&u t6 nay bao gom di chuyén, cac chuyén ddng cla ban tay va ngén
tay, hinh x3m t6i mau trén c6 tay va Iuu lugng mau dén da ctia ban (cé thé giam xudng khi nhiét do
thap).



KHONG deo Apple Watch trong khi thuc hién cac quy trinh y té (vi du: chup cdng hudng tl, thau
nhiét, tan sdi, d6t md va cac qua trinh khtf rung tim bén ngoai).

KHONG thay d&i thudc diéu tri ma khoéng théng bdo cho bac si cla ban.
Khéng danh cho nhitng ngusi dudi 22 tudi st dung.
Khéng danh cho nhitng ngudi d& dugc chan doan méc AFib trudc day st dung.

Nhifng thdng béo do tinh ndng nay tao ra la nhitng phat hién tiém an, khdng phai 14 chan doan hoan
chinh vé tinh trang tim. T4t ca cac thdng bao phai dudc xem xét bdi mot chuyén gia y té dé duara
quyét dinh 1am sang.

Apple khéng dam bao rang ban khong gdp phai chiing loan nhip tim hodc céc tinh trang stric khde
khac ngay ca khi khéng c6 théng bao nhip khéng déu. Ban nén thong bdo cho bac st néu cé bat ky su
thay déi nao ddi vdi stic khde clia ban.

D& cé két qua tot nhat, hay ddm bao rang ban deo Apple Watch vira vin trén ¢ tay. Cam bién nhip
tim can tiép xtc gan vdi da cla ban.

Pay l1a thdng bao danh cho ngudi dung va/hodc bénh nhan rang bat ky su c6 nghiém trong nao da
xay ra lién quan dén thiét bj déu phai dugc bao cdo cho nha san xuat va cd quan cé tham quyén
tai Tiéu bang thanh vién clia ngudi dung va/hodc bénh nhan.

BAO MAT: Apple khuyén ban nén thém mat ma (s& nhan dang cé nhan [PIN]), Face ID hodc Touch ID
(dau van tay) cho iPhone va mat ma (s6 nhan dang cé nhan [PIN]) cho Apple Watch dé bd sung mot
IGp bdo mat. Viéc bdo mat iPhone cé vai tro quan trong vi ban sé luu trit thong tin sic khde cé nhan.
Ngusi dung cling s& nhan dudc céc thdng bdo cap nhat iOS va watchOS bé sung trén thiét bi, dong
thdi cac ban cap nhat dudc phan phdi qua mang khdng day, khuyén khich viéc tiép nhan cac ban sira
16i bao mat mdi nhat. Xem “Hudng dan bao mat iOS va watchOS”, md ta céac thuc tién bao mat cla
Apple va c6 san cho tat ca ngudi dung ctia ching t6i. D& xem Hudng dan bao mat iOS va watchOS,
vui long truy cap https://support.apple.com/guide/security/welcome/web.

BIEU TUONG THIET Bl

Nha san xuat
Tham khao hudng dan stf dung
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