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L&i néi dau
Théng bao:
Néi dung cua tai liéu nay, bao géom toan bé hinh minh hoa, la tai san cta Cong ty TNHH Noul. Khéng duoc phép

sao chép hodc truyén tai bat ky phan nao cua tai liéu nay dudi bat ky hinh thic hay phuong tién nao, dién t&r hoac
co hoc, cho bat ky muc dich nao néu khong coé sy cho phép bang van ban cia Cong ty TNHH Noul.

Céng ty TNHH Noul bao lvu quyén thay déi an pham nay khi can thiét va khéng can thong bao trudc nhu mot
phan cia qua trinh phat trién san pham lién tuc. Nhitng thay déi dé c6 thé chua duwoc phan anh ngay trong tai liéu
nay.

miLab™ la thuong hiéu va/hoic thuong hiéu da dang ky cda Cong ty TNHH Noul. T4t ca tén san pham va thuong
hiéu khac la tai san cda chd sé& hitu tvong rng.

San pham nay duoc bao hé béi mét hodc nhigu bing sang ché tai Han Quéc, Hoa Ky, Chau Au, Nhat Ban va Trung

Quéc.

Ban quyén © 2025 thuéc Cong ty TNHH Noul. Ba dang ky ban quyén. Xuat ban tai Han Quéc.
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1. Trwére khi doc tai liéu

Tai lieu Huwéng dan S dung nay cung cdp mo ta chi tiét va gidi thich vé miLab™ Platform cung
cac tinh ndng cla no. T4t ca ngudi dung PHAI nam rd phuong phap van hanh ding, théng tin an
toan va cac luu y trong tai liéu nay trudc khi sit dung MiLab™ Platform.

Ludn van hanh MiLab™ Platform theo cach an toan nhit co thé. Viéc si dung MiLab™ Platform
khi chua du trinh do chuyén moén hoac theo nhitng cach khong dugc quy dinh trong tai liéu nay
c6 thé lam hu hdng hoic suy gidam chat lwgng san pham, gay ra két qua sai léch, hodc tham chi
dan dén chan thuvong cho nguei sir dung.

1.1. Canh bao an toan
Cac ky hiéu canh bao an toan sau day duoc sir dung xuyén suét trong tai liéu nay. Vui long nghién
ciru ki y nghia cda cac ky hiéu truwéc khi doc tai liéu. Dam bao hiéu ré va tuan thd moi théng tin

hoic huéng dan di kem véi cac ky hiéu nay.

Ky hiéu Giai thich
& Canh bao C6 thé gay thuwong tich cho nguoi.
& Than trong C6 thé gay hw hdng cho hé théng.
® Quan trong C6 thé dan dén két qua sai léch.

1.2. H6 tror
Dé lién hé hé trg lién quan dén sadn pham, vui long thu thap cac thong tin sau:

¢ S8 sé-ri san pham

¢ M3 16i va thong béo 16i (néu cd)

o S6 16 clta khay thir va ma dinh danh lam kinh

¢ Phién ban Phan mém (SW), Firmware (FW hoac Shark), va Kinh hién vi (MS hodc Hawk)
Néu bao bi bj hu hong hodc c6 thiéu sét hay hu hai vé san pham, hay lién hé ngay véi dai dién
dich vu ctia Noul. Giir lai thung van chuyén va vat liéu dédng gdi trong truvong hop thiét bi phan
tich can duwoc g tra vé Noul dé bao hanh/dich vu.

1.2.1. Trusé& chinh céng ty

Noul Co., Ltd.
(Hereafter, it is indicated as Noul in this IFU.)

Nha san xuat

B-6F, 10F, 338, Gwanggyojungang-ro, Suji-gu,

bia chi
Yongin-si, Gyeonggi-do, 16942, Republic of Korea

bién thoai +82 (0) 31 308 6310

. ________________________________________________________________________________________________________________________|
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Fax +82 (0) 31 893 6672
Email cs@noul.com
Website www.noul.com

1.2.2. pai dién Uy quyén tai Chau Au

Dai dién Oy quyén Medical Technology Promedt Consulting GmbH

ear@mt-procons.com

Email o
vigilance@mt-procons.com (for vigilance cases)
Website www.mt-procons.com
Dia chi Ernst-Heckel-Stral3e 7, 66386 St. Ingbert Germany

1.2.3. Pai dién Uy quyén tai Thuy Si

Bai dién Uy quyén Decomplix AG
Website www.decomplix.com
Dia chi Freiburgstrasse 3, 3010 Bern, Switzerland

2. Gigi thiéu

Chi dung trong chan doan in vitro.

2.1. Toéng quan thiét bi

miLab™ Platform, thiét bi chdn doan phan tan dugc &¢ng dung cho nhiéu loai xét nghiém
khac nhau, dugc trang bj thdu kinh hién vi dé chup anh ky thuat s8, hoat dong két hgp vai
khay thir (cartridge), SafeFix va SafeFix CER. Mbi xét nghiém yéu cau cac thanh phan dic thu
tir khay thdr.

miLab™ Platform la mot hé théng chan doan hinh anh ky thuat sé tién tién, duoc thiét ké cho
cac ing dung lam sang chuyén biét theo muc dich cla tirng xét nghiém riéng biét. Hé théng
c6 cum chuyén dong ty déng dé chuan bi mau ty dong, kinh hién vi k§ thuat s6 cho hinh anh
t6c d6 cao va sdc nét, cing véi bd xr ly d6 hoa (GPU) tich hgp cho viéc phan tich hinh anh
dwa trén hoc sau.

Hé théng nay dugc chi dinh s&r dung bd&i nhan vién cé chuyén mon, da duwoc dao tao van
hanh thiét bi b&i nhan vién cia Noul hodc nha phan phéi duoc ty quyén. Hé théng phai dugc
str dung cung vai khay thir miLab™, vén cho phép hé théng thuc hién quy trinh chuin bi mau
huyét hoc hodc té€ bao hoc dic thu cho tirng loai khay th. Sau khi hoan tit chuan bj lam
kinh, hé théng sé chup anh hién vi, phan tich hinh anh tir cac lam kinh do miLab chuén bj, va

7

DMLA IFU (NDUM-DMLA-003) Rev.0 2025-08


mailto:cs@noul.com
http://www.noul.com/
http://www.decomplix.com/
mailto:ear@mt-procons.com
mailto:vigilance@mt-procons.com
http://www.mt-procons.com/

n Q U I Beyond Diagnostics

hién thi két qua phan tich trén man hinh. Hé théng cé thé lvu trir va xuat két qua kem hoac
khong kém hinh anh, tré thanh mét giai phap t6i vu cho phan tich huyét hoc va té€ bao hoc
trong moi trwong chan doan lam sang.

2.1.1. Sé tham chiéu

miLab™ Platform dugc cung cdp vai cac phién ban sau, tuy thudc vao loai thau kinh va dé phong dai.

Tén san pham Tén Model S6 tham chiéu
DMLA-AP50

milab Platform DMLA DMLA-AC50
DMLA-SA20

2.1.2. Cac san pham khac duoc chi dinh st dung két hop véi thiét bi

miLab™ Platform c6 thé dwgc s&r dung véi cac san pham sau:

STT Tén san pham Tén Model Ghi chu
1 miLab™ Cartridge MAL CMAA Cartridge & Al Analysis SW
2 miLab™ Cartridge BCM CBCA Cartridge & Al Analysis SW
3 miLab™ Cartridge CER CCEA Cartridge & Al Analysis SW
4 miLab™ Cartridge FNA CFNA Cartridge & Al Analysis SW

Muc dich st dung cua cac san pham khac dwgc dung két hgp véi thiét bi nay c6 thé dugc tim thay
trong Tai lieu Hwéng dan Sir dung (IFU) cla tirng san pham.

2.1.3. San pham tuy chon

Cac san pham sau duwoc ban riéng dé sir dung tuy chon véi Hé théng miLab Platform (DMLA-
AP50, DMLA-AC50). Méi Hép dyng lam kinh miLab™ va Bo chuyén déi kinh hién vi cho lam
kinh miLab™ duwoc cung cap mién phi kem theo thiét bi.

¢ Hép dwng lam kinh miLab™ (Tén model: ASCA) dung dé lwu trir lam kinh miLab.
¢ B chuyén dai kinh hién vi cho lam kinh miLab™ (Tén model: ASAA) dung dé I3p lam
kinh miLab 1én ban kinh hién vi.

¢ May in nhiét (SLK-TL100, SEWOO, BOM sé: 613-0001).

2.1.4. Thiét bi va vat liéu can thiét nhuwng khéng dwoc cung cap kém
¢ Micropipet diéu chinh duwoc, da hiéu chuan, véi dai thé tich tir 4 pL. (Tén model:
DMLA-AP50, DMLA-AC50)
o Dau con pipet c6 kha nang hat/nha thé tich tir 1-10 pL, 2-20 pL. (Tén model: DMLA-
AP50, DMLA-AC50)
¢ Bb& hé théng té bao hoc trén mai trwong léng (LBC) — bd dung cu thu thap mau LBC.
(Tén model: DMLA-SA20)
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2.2. Muc dich str dung

miLab™ Platform hoat dong véi khay thir miLab™ va thudc thir phu kién, thuc hién quy trinh
chuan bi mau ty déng dic thu cho tirng khay thir, bao gém phét, c6 dinh va nhuém, dé tao ra
hinh anh tiéu ban ky thuat sé6. Sau khi thu nhan hinh anh tiéu ban ky thuat s6, phan mém Al
duoc cai dat trén thiét bi sé phan tich va xuat hinh anh phuc vu chan doan. miLab™ Platform
duoc chi dinh sir dung b&i nguoi dung chuyén moén.

2.2.1. Thuéc th chuan bi mau

Thiét bi c6 thé dwoc sir dung véi cac thudc thir cho quy trinh chuin bi mau, nhu ¢é dinh, khir
mau va nhudém, va co thé cai dat phan mém phan tich dya trén Al. Vui Iong tham khao Muc
2.1.2 dé biét danh sach chi tiét.

Luu y rdng cac thudc thir dung cho chuan bi miu khéng duoc cung cap kém theo miLab™
Platform va phai dwgc mua riéng nhuw mét phu kién.

2.3. Nguyén ly hoat dong cia miLab™ Platform

miLab™ Platform (Tén model: DMLA) ty déng hda quy trinh chuan bi lam kinh va tao anh sé.
Phuwong phap nay dwa trén nguyén ly kinh hién vi quang hoc ty déng. Thi€t bi van hanh
thong qua cac budc sau:

1) Chuan bi mau (phét, cé dinh, nhuém)

Quy trinh chuan bi m3u dugc thiét k& phu hgp véi tirng loai khay thir cy thé. Khi khay thir da
chira bénh pham (t€ bao hodc mo) duoc dua vao thiét bi va l1énh van hanh dugc kich hoat,
ban soi va bo ép trong thiét bj sé hoat déng dé thuc hién qua trinh chuan bi mau. Bénh pham
(t€ bao), dugc phét bang chuyén déng clia cum trén va duwéi cta khay thir, sé dugce x& ly trén
lam kinh vé&i SafeFix™ (chat c6 dinh), SafeFix™ CER (lam mat nuwdc va khir mau), va sau doé
dugc nhuém thdong qua tiép xdc véi thudc nhuém céd chira trong khay thir.

(Dé biét théng tin chi tiét, tham khdo Huéng dan S&r dung cho Khay thir miLab™ Cartridge
MAL, miLab™ Cartridge BCM va miLab™ Cartridge CER).

2) Tao anh ky thuat sé

Mot khi hoan tat quy trinh chuin bi mau, khay thir dwoc di chuyén dén vi tri thu nhan hinh
anh bang cach diéu khién ban soi. miLab™ Platform duwoc trang bi hé théng kinh hién vi
quang hoc cho phép phéng dai miu bénh pham, va théng qua do, hinh dnh cia bénh pham
da dwoc nhuém mau trén lam kinh sé dugc camera ghi lai & d6 phdng dai cao.

3) Xem két qua hinh anh

Thong qua man hinh hién thj cia hé théng miLab, ngueoi dung cé thé kiém tra, phdng to, thu
nhéd, quan sat va lvu hinh anh té bao hodc mo, cling nhu cac thong tin xac dinh té€ bao hoéac
mo dac hiéu do nguoi doc thiét lap. Khi phan mém Al dugc cai dat, két qua phan tich sé dugc
hién thi trén man hinh.
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2.4. Tén va chirc nang cac phan

Nhin tir phia truéc

noul

(@)

e Nhin tir phia truwéc
@ Man hinh cam &ng LCD

Giao dién hién thj dé van hanh thiét bj

(18)

Nhin tir phia sau Nhin tir bén phai

@ Khe cam khay thir & Nap che khe cam

Clra mé& c6 ndp che dé dua khay thir miLab vao va lay ra
3 May quét ma vach

Dung dé nhap ma dinh danh bénh nhan va quét ma vach SafeFix™

e Nhin tir phia sau

@ Nut ngudn chinh
Céng tac Bat/Tat thiét bi
® Dén bao nguodn

Dén hién thj trang thai ngudn cla thiét bj

Trang thai den LED

Bé déi ngusn AC/DC

Trang thai pin

Peén TAT Chua két noi Khong ap dung
Ben BAT D3 két néi Pang sac pin / Da sac day
® Céng USB

Cac model ap dung
¢+  DMLA-AP50 / DMLA-AC50 — Céng USB 2.0 dung cho cap nhat hé théng va
may in nhiét.
¢+  DMLA-SA20 — Céng USB 3.0 dung cho cép nhat hé théng.

A Can than!

v Cac c8ng USB CHi DPUQC PHEP sir dung cho viéc cap nhat hé théng va két néi may in
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o Bat ky viéc sir dung cong USB cho muc dich khac c6 thé gay hu hdng thiét bj va sé lam

mat hiéu lwc bao hanh.
¢ Chinhan sy dugc Gy quyén mai co thé thyc hién cap nhat hé théng.

@ Ctra thoat khi

Cac khe thong gié dung dé kiém soat nhiét dé bén trong thiét bj
Nhan san pham miLab

Nhan san pham chira thong tin vé milLab

@ D3au nai ngusn DC

Dung cho bd déi nguen AC/DC

e Huéng dan két nai Bo dsi ngusn AC/DC (Tén model: DMLA-SA20)
1. Gir dau ndi cua cap bang mot tay va tay con lai d& than thiét bi.
2. Dé két néi, an dau cap va cam vao céng DC cho dén khi nghe thay tiéng “tach”.
3. Dé ngat két néi, an lai dau cap va nhe nhang rut ra, déng thoi giir than thiét bj dé tranh
tao ap lwc |én cong két néi.
Céng Ethernet
Céng Ethernet dung dé két ngi mang
e Nhin tir bén phai
@ Cira hat khi
Cac khe thong gié dung dé kiém soat nhiét do bén trong thiét bj
@ Khoang chwa cac bién thé SafeFix
Khoang dé |ap dat cac bién thé SafeFix

& Canh bao!

+ Khoang chtra cic bién thé SafeFix cé kim NHON. KHONG dua tay vao bén trong
khoang.

@) Cira bao tri (chi mé bang chia khéa di kém)

Ctra bao tri cho phép truy cap bén trong thiét bi, chi danh cho nhan vién dich vu dwoc ay quyén.

& Canh bao!

¢+ KHONG mé& cira bao tri néu khéng cé sy giam sat cia nhan vién dich vu Noul hoac
nhan sy duoc dy quyén.
¢ Clra bao tri cho phép truy cép vao cac bd phan chuyén dong bén trong ctia miLab
va cb thé gay chan thuong ca nhan néu mé khi thiét bi dang hoat dong. Bam bao
thiét bi da tat nguén va khoéng cé bd phan nao dang chuyén déng trudc khi mé
clra bao tri.
e Bb dai ngusn AC/DC

AN

Than trong!
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v CHi str dung b déi ngudn AC/DC do nha san xuat cung cap.

e Pin
o+  DMLA-AP50 / DMLA-AC50 - Pin Li-ion sac lai 3.000 mAh
o  DMLA-SA20 - Pin Li-ion sac lai 3.600 mAh

A

¢+ CHi str dung pin do nha san xuét cung cép.

o Viéc thay pin CHi duwoc thyc hién bai nhan vién co chuyén mon. KHONG thao hosc can
thiép vao pin. Lién hé bé phan cham séc khach hang dé thay pin.

¢+ Pin PHAI duoc thay bang cuing loai va sé lwgng pin nhu ban dau.

A,

o Dua tat ca khay thir va m3u bénh pham vé nhiét dé hoat déng truéc khi st dung.
¢+ KHONG &n vao khu vyc thusc thir va mang trén khay th.
¢ Dam bao khong lam nhiém ban khay thir véi bui.

Than trong!

han trong!

2.5. Téng quan cac bién thé SafeFix
2.5.1. Sé tham chiéu

STT. Tén san pham Tén Model Ghi chu
1 SafeFix™ CSFA Phu kién
2 SafeFix™ CER CSCA Phu kién

2.5.2. Tén va chirc ndng cac phan

Cac bién thé SafeFix c6 thé khac nhau vé nhan ghi tuy thuéc vao model thiét bi.

SafeFix™ SafeFix™ CER

DANGER
DANGER
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Mat trudc

e Mat trwéc
@ Nhan

Nhan san pham chira thong tin

e Mat sau
(2) Nap silicone cilra thoat khi
Nap silicone dung dé chén kim vao cira thoat khi cia miLab
(3) Nép silicone cira vao
N3p silicone dung dé chen kim vao cira vao cta miLab
() Nam cham khéa
Nam cham dung dé cé dinh binh chira vao hé théng miLab

2.5.3. Canh bao va Lvu y an toan

/A Canh béo!

+  Cac bién thé SafeFix rat d& chay va PHAI duoc bdo quan véi mirc cdnh giac t6i da.

Than trong!
VAN

o Do tin cdy cua két qua phan tich khong duwgc ddam bao néu céc bién thé SafeFix duoc
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str dung ngoai pham vi chi dinh hodc khong theo huéng dan st dung di kem.

¢ Khong can thiép hodc mé cudng birc cac bién thé SafeFix. Viéc lam nay c6 thé lam mat
tinh toan ven cta ching va gay nhiém ban dung dich, dan dén chat lvgng mau thap.

o N&u cac bién thé SafeFix duoc luwu trir ngoai pham vi nhiét do khuyén nghi, két qua
phan tich khong dwgc dam bao.

v KHONG d& SafeFix tiép xuc tryc tiép v&i anh sdng mit troi. (Tén model: CSFA)

v KHONG st dung SafeFix da hét han. K&t qua phan tich khong dugc dam bao khi st
dung SafeFix qua han.

¢+ PHAI CHIi SU DUNG SafeFix do nha san xuét cung cép.

&Cénh bdo!

H225: Chat 16ng va hoi rat dé chay.

H319: Gay kich &¢ng mat nghiém trong.

H335: Co thé gay kich ong duwong ho hap.

H336: Cé thé gay budn nga hodc chéng mit.

H350: C6 thé gay ung thu.

H372: Gay tén hai co quan théng qua phoi nhiém kéo dai hoic lap lai.

P201: Nhan hwéng dan dac biet trwéc khi str dung.

P202: KHONG xur ly trwée khi da doc va hiéu tat ca cac bién phap an toan.
P210: Tranh xa nhiét/ tia Itra/ I&ra tran/ bé mat ndng. Cam hat thude.

P233: Gitr binh dung kin.

P240: Noi dat/lién két tinh dién thung chira va thiét bi tiép nhan.

P241: Str dung thiét bi dién/ théng gidé/ chiéu sadng chéng chay né.

P242: Chi str dung dung cu khéng phat sinh tia lra.

P243: Thyc hién cac bién phap phong ngira phéng tinh dién.

P260: KHONG hit phai khéi/ khi/ swong/ hoi/ phun.

P264: Rira ky da tiép xuc sau khi xir ly.

P270: KHONG &n, udng hoic hat thusc khi st dung san pham nay.

P271: Chi str dung ngoai tr&i hoac & noi thong thoang.

P280: Beo gang tay, quan 4o bao hg, kinh/ mat bao ve.

P312: Goi Trung tdm CAP CU*U/Bac si néu cam thay khéng khae.

P314: Tim loi khuyén y t&/néu cam thay khong khoe.

P303+P361+P353: KHI DINH DA (hosc toc): Cai ngay toan bé quan 4o bi nhiém.
Rira da bang nwéc hosc tam.

P304+P340: KHI HiT PHAl: Pwa nguei ra noi thoang khi, gitr the dé dang.
P305+P351+P338: KHI DINH MAT: Rira nhe nhang bing nuwéc trong vai phat.
Théo kinh ap trong néu c6 va dé lam. Tiép tuc rira.

P308+P313: Né&u tiép xdc hoic lo ngai: Tim l&i khuyén/y té.

P337+P313: Né&u kich &ng mat con ton tai: Tim loi khuyén/y té.

P370+P378: Trong trweng hop chay: Dung CO,, bot kho, bot chéng con dé dap Idra.

I
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P405: Luwu tri noi co khoa.

PA403+P233: Luwu trir & noi thdong thoang. Gitr binh dung déng kin.

P403+P235: Lwu trir & noi thong thoang. Gir noi mat me.

P501: X ly néi dung/binh dung theo quy dinh caa dia phwong, tiéu bang va lién bang.
San pham cda Noul duwgc dan nhan véi Biéu twgng nguy hiém va Cau canh bao Rdi ro
& An toan theo Hé théng Hoa hop Toan cau vé Phan loai va Dan nhan Hoa chat
(GHS).

2.5.4. Diéu kién van chuyén
Trong qua trinh van chuyén, cac diéu kién sau phai dvoc dam bao:

¢ Pham vinhiét d6: 21 ~ 40 (°C)
o Do6am: 35~ 90 (% Do am twong doi)

AN Than trong!

o Cac bién thé SafeFix chira chat 16ng dé chay. Hay cuwc ky can trong khi van chuyén
cac bién thé SafeFix.

¢ KHONG lam roi hosc tac dung lwc qua manh Ién cac bién thé SafeFix, vi diéu nay
c6 thé lam mat tinh toan ven cda binh chira va gay ro ri.

¢+ KHONG di chuyén thiét bi miLab khi cé bién thé SafeFix dugc |3p. Néu viéc di
chuyén 13 khéng thé tranh, KHONG nghiéng thiét bi. Chat 1dng c6 thé rd ra tir clra
thoat khi ctia binh SafeFix, gdy hw héng vinh vién cho thiét bi.

o Ludn tuan thu tat ca cac bién phap an toan can thiét khi x& ly va van chuyén cac
bién thé SafeFix.

2.5.5. Quy trinh thaibé

Quy trinh thai bd phai tuan tha cac quy dinh phap luat dia phuong hién hanh. DPoc cac canh
bao va bién phap phong ngira GHS duoc néu tai muc 2.5.3. Cdnh bdo va Luu y an toan (chi

st dung cho chdn doan in vitro).

3. Quy trinh lap dat

3.1. Cac ndi dung chira bén trong miLab™ Platform
Ddng goi miLab™ Platform bao gém cac thanh phan sau:
o Thiét bj miLab™ Platform (1 cai)
o Cac bién thé SafeFix (Tén model: CSFA/CSCA) (1 cai)
¢ Hoép dung lam kinh miLab™ (Tén model: CMAA/CBCA) (1 cai)
¢ B& chuyén déi kinh hién vi cho lam kinh miLab™ (Tén model: CMAA/CBCA) (1 cai)

o Bo dai ngu‘én AC/DC 51 céi=
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o Day nguon (1 cai)
¢ Tailiéu Hwéng dan S dung miLab™ Platform (1 cai)

3.2. Cac vat dung can thiét dé van hanh miLab™ Platform
Cac vat dung sau can thiét dé stir dung cung miLab™ Platform, nhung duoc ban riéng va khéng
bao gom trong goi hang:

' Phu kién: Cac bién thé SafeFix (Tén model: CSFA va CSCA)

Cac loai khay thtr dugc sir dung véi miLab™ Platform nhu sau:
o Dac trung ing dung cho sét rét miLab™ Cartridge MAL (Tén Model: CMAA)
o Dac trung ing dung cho BCM miLab™ Cartridge BCM (Tén Model: CBCA)
¢ Dic trung ing dung cho CER miLab™ Cartridge CER (Tén Model: CCEA)

o Dac trung ing dung cho FNA miLab™ Cartridge FNA (Tén Model: CFNA)

3.3. Lap dat miLab™ Platform

3.3.1. Trwérc khi lap dat

miLab™ phai duwoc I3p dat bai cac nha phan phéi dich vu duoc Gy quyén hodc Noul.

Dudéi day la danh sach cac budc can thyc hién treéc khi ldp dat:

¢ Dam bdo bé mit 13p dit phing, khéng rung lac va an toan cho mau.

¢ M0i truong sir dung nén khong bui va thong thoang.

¢ Dam bao c6 du khoang tréng xung quanh hé théng.

o Khi st dung bd déi nguén AC/DC, dam bao nguén dién én dinh.

o Né&u ngudn dién khong 6n dinh, dam bao pin dugc sac day tredc khi van hanh milab.

3.3.2. Lap dit

Duéi day la danh sach cac buéc can thyc hién dé 13p dat:
o D3t thiét bj lén vj tri lam viéc da chuan bi san.
¢ Dam bao bd déi nguen AC/DC dugc két néi chéc chan véi ngudn dién.
o L3p cac bién thé SafeFix vao thiét bj.

& Than trong! Cac bién thé Safefix
s Thiét bi c6 thé cho két qua khdng chinh xac trong cac truéng hop sau:
o Khi cac bién thé SafeFix duoc I1&p khong diang cach vao thiét bi.
o Khi cac bién thé SafeFix da hét.
o Khi cac bién thé SafeFix bi bién tinh do tiép xUc tryc tiép vdi anh sang mat troi.
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Mét thong bao canh bao sé xuat hién khi cac bién thé SafeFix dwoc I13p khong ding
cach. Hay mé khoa va l3p lai cac bién thé SafeFix.

Mét thong bao canh bao sé xuat hién khi con duéi 10 % lwong SafeFix. Thay cac bién
thé SafeFix trudc khi hét.

KHONG thao cac bién thé SafeFix khéi miLab, trir khi thay thé SafeFix hoac di chuyén
thiét bi.

3.3.3.

Bat nguén

1. Dam bao thiét bi co du nguén dién trwéc khi bat.

& Than trong!

Khi s&r dung nguén pin, kiém tra mdc pin con lai c6 di khéong. NéEu pin con dudi
70 %, khéng thé thuc hién xét nghiém.

Khi s&r dung bd déi ngudn AC/DC, dam bao cac day nguén duoc két ndi chdc chan.
Khi két néi hodc ngadt két ndi day nguén (Model: DMLA-SA20), ddam bao nhan vao
dau cap va gitr than thiét bj dé tranh lam héng céng DC.

2. Nhan nat ngudn chinh & mat sau thiét bi trong 3 giay.

a. Khi thiét bi duwoc bat, n6é sé phat ra am thanh tin hiéu (Tham khao muc 2.4. 7én
va chirc nang cac by phdn dé biét trang thai nguén).

b. Khi thiét bi duvoc bat va dang khai déng, man hinh logo Noul sé xuat hién
trong giay lat trén man hinh LCD. Ch& cho hé théng hoan tat qua trinh khéi
dong.
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3.3.4. Thiét 1ap ban dau

1. Khi thiét bi dwoc bat, man hinh chao mirng sé xuat hién. Sau d6, cham vao nut [NEXT].

weinomg 1o miLab
Proceed to set your own password

NEXT

2. Nhap mat ma méi
a. Mat ma nay sé duogc lvu va st dung mai khi thiét bi bi khda.

Enter New Passcode
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VAN

o NE&u mat khau khong duogc bdo mat dang cach, ngueoi dung trai phép cé thé thay
déi hodc xda dir liéu, hodc thay déi cai dit, dan dén 16i trong qua trinh xét nghiém
chan doan, phai thyc hién xét nghiém lai, va két qua sai léch.

Than trong!

3. Sau dd, nhap lai mat ma méi dé xac nhan.

Verify New Passcode

4. Cuéi cung, nhap mat ma mét [an nira dé kich hoat thiét bi.

Enter Passcode

000000

FORGOT PASSCODE?

3.3.5. Cac bién thé SafeFix: Lap dat, Thao ra va Thay thé

Cac bién thé SafeFix c6 thé khac nhau vé mau sic, nhan mac va tén cac tuy chon trén menu man hinh tay
thudc vao model thiét bi, nhuwng quy trinh 13p dit van giéng nhau.
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3.3.6. Cac bién thé SafeFix: Lap dat

1. Cham vao nut cai dat & goc duéi bén trai cda man hinh chinh, sau dé chon
[SAFEFIX] hoac [SAFEFIX CER].

mitab milab1_0323 SafeFix 1 100% KIP Feb 11, 2025 0203PM

- Settings

SYSTEM INFORMATION

SELF CHECKUP

SAFEFIX

NAS UPLOAD

DATA BACKUP

CHANGE PASSCODE

SYSTEM UPDATE

ermnar asAne

2. Xac nhan trang thai cia bién thé SafeFix, sau d6 cham vao nut [-].

mitab  milab1_0323 SafeFix M 100% KB Feb 11, 2025 0Z13PM

& SafeFix

L Install a new SafeFix

Safefix Level:
Expiration Date: -

Installation Date- -

A cauTion

Quality of SafeFix is not guaranteed if removed repeatedly

3. Chon [Install], sau d6 cham vao nut [—].

mitab  miLlab1_0323 SafeFix [ 100% KNP Feb 11, 2025 0219PM

& SafeFix

INSTALL  Prepare a new SafeFix to install
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4. Quét ma vach trén nhan san pham cla bién thé SafeFix m&i, sau d6 cham vao nut

-]

mitab  milab1_0323 SafeFix 1 100% KNP Feb 11, 2025 01:58PM

] SafeFix Installation

REMOVE PACKAGE AND SCAN BARCODE

5. Nhe nhang lap bién thé SafeFix m&i vao khoang SafeFix cua thiét bi miLab™. Sau do,
nhan nat [—] dé tiép tuc.

miLad  miLab1_032 SafeFix [#] 100% EB Feh 11,2025 01:50PM

= SafeFix Installation

LOAD THE SAFEFIX

6. Né&u bién thé SafeFix dugc lap dit thanh cong, mét théng bao thanh céng sé xuét hién.

mitadb milab1_0323 SafeFix [#] 100% &I Feb 11,2025 02:25PM

@ Success

SafeFix installation successful
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3.3.7. Cac bién thé SafeFix: Thao bé va Thay thé
1. Xem lai thong tin lién quan dén bién thé SafeFix dang dwoc lap dat, sau dé cham nut

[—]
mitab  milab1 0323 SafeFix [1] 100% KB Feb 18 202

- SafeFix

. Purchase a new SafeFix

SafeFix Level; > 500 Tests Avallable
Expiration Date:  F

Installation Date: Feb 18, 2025

Quality of SafeFix is not guaranteed if removed repeatedly

2. Chon [Remove] hoac [Replace], sau d6 cham nut [—].

mitab  milab1 0323 Safefiy [ 100% KB Feb 11,202

- SafeFix

REMOVE Remova currently installed SateFix

REPLACE Replace the SafeFix with the new one

3. Bién thé SafeFix dang dwoc lap dat sé tw dong dwoc day ra khoi Thiét bi
miLab™. Nhe nhang rut SafeFix ra, sau dé cham nut [—].

mitad  milabi 0323 SafeFax [ 1005 KB Feb 11,20250221PM

-

= SafeFix Removal

!

REMOVE AND DISPOSE OF SAFEFIX

& caution
Dispose of the container to comply with locel regulations

4. Tham khao muc 3.3.5.1 Cac bién thé SafeFix: L3p dat va tién hanh I3p dat bién thé SafeFix méi.
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4. Hwé'ng dan van hanh
4.1. Man hinh chinh

milad  milabl 0322 saterix B 100

BCM MAL

miLab™ BCM miLab™ MAL

bé thié?lép cac chirc nang cﬁa miLa%, vui long tham khé% muc4.2 Ciu h/‘nh?é/'datdé’
biét thong tin chi tiét.
@ Ungdung

o BCM: Dung cho phan tich s& lwgng va hinh thai té bao mau.

o MAL: Dung cho xét nghiém sét rét thuong quy vai phan tich sé lvong
héng cau duoc cai dit sdn.

o CER: Dung cho phan tich hinh thai t& bao ¢é t&r cung (Trong khi cac xét
nghiém BCM va MAL c6 thé duoc thyc hién trén cung mot thiét bj, xét
nghiém CER yéu cau mét thiét bj riéng biét).

@ Tét ngudn
DE tat hoic khda thiét bi.

4.1.1. Thanh trang thai

miLab miLab1_0323 SafeFix 100% KX Aug 01,2024 07:48AM
1 2 3 4
@ ThiétbilD

Ma dinh danh thiét bj duy nhat.
@ Tinh trang cta bién thé Safefix

Bién thé SafeFix da duoc lip dat va con du.
1] Bién thé SafeFix sdp hét.
Bién thé SafeFix chuwa dugc 13p dat hodc da hét.

@ Tinh trang pin
3 Ngay & gio
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4.2. Cai dat cau hinh
Trang cai dat @ bao gém cac thong tin va chirc nang sau. (Tén menu co6 thé hién thj la
'SAFEFIX' hogc 'SAFEFIX CER' tuy thuéc vao model thiét bi.)

milab  milab1 0323 SafeFix E 100% B Aug 07,2024 07.51AM

-~

- Settings

SYSTEM INFORMATION

SELF CHECKUP

SAFEFIX

NAS UPLOAD

DATA BACKUP

CHANGE PASSCODE

SYSTEM UPDATE

SERVICE MODE

e THONG TIN HE THONG
Menu nay cung cap quyén truy cap vao cac thong tin lién quan dén hé théng nhu sau.
o Tén san pham

o Tén Model
o SO sé-ri
o ThiétbilD

o Nha san xuat

o Phién ban Phan mém
o Phién ban Firmware
o Phién ban Rootfs

o So lwgng xét nghiém
o Mang

milab milab1_0323 SafeFix 100% K3 Feb 11, 2025 06:47PM

L Network Connection Configuration
Configure IPv4 Using DHCP Renew DHCP Lease
Manually
IP Address T9Z. 108
Subnet Mask

Router

MAC Address

Ignore Auto DNS
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mitab miLab1_0323

£

Configure IPv4

IP Address

Subnet Mask

Router

MAC Address

Ignore Auto DNS

SafeFix 100% B Feb 11, 2025 06:47PM

Network Connection Configuration

Manually

192.168.123.130 /'

255.255.255.0 /'

192.168.123.1 /'

1 Cho phép nguoi dung tu cdu hinh cai dat IP theo yéu cau.

o Mang (VPN)
o B&nhd

1 Hién thi dung lvgng két qua da luu so véi tong dung lugng bd nho kha

dung.

1 Xda dir liéu: Trong muc Xda dir liéu, ngudi dung cé thé chon loc xda di
lieu sau khi da truc tié€p xem xét.
1 Chwic nang Ty dong xda (Auto-delete) c6 thé duwoc cdu hinh riéng cho
trng ng dung dang sir dung. Néu téng dung lugng lwu trir con lai
dudi 15GB, xét nghiém sé khong thé tiép tuc va sé xuat hién thong bao
nh3c ngudi dung gidi phdng dung lugng. Néu chirc ndng nay duoc bat,
dir liéu sé ty dong bi xb6a dé gidi phdong dung lvgng khi miLab sdp day
bé nhé. Khuyén nghi nén lwu gitr ban ghi di¥ liéu bang van ban truéc

do.

N

Than trong!

Né&u tuy chon 'Ty déng xda (Auto-delete)' tit, cac xét nghiém tiép theo sé khong
thé thyc hién khi dung lvgng luu triv con lai dugi 15 GB. Vui long xéa tha cong két

qua xét nghiém tir trang lich str.

o MUi git: MUi gitr ¢ thé duoc thiét 1ap dya trén tiéu chi khu vyc hodc st
dung dinh dang mui gi¢ tiéu chuan quéc té€ do IANA quy dinh.

Safefix 100% NP Aug D1, 2024 09:07AM

milab milLab1_0323

:

Time Zone

2024-08-01 18:07:08

Etc/GMT+6

Etc/GMT+7

Etc/GMT+8

Etc/GMT+9

Etc/GMT+10
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o Thiét lap thoi gian

A

¢ Ne&u thoi gian khéng duoc cai dit chinh xac, diéu nay sé anh huwéng dén viéc 13p dat
cac bién thé SafeFix va thoi gian xét nghiém hién thi trén trang lich su.

Than trong!

o Ma dinh danh co sé& ID
1 Khi nguoi dung nhap thong tin, né sé hién thi trén “Thanh trang thai”
o K&t noihd tro tir xa

1 Dugc st dung dé cung cdp dich vu tir Noul, vi du trong treong hep dich
vu khach hang.

1 Nhan sy tir Noul hodc nha phan phéi dwgc Gy quyén phai hé trg nguoi
dung két ndi Internet va nhan 'CONNECTION REQUEST' sau khi da
thong bao cho Bé phan Dich vu Khach hang cta Noul dé duoc hb trg ti
Xa.

A

¢ Chinhitng nhan sy dugc Uy quyén méi co thé cung cip dich vy nay cho nguoi dung.

Than trong!

o K&t ndi Hb tro tir xa bt budc phai dugc sdp xép lich hen véi Bé phan Dich vu Khach hang
cta Noul trudc khi nhan ‘'CONNECTION REQUEST'.

o Gl nhat ky sang USB Drive

1 Ch&rc nang nay duoc sir dung dé thu thap nhat ky xét nghiém nham
muc dich xt ly sy cé khi c6 van dé xay ra.

1 NUt [Send] sé van bi vo hiéu hdéa cho dén khi mot USB Drive dwoc cdm
vao, nhu minh hoa trong hinh duai day.
milab  miLab1_0167 SolcF;x 100% KNP Feb 18, 2025 01:05AM

= Send Logs to USB Drive
Test Time Slide ID Test Test Result

Feb 10, 2025 )
01:16:28 X10167_250210.002 MAL Negative

10167, 1 M, it
00:49:50 X10167_250210_00 AL Negative

Feb 10, 2025

00:48:20 X10167_250210_000 No Image

Feb 07,2025

03:26:50 X10167_250207_001 Negative

O
O
[ Feb10.2025
O
O
a

Feb 07, 2025

03:03:12 X10167_250207_000 Negative

& Noitems selected Select USB Drive

1 Khi chi cé6 mot USB dugc két néi, hé thong sé ty dong chon thiét bi do.
Trong treong hop nay, chi cdn nhan [Send] dé tiép tuc.
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1 Khi co hai USB dugc két néi, sit dung [Select USB Drive] dé chon USB
mong muén, sau dé nhan [Send] dé tiép tuc.

mitab miLab1_0167 SafeFix 100% KB Feb 18, 2025 01:04AM

- Send Logs to USB Drive

Test Time ¥ Slide ID Test Test Resuit

Feb 10, 2025

01:16:28 X10167_250210_002 MAL Negative

Feb 10, 2025

00:49.50  X10167.250210.001  MAL Negative

Feb 10, 2025

00:48:20 X10167_250210_ 000 MAL No Image

Feb 07, 2025

1
03:26:50 X10167_250207_00 MAL Negative

F':;;;_Z‘O;S X10167_250207_000 __MAL Negative
02566 234868
& Noitems selected BB03-7E70 57.268 SEND

1 Néu hdp kiém & phia bén trai dugc chon, milLab Platform, nhat ky ng
dung va nhat ky cda cac két qua xét nghiém da chon sé duoc luu vao USB
Drive.
1 Néu hép kiém & phia bén trai khong dugc chon, chi cé miLab Platform va nhat
ky *ng dung duoc luu vao USB.
o SELF CHECK-UP: dung chic ndang nay, ngudi dung cé thé dinh ky chay kiém
tra ty dong dé dam bao cac thanh phan co hoc cua thiét bj hoat dong chinh xac.
o SAFEFIX: Dung dé 1ap dat, thao bé va thay thé cac bién thé SafeFix.
o NAS UPLOAD: Né&u thiét bj duwgc két ngi véi Bo lvu trir gdn mang (NAS), dix lieu
két qua xét nghiém co thé duwoc tai Ién NAS.
o CHANGE PASSCODE: Nguoi dung co thé thay déi ma bao mat bang chic nang
nay.
o SERVICE MODE: Ché& dé dich vu chi co thé duogc truy cap béi dai dién dich vy
dugc ay quyén.

4.3. Thay déi ma bao mat
1. DE& thay d6i ma bao mat, cham vao nut cai dit & goc duéi bén trai cia man
hinh chinh.

2. Cham nut [CHANGE PASSCODE].

milab milab 0001_01 SafeFix 100% KB Jan 01,2023 12:00PM

- Settings

SYSTEM INFORMATION

TEST SETTINGS

SELF CHECK-UP

SAFEFIX

NAS UPLOAD

DATA BACKUP

CHANGE PASSCODE
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3. Nhéap méa bao mat hién tai cta thiét bi.

Enter Passcode

OO0O0OO00O0

FORGOT PASSCODE?

4. Sau do, nhap ma bao mat mai.

Enter New Passcode

OO0O0OO00O0

5. Cudi cung, xac nhan lai ma bao mat méi dé hoan tat.

Verify New Passcode

OO0O0O00O0
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4.4. Quén ma bao mat
Né&u ban quén ma bao mat cda miLab™ Platform, hay thyuc hién cac budc dudi day dé dat lai ma

bao mat.
1. Cham nat [FORGOT PASSCODE].

Enter Passcode

FORGOT PASSCODE?

2. Quét khoda dat lai ma bao mat do Noul cung cap.

Scan Passcode Reset Key

DMLA20201220

Vo

3. Khi man hinh nhap ma bao méat mai xuat hién, hady nhap ma bao mat mai. Sau do,
nhap lai ma bao mat mai dé xac nhan.

. ________________________________________________________________________________________________________________________|
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Enter New Passcode

OO0O0O00O0

Verify New Passcode

OO0O0O00O0

milab miLab 0001_01 SafeFix 100% KB Jan 01,20

* Settings

TEST SETTINGS
SELF CHECK-UP
SAFEFIX

NAS UPLOAD
DATA BACKUP

CHANGE PASSCODE

@ succ

Passcode change successful

SERVICE N\
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5. miLab Viewer™

Trwérce khi bat dau
[Chd y] Mét s6 hinh énh té bao trong tai liéu la hinh dnh méu dirgc dira vao dé hé tro hiéu cac
chuire nang giao dién nguei dung, vivéy xin lwu y réng chidng co thé khdng khép vdi loai t€ bao

thuc té.

Trwdc khi bat dau, hdy dam bao kiém tra nhitng muc sau.

5.1. C4u hinh hé théng

o Vatliéu
o Thiét bji miLab™ (Tén Model: DMLA)
o May tinh Mac hodc Windows
o Bo dinh tuyén va Cap Ethernet
(Pwoc khuyén nghi) M6i céng hd tro toc do 1Gbps (Gigabit/giay).

o  miLab™ - miLab Viewer™

miLab Viewer

7 ‘ Ethernet Cable Ethernet Cable
milab Viewer < > ssee® e
or Network
/ Router

Dé truy cap dir lieu miLab dugc lwu trir trén cac thiét bj miLab két néi cuc bd, nguoi dung phai

két ndi PC cua ho vao cung mang nédi bé véi cac thiét bj miLab. D& thiét 1ap két ndi mang,
ngudi dung can chuan bi bdé chuyén mach mang riéng (hoéc st dung router hién c6 néu con
dd cong) va cap Ethernet. Khi két néi mang dugrc thiét 1ap, ngudi dung cé thé truy cap miLab
bang cach s&r dung cac dia chi IP duy nhat da duogc chi dinh truwéc cho tirng thiét bi milLab.
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Nguoi dung can dam bao rang thiét bj miLab duwoc két néi ding cach va ca thiét bi miLab 1an

phan mém milLab Viewer déu két néi vao cuing mét mang noi bé.
Lwu y rang cau hinh hé théng cé thé khac nhau tuy thuéc vao cdu hinh mang néi bé va cac thiét
lap bao mat.
Né&u viéc truy cap thiét bi miLab bang miLab Viewer véi cdu hinh mang hién tai gdp kho khan
hodc néu ban can tv van chi tiét, vui long lién hé Trung tam Dich vu Khach hang Noul tai
cs@noul.com.
5.2. Yéu cau ky thuat deéi véi PC
PC duoc sir dung can dap &ng cac yéu cau téi thiéu trudc khi s dung milLab Viewer.
+ Heé dieu hanh (Operating system)
o macOS: OS X El Capitan (10.11+), bao gém macOS Monterey.
o Windows: H6 trg Windows 7 tr& [én. Cac hé diéu hanh cii hon khong duoc hé trg (va sé

khong hoat déng).

¢+ Phién ban phan mem miLab (miLab SW version)
o Khuyén nghi st dung miLab SW 01.44.00 hoac cao hon.

+ D6 phan gidi man hinh (Monitor resolution)
o Té6i thiéu: 1280 x 720
o (Khuyén nghi) 1920 x 1024 hodc cao hon.
o Thiét bj ngoai vi (Peripheral)
o K&t néi mang ndi bé (cho thiét bi miLab)

o Ban phim va thiét bj tré twong thich (vi du: chut)

5.3 Tim dia chi IP

Mai thiét bi miLab sé nhan duwgc mot dia chi IP duy nhat (vi du: 192.168.128.246) khi thiét bj duoc
két n&i v&i router bang cap Ethernet.

Dia chi IP duy nhat (LAN) cé thé dugc tim thdy trong Thong tin Hé théng (System Information) —
Mang (Network) trong cai dat cda thiét bj miLab. (D€ biét chi ti€t hon, tham khao Hudng dén S
aung milLab™ Platform DMLA, muc Cdu hinh cai déit,)

. ________________________________________________________________________________________________________________________|
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miLab miLab1_0102 SafeFix 100% KX Mar 20, 2024 08:56PM

= Settings
SYSTEM INFORMATION
SELF CHECKUP
SAFEFIX
NAS UPLOAD
DATA BACKUP
CHANGE PASSCODE

SERVICE MODE

é

milab miLab1_0102 SafeFix 100% K3 Mar 20, 2024 08:59PM

= System Information
Manutacturer Noul Co., Ltg.

Software Version v01.51.00-ga.31

Firmware Version FW:4.3.1| MS: 5.5.0 | US: 2019.09.23
Rootfs Version 1.21

Test Count 84

Network IP: 192.168.123,145 | VPN: 10.0.5.127

Storage 41.0GB of 875.1GB used

é Time Zone Etc/GMT

5.4. Sir dung miLab Viewer™

5.4.1. Truy cap Mang

Bam bao rang PC dang st dung duoc két néi vao cing mang véi thiét bi miLab ma ban muén
truy cap. PC phai duoc két ngi vao mang theo mét trong ba cau hinh dugc trinh bay trong 5.7.
Cdu hinh Hé thénag.

5.4.2 Ung dung miLab Viewer™
5.4.2.1. Cai dat &rng dung

1. Nhap vao lién két do Bs phan Dich vu Khach hang (CS) cta Noul cung cap dé cai
dat wng dung miLab Viewer.

2. Khi ban nhap vao lién két, man hinh sau sé xuat hién.
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a. Vuilong nhap vao nut phu hep dua trén cdu hinh may tinh cda ban (Mac hodc

Windows) dé tiép tuc tai xuéng tép cai dat.

milLab Viewer™ App for Mac & Windows

Bigger, Clanrer, and mare Comfortable

3. Khi ban nhap vao tép cai dit, man hinh sau sé xuat hién.
a. Nhap vao nut [Agree] dé hoan tat cai dat, va nut ¢ng dung Viewer sé dugc
tao trén man hinh may tinh cda ban.

5.4.2.2. Mé& Ung dung

1. Khi ban nhap vao &ng dung dé truy cap, man hinh chinh sé xuat hién va chirc nang
quét mang sé tu dong hién thj cac thiét bi miLab cung trong méi trwéng mang.
Nhap vao thiét bi sé chuyén sang thé Dang nhap (Login).
a. Néu khong tim thay thiét bi miLab nao sau khi quét mang, sé xuét hién thong bao nhu:
‘No miLab device found can be connected. Please check the device and local network.’
b. Né&u ban da két néi cuing mang nhung chirc nang quét Local Network Devices khong
hoat déng, vui long kiém tra phién badn phan mém (SW) cua ban (C6 s&n tir miLab SW
01.43.00 tré& lén).
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]

Recently Used Dovicos C

miLabl_0203

2. Ban c6 thé két nai true tiép bang cach nhap dia chi IP & dau trang néu thiét bi mong
mudéhn khong co trong danh sach. Dé biét thong tin chi tiét vé dia chi IP, tham khao
muc 5.3. Tim dia chi IP.
a. Dinh dang cla dia chi IP gém b&n nhém s8, méi nhém t8i da ba chir s6, dwgc ngan cach
béi ddu cham ("."). (vi du: 192.168.128.165)
3. Néu c6 cac thiét bi da két nai trwéc do, chung co thé dwgc xem trén man hinh
‘Recently Used Devices’.

a. Méi thiét bi duoc liét ké kem dia chi IP va sép xép theo lan két néi gan nhat.
b. Khi di chuét [én hinh anh cua thiét bi miLab, nut xda (-) sé xuat hién & goc
trén bén phai, cho phép xo6a thiét bj néu muén.

¢. Man hinh chinh tiép tuc quét mang, va cac thiét bi kha dung hoac khong kha
dung c6 thé dugc cap nhat.

5.4.2.3. Cap nhat U'ng dung

4. Khi truy cap miLab Viewer, mét cira sé sé tw dong xuat hien dé hwéng dan ban cai
dat phién ban méi nhat néu c6 phién ban phan mém méi duwec phat hanh.
a. Nhan [SKIP THIS VERSION] sé ngan thong bao cap nhat xuat hién cho dén khi phién ban
tiép theo dugc phat hanh.
b. Nhan [REMIND ME LATER] sé ngan thong bao cap nhat xuat hién trong hai tuan.
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L]

A new version of miLab Viewer App is available!

SKIP TS VERSION HEMIND ME LATER WSTALL ETMDI

5. Néu ban khong thuc hién cap nhat tir cira sé bat 1én, ban c6 thé thyc hién cap nhat tha
cong thong qua menu cita wng dung (miLab Viewer — Check for Updates).

5.5. Tat nguén

1. Trén man hinh chinh, cham vao nat - @) & géc dusi bén phai.

° o o

2 . Cham nat [SHUT DOWN].
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milab milLab 0001_01 SafeFix 100% KB Jan 01,2023 12:00PM

A System

Are you sure you want to shutdown the system now?

CANCEL

A

o Dam bao khdng cé xét nghiém nao dang chay trén thiét bi.

Than trong!

o T&t thiét bj trong khi xét nghiém dang tién hanh c6 thé gay hu héng hoic 16i thiét bi.
o Chislr dung nat ngudn chinh dé tat thiét bj khi nat thoat khong phan héi hoic khong
thé truy cap.

6. Chi tiet hwong dan sir dung MIAL

6.1. Quy trinh xét nghiém
6.1.1. Hwéng dan van hanh thiét bi miLab
Trwére khi bat dau xét nghiém: Cai dat xét nghiém
1. Trudc khi b3t dau xét nghiém, kiém tra ky rang SafeFix™ da duwoc 13p dat ding cach.
2. [Settings]
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e Trudc khi bat dau xét nghiém, nhap vao [TEST SETTINGS] trén man hinh chinh.
miLab miLab1_0102 Sa'eF!x 62% KD Jul 17, 2024 08:25PM

O MAL

O MAL

Early Termination Off

-

TEST SETTINGS

(Trang nay la trang ban sé thdy sau khi nhan &ng dung MAL trén trang dau tién.)

e [Test settings] Chon lai [Test Settings]
nRab e 010 satic [ VED 2303503 12AM [l PRab  mias) 0102
< O MAL TestSettings

© MAL  TestSettings

Tes tetoen

e C4u hinh céc tuy chon sau trén trang Cai dat Xét nghiém: Sé lwgng té bao hong
cau myc tiéu (Target RBC Count), Két thic sém khi cé két qua dwong tinh
(Early Termination upon Positive Results), Can xem xét (Review Needed),
Cong thire tinh parasitemia (Parasitemia formula).
[Target RBC Count] Dt téng s6 hong cau can xét nghiém la 100K, 200K
hodc 300K. Cac gia tri 100K, 200K hodc 300K la sé luvgng t6i da cac té bao
héng cau dugc xét nghiém.
o Chon tuy chon 100K sé giam theoi gian xét nghiém nhung c6 thé dan
dén két qua khac biét vé hiéu suat.
[Early Termination upon Positive Results] Két thic xét nghiém khi phat
hién dd s6 héng cau nghi ngo dé dua ra két qua.
o 'On": Xét nghiém két thuac khi phat hién it nhat 20 hong cau nghi ngo,
c6 kha nang chua dat tong s6 hong cau theo chi dinh cda ngudi dung.
o 'Off: Xét nghiém két thuc khi phat hién t6ng s6 héng cau theo chi dinh cda nguei
dung.
[Review Needed] Khi ‘Can xem xét’ dwgc bat, cho phép ngusi ding xem lai
cac té bao nghi ng& va xac nhan két qua xét nghiém.
[Suspected RBC Count Option for Parasitemia Formula] Viéc tinh mac dé
parasitemia (%, ky sinh trung/uL) c6 thé dwgc thyc hién bang cach chon chi bao
goém Ring va Trophozoite lam héng cau nghi ngo hodc bao gém téat ca cac té bao
bi nhiém cho dén va bao gém ca Gametocyte.
Dé biét huégng dan chi tiét, tham khao cong thic parasitemia duwgc mo ta tai muc
'8.3. Tinh toan’
. _______________________________________________________________________________________________________________________________________________________________|
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+ [Setup Host Connection] Trang nay duoc thiét ké dé tich hop véi LIS (Hé
théng Thong tin Phong xét nghiém). Chi s&r dung sau khi hoan tat kiém tra giao
dién dir liéu gitra LIS cta co sé& va miLab. Khi duoc dat thanh [Bat] (On), dir liéu
tlr miLab c6 thé duoc truyén dén LIS.
Tat ca két qua sé dugc truyén sau khi nguoi dung xac nhan xong, va thong tin duoc
truyén sé bao gém:
¢+ Duong tinh / Am tinh
¢ Tén loai (Plasmodium falciparum hodc Plasmodium vivax, néu loai dugc xac
dinh)
o Muc ky sinh trung P. (%)

nRab s 0102
&< O MAL TestSettings

[ReR—— ®

+ [Manage Patient Information] Cho phép kiém tra xem man hinh théng tin
bénh nhan c6 hién thi hay bi bé qua.

o 'On": Théng tin bénh nhan, bao gém Ngay sinh, Giéi tinh, Thai ky, S6
lwgng héng cau, S6 lan kham cda bénh nhan, v.v.,, sé dugc hién thj
nhu Mo ta tai muc ‘5. [Thong tin bénh nhan]’ & trang tiép theo.

o 'Off": Bwdc nhap thong tin bénh nhan sé bi bd qua ma khong hién thi
(trong treong hop nay, sé lvgng hong cau sé theo gia tri mac dinh la
5,00 trigu TB/pl).

3. S6 lvong té bao hong cau muc tiéu va trang thai Bat/Tat Két thuc sém, duoc
cau hinh trong cac gia tri Cai dat Xét nghiém, c6 thé dwoc xac minh lai trong
thé Bat dau Xét nghiem.

4. [QC] Ché do QC dung dé thyc hién kiém soat chat lwgng nodi bé nham xac minh hiéu
suat cua thié€t bj va phan mém miLab. D& biét nhiéu théng tin hon, Xin tham khao
[Phu luc B]

5. D& bat dau xét nghiém, nhap nut % trén man hinh.

. ________________________________________________________________________________________________________________________|
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mitab  milab1_0102 SafeFix 80% KI> Jul 17, 2024 08:58PM

O MAL = ® B

0 MAL

Target RBC Count 200k
Early Termination Off
>

TEST SETTINGS

6. Quét Ma vach ctia S6 mau va ID bénh nhan.
e May quét ma vach sé ty dong tat sau 10 gidy. Sau khi nhap 'OK’ trén cira s6
thong bao ‘Quét qua thai gian (Scan Timeout)’, ban cé thé nhap théng tin tha
cdng hoéc kich hoat lai may quét méa vach bang cach nhap vao biéu twgng ma

vach. [y

@ Scan Timeout

Scan Barcode for Sample No.
Scanner timed cut due to Inactivity.

Rb et 0102
& © MAL Patientid

7. [Théng tin bénh nhan (Patient Information)] (Chi khi dwoc dit thanh ‘Bat’ (On) trong ‘TEST SETTINGS’)
Nhéap thong tin Ngay sinh, Gigi tinh, Thai ky, Sé lwvgng héng cau va Sé [an kham cua
bénh nhan trén trang Thong tin bénh nhan.

e Nhan nat [NEXT] dé bd qua.
e Nhap nhiét do co thé bénh nhan, triéu chirng va khoang cach dung thuéc.

e Nhan nat [NEXT] dé bd qua.
Trang [Thong tin bénh nhan (Patient Information)] chi duoc hién thi khi nguoi
dung dat Thong tin bénh nhan thanh ‘bat’ (On) trong [TEST SETTINGS]. Dud¢i day la

luéng thao tac theo thiét 1ap nay.
. _______________________________________________________________________________________________________________________________________________________________|
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8. [Chuan bi khay thir (Cartridge Preparation)] Man hinh sau sé dwoc hién thj khi san
sang bat dau xét nghiem.
e KHONG cham nut [START] cho dé&n khi khay thir s3n sang dé 13p vao.

Unknown

2

Assemble top and bottom cartridge

9. Nhap nut [START], sau d6 lp khay thir da chuan bi vao khe khay thir caa thiét bj
trong 5 gidy (dat mat mang trai trwéc) cho dén khi nghe thay tiéng vu vu.
e Khay thr duwoc I3p ding sé tv déng duoc kéo vao.
e Khildp ding, may quét ma vach bén trong sé ty déng doc mé vach trén cum day cta
khay thir.

miLab  miLab1_0102 saferix [ 100% EB Jul 04, 202

fampls Fatient I Pobe =
Unknown Unknown Unknown

@ Insert cartridge IMMEDIATELY after dispensing blood

e Né&u khay thir khong duoc 13p ding cach, mot thong bao 16i sé xuat hién. Nhan [OK]
va thi lai.

milabl_0102
@ Error

Cartridge insertion time out.

= Error code: Insert.InsertCartridgeTimeout(A11060)

Please re-insert the cartridge.

(Mét clra s6 thong bao 16i sé xuat hién 5 gidy sau khi nhan nit START néu khéng c6 khay thir nao duoc I3p.)

10.Khi khay thir dwec lap vao, thiét bi sé tw dong bat dau xét nghiem.
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Sample Preparation

2.15%

Smearing

6.1.2. Tong quan trang két qua

Trang két qua chinh sé dugc hién thj trén thiét bi ngay khi miLab hoan tat phan tich hogc khi truy cap két
qua tur trang lich st.

milab 1GG miLab1_0241 SafeFix 100% KX Dec 08, 2023 04:42PM

O MAL #M2107080129_WU1Q 2= Patient Information

(SUSPECTED)

186
203,393

0.910%o0
(454,785/ul)

1

Not Enlarged

Trang két qua chinh chira cac thong tin sau:
@ Ma lam kinh

S&r dung s8 sé-ri duy nhat gén véi khay thir. Ngay va gio xét nghiém cé thé duoc
xem bang cach nhap vao Ma lam kinh.

@Théng tin bénh nhan (S6 mau, Ma sé bénh nhan, Ho tén bénh nhan)
Nhé&p vao muc Thong tin bénh nhan & dau man hinh hodc nhip vao thé chi tiét

Biéu twong cho phép xem lai thdng tin bénh nhan da nhap trudc do.

mitab miLab1_0102 SateFix [ 100% B

#M2107081161_... = Unknown Unknown Unknown
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miLab

il abl

milab milab1_0102 SafeFix

#M2107081161_... Unknown Unknown UnK

=8

Sample No. Unknown

Patient ID Unknown

Patient Name Unknown

Date of Birth Unknown

Sex Unknown

Pregnancy Unknown

Body Temperature Unknown

3 K&t qua xét nghiém
K&t qua xét nghiém sét rét (bang Al) dugc hién thi duéi dang Am tinh, Nghi
ngd Am tinh, Nghi ng& Duong tinh, Can xem xét (tly chon), hodc Khéng cé
hinh anh. Ngay ca khi sé lugng héng cau khdong dd, man hinh két qua xét
nghiém van hién thj binh thuong néu thu duoc it nhat mét t€ bao héng cau.
Trong treong hop sé lwong héng cau khong du, moét thdng bao “Sé lugng
héng cau khong du” sé xuat hién trén man hinh két qua.

0102

#M2109150413_.  Unknown

(SUSPECTED)

4660
200,408

3.4618%
(173,089/4)

1

Not Enlarged

[AM TiNH (NEGATIVE)] Xust hién khi khdng phat hién t& bao duong tinh ré
rang.

[NGHI NGO AM TiNH (NEGATIVE SUSPECTED) ] Xuat hién khi

khéng phat hién té bao duwong tinh rd rang, nhung sé lugng héng cau
khéng du.

[NGHI NGO DUONG TiNH (POSITIVE SUSPECTED)] Xuat hién khi phat
hién cac té bao duwong tinh ré rang. Al cé thé goi y Plasmodium falciparum
(Pf) hodc Plasmodium vivax (Pv) la loai ky sinh trung nghi ngo. Hoac Al chi
hién thi Duong tinh (nghi ng®) ma khong goi y loai, trong truong hop
khong thé xac dinh loai vi mét ly do nao do, chdng han nhu sé lwgng héng
cau dugc dém khong du.

Saferuc [ 100% B Jul 11,2025 04 50PM

mitab  miLabl 0102 SafeFix 100% KB Jul 23, 2025 07521

Unknown Unknown X #M2106070134_..  Unknown Unknown Unknown

[CAN XEM XET (REVIEW NEEDED)] Xuat hién khi két qua cho thay c6 cac
té bao khdng ré rang va khong phat hién té bao dwong tinh ré rang. Sau
khi xem xét cac két qua ‘Can xem xét’, ngudi dung c6 thé chon mét trong
cac tuy chon bang cach nhap vao nut xac nhan (M) & phia dudi bén trai.
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mitab  miLab1_0102 Satefix [ 1004 WB Ui 23

#M2405080267 Unknown MLB-0227 Unknown

(orpy

0

Not Enlarged

+ [Khong hinh anh (No Image)] Néu khéng c6 hinh anh do cac nguyén
nhan nhu 16i thiét bj, nguei dung hay bé, hodc két thic sém, két gua sé
dugc hién thj la ‘'Khéng cé hinh anh’ (No Image) va biéu twong [ ] sé
Xuat hién

<« ©O MAL TestList

Test Time 4 Sample No. Slide 1D Resuit Parasitemia(%)

Ausg 01,2025
10:24:48 UNKNOWN M2310115659 No Image o
Jul 31,2025 " 565 "
14:07.23 UNKNOWN M2310115653 No Image o
May 29, 2025 : . -
16:21:34 UNKNOWN M2310115320 No Image o
$pr 22, 3025 UNKNOWN M2501150075 Positive Suspected 3.0197
o8:10:47
Feb 26, 2025 .
12-48-20 UNKNOWN M2401045750 Review Needed o
Jan 22, 2025

18:17-38 UNKNOWN M2406040976 Negative (4]

Ju‘",zf; 2,"_" UNKNOWN M2406040974  Review Needed o

@ Két qua xét nghiém chi tiét: Hong cau nghi nge (Suspected RBC), Téng sé
héng cau (Total RBC), Mc ky sinh trung (Parasitemia), T& bao giao bao
(Gametocyte), Kich thuéc té bao (Cell Size)
¢+ Hbdng cau nghi ngd (Suspected RBC): S& lvgng héng cau co nghi nge bi nhiém ky
sinh trung.
¢ Téng s6 héng cau (Total RBC): Téng s6 héng cau duoc phan tich.
¢ Muc ky sinh trung (Parasitemia level): Mic ky sinh trung duoc tinh bang % va sé
ky sinh trung trén méi microlit. S8 ky sinh tring trén méi microlit dwgc tinh dya
trén s6 lugng hong cau do nguoi dung nhap (RBCs/pL). Néu nguei dung khdng
nhap s6 lvgng héng cau, gia tri sé duoc wdc tinh ty dong 1a 5 triéu héng cau/plL.
¢ TE&bao giao bao (Gametocyte): Néu phat hién gametocyte, s8 lugng sé duoc hién
thi.
¢ Kich thuéc té bao (Cell size): Dya trén két qua phan tich, dugc chi dinh la Khong
phéng dai (Not Enlarged) hodc Phong dai (Enlarged).
® Hinh anh RBC
C6 thé xem céc hinh anh héng cau duwgc danh dau. Nhap vao hinh anh té bao da
cét dé hién thj thong tin t€ bao.
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Cell Information

Cell Type Ring / Trophozoite

(®Théng tin t& bao (Ml )
¢ Co thé xem sé lvgng héng cau binh thueong, va néu cé té bao nghi ngo, cé
thé kiém tra sé lwgng té€ bao nghi ngo & tirng giai doan.
¢+ T&t ca hinh anh té bao don lé c6 thé dugc xem trén trang Thong tin té bao
bang cach lat qua cac trang té bao.

Vi du treong hop Plasmodium falciparum (Pf) Vi du truong hop Plasmodium vivax (Pv)

milab  milab1 0102 Safefix 1005 KB Jul 25 2P) mitab  mitab1_0102

O MAL  #TE220920004635 2= Patient Information O MAL #M2008070631 3= Patient Information

. R ) -

Pf Gametocyte 1 n Pv Gametocyte
M Ring ! Trophozoite P Schizont
Normal RBC Ring / Trophozoite

Normal RBC

2 Saferix [ 1005 B 2l 25
#M2008070631 Patient Information

mitad  miladt
O maL
Y

-

Pu Gamatocyts

Pe Schizont

Ring / Trophazoite

Normal RBC

[Vi du vé Ring / Trophozoite Pf] [Vi du vé Schizont Pv]
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[Lwu y] Meu khéng tim thédy t€ bao ¢ giai
dogn cu thé, giai dogn do sé khéng duwgc
hién thi. D@éu nay ap dung cho cé Pfva Pv.

mitab  miLab1_0102

o MAL  #M2008070631 A= Patient Information

[Vi du vé Ring / Trophozoite Pv]

@ Chi tiét két qua
Xem két qua phan tich chi tiét. D& biét thém thong tin, tham khdo muc 6.1.3 Chi
LEt két qua.

Hinh anh trwong quan sat
Xem hinh anh trwong quan sat géc duwoc miLab thu nhan 6.7.4 Man hinh Hinh dnh
trwérng quan sat.

@ Lwa chon va Xac nhan Két qua Xét nghiem
Sau khi xem xét hinh anh dva trén két qua do Al ggi y (dwong tinh/am tinh va loai) nhap
vao nGt xac nhan (biéutuorngldll) d& hoan tat két qua xét nghiém.

Néu viéc phan biét loai gap kho khan, chi chon 'Két qua’ ma khéng chon
‘Loai ky sinh trung’ sé hién thi két qua la [DUONG TINH (POSITIVE)].

milab  mlab? 010,

(@ Test Result Confirmation

CANCEL CONFIRM

Luu két qua xét nghiém sau khi ban da xac nhan bang cach nhap vao [CONFIRM]
Dva trén két qua xem xét cia ngueoi dung, cé thé chon nhiéu hon mét
loai va trang két qua sé hién thi nhu dudi day.
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¢ Trong truong hop can sira két qua sau khi da xac nhan, nhdp vao nut
[HOAN TAC] (REVERT) dé xac nhan lai k&t qua.

0708
D I e R = =~ P
\ ) J y . :
\ S |
S P vy e B
A y() D)@ ¢ \
OISO BIRIO -
RREdeae
5 G| PN T e =7
‘_/’_.”’ \j '\ \ /)< A
TNV IO
IITHORIO

6.1.3. Chi tiét két qua

Thé chi tiét (biéu tu'ofng ) tir trang két qua. D& chan doan chinh xac, nén kiém
tra trang chi tiét két qua.

¢ Nh3p vao thé chi tiét (biéu tu’qng) cho phép xem toan dién cac chi tiét két
qua, bao gom Két qua xét nghiém, Loai ky sinh trung, Sé lugng héng cau
nghi ngd, Téng sé hong cau, Mic ky sinh trung, S6 lwvgng Gametocyte va
kich thuwéc té bao.
o Kich thwéc té bao (Cell Size): Dwa trén kich thwéc té& bao binh
thudng, mac dé phdng dai cda cac té bao bi nhiém duoc hién thj
dudi dang biéu do cot.
1 Khdéng phéng dai (Not Enlarged): Kich thuéc t&€ bao nam trong pham vi
binh thuvong.

1 Phdng dai (Enlarged): Kich thuéc té€ bao lén hon gia tri binh thuong.

#M2107081161_ Unknown Unknown Unknown

Test Resutt Pv POSITIVE

Result Confiwmed Yes (Jul 17, 2025 12247:02)

201,047

0.0106% (528/ulL)

1

Not Enlarged

milad  miLab1_ 0323 sateric [ 100%

#M2106070134_..  Unknown Unknown Patient

Coll Size Enlarged

0000

Suspected 1.1990
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o Xac nhan két qua (Result Confirmed): Néu nguoi dung xac nhan két
qua, hé théng sé hién thi ‘Yes’, nguogc lai sé hién thj ‘No’.

e Ngoai ra, Thong tin Xét nghiém, bao gém Ché do Xét nghiém, S6 lugng té bao
héng cau muc tiéu, Hoan thanh, Thoi gian bat dau, Téng thoi gian xét nghiém va
Phién ban phan mém (SW version), hién thi cac cai dat da s dung va cac quy
trinh thyc hién tir Phét, Nhuoém, C6 dinh dén chyp anh va phan tich. Thong tin Hé
théng va Thong tin Bénh nhan (tham khao 6.1.2. Téng quan Trang Két qua -
) ciing cé thé duoc truy cap.

#M2106070134_..  Unknown Unknown

Test Mode Earfy Termination: Off Review Needed On

Target RBC Count 200,000

Completed Imaging & Analysis

Start Time Jul 12, 2024 08:16:05

00:08:28

1204012

v01,52.00-q0.12

FW: 431 US: 2019.09.23 MS: 550

e Chi khi xét nghiém bj gian doan do bat ky sy c6 nao, Ma Hé tro (Support
Code) sé duwoc hién thi cung véi mo ta sy ¢6 va trang thai bi hay. Trong
cac trvong hop khac, thong tin nay sé khong duoc hién thi.

6.1.4. Man hinh Hinh anh trwong quan sat

Nhan vao thé hién trwong (biéu tu'o'ngg), man hinh sé chuyén sang cac hinh anh truong quan

sat.

. ________________________________________________________________________________________________________________________|
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@ Ctra sé hinh anh chinh

Hién thi hinh anh pham vi quan sat.

Chuac nang Clr chi
Phong to/thu nho Chum bang hai ngoén tay
Di chuyén Kéo bang mét ngon tay

@ Doéng

Thoat man hinh quan sat va quay lai trang két qua.
®3) Sé6 hinh anh trueng quan sat

Chuyén dén mot hinh anh truong quan sat cu thé.

@ Hinh anh truéc/sau

Di chuyén dén hinh anh truong quan sat trudc hoac tiép theo.
® Mirc lsy nét

Hién thi mic 18y nét cta hinh anh truong quan sat cu thé.

® Muc lay nét trwéc/sau
Di chuyén dén murc lay nét trudc hodc tiép theo caa hinh anh treong quan sat.

@ L&y nét tét nhat

Chuyén dén murc 18y nét c6 do rd nét tét nhat.

Phéng vira khung
Thu nho dé hinh anh vira véi toan bo clra sé.
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6.1.5. Lich str két qua

o D& xem toan bé lich sir xét nghiém, nguoi dung nhan nat E, man hinh ti€p
theo sé duoc hién thi.

milab milab1_0102 SafeFix 100% M Jul 31, 2024 04:24PM

O MAL = @ b

O MAL

Target RBC Count 100k
Early Termination Off
2

TEST SETTINGS

o Thoi gian xét nghiém, Két qua xét nghiém, Xac nhan, Ma bénh nhan va Ma lam
kinh c6 thé duoc kiém tra trong lich s nay.

D CHON (SELECT): Nat nay dung dé chon mét xét nghiém cy thé dé xda khdi thiét bi.

(@ Thanh cuon: Dé didu huégng danh sach, mét thanh cuon méng dugc dit & phia bén
phai man hinh.
milab miLab1_0102 Sa!eFu 100% KB Jul 31.2024 11:34AM

& O MAL TestlList | seLeCT

Test Time Test Result Confirmed Patient ID Slide ID

Dec 11, 2023 06:38:56 Negative UNKNOWN M2309010985

Nov 08, 2023 07:46:02 Negative UNKNOWN M2306280824

Pf Positive 5711 M2306271112

Aug 07,2023 11:10:28 Suspected JG5R

M2301250858

Apr 06, 2023 06:01:40  Review Needed UNKNOWN "7DAW

Pf Positive UNKNOWN TE2209200046

Sep20,202200:47:02 g o0 B 35

Nov 01, 2021 02:02:56 Py Positive UNKNOWN M2008070631
Suspected

Nov 01, 2021 01:24:32 PV Poskive UNKNOWN M2008070062
Suspected

¢ Sau khi nhan nat ‘'CHON'(SELECT), cac hop kiém sé xuat hién & phia bén trai
cGia danh sach, cho phép chon cac xét nghiém cu thé dé xda.

3 KiEM tra (E ): C6 thé chon cac xét nghiém cu thé.

@ XOA (DELETE): Sau khi danh d&u cac hap kiém, nhan nat ‘XOA' (DELETE) sé
loai bd cac xét nghiém da chon khai thiét bi.
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milab milab1_0102 SafeFix g 100% KB Jul 31, 2024 04:19PM

Select Test Results to Delete CANCEL DELETE

@ Test Time 4 Test Result Confirmed Patient ID Slide ID

Dec 11, 2023 06:38:56 Negative UNKNOWN M2309010985

Nov 08, 2023 07:46:02 Negative UNKNOWN M2306280824

S Pf Positive M2306271112
Aug 07,202311:1028 ¢ EORlE 5711 s

Apr 06,2023 06:01:40  Review Needed UNKNOWN M”‘;‘Dﬁz““
Pf Positive RO TE2209200046

Sep 20, 2022 00:47:02 Suspected 35

Nov 01, 2021 02:02:56 Y Fouiha UNKNOWN M2008070631
Suspected

Pv Positive

Nov 01, 2021 01:24:32 Suspected

UNKNOWN M2008070062

6.2. Dang nhap miLab Viewer
1. Khi mét thiét bi dwoc chon trén man hinh chinh caa Viewer, man hinh sé
chuyén sang man hinh dang nhap. Sé thiét bi sé tw déong dwgc diéen khi ban mé
Viewer bang cach nhap chuét.
a. Khi két néi qua IP, ban sé dugc két néi véi thiét bj co dia chi IP da chi dinh.

2. Nhap mat ma thiét bi, sau do6 nhap [LOG IN] va bigu twong 4
a. Néu mat khau bi nhap sai hon nam lan, viéc truy cap dang nhap tir dia chi IP
do sé bi han ché. Trong trwong hgp nay, vui long khai dong lai thiét bi hodc
ché nam phut roi thir lai.

miLab Viewer

milab
Davics

miLabt_0102

Duvien
Fosecodo
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] il 002

BCM CER MAL

Than trong!

o Né&u quyén truy cap khong duoc kiém soat dung cach, cé nguy co lam giam hiéu
suat hé théng va xét nghiém chan doan cé thé that bai do truy cap déng thoi.

6.3. Xem dir liéu két qua xét nghiém

6.3.1. Danh sach xét nghiém

Khi dang nhap vao milLab Viewer, trang chinh cé tiéu dé [MAL] sé hién thj tat ca cac xét nghiém truéc
do.

Test List ( & csv ) -

Test Time 4 Sample No. Slide ID Result Parasitemia(%) Confirmed
Jun 12, 2025 0853:31 UNKNOWN M2ZI07081161_HK28 Fositive Suspected QOI06% B
Jun ), 2025 1216:22 UNKNOWN M2108030B33_N4TL Negative o% @
Jun 10, 2025 0S20:34 UNKNOWN M2IKO9150413_RNEQ Pf Positive Suspected 2.4018% ::j
Jun 09, 202514:31:24 UNKNOWN M2106070134_ZJZL Pv Positive Suspected 0.2036% =)

1 -4 0f 4

Trang [MAL] bao gém tat ca dir liéu két qua xét nghiém duwoc luu trén thiét bi miLab. Cac xét
nghiém sé dugc thém vao man hinh danh sach Viewer khi chiing duoc hoan thanh hodc bi gian
doan. D& biét thong tin chi tiét hon, vui long tham khao tai liéu dwoc cung cap duai day.

1. Trang [MAL] hién thj cung thong tin dwoc lwu trén miLab.
@ Theoi gian xét nghiém
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Ngay va gi¢ cta xét nghiém.
@ Sémau
Nguoi dung c6 thé nhap s mau trong qua trinh xét nghiém. Néu khéng nhap, sé hién
thi la 'Khong xac dinh’(Unknow).
@ Ma lam kinh
Ma lam kinh duy nhét cta khay thir dugc si dung cho xét nghiém da chon.
@ Keétqua
K&t qua xét nghiém sé duogc hién thi. Néu nguoi dung xac nhan két qua khac,
két qua do ngudi dung xac nhan sé dugc hién thj (Khi két qua xét nghiém
duogc xac nhan la Duwong tinh, két qua sé hién thi mau cam trong Thé két qua.
Dé biét chi ti€t, tham khao muc 6.3.2. Thé k€t qua).
® Muc ky sinh trung (%)
Ty lé ky sinh trung duoc tinh cda xét nghiém da chon.
® Xac nhan
Xac nhan trang thai viéc xac nhan két qua xét nghiém.
a. DA4utich (¢): Da hoan tat xac nhan két qua
b. Tréng: Cho xac nhan két qua
c. Daugach (-): Khdng kha dung dé xac nhan két qua
@ Bao cao
Toém tat két qua chan doan cé thé truy cap qua thé bao cédo. Nhap vao biéu
tugng ‘Xem Bao cao’ ('View Report’) [ [2) ] trén trang danh sach xét nghiém sé
dua nguoi dung dén trang xem trudc bao cado. DE biét chi tiét hon, nguoi dung
c6 thé chon luu bao cdo dudi dang tai liéu In hogc PDF bang nat [EXPORT]
trén trang. D& biét chi tiét, tham khao muc 6.3.4. Thé bdo cdo.

2. Tim kiém xét nghiém ma ban dang muén tra ciru.

Test List [ ® csv -

Test Time Patient ID Slide ID Result Confirmed Parasitemia Report

M 1
Dec 1), 2023 15.38.56 UNKNOWS M2309010845 Negative 0% PREVIEW |
J

a. Khi ban nhap s6 hodc chir vao thanh tim kiém, cac xét nghiém twong ng vai
tiéu chi tim kiém, chang han nhu M3 bénh nhan hodc Ma lam kinh, sé duoc hién
thi. Néu khong c6 két qua phu hop, thdng bao "Khdng cé két qua tim kiém"( No
search results) sé xuat hién.

3. Tai két qua xét nghiém xuang

. ________________________________________________________________________________________________________________________|
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Test List| [ *+ csv
Test Time Patient ID Slide 1D Result Confirmed Parasitemia Report
Dec 11, 2023 15:38:56 UNKNOWN M2308010885 Negative 0% ‘ PREVIEW ‘

p -
[ ® csv )

a. Khi cé nhiéu hon mét két qua dit liéu, biéu tugng sé duwoc kich hoat.

b. Nhép vao niat & dau trang cho phép ban tai xuéng két qua xét nghiém hang loat.
Sau khi loc dit liéu trong hop tim kiém, nhap [CSV] sé chi tai xuéng két qua clia cac
xét nghiém da loc.

c. Cac muc két qua co thé kiém tra trong file CSV dugc hién thi nhu hinh bén

dudi
Test Typs \ Patient 1D Siide 1D Tost Time Confirmed Time Tast Rewult j ;‘__'“"‘" Parastamia (%] | Parastiemis Gyl ) Suspactsd REC Total REC Target ROC Count | Barly Teemination
MO | ool W DO YYYY | Mo DO, Yoy PY Poarve . &1 P | : 0.8 00000
gy | Srsvaans | aniuconnent | MLLET | MHihiee | Sweewe | e | e | s e iy MO e
o MM Uews 0O YYYY | Mewm DO, VPPV 7S p R A
Mero 0 | 02151080012 | ZAYYMUMDONNNN MHAMSS | Meeunss P1, Py Positve ] N L) | 5,000 l 0 202.000 200000

4. Nhap vao thanh xét nghiém (vi du: Ma lam kinh) dé& xem chi tiét két qua xét nghiém. D&
biét thém thong tin, tham khdo muc 6.3.2. Thé két qud.
*Khi mét xét nghiém dang durgc tién hanh trén thiét bi miLab, mét thong bdo bét 1én sé
xuét hién & goc dudi bén phdi caa trang. Théng bao nay sé tw dong bién mat khi xét

nghiém hoan tat.
** Néu két qué xét nghiém da bj xéa trén milab, ban cing sé khéng thé xem lai trén
milLab Viewer.

6.3.2. Thé két qua

miLab s&r dung Al dé dy doan loai té€ bao. Két qua Al c6 thé la: Duvong tinh nghi nge (Khuyén
nghi loai: P.f / P.v), Am tinh, Am tinh nghi ngo, Can xem xét (Tuy chon), hodc Khéng c6 hinh
anh.

6.3.2.1. Két qua da dwoc xac nhan trén miLab

Né&u két qua xét nghiém da duoc xac nhan trén thiét bj miLab, két qua do sé duoc hién thj bén
duéi trong trinh xem. Néu ban muén chinh sira xét nghiém, hdy nhan nut [REVERT] dé dua xét
nghiém tr& vé trang thai trudc khi xac nhan.

I
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Slide #M2107081181_HK2B

¢ #M2107081161_HK28 Rusult
MAL | Futiont  UNKNOWN

Test Result @ Result confirmed - Aug O), 2025 210887 | REVERT
PO Suspected RBC 8 Parasitemia 0.0106%
pOS|T|VE Total RBC 201046 528{pl

@ Testresult modified as a result of cell labeling.

Highlighted REC (160 / 201.046) VIEW MORE )

NeYERT FOBBEDMDO O
deoReeENERNOEOE
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6.3.2.2. (Pv hoac Pf) Duong tinh nghi nge

Ké&t qua xét nghiém sau day cho thay nghi ng& nhiém P. vivax. Vi dy, ching t6i sé cung cap

giai thich chi tiét vé két qua trong trwong hop nay. (*Khuyén nghi loai: P.f/ P.v)

Slide #M2106070134_Z.J21

¢

MAL

#M2106070134_ZJZL

Patiant | UNKNOWN

Tost Result

@6

@

Pv
POSIT IV E [ Suspected REC 603 ] I Parasitemia 0.2836% ]
Total REC 200,877 14,679/pl
(SUSPECTED)

[T‘Em"\l{ 7J [M1IVE 7‘ “N 7][9\1 ]IPM 7} Po 77||9k
@ Highlighted RBC (180 / 200,877) VIEW MORE >
= 5 e > > Yam mEmS pam = ¥ B ~./..‘.\ - —
2P OB PER s 48®
QP G 0 0 o) (5 O Q7 7 I > == 4 Sl \ ¥
/\l/"‘ . Y = N ,\i}\.\ _33‘)‘.§:\/'\7 \i//‘\“\ SN i ) 5
> S i & )7l -.‘. N 1(\.# Sk o ﬂ‘}‘ t .L_)‘ .
\c} . = S/-\ "- - I N ;U \“2\ /J'.‘& o) 7
""‘"f\/’ By B Y g [ "’s\"'\/’\ff"" L |
, ‘x{rw"’;-'\ BT R R NP . T &
g — —— s AR i B Ao #5655 N 65\ B T AN
RE TNV BOEFE RO EBEEORE
SRS ERLY g gﬁ?&")
/ =N R o ’ r 7 T2 o 3 :
SIS TR ESloR Bl f6 ;ruj?f?\‘
5 oo\ BY: N N\ e NN~ AW B AR N &=
PEBOEQEC ANE B8NS
{ !," N &:.’ \—.’J\J\“.-'/:&J\ ’)s‘l’ h AR e j‘\‘.‘i—}
BN e S s R L Prowy dema\ oEEN m ¥ <
/5 4.“' @ \ !;,.._ % . J_\ \_f lf\"i“ "C” g '.\ ] .'i'(\)\ ,\ T{ .:\/‘ =
N /X O N e SN W Y e . NE .
4 L il oY Vot bl X
\Ao.‘\ = s C.)m 3 J “." - .a g,. ¥ 1 -{ v LAY
\_\‘ | Y= 1\/_. {\A 'ZNL/K/)K : {‘c';" s A% O l‘}
i = 7 D N < . - N T . A RN 2
G G s R I - R A ( o]
V@MU YE NGO HDHS®
PRy SN s Y  Fa /-\ SN y o S ) = EWS
...“l’x. \ J{.)’,( -a} ‘1 (}A““QQD‘ \) e e gj‘;‘f‘
A/ ) S92 WY \ 7 INS J'\ = &J\ ,
@ Cell Siza
Frequency(%)
ENLARGED
Relative Cell Size (Avg.)
B Normat 10000
B suzpocted 11988 = e Relative
Cell Size
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1. Néu két qua xét nghiém do Al dwa ra la Duvong tinh nghi nge P. vivax, thong tin
sé duoc hién thi nhv duwéi day.
@ Keétqua
Két qua Al la Duong tinh nghi ngo P.v.

Néu két qua Al chi ra P.f hodc P.v, mot thanh mau cam sé duwoc hién thj bén dudi nat
chon loai.

@ Héng cau Nghi nge
S8 lvgng héng cau nghi nge nhiém trong xét nghiém da chon.
® Téng séhoéng cau
Téng s6 héng cau dugce phan tich trong xét nghiém da chon.
@ Mirc ky sinh trung
Ty |& phén tram va s6 lugng ky sinh trung trén microlit dugc tinh toan trong xét nghiém
da chon.
(® Xac nhan két qua
Ban c6 thé chon nhiéu loai ky sinh trung sét rét (P.f, P.v, P.m, P.o, P.k) néu c6

(trong truong hop nhiém phédi hop). NUt sé chuyén sang mau xam dé xac nhan
|lwa chon.

Test Result

Pf, Pv Suspected RBC 8 Parasitemia 0.0106%

POSIT'VE* Total REC 201,046 528/pl

Result Confirmation

Dé hoan tat két qua, nhan nat [APPLY]
*Khong dwoc phép gan nhén té bao sau khi dp dung két qua.

Test Result @ Result confirmed : Nov 08, 2023 18:00:46 REVERT

Pf, Pv Suspected REC 148 Parasitemia 0.139%.

pOSlTIVE Total REC 200,863 696/l

a. Sau khi xac nhan két qua, ngay va gio sé dugc hién thi.

b. Khi ban muén thay déi két qua, nhan nat [REVERT]. Cac két qua xét
nghiém sé hién thj lai cac két qua Al trwéc dé va man hinh nhu khi xét
nghiém hoan tat sé dugc hién thi.

® Hong cau dugc danh dau
DE hé trg ngudi dung xem xét nhanh, thé két qua cho phép hién thj t8i da 160 té
bao. Néu nguoi dung muén quan sat nhiéu té bao hon, ho cé thé chuyén sang thé té
bao dé xem toan bé tap hop té bao.
@ Biéu dbo kich thwéc té bao
Biéu dd kich thudc té€ bao sé dugc hién thi. Xu huwéng kich thudc té€ bao duoc
biéu thj 13 'PHONG DAI' (ENLARGED) hoic 'KHONG PHONG DAl (NOT
ENLARGED),” déng thoi ca gia tri s6 va biéu dé déu co thé duwoc kiém tra déng
thoi.
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2.Nhap [VIEW MORE] hoic nhap vao thé [Slide] dé kiém tra chi tiét cac t& bao do, va khi
nhap vao mét té bao, ban sé duoc chuyén dén té bao do trong thé [Slide]. Dé biét thong tin
chi tiét liéen quan dén thong tin té€ bao, tham khao muc 6.3.2.8 Thé lam kinh.

6.3.2.3. Am tinh

Slide #M2108030833_NaTL

#M2108030833_NA4TL
atient | UNKNOWN

Tost Result

NEGATIVE Suspacted RBC 0 Parasitemia o%
Total REC 201558 o/ul
Result Confirmation pacsaitwiype
" NEGATIVE I I POSTIVE ™ o Pm » | | Px
Highlighted RBC (160 / 201,556) VIEW MORE >

HEoNDIDEAYAITEGY
.I\_/‘/\.\»{( \w\-}(>ﬁ/ \J\., ’j, \‘./ 5\)\_),&)

)
20000CPeoNec RS
006H¢RE00IDOVE R
@o0a0nae0BeDRSLE

s

Dagg
Q@& COYIORCGENTOQR0Y

1. Néu két qua xét nghiem do Al dwa ra la Am tinh, thong tin sé dwoc hién thi nhv dwéi day.
@ Kétqua
K&t qua Al la Am tinh.
@ Tong sé hong cau
Téng s6 héng cau dugce phan tich trong xét nghiém da chon.
@ Hang cau nghi ngo & Mic ky sinh trung dwoc hién thila 0.
@ Xac nhan két qua
Chirc nang nay ciing kha dung khi két qua Al 1a Am tinh.
® Hoéng cau dwoc danh dau
P& hé trg nguei dung xem xét nhanh, thé két qua cho phép hién thj t&i da 160
t€ bao. Néu ngudi dung muén xem thém té€ bao, c6 thé chuyén sang thé té
bao dé xem toan bo tap hop té bao.
2. Nhap [VIEW MORE] hoic nhap vao thé [Cell] dé kiém tra chi tiét cac té bao dé. Dé
biét thong tin chi tiét lién quan dén thong tin t&€ bao, tham khao muc 6.3.2.8 Thé lam
kinh.
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6.3.2.4. Am tinh nghi nge

Khi k&t qua xét nghiém do Al dua ra Ia Am tinh nhung s6 lugng héng cau muc tiéu do
nguoi dung dat ra chua dat duoc, két qua sé dugc hién thjla “Am tinh (Nghi ng®)”. Thong
tin hién thj van gidng nhu khi két qua l1a “Am tinh".

Slide #M2108030833_N4TL

#  #M2108030833_NATL
MAL | Patient: UNKNOWN

Il’ost Result NOTE: insufficent RBC count due to user sbart. Consider lor revew I
N EGAT'VE Suspected RBC 0 Parasitemia 0%
(SUSPECTED) Total RBC 1,894 Oful
Result Confirmation Parscite type
{;AAYIVE J I POSITIVE w71 il | " £ | [Pm Po | | [
Highlighted RBC (180 / 201558) VIEW MORE >
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6.3.2.5. Can xem xét (Tuy chon)

Két qua [REVIEW NEEDED] Ia mét chirc nang tly chon cé thé duoc bat/tét béi nguoi dung.
Thiét 1ap nay kha dung trong miLab. D& biét thong tin chi tiét lién quan dén Can xem xét, tham
khao muc 4.1.4. Téng quan Trang Két qua.

Néu két qua la Can xem xét, khuyén nghj ban truy cap thé [Slide] va kiém tra cac té€ bao duwoc
phan loai trong nhom [Review Needed]. Sau khi xem xét va gan nhan, quay lai [Két qua xét
nghiém] dé xac nhan két qua.
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€ c

#  #M2401045750 @
MAL | Patient : UNKNOWN

Slide #M2401045750

Resuit

Test Result @@@ @

Suspected RBC ¢
Parasitemia 0%
REVIEW NEEDED Review Needed REC 1
Oful
Total RBC 202,678
@ Result Confirmation Parasita type
r )
I NEGATIVE | ‘ POSITIVE | # ‘ [ Py I [ Pm || #o ] ‘ Pk
@ Highlighted REC (160 [ 202.678) VIEW MORE >

90 CR0T0 00000 wEnY e
0QO0O00B0BOJORAH
00GO0EDA00S0ERT6E

2.

@

Néu két qua xét nghiém do Al dwa ra la Can xem xét, thong tin sé dwec hién
thi nhv duéi day.

Két qua

K&t qua Al 13 REVIEW NEEDED (CAN XEM XET).

*Két qua [REVIEW NEEDED] xuét hién trong trwong hop khong phat hién duroc té bao
duong tinh ré rang nhung co cdc té bao nghi ngo.

Héng cau nghi nge

S6 lwong héng cau nghi ngd mac dinh hién thi la 0. Thong tin nay sé duoc cap

nhat néu nguoi dung thuc hién phan loai lai. D€ biét thém thong tin vé gan
nhan té bao, tham khao muc 6.3.3.Gan nhéan té bao.

3 Héng cau can xem xét

HéNng cau can xem xét la sé lvgng héng cau can dugc kiém tra tha cong.
B4t ky t& bao nao dugc gan nhan tha cong la nhiém (vi dy: Vong P.f) trong phién
[Review Needed] sé dugc tinh vao sé héng cau nghi ngo.

@ Téng sé6 hong cau

®

Téng s6 hong cau dugc phan tich trong xét nghiém da chon.

Mcrc ky sinh trung

Puoc hién thj la 0% trong [REVIEW NEEDED].

* Gia tri ky sinh trung sé khong dwoc cdp nhat khi gan nhéan té bao durgc thuc hién.

® Xac nhan két qua

Sau khi xac nhan két qua, ngay va gio sé duoc hién thi.
*. Khong dwgc phép gan nhan té€ bao hogc chinh sdra ghi chid sau khi xac nhén két qua.

@ Heéng cau duwoc danh dau

Dé& ho tro nguei dung xem xét nhanh, thé Két qua cho phép hién thj t&i da 160
t€ bao. Néu ngudi dung muén xem thém té€ bao, c6 thé chuyén sang thé té
bao dé xem toan bé tap hop té bao.
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2. Nhap [VIEW MORE] hoac nhap vao thé [Cell] dé kiém tra chi tiét cac té bao do. Dé biét thong
tin chi tiét liéen quan dén thong tin té bao, tham khao muc_6.3.2.8 Thé lam kinh

6.3.2.6. Duwong tinh nghi nge

1. Néu Al phat hién té bao nhiém nhwng khong thé xac dinh loai, két qua sé
dwoc gén nhan 1a “Duong tinh (nghi ngo)”.

Slide #M250150075

&  #M250150075
MAL Putiont :UNKNOWN

Test Result

P O S I T I V E Suspected RBC 4174 Parasitomia 2.0197%

(SUSPECTED) Total RBC 202,988 150,984/l

Result Confirmation Pacusits type

NEGATIVE ‘ | POSITIVE ‘ ‘ ot

@ Teot cosult modified as a result of cell lsheling

Highlighted RBC (160 [ 202 988) VIEW MORE >

ESHO w@@@“aﬁw@.@ )@
i) 1% '>\,~“@\® YR eSO @
Zal 7N AN Ml A\ @Y A\ A AN l" N A Mmcm \.0\_ N
2. Khi ngu'b'i dung chon [Duwong tinh] trén trang két qua xét nghiém trong miLab ma
khéng chi dinh loai, théng tin sé dwegc hién thi nhv dwéi day.
a. Néu muén phan biét loai & giai doan sau, hdy nhdp vao nut [REVERT] & goc trén
bén phai, va nguoi dung cé thé chon lai loai ky sinh trung.

& e Slide #M210708161_HK28

#  #M2107081161_HK2B
MAL Patient : UNKNOWN

Result

Test Result @ Result contirmed ; Aug 0L 2025 213E53  REVERT

POSITIVE Suspected REC 8 Parasitemia 00106%

Total REC 201046 s28/w

@ Test cesult moditied as a cesult of cell labeling.

Highlighted RBC {160 / 201,048)

HOYP/ET 2O B!

QOM”QO&’GJJQW

DO‘”QOQLQUUMM
) D

R R GIE R W&

VIEW MORE >
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6.3.2.7. Khéng hinh anh

1. Neéu sé lwong hong cau dwoc miLab dém bang 0, Viewer sé hién thi nhv duéi day.

Test Finished (10) [ senacs |

Test Time Patient ID Shide 1D Result Confirmed 4 Parasitemia Report

2. Néu nhap vao ‘No Image’ hoiac bat ky khu vuec nao trén dong, thong bao sé dwec hién thi

nhv duwéi day.

@ Test information

Support Code:

* Completed: Smear
Abarted: 5t

* StartTime: Jan 12, 2024 17:37:48
* Total Test Tenw: 000246

6.3.2.8. Thé lam kinh

Trong thé lam kinh, ban c6 thé kiém tra thong tin chi tiét cda té€ bao. Trong thé [Slide], té bao
dau tién cta nhdm dau tién sé duoc ty dong chon va lam néi bat trong ché dé Pham vi quan
sat (Field View.).

. ________________________________________________________________________________________________________________________|
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Shcde #M2I0B070134_ZITL

#M2106070134_2J2L

Normal RBC (200.274)

; )‘ .V\\\\,‘

¢ NS
»

1. Trang [Slide] hién thj théng tin nhuv duéi day.
@ Danh sach té bao
a. Cac té bao duoc Al phat hién sé dugc phan loai trong bang danh sach té
bao & phia bén trai man hinh.
b. Nhap vao nut [FILTER], ban c6 thé chon cac nhém té bao muén kiém
tra.
@ Pham vi quan sat
a. Khi ban nhap vao mét té€ bao mong muén, ban cé thé xem hinh anh truong quan
sat cua té bao do.
b. Trong ché dé treéng quan sat, ban co thé thay déi tiéu diém, phong to/thu nhé
va bat/tat khung gidi han (bounding box).
c. Tai day, viang nhuém va chyp anh trén lam kinh c6 thé dwgc quan sat & ty 1é 1%
dé xem toan bd lam kinh, va c6 thé phong to dén 250%.
@ Thong tin té bao
a. Thoéng tin té bao duoc hién thj & phia bén phai man hinh.
b. Nguei dung co thé kiém tra loai t&€ bao va s6 luvgng té€ bao duwgc chon.
* Néu nhiéu té bao duwoc chon, hinh éanh trwdng quan sat va thong tin

té bao cua té bao dwoc chon cuéi cung sé dugc hién thi.

@ Ban d6 nhé (Mini Map)
Hinh anh truérng quan sat thuc té€ cta lam kinh c6 thé dugc xem trén ban dé
nhé. Khi mét té bao trong [Danh sach té& bao (Cell List)] dugc nhdp chon, vi tri
cla né cling sé duoc lam néi bat trén ban dé nho.

® Thanh tiéu diém va cac tiéu diém khac
Nh&n nat [OTHER FOCUSES] trong phan Thong tin té€ bao, ban c6 thé kiém tra cac
tiéu diém khac nhau cla té bao. Trén Thanh tiéu di€m, ban c6 thé xem trwéng
quan sat (FoV) & cac tiéu diém khac nhau. Khi nhan vao [] sé hién thj tiéu
diém téi wu.
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®Tai xudng
Nhap vao nut [DOWNLOAD] trong phan Thong tin t€ bao dé tai xuéng hinh anh
dang duoc hién thi.
® Gan nhan t& bao
Trong bang [Thdong tin té€ bao (Cell information)] cd chirc ndng gan nhan té bao, cho
phép phan loai t€ bao da chon theo loai va giai doan mong muén. Bé biét chi tiét, tham
khao muc 6.3.3. Gan nhan & bao.
2. Sau khi xem xét cac té& bao, nhap vao thé [Result] hoac Slide # dé quay lai trang
[Két qua] va xac nhan két qua xét nghiem. Dé biét thong tin chi tiét, tham khao muc
6.3.2 Thé két qud. '

6.3.3. Gan nhan té bao

Bang [Thong tin té bao (Cell Information)] cé chirc ndang gan nhan té bao. Duéi day la quy
trinh tirng budc dé€ gan nhan cho té bao.

*Néu két quéa xét nghiém da duroc xdc nhan, chire nang [Gan nhéan té bao (Cell Labeling)] sé bj

vo hiéu hoa. Nhdan nut [REVERT] trong thé két qua dé kich hoat lai chire nang gan nhan té bao.

Buwérc 1. Chon mét t&€ bao dé gan nhan
Thong tin cta té bao da chon sé duoc hién thj trong [Théng tin té bao].

= Cellinformation =>» Cellinformation =» CellInformation =» CellInformation

<\\ ’\'( S\\ ’\‘( £ <,\BW & VL-

K ‘/ j . L ,‘/- /I ( = N ,;42&_/ =
Pes: DOt Paf Reo
AEE o g@? P D @he

NTHER FOCUSES )| DOWNLOAD St 5 )( pownLoaD OTHER FOCUSES ) DOWNLOAD OTHER FOCUSES | [ DOWNLOAD

1Selected CLEAR Foxowies; (cigas 15elacted Schizont 10 Sslected CLEAR

Urknovwn GEMeToCYTE a Y =

N s \ i O b

& RO

2 Negative " T p N & = %
A=t —
O} % &
‘ : v © o &

P falcipar

fal

Icif Rir

Buérc 2. Chon [Species] va [Stages]
Buérc 3. Nhap [MOVE]

Té& bao da duoc gan nhan sé dugc danh ddu bang biéu tvong mau xanh @ & goc trén
bén phai cia hinh anh té bao, va moét [Loai té€ bao da chinh sira (Modified Cell Type)]
mai sé duoc tao trong [Thong tin té€ bao] & mét cot rieng biét.
1. Loai té bao goc: duoc Al phan loai
2. Loai té bao da chinh stra: dugc lvu dudi dang loai da chinh sira méi nhat
*Meo: Chon nhiéu té bao
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C6 thé chon nhiéu té bao cung lic bing cach nhap vao cac té bao trong khi git
phim Ctrl (Windows) hodc phim Command (Mac) dé gan nhan nhiéu té bao déng
thoi.

6.3.4. Thé bao cao

Ban c6 thé chuyén sang trang bao céo bang cach nhip vao thé [Report] hodc nit bao cédo
[PREVIEW] trong danh sach xét nghiém. Trén trang nay, ban cé thé chinh sira mét sé théng tin
Bénh nhan, Thong tin co s& va Ghi chu trong thé Bao cao.

Ban cling c6 thé [EXPORT] ban tém tit két qua xét nghiém sét rét dudi dang tép PDF.

. ________________________________________________________________________________________________________________________|
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- Q Shde #M240402011

#  #M2504020121

MAL Faec

MAL Report Noul Institute

thain Tent brean Tant Bharted Tost Cortrrrd
#M2204020021 1 Positive Suspected Aug 28,2024 15:36:37
L

Poten rlsmsten 7 Ieratie bnkeabin 7
samsieNo RN Name
Pationt © Ere qoo  Snamirgng (0 g Vorg
Potient Narme LMW

Fhen
Dato of Seth
e
Pognanty
Banat Catmis

Tatal RS- 172 £ 200,339
Macastemia Lavel O.0850%, 4,208/p
Codl Sire: Not Enlarged

Teat finsutt PY Fositive Suspected

praag il @ "hin et sbarnup 10 i

) =

DX

g | Trepharems (M

| v e ( AN
P 860 000e% YR

[}

MAL Report Noul Institute

wme Toct s ‘ - ’ Yot Cormyma

#M2404020121 Pf Positive Suzpectad Auig 28,2024 16:36:37
|

Pl 3G 200,157

) @ ® wve TG
©hrehe. % go_ 0

6.4. Cac chirc nang chi tiét

Ban c6 thé nhap tén bénh nhan, tén co sé va dia chi co s& dé dugc hién thj trong bao cao. Tén
bénh nhan dugc nhap trong thong tin bénh nhan cho tirng xét nghiém, con tén va dia chi co s&
dwoc nhap cho tirng thiét bi. Thdng tin nay chi cé thé duwgc nhap trong trinh xem.

. ________________________________________________________________________________________________________________________|
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6.4.1. Thong tin bénh nhan
Nh&p vao Ma bénh nhan (vi du: UNKNOWN (khéng xac dinh) hodc ma dugc nguoi dung nhap) dé kiém

tra thong tin bénh nhan.
* Théng tin bénh nhan dworc lién két voi théng tin da nhap trong thiét bi miLab, va chi c6 thé
chinh stra ‘Tén bénh nhan’ va ‘Sé luong héng cau’.

Shde #M2404020121

#® | #M2404020121
MAL | Pesions  BERIG

Patient Information

Sample No. UNKNCWN

Patient ID DEMO

UNKNOWN o Noul Institute

Patient Name

Dote of Birth ul esul Test Started
[Suspacted Aug 28, 2024 15:36:37

Sex
Pregnoncy
Bady Temperature UNKNOWK X Nemve Nowl Instange

LINKNOWN

800 milion celis/pl o

N

Fhone

UNENOWN  hours

Bescit Dutais

6.4.2. Thong tin co sé& (Institution Information)

Néu ban nhap vao biéu tugng cai dit & phia trén man hinh, menu [Thong tin co sé] sé dugc hién
thi. Ban c6 thé nhap va chinh stra thong tin co s& bang cach nhap vao [Thong tin co sé].

Théng tin co s& da nhap sé duwoc dua vao Bao cao miLab nhu hién thj duwéi day bang mau dé. (Tham
khao muc 6.3.4. thé bdo c&o).

. ________________________________________________________________________________________________________________________|
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Shide #M2404020121

O & b

#M2404020121

Settings
Petiant : DEMO

Institution Informeticn

MAL Report

Stae O Test Resun

Noul Institute

Tocz Startedt Tows Contrmad

v
#M2404020121 Pf Pozitive Suspected Aug 28, 2024 15:36:37

Shide #M2404020121

® | #M2404020121
MAL Fotnt : DEMO

MAL Report

Siide ID Yost Basaiz Yozt Started ’

#M2404020121 Pt Positive Suspected Aug 28, 2024 15:36:37

Patiant I ormation Istitution Informaticn

Sample No. UNKNOWN Nama Nowl ¥

Patient 1D Lemo Address

Patient Name  UNKNOWY

Phone

Date of Birth UNENDWN

Fae it Dutals

6.4.3. Binh luan

Ban co thé viét binh luan bang cach nhap vao biéu twong binh luan (). Néu da co binh luan, cac

nut [DELETE] va [EDIT] sé duoc tao dé chinh sra. Cac binh luan da lvu sé hién thj ngay va gio

chinh stra gan nhat.

* Ban khdng thé viét binh lugn néu két qua xét nghiém da dirgc xac nhéan. Vivdy, can [REVERT] truéc dé
co thé viét binh luan.
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Slide #M2404020121

&  #M2404020121
MAL Pations | DEMO

Shide 10 Toct Racuit Tost Startect Test Cantrmed
#M2404020121 Pf Positive Suspected Aug 28, 2024 15:36:37

Comment:
Patient Infeerration Fotitution Wiermation @
Sarmnple No UNKNOWN Nemme Noul bnstinge
Ho Comm
Fatient ID DEMO A
Patient Name I ¥
FPhone
Onte of Birth
Sex »
Fregnancy UNKI:
Resut Detalx
Test Hesult: Pf Positive Suspected Suspected [ Totsl RSC. 172 [ 200,339
Par evel: 0.0859%, 4,203/l
&

ot Enlarged

Cemments

6.4.4. Quay lai Danh sach

Khi nh3p vao nut - ban sé duoc chuyén dén trang [Test List].

0 misti0xa

c Slide #M2404020121

#M2404020121

1. Thong sé ky thuat va Hiéu nang

Danh muc Thoéng sé ky thuat

- D6 chinh xac (Tai lap): 100 %(*N = 3)

Hiéu nang phan tich” - D6 chinh xac (Lap lai): 100 % (*N = 3)

- Ngugng Cut-off: 25.1 parasitemia/uL(N=120)

D6 nhay: 90.51% (85.94% - 95.08%)
Hiu néing lam sang? | D@ d3c hieu: 98.36% (96.52% - 100.00 %)
N=341 PPV: 97.95% (95.65% - 100.00 %)

NPV: 92.31% (88.57% - 96.05%)

Do chinh xac: 94.72% (92.35% - 97.09%)

*N = S6 bénh nhin
1) Mtc dé phu hgp cta quyét dinh (Agreement of Decision) = S6 quyét dinh phu hop/ Téng s6 xét
nghiém*100%
2) D6 nhay lam sang: TP/(TP+FN)*100, D6 dac hiéu lam sang: TN/(FP+TN)*100, PPV:
TP/(TP+FP)*100, NPV: TN/(FN+TN)*100, D6 chinh xac: (TP+TN)/(TP+FP+TN+FN)*100

(TP: Duong tinh that, FN: Am tinh gig, FP: Duong tinh gié, TN: Am tinh that)
|
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8. Thong sé va Phép tinh

8.1. Cac thong sé

Hé thong cung cap mét tap hop cac tham sé hiru ich, duwegc tinh toan tir cac gia tri do luong
cda tirng mau.

Tham s6 Pon vi 1 (Mic dinh)

Malaria %

8.2. Phamvi

Tham sé Pham vi

100K : 0 ~ 101,000 RBCs/ué
Malaria 200K : 0 ~ 201,000 RBCs/u
300K : 0 ~ 301,000 RBCs/1#

8.3. Cac phép tinh

Tham sé Phuong trinh

1) Ky sinh trung trong mau (%) =
o Gia tri trung vi cda so luvong ky sinh trung nghi
ngo trén tiéu ban mau phét méng theo phuong
phap dém ky sinh trung sét rét caia WHO (MM-
SOP-09)
o 20 trvong quan sat (FoVs) xung quanh truéong
quan sat noi Al phat hién té bao duwong tinh
Ky sinh trung trong mau (%, /1é) 2) Ky sinh trung trong mau (/pl) =
Parasitemia (%)
100

¥ # of RBCs per pL of blood

Gia tri mac dinh cho sé lvgng héng cau la 5 triéu
hang cau trén méi microlit. Nguai dung cé thé
thiét lap khoang tham chiéu cho sé lvgng hong cau
trudc khi bat dau xét nghiém. Tham khao hinh anh
triéu chirng bénh nhan (#6) trong muc 6.1.1. Huéng
dan van hanh thiét bi miLab.

. ________________________________________________________________________________________________________________________|
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9. Chi tiét hwéng dan BCM
9.1. Quy trinh xét nghiém

Truéc khi bat dau xét nghiém: Cai dit xét nghiém

® Trong menu Cai dat xét nghiém, nguoi dung co thé lya chon 1) Thiét lap két ndi Host,
2) Thiét 1ap khoang tham chiéu cho cac tham s6 duoc xét nghiém, va 3) Thiét lap sé
lwgng bach cau muc tiéu dé phan tich.

milab  mies! 0359

© BCM  Test Settings

Setup Moxt Carnectien

START TEST =

TEST SETTINGS

[Man hinh BCM] [Cai dat xét nghiém]

o DE thiét Iap két ndi Host, nhap vao nut 'Setup Host Connection’ va man hinh sé hién thi
nhv duéi day. Giao thirc ASTM E1394-97 duwoc hé tro. K&t néi véi may chi co thé duoc
bat bang cach cham vao nat 3l Khi bat, nut sé chuyén sang mau xanh duong. Khi két
ndi dwgc bat, nut ‘Modify Settings’ cling sé chuyén sang mau xanh duwong, cho phép
thiét lap Dia chi IP Host, S6 céng (Port No.) va chirc nang xuat ty déng sau khi xét
nghiém.

[Setup Host Connection (Thiét 1ap két néi Host)]

¢ Ngudi dung co thé thay doéi khodng tham chiéu cho cac tham sé dé xac dinh xem cac
gia tri két qua c6 nam trong pham vi binh thuong hay khéng, nham digu chinh hién thi
két qua binh thuong va bat thuong trén trang Két qua. Bé thiét 13p khoang tham chiéu,
nh3p vao nut ‘Reference Interval’ va man hinh sé hién thi nhu duéi day. Nhap vao tham
s6 va mét man hinh mai sé xuat hién dé diéu chinh gia tri. Thay doéi gia tri tham chiéu va
nhan nat ‘Apply’ dé cap nhat khoang tham chiéu.
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misb

ML Rl %8

0 8cm

¢« O BCM  Test Settings

Retererce Irtmrval

NESET AL ©

[Khoang tham chiéu (Reference Interval)] [Thay déi gia tri (Change Value)]

¢ Nguoi dung cé thé thay déi s6 lugng bach cau muc tiéu (WBC). Gia tri WBC muc tiéu
mac dinh dugc dat la 200, day la tiéu chuan. Thay déi WBC muc tiéu xuéng 100 sé rut
ngan thoi gian xét nghiém, tuy nhién c6 thé dan dén két qua hiéu nang khac nhau.
K&t qua tir xét nghiém & ché& dé 100 WBC khong dwoc dam bao.

mitab  miLab1_0359 SafeFix 100% KIP Feb 14,2025 10:21AM

O BCM  Test Settings

Setup Host Connection
Reference Interval

Target WBC Count @® 100

The standard WBC count for analysis is 200 WBCs. Selecting the 100 WBC option
reduces the test time, but may cause different performance results.

A CAUTION

[S6 lwgng bach cau muc tiéu (Target WBC Count)]

+ DEé tién hanh sang giai doan Chu&n bj khay thi, nhap hodc quét s6 mau tir 6ng EDTA. S6
mau co thé 1ay thdng tin tir Hé thang Thong tin Phong xét nghiém (LIS) cda ban. Man hinh
sé hién thj “Receiving Patient Information” néu qua trinh chuyén déi thanh céng. Thong
bao 16i c6 thé xuat hién néu: 1) két néi LIS chua duogc thiét 1ap, 2) mang bi ngat, 3) khéng
c6 thong tin da dang ky trong LIS, 4) khéng c6 théng tin bénh nhan. Tuy nhién, ban van
O thé tiép tuc sang giai doan Chuan bj khay thir ma khéng nhap s mau, va s6 mau sé ty
dong duoc ghi 13 'KHONG XAC DINH (UNKNOWN)'.
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¢ @ BCM  Sample No.
@ Error

Falled to recelve the Information from the host computer.

% ‘ Try recsiving the information again.

[S6 mau] [LGi LIS]

¢ Nhap hogc quét Ma bénh nhan. Tuy nhién, ban van cé thé tiép tuc sang giai doan
Chuén bj Khay th&r ma khéng nhap Ma bénh nhan, va Ma bénh nhan sé ty dong duoc
ghi la 'UNKNOWN'.

¢ N&u thong tin bénh nhan tir may chi dugc nhan thanh cong trong giai doan [S&
mau], giai doan [Ma bénh nhan] sé bj bé qua va man hinh sé tryc ti€p chuyén sang
hién thi giai doan [Chuan bi Khay thir].

milab  miLab? 0255

’ Safeiix [ 100% M Feb 13, 2025 09 09AM
¢« O BCM  PatientiD

Unknown Unknown

2

Rem Assemble top and bottom cartridge Dispense blood

ove el
‘

om0

[M3 bénh nhan] [Trang Chuan bi khay thir]
o Sau khi lay mau, lap khay thir da chuan bj (m3t phim trai trwéc) ngay lap tirc vao
khe khay thir cta thiét bi cho dén khi nghe thay tiéng vu vu.
a. Khay tht dugc l13p ding sé ty déng duoc kéo vao.
b. May quét ma vach bén trong sé ty dong doc ma vach trén day khay thir khi l3p
dang.

AThén trong

o Viéc I13p khay thir sai chigu c6 thé dan dén that bai trong xét nghiém hoic
hong thiét bi.

. ________________________________________________________________________________________________________________________|
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mitab  milab’_0359 SafeFix [ 100% &I Feb 13, 2025 09;11AM

Unknown Unknown Unknown

@ Insert cartridge IMMEDIATELY after dispensing blood

[Trang I3p khay thir]

o Khi Khay thr dwoc 13p vao, thiét bj sé ty déng bat dau xét nghiém. Man hinh trang
thai hién thi thoi gian da troi qua va giai doan hién tai cia xét nghiém cung véi thong
tin Slide ID (ma dinh danh lam kinh), S6 mau, Ma bénh nhéan, va Tén bénh nhan. Néu
khong co thong tin 18y tir may chd, hodc giai doan nhap liéu bi bd qua, tirng muc
thong tin bénh nhan sé duwoc danh dau la Unknown (Khong xac dinh).

mitab  miLab1_0359 SafeFix 100% KB Feb 13,2025 09:23AM

#M2410040916 Unknown Unknown Unknown

Sample Preparation

0.08%

Smearing...

9.2. Chi tiét két qua

1. Khi xét nghiém hoan tat, khay thir sé ty dong dugc day ra.
a. (Can than |ay khay thir ra khéi khe 13p.

2. Trang két qua sé duoc hién thi.
a. K&t qua cong thirc mau (CBC), téng sé lvgng bach cau khac nhau (%, #, bao

gdém Bach cau hat chua trwéng thanh/Té bao blast/ t& bao lympho phan &ng

(Reactive Lymphocyte)), Héng cau cé nhan (nRBC) (#), PLT két cum (PLT Clumping)

(#), vét ban (Smudge) (#) va thanh phan Ia (Artifact) dwoc hién thi trén man hinh

cung véi thdng tin bénh nhan, thdng tin xét nghiém, thong tin hé théng va

trang thai xuat dir liéu téi may cha. Trang két qua chinh bao gém cac thong tin

sau:
@ Kiém soat chat lwgng chuan bi mau (Prep QQC): Hién thi tinh hop 1& cla kiém soéat
chat lugng qua trinh phét va nhuém.
A. Kiém soat chat lvgng phét mau (Smear Prep QC) c6 thé hién thj trang thai “Needs
Verification” néu sé lugng hinh anh thu dugc trong qua trinh xét nghiém khéng dat
yéu cau.
B. Kiém soat chat lugng nhuém mau (Stain Prep QC) cé thé hién thij trang thai “Needs
Verification” néu 1) mau nhuém khac véi mau nhuém binh thuong.
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2 K&t qua xét nghiém: Né&u két qud ndm ngoai khoang tham chiéu, né sé
duoc hién thj la ‘Abnormal’ (Bat thuwong). (K&t qua nam trong khoang
tham chi€u sé hién thij la ‘Normal’ — Binh thuwong)
milab miLab1_0359 S:HcFu 100% KB Feb 14, 2025 01:02AM

#M2501141065 BR270-BLAST-20 Unknown Unknown X

- Prep QC Smear / Stain (Verified)

Test Result

WEC Count 6.8 (10%3/pL) |

RBC Coumt
Hemoglobin
Hematocrit

Platelet Count

(3 CBC: S6 lwvgng WBC, s6 lvgng RBC, Hemoglobin, Hematocrit, s6 lwong tiéu
cau (Platelet Count), MCV, MCH, MCHC va RDW-CV dugc hién thj cung véi
gia tri va chi dan két qua so véi khodng tham chiéu, véi thong tin vi tri phan
tich nhuv ‘Low’ (Thap) hodc 'High' (Cao) duoc hién thj bang chir mau cam.

@ Dém phan loai té€ bao mau: Phan loai bach cau (Bach cau trung tinh
(Neutrophils), Bach cau lympho(Lymphocytes), Bach cadu don nhan
(Monocytes) , Bach cau ai toan (Eosinophils), Bach cau ai kiém (Basophils),
té bao bach cau hat chua trudng thanh (Immature granulocyte) , té bao
Blast, Té bao lympho phan &ng (Reactive Lymphocyte) dugc hién thj theo
s8 lwgng, phan tradm va gia tri tuyét d&i, kem theo chi dan két qua so véi
thanh pham vi binh thuong, véi thong tin vi tri phan tich nhu ‘Low’ (Thap)
ho&c 'High’ (Cao) duoc hién thj bang ch* mau cam.

milab milab1_0359 SafeFix 100% KB Feb 13, 2025 10:42AM

#M2501141065 BR270-BLAST-20 Unknown Unknown X

* Neutrophil 82

* Lymphocyte 46 229 (%)

* Monocyte

« Eosinophil

* Basophil

* Immature Granulocyte

* Blast

v « Reactive Lymphocyte - "
* Ngay ca khi xét nghiém dém téng s6 WBC duwoi 200 va két thic, hé théng van
cung cdp théng tin dé nguoi dung danh gia truc tiép két qua phan tich 5 loai
WBC, hién thj dwdi dang (!) N/200.

(® Hong cau cé nhan (NRBC), Tiéu cau két cum (PLT Clumping), ... S8 lvong
Hong cau c6 nhan (nRBC), PLT két cum (PLT Clumping), vét ban (Smudge)
va thanh phan la (Artifact) dwoc dém sé duoc hién thi nhu duéi day.
Trong két qua nay, chi hién thi sé lvong.
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milab miLab1_0359 SafeFix 100% K Feb 13, 2025 10:43AM

#M2501141065 BR270-BLAST-20  Unknown Unknown X

* PLT Clumping

* Artifact

* Smudge

(6 Théng tin bénh nhan: Théng tin bénh nhan nhan tir may cha hodc théng tin dugc
nhap thd cong trén thiét bi sé duoc hién thj trong thé nay.

Sample No BR270-BLAST-20
Patient ID Unknown

Patient Name Unknown

@ Xuat dir lieu téi may cha: Néu két qua xét nghiém da duoc giri thanh
cong téi may chq, trang thai sé hién thi la ‘Completed’ (Hoan tat). Néu
khéng thanh cong, trang thai sé hién thi la “Failed” (That bai). Néu két
nGi LIS chwa duoc thiét lap, trang thai sé hién thi la “N/A". Khi két néi
véi may chd dugc bat, nat [OUTPUT] sé dugc kich hoat. Nhdn nat nay
dé glri dit liéu téi may cha.

Status N/A | OUTPUT

B®Théng tin xét nghiém: Hién thi thong tin cac giai doan xét nghiem da
thyc hién thanh cong, thoi gian bat dau xét nghiém, téng thoi gian xét
nghiém va phién ban phan mém. Néu xét nghiém bi hay hoac khéng
hoan tat do mét ly do nao do, thé nay cling sé cung cap théng tin vé
nguyén nhan hdy xét nghiém, giai doan ma xét nghiém bj hdy, va cac
ma 16i sé dwoc hién thi.

(@ Théng tin hé théng: Hién thj phién ban phan mém hé théng va phién ban
firmware.
milab miLab1_0359 SafeFix {4 100% K Feb 13,2025 11.07AM

#M2501141065 BR270-BLAST-20 Unknown Unknown

Completed Smear, Fix, Stain, Imaging & Analysis
Start Time Feb 06, 2025 09:00:46
Total Test Time 00:21:40

SW Version 1.2.0-qa.18

System SW Version ¥01.53.00-beta.3

Firmware Version FW: 4.4.3 (dev) US: 2019.09.23 MS: 5.5.3-25
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b. K&t qua hinh anh cda WBC (phan tich 5 loai WBC, Bach cau hat chua trudgng
thanh,Té& bao blast, t&€ bao lympho phan &ng (Reactive Lymphocyte)) bao gom
Ho6ng cau c6 nhan (nRBC), PLT két cum (PLT Clumping), vét ban (Smudge) va
thanh phan la (Artifact) dugc hién thj khi ban vao thé 5| nay & thanh bén trai.
Trang két qua nay bao gém cac théng tin sau:

(D Phan tich WBC (WBC Differential): Hién thj ty |& tirng loai trong 5 loai
WBC, cac WBC bat thuong bao gém IG, Té bao blast, té€ bao lympho
phan &ng (Reactive Lymphocyte) va bat ky loai té bao tuy chinh/mac
dinh nao duwoc tao trong thé WBC (tir miLab Viewer), trén téng sé 200.

* 86 lwong Bach cau trung tinh (Neutrophil) bao gém c¢é bach cau dda trung tinh (Band
neutrophils) va bach céu doan trung tinh (Segmented neutrophils).

** Do lam tron sé, téng co thé khdng bang chinh xac 100%.
(258 lvgng WBC (WBC Count): Hién thj s& lvgng tirng loai trong 5 loai

WBC, IG, Blast, Lymphocyte phan &rng, va bat ky loai t& bao tuy

chinh/mac dinh nao duoc tao trong thé WBC (tir miLab Viewer).
3 Hinh thai t& bao (Cell Morphology): Hién thj hinh dnh cla tat ca cac t& bao da thu
duoc nhu liét ké & trén.
@ Théng tin t& bao va hinh anh truong quan sat (Cell Information and Field
Images): Néu ban chon mét trong cac hinh anh t& bao da thu, ban c6 thé xem
thong tin co ban vé té€ bao nhu loai té bao, sé truéng quan sat va tiéu diém vai té
bao duwoc chon. Néu chon s6 truong quan sat, ché do Field View sé duoc hién thi.

* Trong ché db trwong quan sdt (Field View), phdn mém danh ddu t€ bao dirgc chon bdng khung vudng

[cac két qua hinh dnh] [Thdéng tin té bao]

miLab  miLabl_04§0 SafeFix 100% KNP Feb 11, 2025 06:20PM

#M2501141061 E3M98-2 Unknown Unknown

Neutrophil 68.7% (138)
Cell Type
Neutrophil

Lymphocyte 24.4% (49)
Monocyte 5.5% (11)

Eosinophll 15503

Basophil 0.0% (0)

Immat e
Granulocyte 005

Blast 0.0% (0)

Reactive

[ oonh

[Vi dy vé hinh anh treong quan sat]

(® Cac hinh anh thu dwoc clia Hong cau c6 nhan (nRBC), PLT k&t cum (PLT
Clumping), vét ban (Smudge) va thanh phan la (Artifact) dugc hién thj
kém theo sé lwong cda tirng hinh anh.

77

DMLA IFU (NDUM-DMLA-003) Rev.0 2025-08



n l’«aﬁ u I Beyond Diagnostics

miLab milab1_0359 SafeFix 100% KB Feb 13, 2025 11:19AM

#M2501141065 BR270-BLAST-20 Unknown Unknown

Immature

Granulocyte 12.9% (26)

Blast

Reactive
Lymphocyte

PLT Clumping

Artifact

Smudge

® Xac nhan (Confirm): Xac nhan két qua (cé sdn ca trén thiét bi va trén trinh

xem). NUt xac nhan nam & phia duéi cda thanh bén trai, hién thi duéi
dang dau tich .

Nguoi dung co6 thé xac nhan két qua xét nghiém bang cach chon két qua la
“Normal” (Binh thuéng) hoac “Abnormal” (B4t thuong), sau dé nhan nut
'OK’ & gbc trén bén phai clia thé tom tat. Ngudi dung cé thé thuc hién xac
nhan xét nghiém hodc ma lai két qua bang cach thu gon hodc mé rong thé.
Né&u muén chinh stra két qua xét nghiém, nhan nat [REVERT] dé hay xac
nhan két qua.

mitab miLab1_0102 SafeFix 100% KB Oct 15,2024 01:16PM

Test Result Confirmation

Result confirmed: Mar 06, 2025 04:41:07 ‘ REVERT

* Trang thai x4c nhan két qua trén thiét bi miLab anh huéng dén chirc nang
‘Gan nhan té bao’ (Cell labeling) va ‘Loai té bao tuy chinh’ (Custom cell type)
trong miLab Viewer.

c. K&t qua cla tirng chi s6 CBC va phan tich vi thé WBC sé duwoc dién gidi la binh thuang,
thap hodac cao dua trén Khoang tham chiéu (Reference Interval) duoc thiét lap trong
thiét bi. Cai dat mac dinh c6 thé duoc chinh sira. P& biét thém chi tiét vé cach chinh
stra khoang tham chiéu, tham khao muc 9.7. Quy trinh xét nghiém (Test Procedures).
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9.2.1. Lich str két qua (Danh sach xét nghiem)

o D& xem toan bé lich sir xét nghiém, ngueoi dung nhan nUtE, man hinh tiép
theo sé duoc hién thi.

milab  miLsb?_0359 SafeFix [ 1003 KB Fed 14, 202

<« © BCM  TestlList SELECT

Test Time & Patient ID Sampie No. Slide 10 A

Feb 13,2025 ; 2
it UNKNOWN UNKNOWN M2410040916 a

Febi 12, T UNKNOWN UNKNOWN M2410041345 a

01:38.27

Feb 06, 2025

09-00-46 UNKNOWN BR270-BLAST-20 M2501141065

START TEST = e UNKNOWN UNKNOWN M2408212102

Jan 07, 2025

TEST SETTINGS 07:63:29 UNRNOWN UNKNOWN M2408211044

Jan 06, 2028
06:30-03 ARSI 3 M2410041258
Oct 23,2024 - -

Ar-20-30 AMC-1195 UNKNOWN M2408211079

¢ Thoi gian xét nghiém, M3 bénh nhan (Patient ID), S6 mau (Sample No.), ma lam kinh va
dau cdnh bao duoc hién thi.

¢ Nhap vao mét xét nghiém cu thé sé chuyén man hinh dén két qua chi tiét cda xét nghiém
do.

o Dau canh bao xuat hién khi: 1) Khdng cé hinh anh duoc thu thap, 2) QC chuan bj can
kiém tra, 3) K&t qua xét nghiém gtri téi may cha that bai.

o DE xb6a mot xét nghiém cy thé, co thé thyc hién cac budc sau:

(D SELECT: NGt ndy dung dé chon mot xét nghiém cu thé dé xda khéi thiét bi. Nguoi
dung c6 thé cudn danh sach két qua xét nghiém lén hodc xudng bang cach cham vao
man hinh.

miLab miLab1_0359 SafeFix 100% X3¢ Feb 14, 2025 02:09AM

Select Test Results to Delete CANCEL

D Test Time & Patient ID Sample No. Slide ID

Feb 13, 2025
09:23:02 UNKNOWN UNKNOWN M2410040916
Feb 12,2025
01:38:27 UNKNOWN UNKNOWN M2410041345
Feb 06, 2025

09:00:46 UNKNOWN BR270-BLAST-20 M2501141065

Jan 07, 2025
09:50:14

UNKNOWN UNKNOWN M2408212102

Jan 07, 2025

07:53:20 UNKNOWN UNKNOWN M2408211044
Jan 06, 2025
06:30:03 UNKNOWN M2410041258

Oct 23, 2024
ey L AMC-1195 UNKNOWN M2408211079

o Sau khi nhan nat 'SELECT’, cac 6 danh dau sé xuat hién & bén trai danh sach,
cho phép chon cac xét nghiém cu thé dé xoa.

@ Kiém tra hop (E ): C6 thé chon céc xét nghiém cu thé.
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(3 DELETE: Sau khi danh dau cac 6 kiém, nhan nut ‘DELETE’ sé xda cac xét

nghiém da chon khai thiét bi.

9.3. Kich hoat ché dé QC
Bwéc 1: Kich hoat ché dé QC

1. Vao ché dé xét nghiém BCM.
2. Chon ché& dé QC bang cach nhap vao biéu tugng QC.

SafeFix [#] 100% EB Jan 30, 2025 04:45PM

milab  milab1_0491
O BcMm BET= o0 b

START TEST -

TEST SETTINGS

Buwéc 2: Dang ky lam kinh QC
1. Nhan nut Register Slide.
2. Quét ma QR cua vat liéu )Material QR Code) trén Phiéu xét nghiém (Assay Sheet).

3. Xac nhan rang mé lam kinh, loai, ngay hét han va muc vat liéu da dugc dang ky chinh xac

SafeFix 1] 100% K Jan 30,2025 04.47PM

miLab  milab1_0491

Scan QR Code for Slide Registration

. ________________________________________________________________________________________________________________________|
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noul miLab™ BCM QC Assay Sheet

Material Parameter Mean Limit Upper Limit Lower Limit | Material QR Code ‘

Total WBC count 17 06 24 11

miLab™ BCM Centrol Level 1 Total RBC count 462 019 4.81 443
Hemeglobin 10.0 12 12 88

Hematocrit 343 22 365 321

Expire Date Platelet count 92 16 108.0 76
MCV 74 5 79 69

2025.12.3:1 MCH 215 28 243 18.8
MCHC 291 2.3 33 26.8

Neutrophil (%) 354 19.1 585 203

Lot No Lymphocyie (%) 56.7 18.3 75.0 384
Monocyte (%) 16 16 31 0.0

50125020700002 Eosinophil (%) 11 11 21 00
Basophil (%) 10 1.0 20 0.0

Disclaimer for QC Demo & Prototype Data Sheet:
This QC material is intended for demonstration purposes with a prototype device.

The data presented in this sheet may differ from that of the final commercial product.
This information is provided for reference only and should not be used for diag ic or clinical isi Kil

Distributed by: Noul Co_, Ltd.
Issued: February 7, 2025

Buéc 3: Thuc hién xét nghiém QC

1. L3p rdp cum trén véi cum dudi clia khay thir d&€ ddm bao can chinh chinh xac.
2. Nhan nat Start QC dé bat dau xét nghiem. Man hinh sé chuyén sang giao dién nhu hinh duéi
day.

miLlab  miLab1_0491 SafeFix [ 100% @B Jan 30, 2025 03:46PM

&« B3 BCM REGISTER SLIDE

Registration Date QcC Slide ID Slide Type Exp. Date
Jan 30, 2025 05:55:01 50125013000503 L3 Dec 31, 2025
Jan 30, 2025 05:54:47 50125013000001 L1 Dec 31, 2025
Jan 30, 2025 01:30:03 50114060100602 L3 Jan 30, 2025
Jan 30, 2025 01:29:59 50114060200502 L3 Jan 30, 2025
Jan 30, 2025 01:29:45 50114060900402 L3 Jan 30, 2025

Jan 30, 2025 01:29:31 50114092800301 Jan 30, 2025

Jan 30, 2025 01:29:24 50114092400201 Jan 30, 2025
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miLab  milab1_0491 SafeFix M 100% @B Jan 30, 2025 04:49PM

E3 BCM Insert Cartridge

@ Insert the QC cartridge

3. L3p khay thir da ghép vao khe khay thir caa thiét bi.
4. Hé théng sé ty dong kéo khay thir vao néu dugc I13p ding va quét ma vach dé nhan dién.
5. Néu lam kinh khong duoc nhan dién, chon tha cong ma lam kinh tir hé théng.

miLab  miLabl_0491 SafeFix ¥ 100% @I Jan 30, 2025 04:50PM

3 BCM #50125013000001 2 Dec 31,2025

QC in Progress...

0.17%

6. Dam bao lam kinh duoc I3p vao trong khodng thoi gian yéu cau dé tranh viéc xét

nghiém bi hay tw déng. Néu lam kinh khéng duoc 13p dang gio, man hinh 16i nhw
hinh duéi day sé xuat hién.

SafeFix ¥ 100% I Jan 30, 2025 04:49PM

@ Error

Cartridge insertion time out.

« Error code: Insert.InsertCartridgeTimeout(A11060)

Please re-insert the cartridge.

82

DMLA IFU (NDUM-DMLA-003) Rev.0 2025-08



n fw u I Beyond Diagnostics

Buéc 4: Xem xét két qua QC

¢ Khi xét nghiém QC hoan tat thanh cong, dit liéu sé ty dong duoc téng hep va ghi lai.
K&t qua co thé duwoc xem xét thong qua cac biéu deé, déng thoi cho phép truy cap cac
két qua QC truac do. May phan tich sé hién thi cac két qua xét nghiém, bao gom:
o Do lech chuan (Standard Deviation — SD)
o Gia tri trung binh (Mean)
o Hé sé bién thién (Coefficient of Variation — CV)
o Gigi han trén, gi¢i han duéi (Upper, Lower limits)
o Gia tri muc tiéu (Target value)
Khodng QC cé thé duoc chinh stra bang nGtEEl Khi nhan nat ‘Edit, man hinh sé chuyén sang ché do cho
phép slra tryc tiép cac truong nhap liéu. Ngoai ra, bang cach nhan nUtm, ban cé thé quét lai ma QR dé
cap nhat toan bd thong tin cung luc.

mitab  miLab1_0359 SafeFix [ 100% KB Feb 17,2025 02:14AM
E3 BCM  #50124121501004 2 Dec 31,2025 X

Item Target UL LL Unit

WBC Count 11.6 ’ 124 10.8 1073/l
RBC Count 2.30 3 y 218 10%6/pL
Hemoglobin 149 5 7 ‘ g/dL
Hematocrit 375 £ " % %
Platelet Count 76 1073/l

MCV fL

EDIT

miLab miLab1_0359 Safefix [ 100% KB Feb 17,2025 02:16AM
=
E3 BCM 50124121501004 . Dec 31, 2025 o X

Item Target UL Unit

WBC Count 1.6 i 124 H 10%3/pL
RBC Count 23 . ¥ x 10%6/pL
Hemoglobin 14.9 2 d 2 g/dL
Hematocrit 375 ! i q %
Platelet Count 76 103/pL

MCV 163 fL

CANCEL
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¢ Biéu tvgng vong tron mau dé sé xuat hién, cho biét:
o K&t qud nam ngoai pham vi chadp nhan duoc.

miLab  milab)_0359 Saferix [ 100% KB Feb 17, 2025 0205AM

E3 BCM  #50124121501004 8 Dec 31,2025

so
~ Item Mean Data Chart (N = 15)
cv

0.234
WBC Count  11.690
2.006

0.057
RBC Count 2,326
2433

0.188
Hemoglobin  15.066
12%1 142

0.506 384
Hematocrit  37.682 f 375
1.343 3.0

Jun 14, 2025
02:09:20

¢ Biéu twong dau X sé xuat hién, cho biét:
o Thao tac xét nghiém that bai (vi du: xét nghiém bj hdy, chup hinh that bai).
miLab  milab1_0359 SafeFix B4 100% I Mar 11, 2025 03:46AM

E3 BCM  #50125020700002 8 Dec 31,2025

S0
~ Item Mean Data Chart (N = 1)
cv

WBC Count
RBC Count
Hemoglobin

Hematocrit

Feb 07, 2025
06:07:35

o N&u can, xda dir lieu QC trwdc dé. Nhan nut Bl 2 nut ‘Delete slide data’ sé xust hién
& bén phai. Tuy nhién, lvu y rang tat ca cac xét nghiém QC duogc thyc hién tir lam kinh
d6 sé bj xda

milab milab1_ 0359 SafeFix 100% KB Feb 17, 20
E3 BCM  #50124121501004 g Dec 31,2025

$0
~ Mean Data Chart (N = 15
cv

0.234
WBCCount 11690 118
2.006

W DELETE SLIDE DATA
23
L2433
0.188

Hemoglobin  15.066
1.251

0.506
Hematocrit 37.682
1.343
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10. miLab Viewer™
10.1. Danh sach xét nghiém

Sau khi dang nhap vao miLab Viewer, trang chinh v&i tiéu dé [Test List] sé hién thij tat ca cac
xét nghiém da thuc hién.

TestList ( & csv )

TestTime ¥ Patient ID Sample No, Slide 1D Resuit

Fab 13, 2025 18:23:02 JNKNOWN UNKNOWN M2410040915 No Image

Feb 12, 202510:38,27 UNKNOWN UNKNOWN M2410041345 No Image

025 18:0046 INKNOWN BR270-BLAST-20 M2501141065 Abnarmal L“ E‘
07,2023 18,5014 UNKNOWN UNKNOWN M2408212102 Abnonmal =2 ~

an 07, 2025 16:53:29 UNKNOWN LINKNOWN M2408211044 Abnormal £ (2]
i 06,2025 15:30:03 INKNOWN 3 M2410041258 Abrormal E =~
Oct 23, 2024 N:39.38 AMC-1195 UNKNOWN M240821079 Abnorrmal D‘ é
Oct 15, 2024 19:26:38 UNKNOWN UNKNOWN M2408151335 Abnormal ] e
Sep 23, 2024 201642 UNKNOWN UNKNOWN M2408210056 Abnarmsl &l (=]

Trang [Test List] bao gom tat ca dir liéu két qua xét nghiém da hoan thanh duoc lvu trong
thiét bi miLab. Cac xét nghiém duwoc thém vao man hinh danh sach cta Viewer khi viéc kiém
tra da hoan tat, bi dirng, hodc khi xét nghiém dé trén thiét bi miLab khong con tién trién

thém.

1.

Trang [Test List] hién thi cung mét thong tin da duoc lvu trén thiét bi miLab.

(D Theoi gian xét nghiém (Test Time): Ngay va gi¢ thyc hién xét nghiém.

(2 Ma bénh nhan (Patient ID): Ma bénh nhan duoc nhan tir may chi hodc nhap thi cong.
Néu khong nhap, sé hién thj la ‘Unknown’ (Khong xac dinh).

(3 S6 mau (Sample No.): S6 mau dwgc nhan tir may ch hodc nhap thi cdng. Néu khéng
nhap, sé hién thj la ‘Unknown’.

@ Ma lam kinh (Slide ID): Ma dinh danh lam kinh duy nhat cta khay thir (cartridge) dwoc st
dung cho xét nghiém da chon.

(®K&Et qua (Result): K&t qua sé hién thi la Normal (Binh thueng), Abnormal (B4t

thuong) hodc No Image (Khong ¢é hinh anh). Biéu twgng sé xuét hién cho cac

két qua trong 3 trvong hep sau: 1) Khong cé hinh anh dugc thu thap, 2) QC

chuan bj can kiém tra, 3) K&t qua xét nghiém gt téi may cha that bai.

(®Tai hinh anh (Download Image): Ngudi dung c6 thé tai cac hinh anh WBC thu duoc tir xét
nghiém bang nat =+ | T4t ca hinh anh WBC riéng |é sé duoc tai vé trong mét file zip, bao
goém cac thu muc cho tirng thong sé lién quan.
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@ Tai/Xuat bao cao (Download/Print Report): Nguoi diing c6 thé tai hoic in bao cdo dudi

dang ban in hosc file PDF bing nit®#. Nhan nGt nay sé chuyén ngui dung dén thé menu
Bao cdo (Report Tab) cua két qua xét nghiém. Nguoi dung cé thé in bao cdo hoic tai vé dudi
dang file PDF. D€ biét chi tiét, tham khao muc 10.6.Thé Bdo c&o.

2. Nhannat (* %) & dau trang dé tai vé hang loat két qua xét nghiém. Cac muc két qua
c6 thé kiém tra trong file CSV duwgc hién thi nhuw hinh bén duéi.

B c o £ 7 a4 - J . L M o e 4 T U w .
< Tost Rasu WEL CoulREC Counamaglot Hematoen Platslst COACY (1Ll MCH (g) MCHE o/ Neutrepi Lymebhoey Menccyte Eosmeptil Sasephi { ireture Blast (%) fasctive L

firrr No image - y:
Mo irage -

4 6o i %0 861 4 3 «®0 228 04 45 3 129 3 05
3 S a6 W62 84 w»7 3 N7 e 109 2 e5 a ° [
8 62 4% 234 874 291 56 332 73 2 0s 5
7 a3 46 261 % 146 517 209 5 15 0 05 [
8 66 B2} 43 746 638 203 15 a [ [=
a 39 565 2 823 2 26 617 N3 75 5 0 0 °
o 54 65 ® 822 %3 37 Al w4 15 oS5 0 ) =

37 55 7 LT3 94 32 L azm 03 i 0 o 0

3. Tim kiém xét nghiém ma ban muén.

a. Khi nhap sé hodc chit vao thanh tim kiém, cac xét nghiém tuwong &ng véi tiéu
chi tim ki€m, chdng han nhu ma bénh nhan, ma lam kinh hodc s& m., sé duoc
hién thi. Néu khéng cé két qua nao phu hop, théng bao "No search results” sé
xuat hién.

Testlist | & csv | [ m
Test Time & Patisnt ID Swmpis No, Slide ID Result
5004 NENCAN UNCHOWN M240BILIKY, At = =
nn 07, 2026 %5329 NKR AN LAMNOWN M2408211044 Anrcemal = -
mn a AMC-TIS0 UNKN N /240825075 womal &l -
ol QUOTRAN ) UNSNGWN M40815) el “ -
r 4 HENCAWN UNKHOWN M2ADB21058 crmal '“‘ =~

[Thanh tim kiém]
4. Nhap vao thanh xét nghiém dé xem chi tiét két qua xét nghiém.
** Khi mét xét nghiém dang tién hanh trén thiét bi miLab, mét cira sé théng bao sé xuét hién & goc dudi

bén phéi nhw hinh dudi. Cira s6 thdng bdo sé tw déng bién mét khi xét nghiém két thdc.

Testing is currently in progress on the

milLab device

** NEu két qua xét nghiém da bj xoa trén thiét bj miLab, cira sé théng bdo sé xuét hién & goc duwdi bén

phdi nhu hinh dwdi va ban sé khéng thé xem két qué trén miLab Viewer.
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The selected test has already been

deleted

10.2. Thé Tom tat

Thé Tém tat sé hién thi khi nhap vao xét nghiém trén trang [Test List].

o Day la man hinh dau tién hién thj thong tin chi tiét vé xét nghiém BCM.

+ O phan trén, hién thi 1) Tinh hep |é cta Kiém soat chat lugng chuan bi mau (tham khdo muc 10.6
Thé Bdo cdo dé biét chi tiét vé tinh hgp lé cia Kiém soat chat lwgng chuan bi mau), 2) két qua xét
nghiém va tuy chon xac nhan két qua, 3) trang thai xuat két qua xét nghiém dén may chua. Néu
két qua xét nghiém da dugc giri thanh cdng dén may chd, sé hién thj la ‘Completed’. Néu khong
thanh cong, sé hién thij |a “Failed”. Néu két néi LIS chua duoc thiét 1ap, sé hién thila “N/A”. Néu
két néi host duoc bat tir thiét bi, nat [OUTPUT] sé duoc kich hoat. Nhan nat nay sé gtri dir liéu
dén may cha.

¢+ Ngay phia duéi théng tin trén, hién thj tom tat két qua xét nghiém. Két qua CBC, #/%/gia tri
tuyét déi cia WBC, ciing véi viéc xac dinh ching c¢é nam trong pham vi binh thuwang hay khong.

¢+ O phan dudi cung, hién thi téi da 10 hinh anh t& bao cho mai loai WBC. Ban c6 thé nhap vao
hinh anh t& bao dé truy cap thong tin chi tiét, va nhip vao "VIEW ALL" sé duwa ban dén danh sach
cac té bao cla loai dé.

Pree OC: & - Brmin (Varifisd)

Test Result Shnarmn Mermsd | | ABncmar

Dota Output to Host Computer

CEBC
-

WBC Coas 02 (103 s e —

-
................ Wl —y
Hurmsgizk el —_—

" -
uuuuuuu 16 %) —_——
-
-------------- TR RLETIVS ———
-
ME ] o
-
M (e ]
Mewe: slghe ——
WEC DHff (%) 193{200
-
I wn a8 n ———
-

Ly BTN e —

-
Manas M I =

[Thé Tom tat: Thong tin Két qua]

. ________________________________________________________________________________________________________________________|
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Neutrophil 56% (108) VIEW ALL >

5

Lymphocyte 33.2% (64) VIEW ALL >

b’t.‘g"!éﬁﬁ@@ bas 58 196 8¢

Monocyte 7.3% (14) VIEW ALL >

ARSI RE 8

Eozinophil 2.1% (4)

Basophil 0.5% (1)

o

Immature Granulocyte 0.5% (1)

[Thé Tom tat: Hinh anh]
¢ Nguoi dung c6 thé xac nhan két qud xét nghiém bang cach chon “Normal” (Binh
thuong) hodc “Abnormal” (B4t thuong), sau dé nhdn nut ‘Confirm’ & goc trén bén phai
cta thé Tém tit. NEu muén chinh sira két qua, nhan nat [REVERT] dé hay xac nhan két
qua.

®  #M240821044

Summary

BCM Pathant | UNKNOWN

Prep QC: [}, . Stain (Verified)

TestResult Abnormal Narmal Abnsemal

®  #M2408211044

Summary
BCM Pationt : UNKNOWN

Prep QC: [\, r {Ne .Stain (Verified) | @ Result confirmed: Feb 13, 2025 21:30:42 REVERT

Test Result Abnormal

[Xac nhan két qua]
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10.3

1.

. Pém té& bao (Diff Count)

Trong thé Diff Count, ngudi dung c6 thé kiém tra thong tin chi tiét vé cac té bao va
st dung chirc nang gan nhan té bao (cell labeling). Ngui dung c6 thé nhap vao thé
Diff Count & phia trén hoic truy cap bang cach nhip vao hinh anh t€ bao hoic nut
[VIEW ALL] trén man hinh Tém tét.

n

......

.....

[thé Diff Count]

Trang [Diff Count] hién thj thong tin nhv sau:
@O Danh sach loai té bao (bén trai man hinh)
a. Cac té bao duoc Al phat hién sé dugc phan loai trén _béng danh sach té bao.

"+ CELL TYPE |

b. & dau danh sach loai t& bao, c6 thé nhap vao nat -  dé tao loai té

bao tuy chinh. Khi nhap vao ndt nay, mét ctra s6 sé xuat hién nhu hinh

dudi, cho phép tao loai t& bao méi cho tirng danh muc khac nhau. Loai

té€ bao méi nay chi ap dung cho két qua xét nghiém hién tai. Tham khao

muc 70.5. Log/ t bao tuy chinh (Custom Cell Type) dé biét thong tin chi

tiét hon.
(2 Danh sach hinh anh té& bao
a. Tat ca hinh anh té bao twong rng véi loai té bao dugc chon trong danh sach loai té€ bao
sé duoc hién thi.
® Field View (Truwdng quan sat)
a. Trwdng quan sat cua té bao duwoc chon tir danh sach hinh anh té bao.
b. Trén trudng quan sat, ngudi dung co thé thay déi tiéu diém (focus) va phdng to/thu nhé.
@ Théng tin t& bao (dudi danh sach hinh anh t& bao)
a. Hién thj théng tin chi tiét vé t& bao duoc chon tir danh sach hinh anh.
(® Tiéu diém khac (trong Thong tin t& bao)
a. Bang cach diéu chinh thanh tiéu diém (focus bar), tiéu diém cta hinh anh duoc chon co
thé thay dé&i. Nhdp vao ‘Best Focus’ sé diéu chinh thanh tiéu diém dén tiéu diém t8i wu
nhat.
(® Tai vé (trong Thong tin t& bao)
a. Nguoi dung cé thé tai hinh anh cda té bao duoc chon trong tab Cell bang cach nhip
vao nut ‘Download’ trong Thong tin té bao.
(@ Gan nhan t& bao (trong Théng tin té bao)
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Dudi hinh anh té bao c6 chirc nang gan nhan té bao. Té bao duoc chon cé
thé dugc phan loai lai. Tham khdo muc 70.4. Gan nhan t&€ bao dé biét thong
tin chi tiét hon.

10.4. Gan nhan té bao

Chdrc ndng gan nhan té bao c6 thé thyc hién nhu sau:

1. Thong tin té bao (Cell Information): Bang [Cell Information] c6 chic nang géan

nhan té bao. Dudi day la quy trinh tirng budc dé gan nhan cac té bao.
*Néu két qua xét nghiém d3 diwroc xdc nhén, chire nang [Cell Labeling] sé bj vé hiéu hoa. DEé
kich hogt lai chirc nang gan nhén té€ bao, nhdap vdo nudt [REVERT] trong tab Summary (thé

tém tat) & gaoc trén bén phdi.

Cell Information

q ; . Call e Neutrophil

000 .

. Best Focus ¥ Download

Cell Type

Buéc 1. Chon té bao dé gan nhan: Théng tin cda té bao dugc chon sé hién thij trong [Cell
Information].

Buéc 2. Chon loai t&€ bao ma ban muén di chuyén té bao da nhap vao.

Budc 3. Nh3p vao [MOVE]: T€ bao da gan nhan sé duoc danh diu bang biéu twgng mau
xanh & géc trén bén phai cia hinh anh té bao, va mét cé6t méi [Modified Cell Type] duoc
tao trong [Cell Information].

e Loai té bao da chinh stra (Modified Cell Type): dwoc lvu la loai t€ bao da chinh sira
ma&i nhat

e Loai té bao géc (Original Cell Type): dugc phan loai bai Al

Modified
Cell Type Basophil

Original E
Cell Type Neutrophil

.-' Best Focus & Download

Cell Type
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* Meo: Chon nhiéu t€ bao cung Idc (Cell Multi-select)

: CA thé chon nhiéu té€ bao bdng cach nhép vao cdc té bao trong khi giiv phim Ctrl (Windows) hodc phim Command
(Mac) d€ gan nhén nhiéu t€ bao cung Idc.
2. Sau khi hoan tat viéc xem xét cac té bao, quay lai trang [Summary] dé xac nhan két qua
xét nghiém.

10 5. Loai té bao tuy chinh

Nh&p vao nut [+ CELL TYPE] (& goc trén bén phai cia menu danh sach loai té bao)
hodc [+ Create Cell Type] (& cot cudi cung cla thé loai té€ bao trong théng tin té€ bao)
dé cho phép nguoi dung tao thém cac loai té bao. Cac loai té bao nay do nguwi
dung tao dugc goi la loai té bao tuy chinh (custom cell types). Loai té€ bao tuy chinh
nay chi ap dung cho két qua xét nghiém hién tai.

&  #M250141065

5 Diff Count
é #M240821079 BOM | Pucert: Ui OWN
BCM Patient : AMC-1195 < cRLTE
< ( + cerLryee ) 100% (201)
Neutrophil » 39.8% (80)
100% (202)
Lymphocyte 22.9% (46)
Neutrophil 68.3% (138) Monecyte R
Eosinophil 4.5% (8) i
Lymphocyte v 19.8% (40)
Basophil - 4% (8)

Immature Granulocyta a 129%(26)

Create Cell Type @ T update of o810 s Blast - 5%(10)

Smudge

Catogory @ ViBC REC 3 Reactive Lymphocyte 0.5% (1)

-

+ Croate Ceoll Type

Coll Type

[ Thé té& bao - Tao Loai T&é Bao] [Thé t& bao - Thong Tin Té Bao - Tao Loai Té Bao]

¢ V&i cac loai té bao tuy chinh nay, c6 thé di chuyén cac té bao hién co6 va chinh sira/x6a
cac loai té bao tuy chinh da tao.
* Viéc xoa chi co thé thue hién khi khéng con t€ bao nao thuéc loai ‘Custom Cell Type '

. ________________________________________________________________________________________________________________________|
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& #M250141085
BCM Patient ; UNKNOWN

< + ceLLTvRE
Custom 1 v 0% (0)
100% (201)
Neutrophil » 39.8% (80)
Lymphocyte 22.9% (46)
Monocyte « 10.4% (21)
Eosinophil 4.5%(9)
Basophil a 4%(8)
Immature Granulocyte ~ 12.9% (26)
Blast » 5% (10)
Reactive Lymphocyte 0.5% (1)
Custom 1 0% (0)
nRBC (8) None is inclided in this cell type.
PLT Clumping m
Artifact (149)
Smudge (39)

10.6. Thé Bao cao

¢+ Bang cach nhap vao thé [Report] hodc nat [Print Report] trong danh sach xét nghiém,
ban cé thé chuyén sang trang bao cao.

¢ Bdao cdo bao gém cac thong tin sau: Thdng tin co s& y t& S6 mau, Ma bénh nhén, Tén
bénh nhan, Ma lam kinh, M3 thiét bj, Thoi gian bat dau xét nghiém, Xac nhan két qua
xét nghiém, Muc dugc yéu cau, Thong tin 1am sang, Chi tiét xét nghiém (sé lugng va
ty 18 phan tram té bao theo loai té€ bao, pham vi binh thuong), va Chit ky. Trén trang
bao cao, ban cé thé chinh sira mot sé thong tin vé bénh nhan, co s& y té€ va nhan xét
trong thé Bao céo.

¢ Hinh anh c6 thé duogc tai xudng cung ldc. Bang cach nhap vao nat , Nguoi
dung co thé tai tat ca cac hinh anh WBC riéng |é theo phan loai trong mét tép zip,
bao géom cac thu muc cho tirng thong sé lién quan.

=}
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¢+ BA&o cdo co thé duoc in hosc tai xudng. Bing cach nhap vao nat ® |, nguei dung c6
thé in hodc tai bao cao dudi dinh dang “PDF” dé tao tép bao cao PDF.

El| &
Report o=
Phene
Sample No, BR270-BLAST-20 Slide ID M2501141085
Device ID miLabl_0478

Patient ID - Test Started Feb 06, 2025 18:00:46

Patient Name = Test Confirmed

Ordered Item CBC with Differential Clinical Info Abnormal (WBC 201/200)
Test Result Flag Ref. Interval Unit
WBC Count 6.8 4.0-10.0 10A3/uL
RBC Count 274 Low 4.00-5.40 10A6/ulL
Hemoglobin 78 Low 12.0-16.0 gldL
Hematocrit 236 Low 36.0-48.0 %
Platelet Count 80 Low 130-400 10A3/uL
MCV 861 85,5-101.9 fL
MCH 284 27.3-38.0 PE
MCHC 330 31.5-36.5 g/dL
Neutrophil 39.8 Low 50.0-75.0 %
Lymphocyte 229 20.0-440 %
Monocyte 10.4 High 2.0-9.0 %
Eosinophil 4.5 1.0-5.0 %
Basophil 40 High 0.0-20 %
Immature Granulocyte 129 High 0.0-1.0 %
Biast 50 High 0.0-00 %
Reactive Lymphocyte 0.5 0.0-5.0 %
Custom 1 0.0 - %
Neutrophil (Abs) 27 14-70 10A3/uL
Lymphocyte (Abs) 16 07-3.1 10A3/uL
Monocyte (Abs) 07 01-09 10A3/uL
Eosinophil (Abs) 0.3 0.0-0.4 10A3/uL
Basophil (Abs) 03 High 0.0-0.2 10A3/uL
Immature Granulocyte (Abs) 09 0.0-20 10A3/uL

11. Chirc nang chi tiét

Ban c6 thé nhéap tén bénh nhan, tén co s&y té va dia chi sé duoc dua vao bao cédo.

Tén bénh nhan duoc nhap hodc nhan tir may cha trong thong tin bénh nhan cho mai xét nghiém, trong
khi tén co s& y té€ va dia chi dugc nhap cho tirng thiét bi. Thong tin nay chi c6 thé duoc nhap trong phan
Trinh xem (Viewer).
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11.1. Thong tin bénh nhan

Nhap vao Patient ID (vi dy: UNKNOWN hodc 9002XXXXX) dé kiém tra thong tin bénh nhan.
Trong Viewer, sé hién thi s6 miu, ma bénh nhan va tén bénh nhan. Tuy nhién, chi Tén bénh
nhan c6 thé duoc chinh sira thong qua Viewer, va thay déi nay cling sé dugc cdp nhat trén

thiét bi miLab.
*Théng tin bénh nhén dwrgc lién két véi thong tin da nhdp hodc nhén tir thiét bi milab.

) milabl_0359

& Slide #M2501141065

#M2501141065
Patient : UNKNOWN

Patient Information

Sample No. BR270-BLAST-20

Patient ID UNKNOWN

Patient Name UNKNOWN 6

[Thong tin bénh nhén]

11.1.1. Thong tin t6 chirc

Néu ban nhan nut 6’ goc trén bén phai, théng tin cai dat chi tiét sé dugc hién thj. Nhan
[Thong tin t6 chirc] ([Institution Information]) trén trang cai dat, ban cé thé nhap va chinh sira
thong tin t6 chirc. Thong tin bénh vién da thém sé dugc dua vao Bao cédo milab.

Hospital A

[ Cai dgt — Thong tin té chirc]

Institution Name Hospital A
Address Korea
Phone Number 123-456-7890

[Cai d3t — Thong tin t8 chirc]

. ________________________________________________________________________________________________________________________|
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11.1.2. Cai dat Loai Té Bao Mac Dinh
¢ N&u ban nhan [Default Cell Type Settings] trong menu cai dat, ban c6 thé thiét 1ap mét
loai t&€ bao m3c dinh, loai nay sé cd san cho tat ca cac xét nghiém duoc thyc hién ma
khong can tao loai té€ bao tuy chinh mai cho tirng xét nghiém. Tuy nhién, cac cap nhat
vé loai té bao mdc dinh chi dp dung cho cac xét nghiém trong twong lai. K&t qua hién
c6 sé khoéng bi anh huéng.
*Lwu y rang logi t€ bdo mac dinh méi nay khéng duroc tinh 1a mét trong cdc tham sé6 ma

xét nghiém cung cap.

Hospital A
3 M24 411
miLabl_o4
Default Cell Type Settings @ Undates apply to futurs tasts anly. Existing resuits wil not be atfectsd m
wBC Neutrophil
Lymphocyte
nocyte
Eosinophl|
Basor
Immature Grarail Cl
Blast
Reactive Lymphocyte
RBC nREC
PLT PLT Chmaing
Ete, Artifact

[Cai dat Loai Té Bao Mac Dinh]

11.1.3. Cac Xét Nghiém Méi Xem Gan Day

Chuc nénﬁéy cho phép truy cap nhanh vao cac xét nghiém da mé gan day. Ban c6 thé
nhan nut & goc trén bén phai dé mé rong danh sach cac xét nghiém gan day.
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Prap OC: Seaar / S1als [Veriod)

Tost Rozult Abnormal Nowma Abnanmal

Data Quiput to Host Cormputer

CBC
WG Goiert aslicrae)
RBEC Csunt v Dislioesn) aw

Hamogioh -

[Xét nghiém da xem gan day]

11.1.4. Ghi chu

Ban c6 thé viét ghi ch bang cach nhan vao biéu twgng memo (IH). Nhan [Write] dé thém ghi
chu. Néu da co ghi chu, cac nat [DELETE] va [EDIT] sé hién thj dé chinh stra hodc xéa. Ghi chu da
lwu sé hién thi ngay va gi¢ chinh stra gan nhat.

Report

[;; s Memo WRITE |
No no
e
Report
g & Memo ‘ DELETE | EDIT i
L | —

Comment about the test result

Last updated on Fab 17. 2025 2109:07

[Thé té& bao - Ghi chd]

11.1.5. Quay vé Man hinh Chinh cua trinh xem

Khi nhan vao nat , ban s& chuyén vé man hinh chon giao thic.
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Summary

Abnormal l Norrnad J | Abeoermal

[Quay vé Man hinh Chinh cua trinh xem]

12. Thong sé ky thuat va Hiéu suat

Hiéu suat phan tich

Do chinh xac - Do Lap lai (n = 110)
Tham s8 Gia tri trung binh téng thé| Do léch chuin trong cung |Hé s& bién thién l3p lai (%)
(Grand Mean) [an chay (Repeatability CV(%))
Within-run SD
WBC 5.34 0.31 5.79
RBC 4.78 0.18 3.69
Hb 14.22 0.46 3.22
HCT 43.19 1.59 3.68
PLT 306.65 14.34 4.68
MCV 90.50 1.71 1.89
MCH 29.81 0.77 2.59
MCHC 32.95 0.56 1.69
Neutrophil 53.77 3.49 6.49
Lymphocyte 36.08 3.46 9.59
Monocyte 6.28 143 22.86
Eosinophil 2.71 0.99 36.43
Basophil 0.71 0.68 95.67
Do chinh xac - Da tai lap (Precision — Reproducibility) (n = 45)
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Hé sé A la Ak hig
i3 tri D6 lé e Do léch Hé s6 bién ) . !
Dic tinh do Gia tr © l:,'ECh bién thién . . Téng do | Téng he s6
trung chuan ita cac chuan thién gitra
lwong binh téng | gitta cac giura ca o o lach bién thién
ha higt bi thiét bi gitra cac cac lan chay ]
(Measurand) | the thiet bi (%) i chuan (%) (Total
(Overall (Between [an chay (%) .
Mean) -device (Between- (Total CV%)
device (Betwee (Between-
SD) . SD)
CV%) n-run run CV%)
SD)
WBC 491 0.08 1.53 0.28 5.63 0.29 5.83
RBC 475 0.05 0.95 0.15 3.19 0.16 3.33
Hb 14.46 0.24 1.65 0.41 2.82 047 3.27
HCT 43.81 0.76 1.73 1.17 2.67 1.39 3.18
PLT 240.22 12.89 5.37 9.82 4.09 16.21 6.75
MCV 92.26 147 1.60 142 1.54 2.05 2.22
MCH 3046 047 1.55 0.57 1.86 0.74 242
MCHC 33.02 0.10 0.32 0.27 0.81 0.29 0.87
Neutrophil 53.21 0.84 1.58 3.54 6.65 3.64 6.84
Lymphocyte 3545 1.25 3.54 3.22 9.09 3.46 9.75
Monocyte 5.98 0.00 0.00 1.47 24.51 1.47 24.51
Eosinophil 3.70 0.54 14.45 1.71 46.27 1.79 48.48
Basophil 1.03 0.16 15.23 0.68 65.76 0.69 67.50
Hiéu suat lam sang
Danh muc Thong sé ky thuat (N=293)

— Hé sé twong quan (R)
o S&lwong WBC:0.96
o S&Ilwong RBC: 0.96
Hemoglobin: 0.96
Hematocrit: 0.96
PLT Count: 0.91
MCV: 0.80
MCH: 0.83
MCHC: 0.45
o NEUT%: 0.97
o LYMPH%: 0.94

o MONO%: 0.82

o

Hiéu suat |1am sang

o o o o
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EO%: 0.92

BASO%: 0.75

IG%: 0.85

TE& bao Blast%: 0.94

o Té& bao lympho phan &ng %: 0.17

o o o o

13. Cac tham sé va cac phép tinh
13.1. Cac tham sé

Hé théng cung cédp mét loat cac thong sé hitu ich, duoc tinh toan tir cac gia tri do lwong cla

tirng mau.
Tham sé Donvi
Téng WBC 10%/ul
Téng RBC 10%/ul
Hemoglobin g/dL
Hematocrit %
Téng PLT 10°/ul
MCV fL
MCH Pg
MCHC g/L
RDW-CV %
WBC 5-Differential (S8 lvong/%/tuyét d6i) #/%/10%/ul
Té& bao bach cau hat chva treéng thanh (S8 #/%/10%/ul
luong/%/tuyét déi)
T& bao Blast (S8 luvgng/%/tuyét déi) #/%/10%/ul
Té bao lympho phan &ng (S6 lvgng/%/tuyét déi) #/%/10°/pl
Hoéng cdu ¢6 nhan (nRBC) #
PLT két cum #
Vét ban (Smudge) #
Cac thanh phan la (Artifacts) #

13.2 Khoang do lvong phan tich

Tham sé Pham vi
Téng s6 WBC [10°/ul] 1.5-340.0
Téng s6 RBC [10°/ul] 1.33-7.00
Hemoglobin [g/dL] 5.0-20.0
Hematocrit [%] 13.0-60.0
Téng s6 Platelet [10%/pl] 20 - 870
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13.3 Khoang tham chiéu

Tham sé Pham vi
Téng s6 WBC [10°/ul] 3.1-104
Téng s6 RBC [10%/ul] 3.73-5.90
Hemoglobin [g/dL] 10.7-174
Hematocrit [%] 33.3-527
Téng s6 Platelet [10°/pl] 140 - 440
MCV [fL] 80.0 - 100.0
MCH [pg] 26.0-33.0
MCHC [g/dL] 32.0-36.0
Neutrophil (Abs) 0.92 - 6.56
Lymphocyte(Abs) 0.75-2.97
Monocyte (Abs) 0.08-0.83
Eosinophil (Abs) 0-04
Basophil (Abs) 0-0.17
Té bao bach cau hat chua trwdng thanh 0-0.1
Immature Granulocyte (Abs)
T& bao Blast (Abs) < 0 (it hon 0)
Té& bao lympho phan &ng (Abs) 0.0-5.0
13.4 Cac phép tinh
Tham sé Phuong trinh
MCV Hemoglobin x 10 / Téng s6 RBC
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MCH Hematocrit x 10 / Téng sé RBC

MCHC Hemoglobin x 100 / Hematocrit

(M&i WBC* + Téng s6 WBC) x 100 %
o o .. * Ty lé dwrgc tinh bdng cach 1dy sé lwgng tirng loai bach cau chia
Ty & bach cau vi sai (WBC cho téng sé lwgng bach cau. Cac logi bach cau bao gém: bach céu
. . . trung tinh, bach céu lympho, bach céu don nhan, bach céu i toan,
Differential Ratio) bach céu di kigm, Té bao bach céu hat chua trudng thanh, té bao
Blast va Té bao lympho phén ng.

14. Hwéng dan chi tiet CER
14.1. Quy trinh xét nghiém
1. Dé& bat dau xét nghiém, nhan nUtm trén man hinh.

START TEST ->

2. Quét ma vach hodc nhap thd cdng ma s6 bénh nhan (Patient ID) trén man hinh.

o May quét ma vach cé thé nhan dién thong tin ma vach & dinh dang 1 chiéu hoic
2 chiéu (1-D hoac 2-D).

o May quét ma vach sé ty dong ngat trong 10 gidy, dé kich hoat lai, hdy nhan
[SCAN BARCODE].

o Néu khdng can nhap ma sé bénh nhan, vui long nhan nat [NEXT] ma khong
nhap thong tin. Trudc khi nhap ma s6 bénh nhan, hé théng sé mac dinh la
"UNKNOWN.”

. ________________________________________________________________________________________________________________________|
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Patient ID

UNKNOWN 7

O CER PatientID

3. Nhap Ngay sinh, Tinh trang man kinh, Tinh trang mang thai, Ngay kinh cuéi va Két qua
HPV trén trang Thong tin bénh nhan, sau dé nhan nat [NEXT].
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& @O CER Patient Information 2 WWWWWWWWWWWWWW... X

Date of Birth Mar 01, 2000
Menopause
Pregnancy

Last Menstrual Period Jan 01, 2025 4 UNKNOWN v

HPV Result POSITIVE v

4. Dit khay thir da 13p rap vao khe nap khay thir cda thiét bj va cham vao nat
[START] trén man hinh Chuan bj khay thi. Ban sé nghe thay tiéng vu vu, cho biét
khay thir dang duwoc ty dong dua vao va xét nghiém dang bat dau.

& 0 CER  Cartridge Preparation 25 WWWWWWWWWWWWW... X

1 2 3
Remove slide from alcohol Place on bottom cartridge Assemble top and bottom

I

o Khi dwa khay thir vao khe nap cuda thiét bj, ddm bao cum I&p trén cta khay the
huéng 1én trén, véi moc ctia cum I3p dudi huéng ra xa thiét bi.

¢ Khay th& duoc I3p ding cach sé ty déong duoc kéo vao.

¢ Khi da duoc 13p chinh xac, may quét ma vach bén trong sé ty déng doc ma

vach trén cum |3p duéi cta khay thir. Ma nay sé duoc coi la ma lam kinh (slide
ID).
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0 CER Insert Cartridge 25 WWWWWWWWWWWWWWWWWWWWWWWW...

N
111 e
| Ly

@ Insert the cartridge with the oil slot last.

¢ Né&u khay thir khong duoc 13p ding cach, mét thdng bao 16i sé xuat hién. Nhan [OK]
va tht lai.

milab milLab1_0102 SafeFix 100% KB Mar 20, 2024 04:13PM

@ Error

Cartridge insertion time out.
» Error code: Insert.InsertCartridgeTimeout(A11060)

Please re-insert the cartridge.

5. Sau khi khay thir duoc I3p vao, thiét bj sé ty déng bat dau xét nghiém. Man hinh trang thai
sé hién thj thoi gian waéc tinh con lai.
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o CER  #AYYMMDDNNNN WWWWWWWWWWWWWWWWWWWWWW...

Sample Preparation

25.06 %

Sample preparation in progress...

e Thoi gian bat dau xét nghiém va thoi gian da tréi qua sé duoc hién thi & phan duéi cta
man hinh, déng thoi co thé hiy boé bat ky Iic nao trong qua trinh xét nghiém bang cach
nhan vao nut . Tuy nhién, lam kinh ho3c khay thir sé khong thé duoc tai st dung néu
da bi hay bé giita chirng trong qua trinh thuyc hién.

@ Théan trong!

o Viéc dua khay thir vao sai huéng c6 thé dan dén 16i xét nghiém hoic
hong thiét bi.

o Né&u khay th&r dwoc dua vao sai hwéng gay ra héng thiét bi, hay tat thiét
bi bdng nut ngudn chinh va lién hé véi dai dién dich vu ctia Noul.

14.2. Chi tiét Két qua

1. Khi xét nghiém hoan tat, khay thir sé ty dong dugc day ra.
o Thao khay thir ra khéi khe cdm mét cach can than.
2. K&t qua phan tich cda san pham sé dugc hién thj trén man hinh.
o Trang két qua chinh sé dugc hién thij ban dau trén thiét bi khi miLab hoan
tat phan tich hodc khi truy cap két qua tir trang lich str.
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O CER #AYYMMDDNNNN 2= WWWWWWWWWWWWWWWWWW... X

=m ‘ Highlighted Images

(SUSPECTED)

Total Cell (1) 4,999

High Risk Lesion
@ Low Risk Lesion
B Review Needed
B Negative

Age T
- #1318 / High Risk Lesion
LMP Jan 01, 2025

HPV Positive

3. Trang K&t qua Xét nghiém (Thé Chi tié€t) sé dugc hién thj ban dau trén thiét bi khi nguoi dung
nhap vao thé chi tiét = - phia bén trai cia trang két qua. Dé chan doan chinh xac, khuyén

nghi nén kiém tra trang nay.

o CER  #AYYMMDDNNNN 2% WWWWWWWWWWWWWWWWWW..

Yotal Cell

High Risk Lesion
B Low Risk Lesion

B Review Needed

B Negative

4. Nhap vao thé chi tiét (biéu twgng) cho phép xem toan dién cac chi tiét K&t qua, bao
gom Két qua xét nghiém, Két qua da xac nhan, Sé luong té bao, Thong tin xét
nghiém, Thong tin bénh nhan (bao géom cac yéu t6 nhu ngay sinh, tinh trang man
kinh, mang thai va két qua HPV), cling nhuv Thong tin hé théng.
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CER  #AYYMMDDNNNN

Test Result HIGH RISK LESION POSITIVE (SUSPECTED)

Confirmed Mmm DD, YYYY HH:MM:SS

Cell Count

Total Cell 18,000

High Risk Lesion

Low Risk Lesion

Review Needed

Negative

Glandular & Cluster

Infectious Organism

Support Code

Issue

Completed Sample Preparation, Imaging & Analysis

Aborted

Start Time Mmm DD, YYYY HH:MM:SS

Total Test Time HH:MM:SS

SW Version 01.01.00

Patient ID 900216190012

Patient Name Unknown

Date of Birth Mmm DD, YYYY (Age NN)

Menopause Unknown

Pregnancy Unknown

Last Menstrual Period Unknown

HPV Result Unknown

em Information

System SW Version 01.53.00

Firmware Version FW:3.2.80 US: 2019.09.23 MS: 6.03.04

5. Truong quan sat cé thé dugc phdng to trén man hinh khi cham hai [an vao truong.
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STT Tén M6 ta
: Truwéme hinh &nh Hién thi hinh anh trén truéng
e n x . . ¢ 4 s s a1 .
rrreng hinf an Hé tro thao tdc chum ngdn tay dé phdng to/thu nhé va kéo di chuyén
2 S6 trudng Hién thij s6 cta truong da chon

Chi thj cac té bao nghi ng& duong tinh
¢ Ho6p mau dé biéu thi Tén thvong Nguy co Cao
¢ H6p mau cam/vang biéu thi Tén thvong Nguy co Thap

3 Dau hiéu nghi ngo té i
¢ Hoép mau xam biéu thj cac t&€ bao Can Bugc Xem Xét

bao
o Pay la cac "té€ bao dwgc dy doan am tinh” nhuwng can
duwgc xem xét bé sung dé xac nhan
4 Thanh ty 1& Hién thi thanh ty |&
5 Pong Chuyén dén trang trudc khi cham
6 Tiép / Trudc Hién thj anh truong ké ti€p/tredc dé khi cham

7 biéu chinh tiéu diém | Diéu chinh va hién thij tiéu diém cta dnh vé mic thip, cao hoic tiéu diém

t6i uu
8 Vira véi man hinh Khi cham, diéu chinh &nh phong to dé vira véi man hinh
9 An / Hien Bat/tat hién thj thong tin du hiéu té€ bao nghi nge khi cham

6. Quy trinh nay c6 thé duoc thyc hién thong qua hé théng Trinh xem ho3c tryc ti€p trén thiét

bi. Viéc xac nhan két qua trén Trinh xem c¢6 thé duoc thyc hién theo cac budc sau: Muc 5.2. St

dung miLab Viewer™.
I

108

DMLA IFU (NDUM-DMLA-003) Rev.0 2025-08



https://docs.google.com/document/d/18iatX9Z2PeSLbEOVapPZ30SkQQ8fNTV00wsbc4eOa9E/edit?tab=t.0&heading=h.x7ddo44iy3hz
https://docs.google.com/document/d/18iatX9Z2PeSLbEOVapPZ30SkQQ8fNTV00wsbc4eOa9E/edit?tab=t.0&heading=h.x7ddo44iy3hz

n l’«aﬁ u I Beyond Diagnostics

o Quy trinh xem xét: Can than ra soat thong tin dwoc cung cap trén truwong hinh anh.

o Danh gia chuyén mon: Sau khi xem xét toan bé phan loai va hinh anh ky thuat
s8, chuyén vién té& bao hoc (CT) va/hoic bac si giai phau bénh (PT) sé dva ra dién
giai va chan doan hinh anh theo Hé théng Bethesda cho Béao cao Té bao hoc C6 tir
cung. Trach nhiém cda cac CT va PT cé du nang luc la ap dung cac quy trinh va
bién phap bado ddm phu hgp dé dam bao tinh chinh xac cla viéc dién giai hinh anh
thu duoc bang hé théng nay. Viéc dién giai két qua can dugc thuc hién két hop véi
cac huéng dan chuyén mon vé sang loc va quan ly dé dinh huéng cham séc bénh
nhan. Nguoi st dung luén phai xem xét toan bé thu vién hinh anh truéc khi dua ra
dién giai nham giam thiéu sai sét trong qua trinh dién giai. Sau khi xem xét hinh
anh k§ thuat s6, néu con nghi ngé trong chan doan, can tién hanh soi tryc tiép tiéu
ban kinh bang kinh hién vi quang hoc. Viéc danh gia nay phai xac dinh giai doan
ti€n trién cla té bao khong dién hinh dva trén hé théng phan loai chan doan
Bethesda (vi du: NILM, ASC-US, LSIL, ASC-H, HSIL, SCC, hodc Khong dat yéu cau).

0 Xac nhan: Trang Xac nhan sé duoc hién thij trén thiét bj khi nguoi dung nhan nat

Xac nhan . & goc dudi bén trai cua trang két qua.

o CER #AYYMMDDNNNN a7 WWWWWWIWWWWWWWWWWWW.

Total Cell

High Risk Lesion
# Low Risk Lesion
B Review Needed

B Negative
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Chuyén gia xac nhan két qua cudi cung bang cach nhan nat “Xac nhan” sau khi lya chon danh
muc chan doan phu hop.

Test Result Confirmation

Result

For unsatisfactory samples, specify the reason.

‘Les Cellularity Excessive Blood ‘ Inflammation H Poor Fixation ‘

‘ Dry Artifact ‘ Thick Smear ‘

CANCEL CONFIRM

7. X ly Mau Khong dat yéu cau: Néu chuyén gia xac dinh rang mau la “Khong dat yéu
cau” dé danh gia, ho can chon ly do cta két quad khong dat tir danh sach cé sdn (vi
duy: it t& bao, Qua nhiau heng cau, Viém, Cé dinh kém, Tao hinh giad do kho, Phét qua
day). Sau khi lya chon, can tién hanh quy trinh 1y mau méi.
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8. MAu da duoc xac nhan sé duoc hién thi nhu sau:

#AYYMMDDNNNN 25 WWWWWWWWWWWWWWWWWW...

Total Cell

High Risk Lesion
B Low Risk Lesion
B Review Needed
B Negative

-Xem xét théng tin bénh nhan: Hé théng cho phép xem lai chi tiét thong tin bénh nhan da
dugc nhap vao hé théng.

Bl xem xét cc t& bao dwec phat hign: Hién thi téng s6 té bao duoc Al phat hien

va sé té bao duwgc phan loai trong tirng nhém dé xem xét. Téng sé lwong té bao dudi

5.000 sé duogc danh dau bang ky hiéu (1) nhdm canh bao tinh trang khéng da té& bao.
.Tém tit phan tich caa Al: Al cung cap ban tédm tat phan tich cho tirng lam kinh, véi
mét trong cac k&t qua sau: [Nghi nge am tinh], [Nghi nge tén thwong nguy co thapl, hoic
[Nghi nge t6n thuwong nguy co caol.

.Xem xét hinh anh: Ngue&i dung cé thé truy cap va quan sat hinh anh cda cac té€ bao va
cac trwong quan sat, gidp thuc hién kiém tra hinh anh chi tiét.

9. Nhan nut [X] dé két thuc xét nghiém.

10. D& xem lai toan bé lich st xét nghiém, ngueoi dung can nhan nat E man
hinh ti€p theo sé duwoc hién thi.
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STARTTEST -

11.Thoi gian xét nghiém, Ma bénh nhan (Patient ID), Ma lam kinh (Slide ID) va Két qua
c6 thé duoc kiém tra trong phan lich st nay. Khi chon mét danh sach xét nghiém, hé
théng sé chuyén dén trang két qua xét nghiém.
o (D SELECT (CHON): Nat nay duogc sir dung dé chon mét xét nghiém cu thé dé x6a khai
thiét bi.
@ Scroll Bar (Thanh cudn): Dé di chuyén trong danh sach, mét thanh cuén mong
duoc bé tri & phia bén phai cia man hinh.

& @ CER TestlList SELECT (1 /"_I

Test Time ¥ Patient ID Slide ID Result v

May 03, 2023 44:44:44 UNKNOWN W4444444444 NO IMAGE

HIGH RISK LESION

May 03, 2023 44:44:44 UNKNOWN W4444444444 POSITIVE (SUSPECTED)

o WWWWWWWWWWWWWWW LOW RISK LESION
May 03, 2023 44:44:44 o WWWWWWWWWWWWW WA4444444444  o00iT1vE (SUSPECTED)

A WWWWWWWWWWWWWWW
May 03, 2023 44:44:44 WWWWWWWWWWWWWWW W4444444444 NEGATIVE (SUSPECTED)

o WWWWWWWWWWWWWWw
May 03, 2023 44:44:44 WWWWWWWWWWWWWWW W4444444444 HSIL

ann WWWWWWWWWWWWWWW
May 03,2023 44:44:44 i WWWWW W4444444444 NILM

o WWWWWWWWWWWWWWW
May 03,2023 44:44:44 0 o WIWW W4444444444 UNSATISFACTORY
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12. Sau khi nhan nat [SELECT], ki€m tra hop s€ xuat hién & phia bén trai cda danh sach,

cho phép lya chon cac xét nghiém cu thé dé xda.

o Kiém tra hép (m ): Co thé chon cac xét nghiém cu thé.
o DELETE (XOA): Sau khi danh d4u vao cac hop kiém, nhan nat
‘DELETE’ sé€ x0a cac xét nghiém da chon khai thiét bi.

Select Test Results to Delete

Test Time ¥

May 03, 2023 44:44:44

May 03, 2023 44:44:44

May 03, 2023 44:44:44

May 03, 2023 44:44:44

May 03, 2023 44:44:44

May 03, 2023 44:44:44

May 03, 2023 44:44:44

Patient ID

UNKNOWN

UNKNOWN

WWWWWWWWWWw
WWWWWWWWWW...

WWWWWWWWWWW
WWWWWWWWWW...

WWWWWWWwWwww
WWWWWWWWWW...

WWWWWWWWWWw
WWWWWWWWWW...

WWWWWWWWWWwW
WWWWWWWWWW...

W4444444444_4444

W4444444444_ 4444

W4444444444_4444

W4444444444_4444

Slide ID Result v

NO IMAGE

HIGH RISK LESION
POSITIVE (SUSPECTED)

LOW RISK LESION
POSITIVE (SUSPECTED)

W4444444444_4444 NEGATIVE (SUSPECTED)

W4444444444_4444 HSIL

W4444444444_4444 NILM

UNSATISFACTORY
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14.3. miLab Viewer™

1. Sau khi dang nhap vao milab Viewer, trang chinh c6 tén [CER] sé hién thij tat ca cac xét nghiém

truéc do.

milab Viewer

Test Finished (58) [

Test Date 4 Patient 1D Slide ID Test Result Confirmed Report
5ep 22, J002 PIFAN SOC15190012 B2008070062 CER Paatie Suspactac pREVEW
Sep 22, 2022 120000 HO0BID0062 B200E00061 ceR NILM Sumpectod PHEVEW
Sep 22,2032 173346 800218190012 82008070062 (== Unsatistactony v PREVEEW
Sep 22,2022 120000 LOO216180062 B2008070061 =2} sec v FREVIEW
Sep 24, 2072 ORAS 03 UNKNOWH MI008020060 (=] HSL Y PREVIEW 4“
Sop 20, 2022 120000 900216 HOON MZODBOMONE == ASC-# v FREVIW
Sop 18, 2022 1145:03 UNKNOWN M2008070055 CER LsL v PREVEW
Sep 15, 2022 1200:00 SOONEWEND M2ODEOTOONE ces ASOUS v PREVEW
Sop 14, 2022 120000 AOO1BKOOK MIODBOTOOSS == ) LM v FREVIEW
Sap 13,2022 120000 20ONENOIND MIDDEOTOOLE ceq Nolmage

STT Tén Mo ta

1 | Tén xét nghiém Hién thj CER cho sang loc ¢é tir cung
2 | Cac xét nghiém duoc Hién thj t8i da 8 xét nghiém duwogc nguei dung xem gan day

xem gan day

3 | Caidat Cho phép truy cap vao menu cai dat
4 | Bang xuat Déang xuit nguoi dung
5 | Tim kiém Cho phép tim ki€ém theo Ma bénh nhan (Patient ID) va Ma lam kinh

(Slide 1D)

6 | Danh sach xét nghiém | Hién thj danh sach két qua xét nghiém d& hoan tat theo thit ty méi

nhat
7 | Phantrang Né&u danh sach dai, hé théng sé phan trang dé thuan tién cho viéc tra
ctru

Nh&p vao Ma bénh nhan (Patient ID) can quan tam dé xem chi tiét.
3. Trong ché dé trinh xem, ban c6 thé nhap va chinh stra thong tin bénh nhan cta lam kinh da

chon.
I
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A D miabi 0001 X [ miabl 0002 X

(¢} Slide #M2301010010

= M2301010010

&

Patignt Information

Pationt I0
Patient Namme
Date of Birth
Menopause
Pregnancy

Last Menstrual Period

STT Tén M6 ta
1 Danh sach xét nghiém Hién thi danh sach két qua xét nghiém da hoan t4t theo th ty mai
nhat
2 Ma lam kinh (Slide ID) Hién thi ma lam kinh cda lam da chon

Hién thi ma bénh nhan cta lam da chon, va khi nh3p vao, sé xuat hién

3 | Mabenhnhan (PatientID) | . 5 thang tin bénh nhan bén dusi

4 [ Doéng Péng cira s6 thong tin bénh nhan

5 Ghi Cho phép nhap dir liéu vao trwong dugc chi dinh
6 | Hay Hay ndi dung da nhap trong treéng dugc chi dinh
7 | Luu Lwu ndi dung da nhap trong truvong duoc chi dinh
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Cé thé xem lai hinh anh véi phan nhém theo phéan loai va ché dé xem ban dé téng thé clta tat ca cac hinh
anh duwoc st dung.

]

< c Slide #M2301010010

M2301010010

TOTAL CELL COUNT 18,000 <

8 HIGH RISK LESION (2)
1Y) 6.
\y
'

¢ -

LOW RISK LESION (6)
™ Barcode Label

' %
® REVIEW NEEDED (2)
- LA
| | -
| L L1
@ NEGATIVE (17,992)
AN ~, =
& & $ 4
.
« 4
® . - e ]
o : » ==
- /l
» M . |
4d & e l
1 1 4 .899 > »

¥ GLANDULAR & CLUSTER (0)

¥ INFECTIOUS ORGANISM (0)

L 20 pm 1

Hién thj téng coéng 6 nhém trong Thu vién té€ bao & bén trai: Tén thwong Nguy co Cao, Tén thuong
Nguy co Thap, Can Dugc Xem Xét, Am tinh, Tuyén & Cum té& bao, va Vi sinh vat gay nhiém.

Nhém té bao Mo ta

A, Cac té bao nghi ng&r SCC (Ung thu biéu mé té& bao vay), HSIL (Tén thuwong
Tén thuong Nguy co |trong bigu md vay mirc dé cao), va ASC-H (T& bao vay khong dién hinh,
khong loai trir HSIL)

Cao

Céac t€ bao nghi ngd LSIL (T8n thuwong trong biéu moé vay mdac dé thap) va

Tén thuong Nguy co
ASC-US (Té& bao vay khong dién hinh hoic y nghia chua xac dinh)

thap

Can Puoc Xem Xét | Cac té bao nghi nge c6 kha ndng am tinh nhung ndm trong cac thong sé can
' bién, can dugc chuyén gia xem xét dé phan loai xac dinh.

. ________________________________________________________________________________________________________________________|
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Am tinh Cac t&€ bao nghi ng& binh thuwéng hodc duoc xac dinh la khong c6 tén thuong

Tuyén & Cum té bao |[Cac té bao tuyén va té bao duoc quan sat thidy & dang cum

Vi sinh vat gay nhiém [Céac truong hop quan sat thay vi sinh vat gdy nhiém, chang han nhu Candida

spp-

01010010

TOTAL CELL COUNT  18.000 = [ FEViEwW seee0en (2). 8= -« + @ 5
B HIGH RISK LESION (2) ’ . \ '
% By s s - '
P
® REVIE \\_". @ = J;
T ‘ P (3: - E .
» neGaTlS ’ > | *
\ " ) ~ ¥
B 4t | Ty x .
- . i
¢ s A e b "
: ”
-
: /oo, | e 1] =
4 N \ .
4d & " -
™ }.
’ > l. )Dm ]
STT Tén Mo ta
1 [Thu vién t&€ bao [Hién thj cac t& bao dwoc phan loai theo tirng nhém
Nt thu TR oL s R
2 gon Thu vién t&€ bao ¢6 thé duoc thu gon dé hién thj toan man hinh

Cung cap chirc nang bat/tat dé hién thi/an cac t€ bao duoc phan tich duong tinh va

NGt bat/tét can xem xét. M6i bd loc nhom co thé bat/tat ngay lap tic dé kiém tra nhanh

3 hian thi e Hop mau do biéu thi Tén thwong Nguy co Cao
té bao e Hép mau cam/vang biéu thj Tén thuwong Nguy co Thap
e HOp mau xam biéu thj cac té& bao Can Pugc Xem Xét
Nut xa . 2 I 2 x NN y x
4 nl:}té\);ac Nh&n nut, thé xac nhan s&é mé ra dé chon két qua cudi cung cda mau

5 | Xem bao cdo [Cung cap ban xem truwéc cia phiéu béo cao
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6 Hién thi/An Cung cip chic ndng bat/tit dé hién thi/an cac t& bao
Piau khién duoc phan tich duong tinh va can xem xét
hmh anh = Vira véi man hinh Cho phép hinh anh trwong quan séat vira véi man
treong quan hinh tr ché dé phong to hosc thu nhé
sat

= % % IPhéng to/Thu nhé Cho phép phdng to hogc thu nhé anh lam kinh

m Ban db thu nhé Cung cap chic nang bat/tat ban do thu nhé khi
nhan vao

7 | Ban dé thu nhé |Hién thj toan bé khu vyc t€ bao da phét trén lam kinh va chi vi tri hién tai

Sau khi chon mét t&€ bao, nhan chuét phai sé cho phép truy cap thong tin va gan
nhan té€ bao, ca trong ché dé trwong xem va thu vién té bao.
Co6 thé chon nhiéu té bao cling luc:
Nhan gitt phim Ctrl va chon cac té bao hodc nhan gitr phim Shift dé chon
nhiéu té bao cung luc.
o Nhén chudt phai sau khi chon nhiéu té bao s€ m& menu ngit canh dé
xem thong tin va thyc hién gan nhan.

Thong tin va
gén nhan té
bao

Khi di chudt [én hinh anh treéng quan sat trong ché dé xem lam kinh, thanh céng cu

trudng sé xuat hién.

. i ¢ Digu chinh tiéu diém truong
9 | Thanh cong cu
treong & Hién thj tiéu diém t6t nhat
= Hién thj anh trwong & ché dé “Vira véi man hinh”
E Tai xuéng anh truong

¢ K&t qua xét nghiém do Al ggi y dugc phan mém cung cap bao gém: Tén thuong nguy
co cao duong tinh (nghi ng®), Tén thuwong nguy co thap duong tinh (nghi ngo) va Am
tinh (nghi ng®). Nguoi dung sé xem xét va dién giai két qua phan tich théng qua phan
mém nay, lya chon tinh trang mau bénh pham khong dat yéu cau chan doan va xac
nhan két qua bang cach chon mét trong sdu nhém chan doan theo hé théng Bethesda.

Két qua dva trén Al cia miLab Két qua dwa trén lwa chon cta ngui
dung

(1) Am tinh (nghi ngo) » UNSATISFACTORY
NILM

ASCUS

LSIL

ASC-H

HSIL

¢+ SCC

(2) Tén thwong nguy co thdp duong tinh (nghi ngo)

(3) Tén thuong nguy co cao duong tinh (nghi ng®)

¢ Sau khi xem xét toan bd phan loai va hinh anh ky thuat sé, chuyén vién té bao hoc (CT)
va/hodc bac si giadi phiu bénh (PT) sé duva ra dién gidi va chan doan hinh anh theo Hé

théng Bethesda cho Bao cao Té& bao hoc Cé tir cung. Trach nhiém cua cac CT va PT ¢6 du
. _______________________________________________________________________________________________________________________________________________________________|
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nang lyc la ap dung cac quy trinh va bién phap bao dam phu hgp dé dam bao tinh chinh
xac cua viéc dién giadi hinh anh thu duoc bang hé théng nay. Viéc dién giai két qua can
duoc thyc hién két hop véi cac huéng dan chuyén mon vé sang loc va quan ly dé dinh
hudng cham séc bénh nhan. Nguaoi dung phai ludn xem xét toan bé thu vién hinh anh
trwée khi dua ra dién gidi nham gidm thiéu sai sét. Sau khi xem xét hinh anh k§ thuat s,
néu con nghi ngo trong chan doan, can tién hanh soi tryc ti€p lam kinh bang kinh hién vi
quang hoc.

o Sau khi xem xét, nhan nut dé chon két qua cudi cung clia mau.
Cd thé viét thém nhan xét vé miu. Budc cudi cung la nhan nat [Xac nhan] dé téng hop
bao cdo.

A LAt 003

€ e Shcds WM

M2301010010

TOTAL CELL COUNT 18,000 - MEEARNOS {2 MISER wtverw |

Rosult Contemation @ Cortimwoniog
® HKGH RISK LESION (2} ) | Tascus [aee ]
v - [ )
“ —_— —_—

> Y ! ace |
. Z=
For urmatiafactory sumples, spucity the reason.
LOW RISK LESICN (6)

< %

¥ REVIEW NEEDED (2)
W NEGATIVE (17,992)
) ~;

'k,\ <y .

.
« 4
’ ’ % S
v ! " 4

o Né&u két qua xét nghiém da dugc xac nhan — du trén thiét bj hay trén ché d6 trinh xem —
két qua sé duoc hién thj theo lyva chon cua nguoi dung. Dé chinh sira két qua, ngudi dung
c6 thé nhdn nat [REVERT] trén thé xac nhan dé diéu chinh két qua xét nghiém.
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. @ i scntmed £ob 2,3004 n:n
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® SEVIEW NEEDED (2)
W NEGATIVE (17.982]
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o
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.
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) 4
.
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Bdo cdo c6 thé duoc tao duva trén két qua da duoc ngudi dung xac nhan, va co thé luu
duéi dang PDF hodc in ra. Bdo cdo da duoc xac nhan sé hién thi nhu hinh bén phai
duéi day.

CER Report CER Report Insthiion Name
chimntes m-‘:m':nh »-urn;-—rum f e »aicezece [ | Pk 33, 3754 N30 20 Fen33 32 DDE

w5
e
.

o Dé xem lai toan bé lich st xét nghiém, ngudi dung can nhian nat ] man hinh
ti€p theo sé dugc hién thi.

¢ Chon miu can quan tam dé xem tryc ti€p thong tin t€ bao va truong quan sat.
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15. Thong sé ky thuat va Hiéu suat

Nhom TBS Do nhay D6 dic hiéu

miLab RUi ro thap + 93.75% 60.42%

Al déc 1ap**
(*N — 80) Ruiro cao + 77.78% 83.10%
ASCUS+ 96.09% 87.50%
milab _ LSIL+ 84.48% 98.04%

Buoc xem xét bai Chuyén vién

t€ bao hoc™** (*N = 80) ASC-H+ 77.78% 99.30%
HSIL+ 55.00% 97.00%

*N = Mau
** K&t qua c6 thé duoc digu chinh bang cach thiét 1ap ngudng
*** Chuyén vién t&€ bao hoc xem xét két qua 1am sang béng milLab

16. Cac Tham sé va Phép tinh

16.1. Nhom té bao

Nhom Nhom
Bat thuvong té bao vay Tén thuong Nguy co Cao / Ton thuwong Nguy co Thap
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. . T Cac vi sinh vat gay nhiém bao gém virus, vi khuan, ndm va
Vi sinh vat gay nhiém .. .
ky sinh trung

] ] T& bao biéu mo tuyén, & dang cum hodc tap hop cac té bao vay
Cum & Té& bao tuyén . . \
duoc bao gom trong nhém nay

) ) Cac té bao am tinh nhung nghi nge dwong tinh va can nguoi
Can duoc xem xét . ,
dung xem xét

16.2. Cac phép tinh

Tham sé

Phuong trinh

T8na <6 1& b3 Téng s6 té€ bao duoc phat hién
éng s6 té bao

9 *Trong trudng hgp téng sé té€ bao phat hién duéi 5.000, ky
hiéu (!) sé duwoc danh dau

17. Théng sé ky thuat va Hiéu suat
17.1. Thong sé ky thuat caa thiét bi

Thoéng sé ky thuat

Danh muc
DMLA-AP50 DMLA-AC50 DMLA-SA20
Loai thiét bj Thiét bi di déng
Diéu kién van hanh 15~ 35°C
Dieu kien bao quén 30% ~ 6o;~iazoé’:tuong déi
Trong lvong thiét bi 11 kg
Kich thudc ngoai 212 x 390 x 244 (nm)

(Réng x Sau x Cao)

S&r dung ngoai troi Chi st dung trong nha

Cap dién ap qua mdc Khéng cé (van hanh bang pin) hodc OVC Il (b chuyén déi AC/DC)

C&p dd 6 nhiém Cap2

Dung trong moi
X g ® 9 . Khéng phu hop
trwong am uét
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biéu kién van hanh

Hoat dong lién tuc

Cap dé bao vé dugc
danh dau theo tiéu
chuan IEC 60529

IPXO0

Dién ap qua muc tam
thoi ngén han

1440 V (AC/DC SWITCHING ADAPTOR)

Dién ap qua muac tam
thoi dai han

490 V (AC/DC SWITCHING ADAPTOR)

Téc do xur ly

1) Quy trinh nhuém ty déng maéi gie: 6 mau

2) Téng quy trinh (nhuém va chup anh) méi gi¢: 2 mau

Dung lveng lvu trir

dit liéu

225 mau (dva trén
400 3nh cho mdi mau)

225 mau (dya trén
400 3nh cho méi mau)

780 mau (dwa trén 1270
anh cho méi mau)

S8 lwgng mau x& ly
cho méi xét nghiém

1 lam kinh mau (mé hoic t&€ bao) cho méi xét nghiém

. 1 1 50X (EFL 3.6mm) 50X (EFL 3.6mm) 20x
Théu kinh vét kinh NA 0.95 NA 0.75 NA 0.45
1) Cam bién CMOS 1920 X 1200
Camera ]
2) Kich thuvéc diém anh: 5.86 um
Pen LED Dén LED trang (CCT 6500K)
B6 tu quang NA 0.63
Ché dé quét Ty dong

Do phan giadi quét

Khoang 0.142 um/pixel

Thoi gian quét

8 phut (khi chyp 400
truéng quan sat FoV
trong khu vec 10 mm x
6 mm)

8 phut (khi chyp 400
truéng quan sat FoV
trong khu vec 10 mm x
6 mm)

15 phut (khi chup 1.270
truéng quan sat FoV
trong khu vyc duong

kinh 21 mm)

Ma vach

M3 vach mot chiéu,

M3 vach hai chiéu

Phuong phap 1y nét

1) L&y nét tu dong

3) L&y nét ty déng

5) L&y nét ty dong
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2) 10 anh Z-stack 4) 5 anh Z-stack 6) 10 anh Z-
cho méi vi tri cho mai vi tri stack cho mai
vi tri
Dinh dang anh jpeg
17.1.1. Pin
Thong sé ki thuat
Danh muc
DMLA-AP50 DMLA-AC50 DMLA-SA20
Tén Model miLab-A-BAT3000 miLab-A-BAT3600
Dién ap dinh mic 128V
Dung lwgng dinh mic 3,000 mAh / 38.4 Wh
Loai 4IFpR19/66-2
17.1.2. Bs chuyén déi AC/DC
Thong sé ki thuat
Danh muc
DMLA-AP50 DMLA-AC50 DMLA-SA20
S6 model GST90A12 GST90A12 GST120A12
PR 100-240VAC, 100-240VAC, 100-240VAC,
Dién ap vao
50/60Hz, 1.3A 50/60Hz, 1.3A 50/60Hz, 1.4A
Dién ap ra 12V, 6.67A, 80W 12V, 6.67A, 80W 12V, 8.5A, 102W

17.2. Thong sé ky thuat cac bién thé SafeFix

Théng sé ky thuat

Danh muc SafeFix™ SafeFix™ CER

(Cac model ap dung: (Model ap dung: DMLA-SA20)

DMLA-AP50, DMLA-AC50)

Dung dich [am mat nuéc va khir

Loai thiét bj Dung dich c6 dinh
mau
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Danh muc

Thong sé ky thuat

SafeFix™

(Cac model ap

DMLA-AP50, DMLA-AC50)

sl (Model

SafeFix™ CER
ap dung: DMLA-SA20)

Diéu kién van hanh

15 ~35°C

Tuéi tho va diéu kién

4 ~ 30°C trong 12 thang

bao quan
Tudith (Chwa md) 12 thang ké tir ngay san xuéat
Lol the (D3 I4p) 6 thang k& tir khi I3p dit
Thé tich 220 m¢
17.3. Hiéu suat thiét bj
Hiéu suat
Danh muc
DMLA-AP50 DMLA-AC50 DMLA-SA20
) R Quy trinh ty déng Quy trinh ty dong
Xust luong '\f]AII Q;Jy ;rjnh toan bé (nhuém va toan bd (nhuém va
' o M aes) | phantichhinhanh) | phan tich hinh anh)
mmgllc;m kiir; N mai gi — 2 lam kinh | méi gi¥ — 2 lam kinh
B4 nhé Téng 1TB Téng 1TB Téng 4TB

18. Cac Tham sé va Phép tinh

Hé théng cung cap mét loat cac tham sé hitu ich, dwoc tinh toan tir cac gia tri do lwong cla
tirng mau. Cac tham sé cu thé cta xét nghiém IVD cé thé dwoc tham khdo trong Hwéng dan
Str dung (IFU) cia méi khay thir.

19. D6 6n dinh
19.1. Han s&r dung

Danh muc Thong sé ki thuat

4~30°C

Diéu kién bdo quan ] ]
30% ~ 60% D6 am tuong doi

Chuwa mé 5 nam ké tir ngay san xuét
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19.2. Lam kinh da chuan bi

DBé Iuwu trir 1au dai cac lam kinh da chuan bj, cé thé sir dung cac dung dich gan thwong mai dé bao
quan mau nhuém & trang thai hién tai. Tuy nhién, mét khi lam kinh dwoc lwu trir véi dung dich
gan kém lam che kinh hodc dau nhdng, v.v,, hinh anh khong thé duoc doc béi miLab™ Platform,
va hinh thai tiép theo chi c6 thé quan sat bang kinh hién vi.

20. Bao hanh

Céac thiét bi Noul dwoc bdo hanh chéng lai cac 16i vé vat lieu hodc gia cong trong vong 1
nam, tinh tir ngay Idp dit tai co s& cta khach hang. Bado hanh nay khéng bao gém bat ky 16i,
truc trdc hodc hu héng nao do:
¢ Tainan, so sudt hodc str dung san phdm mét cach cé y sai quy cach.
¢ Khéng st dung, van hanh, bdo du&ng hodc duy tri sdn pham theo Huwéng dan Sir dung cua
Noul.

¢ Khdng st dung cac thudc thir va phu kién phu hep dugc chi dinh cho san pham.
21. Kiém soat chat lwong néi bo
21.1. Twkiémtra

Khi thiét bi duoc bat, hé thong sé thuc hién kiém tra chan doan ty dong. Tat ca cac hé théng giao
ti€p, bao gém dién, co hoc va phan mém, duoc kiém tra dé dam bao hoat déng binh thuong. Néu
xay ra bat ky sy ¢6 nao, hé théng sé hién thj thong bao trén giao dién ngudi dung. Lién hé voi
nha cung cdp dich vy dugc Gy quyén hodc Bo phan Cham séc Khach hang Noul néu hé théng
khong hoat déng hodc néu co 16i tai dién.

21.2. Kiém tra sau khi quét

Thiét bj sé thyc hién cac kiém tra chirc nang sau khi chyp anh lam kinh va xem xét lam kinh
dé dam bao chat lwgng dir liéu thu dwoc trong qua trinh chup anh va xem xét. Néu xay ra bat
ky sy ¢8 nao, hé théng sé hién thi thong bao trén giao dién nguwoi dung. Lién hé vdi nha
cung cdp dich vu duoc dy quyén hodc Bo phan Cham séc Khach hang Noul néu hé théng
khong hoat déng hodc néu co 16i tai dién.

22. Cac bién phap phong ngira van hanh va nguy co
tiem an
22.1. Thong tin an toan chung

A Than trong!

o Thiét bj chi nén dugc bao tri béi nhan sy duoc ay quyén.

o Né&u thiét bj dugc st dung theo cach khong dugc nha san xuét chi dinh, cac bién phap

bao vé co thé tréd nén khéng con hiéu lyc.
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o Dam bao thiét bj dwoc dat trén bé mat 6n dinh va khéng bj va cham, rung lac
qua murc, thay déi nhiét do6 qua mirc hodc anh sang mat troi tryc tiép.

o Dam bao c6 du khoang tréng xung quanh thiét bj dé thong gid.

¢ Tran chat Idng trén bé mat thiét bi co thé gay truc trac hodc hu hong. Lau ngay
chat léng tran bang gidy mém.

22.2. Canh bao va cac bién phap phong ngira an toan

A Canh bao!
[

KHONG théo roi hodc tac dong vao thiét bi. Bat ky sy can thiép khéng dugc phép
nao vao thiét bj cé thé gay thuvong tich cad nhan hoac két qua khong chinh xac va sé
lam mat hiéu lyc bdo hanh.
¢ KHONG lam uét thiét bi.
¢ KHONG cham vao phich cdm hosc day ngudn khi tay uét.
¢ KHONG kéo manh day hoic d4au néi.
¢ Trong cac truong hop sau, ngirng van hanh thiét bi. Thong bao cho b phan cham
soc khach hang Noul ho3c dai dién dich vy dugc Gy quyén dé dugc huwéng dan tiép
theo:
o Phich cdm dién bj hu héng hoic khong hoat déng.
o Thiét bi bi hv hdng hoac khong hoat dong.
o M6t vat nang roi vao thiét bi hoac thiét bj roi tir d6 cao.
o Khodng thuéc cac truéng hgp trén, nhung nghi ngo thiét bi bj hv hong hodc truc
trac.

o Viéc st dung va xtr ly thiét bi khong phu hop co thé lam giam tuéi tho thiét bi.
¢ KHONG uéng dung dich cac bién thé SafeFix.

o Khu vuc l3p dit bién thé SafeFix trén thiét bj cé chira kim nhon. Tranh tiép xdc véi
kim.

22.3. Nhirng lwu y trwdrc khi str dung

A

Than trong!
o Thiét bi nay la thiét bj y té€ chan doan in vitro (IVD).
o Lathiét biy té IVD, thiét bj chi nén dugc sir dung béi cac chuyén gia y t€, nhu ki thuat

vién da duoc dao tao va bac si.

o Thiét bi nay khong duoc str dung cho bat ky muc dich nao ngoai nhitng gi da duoc chi
dinh trong tai liéu nay.

o Doc kj huéng dan sir dung trudc khi van hanh thiét bi.

o Khay th miLab chi s& dung mét lan va khong duoc tai st dung.

¢+ Thiét bi PHAI dugc dit trén bé mat phang va giir cd dinh trong khi st dung.

s Deo gang tay bao ho khi xt ly khay thir miLab.
. _______________________________________________________________________________________________________________________________________________________________|
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22.4. Than trong khi str dung

ZANN

¢ Doc ki huwéng dan sir dung trueée khi van hanh thiét bj.

Than trong!

¢ Dam bdo c6 di dung dich cho cac bién thé SafeFix trong binh chira.

¢ Kiém tra ngay hét han trén khay thur.

¢+ KHONG nhan phan thusc thir va phim phét tir cum trén cung ctia khay thr.

¢ Khi thao tac, chi cam vao hai bén cuia khay thr.

¢ Can than dé khong lam nhiém khay thir véi bui ban hodc cac chat khac.

¢ KHONG lam ro ri dung dich bién thé SafeFix trong thiét bi.

¢ Deo gang tay bao ho khi xtr ly khay thtr.

¢+ KHONG che cac 16 thong gi6 phia sau thiét bi nhim dam bao ludng khong khi lién tuc,

ngan qua nhiét va dam bao thiét bi hoat dong dung cach.

22.5. Than trong khi bdo quan

AThafm trong!

¢ Thiét bj phai duoc lvu trir & nhiét dé tir 4°C dén 30°C véi thong gid day du.
¢ Thiét bj phai dwgc dit trén bé mat phidng dé tranh roi.

o Thiét bj va SafeFix phai duwoc lvu trit trdnh anh sang truc tiép.

¢ Thiét bj khong dugc luu trit & nhivng khu vge ¢ d6 am twong déi trén 60% hodc
khu vuc am wét déi véi MAL va BCM.

22.6. Than trong khi thai bo

A

¢ Sau khi st dung, khay thtr PHAI dwoc xtr ly nhu rac thai y té.

Than trong!

¢+ Khi thiét bj PHAI duoc loai bo do hét tusi tho, can tuan thi cac quy dinh quéc gia va

huéng dan xtr ly thich hop.

22.7. Sau khi sir dung

¢ St dung khan mém v¢i nwéc dé lau bé ngoai thiét bj, day nap thiét bj va cat gitr &
khu vuc thong thoang.

o KHONG dst thiét bi trén bé mat nghiéng hodc bé mit cé rung lac hodc va cham qua
murc.

¢+ RUt day nguon khi thiét bi khdng sir dung.
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22.8. Bao tri va Stra chira

¢ Kiém tra thiét bj c6 van dé gi trwdc khi sir dung.
¢ Tham khdo bd phan cham séc khach hang dé dugc kiém tra téng quat hang nam.

22.9. Twong thich dién tir (EMC)

*Thiét bi nay tuan tha cac tiéu chuan IEC (EN) sau:
o EN55011:2016+A1:2017
o EN 61326-1:2013
o |EC61326-2-6:2013
o |EC61000-3-2:2014
o |EC61000-3-3:2013+A1:2019

o Tiéu chuan tham chiéu: CISPR 32:2015 + A1:2019 Loai A.

22.10. An toan dién tw
v IEC61010-1:2010
v IEC61010-1:2010/AMD1:2016

A Canh bao!

¢ Hé théng PHAI chi dwoc két néi véi 6 cam dién co néi dat.

o Chi st dung day nguén va bé chuyén déi AC/DC do Noul cung cép.

A’ - A ? 4
23. Svw ¢d nghiém trong & S canh giéc
Moi sy c6 nghiém trong xay ra va&i thiét bj phai dugc bao cao cho nha san xuat va co quan co
tham quyén cta Quéc gia thanh vién noi nguoi dung va/hodc bénh nhan dang sinh séng.
Vui long gtri théng tin vé cac sy c6 nghiém trong véi thiét bi dén dia chi duoc liét ké trong muc
1.2. HG tro.

24. Khac phuc sv cé
24.1. Van hanh thiét bj (Cac model ap dung: DMLA AP-50, DMLA AC-50)

Van de Nguyén nhan cé thé xay ra Hanh déng

Dam bao rang khay thir duoc
l3p rap va dwa vao ding cach.
Khay thir da duoc 13p theo Ther lai xét nghiém véi mét khay
Khay thff bi day ra ngay sau khi chiéu nguoc lai. thir méi, bao gom viéc nap lai
duoc lap vao. mau trén lam kinh méi dé tranh
hinh thanh cuc mau doéng.

Khay thir da duoc 13p vao khi Xac nhan rang khay thr duoc

chuwa dugc 13p rap hoan chinh.
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l3p rap theo ding chiéu. D&
tranh hinh thanh cuc mau
dong, hay thir lai sau khi kiém
tra trang thai 13p rap bang meét
khay thir mai.

Chi c6 phan day cda khay thur
duoc 13p vao.

Dam bao khay thir duwoc ldp
rap dang cach va ca hai bé
phan déu duoc duwa vao. Sau
do, tién hanh lai xét nghiém vai
mot khay thir mai.

Khay thir d& bi rat ra mét cach
cudng birc trong khi dang duoc
nap.

KHONG duoc gitr hosc kéo
khay thtr trong khi dang duoc
nap vao thiét bi. Thyuc hién lai
xét nghiém va&i mot khay thir
mai.

Toan bé quy trinh sé bj hay va
khay th&r dwgc day ra sau khi
phét m3u.

Thé tich mau dugc nap khéng
da.

S&r dung dung lugng mau va
tién hanh lai xét nghiém vai
mét khay th&r maéi.

M3u chua duoc nap.

DPam bao miu da duoc nap 1én
lam kinh trudc khi dua khay
th&r vao. Thyc hién lai xét
nghiém véi mot khay thir méi
da duoc nap mau.

Ma3u da bj déng trén lam kinh.

Dua khay thdr vao ngay sau khi
miu duwoc nap l1én lam kinh.
Néu khong, khuyén cédo thu
thap mau bing 6ng chira EDTA
K2.

Thyc hién lai xét nghiém véi
mét khay thir méi da dwoc nap
mau.

Phim phét trén khay thir da bi
huv hong va tao thanh hinh thai
phét khong déu.

KHONG duwoc an hoic lam héng
phim phét khi chu&n bij khay thir.
Thuyc hién lai xét nghiém véi mot
khay thir méi da dwogc nap mau.

Thau kinh hién vi bi nhiém ban.

Lién hé nha cung cédp dich vy
dwoc dy quyén hoic B phan
Cham sdc Khach hang cda Noul.

Khay thir bi day ra kem theo
thong bao 16i trong qua trinh
thuc hién.

Mdrc hematocrit cia mau qua
thap.

Mdrc hematocrit ctia mau cé thé
qua thap dé thuc hién phan tich
chuan bi m3u mot cach chinh
xac. Vui long kiém tra mirc
hematocrit khuyén nghi danh
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riéng cho tirng loai khay thir.

Mau khong dugrc tron déu.

Bam bao miu duoc trén déng
nhat truwéce khi nap. Thyc hién
lai xét nghiém v&i mét khay thi
mai.

Mét hodc nhiéu tem nhudém bi
tach ra khoi khay thtr.

Bam bdo ca ba tem nhuém déu
c6 trong cum trén cda khay thdr.
Sau do¢, tién hanh lai xét nghiém
véi mot khay thir méi.

Céac bién thé SafeFix con lai
khoéng dua.

Bam bao sé lwgng bién thé
SafeFix con lai la du. Néu
khoéng du, hay thay thé bang
cac bién thé SafeFix mai va
thuc hién lai xét nghiém véi
mét khay th&r mai.

Mbi truong khong phu hop dé
thyc hién xét nghiém, chang
han nhuv ¢é rung l3c, chiéu sang
cudng birc vao bén trong thiét
bi, hoic tiép xuc vai khu vyc cé
nhiéu bui.

Dam bao khu vyc lam viéc
khong c¢é rung l3c va sach sé.
KHONG can thiép hoic tac
dong vao thiét bj khi dang van
hanh. Thyc hién lai xét nghiém
véi mét khay thér mai.

Lam kinh da bj ddy ra khi con
wot, véi dich con soét lai.

Mot hodc nhiéu tem nhudém da
bi hv hong.

DPam bao cac tem nhuém
khéng bi hw héng trudc khi st
dung. KHONG cham vao hoic
lam thay déi tem nhudém. Thuc
hién lai xét nghiém va&i mot
khay thdr mai.

Khay thtr khéng dugc st dung
ngay sau khi lé&p mang dé boéc
dugc thao ra khéi cum trén cda
khay thtr.

Bam bao khay thir duoc st
dung ngay sau khi mé. Thyc
hién lai xét nghiém véi mot
khay th&r mai.

Khay thir khong dugc day ra sau
khi hoan t4t xét nghiém.

-hodc-

Khay thir bi ket bén trong trong
qua trinh xét nghiém.

Lién hé ngay vai Bo phan Cham séc Khach hang cia Noul qua email
cs@noul.com. KHONG ty y can thiép hodc mé thiét bi néu khong c6
huwéng dan tir B6 phan Cham sdc Khach hang.

Thiét bj bi treo.

Nhiét d6 van hanh qua cao.

Kiém tra dai nhiét dé van hanh
khuyén nghi.

24.2. Van hanh thiét bi (Model ap dung: DMLA SA-20)

Van de

Nguyén nhan cé thé xay ra

Hanh déng

Khay thir bi day ra ngay sau khi
dwgc dua vao.

Khay ther da duoc 13p vao khi
chua dwoc 13p rap hoan chinh.

Xac nhan rang khay thir duoc
l3p rap theo ding chiéu. D&
tranh tinh trang
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Van de

Nguyén nhan cé thé xay ra

Hanh dong

mau bj khé, hay thir lai sau khi
kiém tra trang thai l3p rap
bang moét khay thlr mai.

Chi ¢6 phan day cua khay tha
duoc 13p vao.

Dam bao khay thir duwoc ldp
rap dang cach va ca hai bé
phan déu duoc duwa vao. Sau
do, tién hanh lai xét nghiém vai
mot khay thir mai.

Khay thdr da bj rat ra mét cach
cudng bic trong khi dang duoc
nap.

KHONG duoc gitr hosc kéo
khay thtr trong khi dang duoc
nap vao thiét bi. Thyuc hién lai
xét nghiém va&i mot khay thir
mai.

Toan bd quy trinh bi hdy bo va
khay thir duoc day ra.

Khay thir d& hét han hoic
khong dugc nhan dién.

Dam bao khay thir con trong
han st dung va duoc nhan dién
ddng cach.

Khay thir bi ddy ra kem theo
thong béo 16i trong qué trinh
thyc hién.

Céac bién thé SafeFix con lai
khoéng du.

Dam bao sé lwvgng bién thé
SafeFix con lai la da. Néu
khong du, hay thay thé bang
cac bién thé SafeFix mai va
thuc hién lai xét nghiém vai
moét khay thir méi.

Moi truong khéng pha hep dé
thyc hién xét nghiém, chdng
han nhu cé rung lac, chiéu sang
cudng birc vao bén trong thiét
bi hodc ti€p xuc véi khu vyc cod
nhiéu bui.

Pam bao khu vuc lam viéc
khong cé rung l3c va sach sé.
KHONG can thiép hojc tac
doéng vao thiét bj khi dang van
hanh. Thyc hién lai xét nghiém
véi mot khay thir mai.

Khay thir khong dugc day ra sau
khi hoan t4t xét nghiém.

-hoac-

Khay thir bi ket bén trong trong
qua trinh xét nghiém.

Lién hé ngay vai B6 phan Cham séc Khach hang cta Noul qua email
cs@noul.com. KHONG ty y can thiép hosc mé thiét bj néu khéng co
hwéng dan tir B6 phan Cham séc Khach hang.

Thiét bi bi treo.

Nhiét dé van hanh qua cao.

Kiém tra dai nhiét dé van hanh
khuyén nghi.

24.3 Ma lai

M3 16i

Tin nhan

Giai phap

L&i phoi sang ty déng

Da xay ra 16i trong qua trinh xét
nghiém.

Vui long khai déng lai xét nghiém
hoic khéi dong lai thiét bi.

L&i 18y nét ty dong

Da xay ra 16i trong qua trinh xét
nghiém.

Vui long khai déng lai xét nghiém
hoic khéi dong lai thiét bi.
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M3 16i

Tin nhan

Giai phap

L6i dau doc ma vach

D3 xay ra 16i.

Vui [dng khai dong lai thiét bi.

L&i bo nap khéi déng

D3 xay ra 16i.

Vui long lién hé v&i nha cung cép dich
vu dugc Gy quyén hoic Bé phan Cham
s6c Khach hang caa Noul.

L6i camera

Da xay ra 16i trong qua trinh xét
nghiém.

Vui [dng khai dong lai thiét bi.

Doc ma vach bj hay

Quét mé vach da bj hay.

Khay thir chva duoc lap

D3 xay ra 16i trong qua trinh xét
nghiém.

Vui long khai dong lai xét nghiém.

Giao tiép bi hay

Nguoi dung da hdy thao tac.

L&i giao tiép

D3 xay ra 16i.

Vui long khai déng lai thiét bi.

L6i mé-dun thiét bi

D3 xay ra 16i.

Vui long khai déng lai thiét bi.

L&i Disklo
(L6i nhap/xuat dia)

D3 xay ra 16i.

Vui long lién hé véi nha cung cdp dich
vu dugc Gy quyén hoic Bé phan Cham
s6c Khach hang caa Noul.

L6i cap ethanol

D3 xay ra 16i.

Vui long lién hé véi nha cung cép dich
vu dugc Gy quyén hoic Bé phan Cham
séc Khach hang cua Noul.

Ethanol da hét han

Cac bién thé SafeFix da hét han.

Vui long thay thé bién thé SafeFix
bang mét bién thé méi.

Ethanol s3p hét han

Ngay hét han cta bién thé SafeFix:

{Ngay hét han} (D-{ngay})

Vui long thay thé bién thé SafeFix
bang mét bién thé méi.

Mrc ethanol thap

Canh bao thay thé bién thé
SafeFix.

Vui long thay thé bién thé SafeFix
bang mét bién thé mai.

Khong tim thay ethanol

Khéng phat hién dugc bién thé
SafeFix.

Vui long kiém tra xem bién thé SafeFix
da duoc lap ding cach chua.

Khong tim thay vung ly

twdng

Khong thé tim thay I¢p don da
nhuém. Chit lwgng chuin bj
mau trén lam kinh duwoc 13p c6
thé kém.

Vui long kiém tra chat lwgng chuan bj
mau trén lam kinh dang st dung va
khé&i dong lai xét nghiém.

L&i cdm bién hinh anh

D3 xay ra 16i.

Vui long khai déng lai thiét bi.

Qua trinh chup hinh bj hay

Qua trinh chup hinh bj hay.

Quaé trinh chup hinh da hoan
tat cho tat ca cac khu vuc

Qua trinh chup hinh da hoan tat.

Qua trinh chyp hinh da duoc thyc hién
cho toan bé khu vyc chup.

L&i khi 1dp khay thir

Khay thir chva duoc 13p rap
ding cach hoic 13p sai chiéu.

Bam bao khay thir dwoc 1&p rap ding
cach va dua vao theo dung chiéu.

Hét thai gian 1&p khay thi

Hét thai gian 1ap khay thir.

Vui long 13p lai khay thir.

Pin khong du

Pin khong du.

Vui long dam bao ring bo chuyén déi AC
duwoc cung cap da duoc két néi chéc
chan.

N

L&i noi bo

Da xay ra 16i.

Vui Iong lién hé véi nha cung cép dich
vu duoc Gy quyén hodc Bé phan Cham
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M3 16i

Tin nhan

Giai phap

Khach hang ctia Noul.

C4u hinh khong hop 1é

D3 xay ra 16i.

Vui long lién hé v&i nha cung cép
dich vy dugc Gy quyén hoic Bé phan
Cham séc Khach hang ctia Noul.

Tép cap nhat khong hop 1é&

D3 xay ra 16i.

Vui long lién hé véi nha cung cap
dich vy dugc Gy quyén hoic Bo phan
Cham séc¢ Khach hang ctia Noul.

L&i cdm bién gigi han

D3 xay ra 16i.

Vui long khéi déng lai thiét bi.

Canh béo tai co hoc

Da xay ra 16i.

Tai co hoc da vuot qua pham vi binh
thuong, nhung thiét bi van cé thé st
dung.

L&i trinh diéu khién déng co

Da xay ra 16i.

Vui long lién hé véi nha cung cap
dich vy dugc Gy quyén hoic Bé phan
Cham séc Khach hang ctia Noul.

Thao tac that bai

D3 xay ra 16i.

Vui long khéi déng lai thiét bi.

Nhé&n qua manh |én miéng va

Da xay ra 16i trong qua trinh xét
nghiém.

Vui long khéi déng lai xét nghiém.

da duoc cai dat

Hét thai gian nhan miéng va | Da xay ra l6i. Vui long khéi dong lai xét nghiém.
Vui long lién hé véi nha cung cap
L&i déng ky D3 xay ra 16i. dich vu duoc uy quyén hodc Bé phan
Cham séc Khach hang ctia Noul.
Vui long lién hé véi nha cung cap
Firmware khong duogc hé trg | Da xay ra 16i. dich vu dugc Gy quyén hodc Bd phan

Cham soéc Khach hang cda Noul.

Hé théng tép USB khong
duwoc ho tro

Da xay ra 16i sao lwu USB.

Vui long kiém tra 6 dia USB va thir
lai.

Trang thai khong thé cap nhat

D3 xay ra 16i.

Vui long lién hé véi nha cung cap
dich vy dugc Gy quyén hoic Bé phan
Cham soéc Khach hang cda Noul.

L&i cap nhat

Da xay ra 16i.

Vui long lién hé véi nha cung cap
dich vu dugc Gy quyén hoic Bé phan
Cham séc Khach hang ctia Noul.

L&i 6 dia USB

D3 xay ra 16i sao lvu USB.

Vui long kiém tra & dia USB va thir
lai.

0 dia USB chua duoc gén

D3 xay ra 16i sao lvu USB.

Vui long kiém tra 6 dia USB va th
lai.

Dung lugng lwu trir khong
da

Dung lugng luwu trir khong da.

Dung lwgng luu trir khong du.

Lam kinh khéng duwoc phat

hién

Khay thr chua duoc 13p kém lam
kinh.

Vui long 1&p lai khay thir kem lam kinh.
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24.4. Cac sv ¢c6 duoc thiét bi nhan dién
Né&u miLab phat hién sy c8, mét thong bao 16i sé xuat hién dé cung cap thong tin chi tiét can
thiét cho viéc khac phuc 16i.

milab  milab1_0201 SafeFix 5 100% B Aug 02,2024 07.57AM

® Error

Cartridge insertion time out.
+ Error code: Insert.InsertCartridgeTimeout(A11060)

Please re-insert the cartridge.

DPé giai quyét cac sy c6 kéo dai hodc yéu cau hd trg k§ thuat, vui long lién hé véi doi ngi
Cham séc Khach hang cda Noul qua email cs@noul.com kém theo sé sé-ri cda thiét bj, s6
LOT san pham, s6 LOT cla khay th, ID lam kinh, phién ban Phan mém (SW), Firmware (FW)
va Kinh hién vi (MS), cuing ma 16i.

24.5. Sy cd nghiém trong lién quan dén thiét bi

Néu xay ra bat ky sy ¢ nghiém trong nao lién quan dén thiét bj, sy c6 dd phai dugc bao cao truc tiép
cho nha san xuit (cs@noul.com, +82 (0) 31 308 6310) va co quan cé thdm quyén cda Quéc gia Thanh
vién EU noi nguai sir dung va/hodc bénh nhan cu trq;

Trong chuwong nay, ‘sy ¢6 nghiém trong’ dugc hiéu la bat ky s ¢6 nao truc tiép hodc gian

ti€p da, co thé da, hodc cd thé dan dén bat ky trwong hop nao sau day:

(a) tr vong ctia bénh nhan, nguai sir dung hodc nguoi khac;

(b) su suy gidam nghiém trong, tam thoi hodc vinh vién, vé tinh trang siic khée cia bénh nhan,
nguoi st dung hodc nguoi khac;

(c) moi de doa nghiém trong déi véi sirc khoe cong dong.

‘M&i de doa nghiém trong déi véi sicc khde cong déng la sy kién co thé dan dén nguy co tr

vong s3p xay ra, suy gidm nghiém trong vé tinh trang sirc khde cia mét ngudi, hodc bénh
nghiém trong cé thé can hanh déng khac phuc kip thai va co kha nang gay ti 1é mac bénh hodc

t&r vong dang ké & nguoi, hoac la sy kién bat thuong hodc khdng luong trudc dugc tai thoi

diém va dia diém nhat dinh;
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Phu luc A. Khac phuc sw ¢é cho MAL

Al. Cac sy cd do nguei dung nhan ra dwa trén két qua xét nghiém
Bang dudi day cung cap danh sach cac bién phap va cac muc can kiém tra dé xac dinh nguyén
nhan cda nhitng sy ¢ nghi ngo c6 thé xay ra do cac yéu t6 ma nguoi dung c6 thé nhan thay
hodc do cac van dé néi tai trong san pham gay ra sy ¢6 van hanh. Vui long tham khao bang
dudi day dé giai quyét sy c6.

Két qua Nguyén nhan cé thé xay ra Hanh déng
Nap qua nhiéu mau vao khay thir co Thuc hién lai xét nghiém béng
thé khién héng cau xuat hién du’c’ri mot khay thir méi véi 5 ul mau,
daﬂg nhiéu |O"p thay vi don |é’p, dan duwoc nap va dua ngay vao thiét
dén hé théng khong thé phat hién bi.
duwoc cac té€ bao nhiém ky sinh trung
s6t rét.
Am tinh (d6i | dung miu mau da 18y qua 24 gio cd Thyc hién lai xét nghiém bang
v6i bénh nhan | thé gay thoai hoa ky sinh tring. mau méi ho3c 13p lai xét nghiem
nghi ngo) vi it nhat 3 lam kinh.

Mat do ky sinh trung trong mau thap
hodc nhiém & giai doan rat sém cé thé
khién hé théng khong phat hién duoc té
bao nhiém.

Lap lai xét nghiém bang mot
khay thr mé@i hodc tién hanh xét
nghiém lai sau 1-3 ngay.

Can xem xét lai

Hé théng cé thé phat hién mét hodc
nhiéu t€ bao nghi ngd nhiém can duoc
xem xét lai trong cac tinh huéng sau:

1) Bénh nhan da dung thudc va hinh thai
ky sinh trung bj bién dang.

2) Phat hién ky sinh tring nam ngoai
héng cau.

3) Hinh anh ky sinh trung bi bién dang
do anh huédng cda cac té bao xung
quanh.

4) S dung m3u mau da lay qua 24 giv
c6 thé gay thoai hoa ky sinh trung.

Ra soat k§ cac hinh anh, bao
gém ca hinh anh truong quan
sat. Phan loai lai cac té€ bao bang
milLab Viewer va xac nhan két
qua xét nghiém. Hodc thyc hién
lai xét nghiém bang mét khay
thr méi, nap 5 pL mau va dua
ngay vao thiét bi.

Hé thong co thé phat hién mét hoac
nhiéu té bao binh thudng trong cac
tinh huéng sau:

1)  Hién tugng gia (artifact) trén
héng cau binh thuong co thé
gay ra canh bao "Can xem xét
lai

2)  Bdng cua hinh dang 16m hai mat
cta héng cau co thé gay ra

Ra soat ky cac hinh anh, bao gém
ca hinh anh trwong quan sat.
Phéan loai lai cac té bao bang
miLab Viewer va xac nhan két qua
xét nghiém.
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canh bao "Can xem xét lai

Khong hinh anh

[& giai doan phét lam]

Né&u mau khéng duoc nap ngay Ién
lam kinh ma dé kho, né sé dong lai
trén lam kinh va khong lan trai dang
cach, dan dén phét lam that bai.

Tién hanh xét nghiém lai bang cach
dwa khay thir da nap mau vao thiét bj
ngay lap tic, s&t dung mot khay thir
mai.

Mau mau khéng duwgc nap hoic
duwoc nap lén bé mat khac ngoai lam
kinh.

Tién hanh xét nghiém lai bang cach
nap mau lén lam kinh.

Thé tich m3u mau duoc nap duéi 5 L.

Tién hanh xét nghiém lai bang cach
nap ding thé tich mau lén lam kinh.

Néu c6 tac déng luc co hoc I1én phim
phét gay hu héng, hodc c6 mat thudc
nhuém & thé ran hay tap chat, chidng
c6 thé anh huéng dén phim phét va
dan dén phét lam that bai.

Tién hanh xét nghiém lai bang mét
khay th&r mé@i khong bi hv hong.

[& giai doan cé dinh]

Ong SafeFix bi hu héng.

Vi can phai thay thé sau 30.000 xét
nghiém, vui long lién hé bé phan
cham séc khach hang
(CS@noul.com).

Khong phat hién duoc té bao do
chat lugng cua SafeFix.

Tién hanh xét nghiém lai sau khi thay
thé SafeFix.

Khac

Tién hanh xét nghiém lai sau khi khai
déng lai thiét bj hodc lién hé bé phan
cham soc khach hang (CS@noul.com).

[& giai doan nhuém]

S dung 16 khay thir da hét han.

Tién hanh xét nghiém lai véi mét khay
th& mdi sau khi xac nhan han s
dung.

Thuéc ther & thé ridn bi khd va
khéng nhuém duwoc vung thich
hop, didn dén nhuém khong
hoan toan.

Thao bd lép niém phong cla khay
th&r ngay lap tiérc, nap mau va dua
vao thiét bj dé xét nghiém lai.

Khac

Tién hanh xét nghiém lai sau khi khai
déng lai thiét bi hoac lién hé b phan
cham soc khach hang (CS@noul.com).

186 lan xét nghiém nay co thé thay déi tuy thuéc vao méi treong va diéu kién sir dung.
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[& giai doan chup hinh]

Ban dat thiét bj khong 6n dinh hoéc
bi tac dong rung/lyc co hoc khi qua
trinh chup hinh bat dau.

Vi trong suét qua trinh xét nghiém
khéng duwoc xay ra rung lac hay
chan doéng xung quanh thiét bj,
hay tién hanh xét nghiém lai trong
mét moi trwong én dinh.

Khac

Tién hanh xét nghiém lai sau khi khai
déng lai thiét bi, hodc lién hé bé phan
cham soc khach hang (CS@noul.com).

Co thé qua trinh
chup hinh da két
thdc sém.

Diéu nay c6 thé xay ra trong cac tinh
huéng sau:

1) Ban bj tac dong rung/luc
co hoc trong qua trinh
chup hinh.

2) Muc hematocrit < 20.

3) MA4u mau khong duoc
tron deéu.

4) Co6 khoang trong trong
phim phét mau tai vung
nhudém.

5) Téng s6 lwong héng cau
duogc cai d3t qua cao so
V@i s6 lugng héng cau
thap cta bénh nhan.

C6 thé khic phuc bang cach thyc hién
theo cac huéng dan sau:

1) Dam bdo mau méau da
dugc tron déu. Xac nhan
HCT cla mau hoac cai
dat gia tri tong s6 lvong
héng cau (Total RBC)
thap hon va tién hanh
kiém tra lai.

2) Ngay ca khi két qua la
Am tinh (nghi ng®), néu
bénh nhan co triéu
ching hoic téng s6
lwvong héng cau qua
thap, vui long lap lai xét
nghiém bang khay tht
mdi hoac thuc hién xét
nghiém lai sau 1-3 ngay.

Phu luc B. Xuat dir liéu va sir dung ché dé QC cho MAL

B1. Xuat dir lieu sang hé théng LIS

1. [Thiét lap Két néi May cha (Setup Host Connection)] Khi cai dat & ché do [ON], dir liéu cuaa

milLab cé thé dugc truyén dén hé théng LIS.
o Bat [Connect to Host Computer] trong trang [SETTINGS]. Sau d6 cham vao [MODYFY
SETTING].

¢ Chon [Communication Method]. Viéc Iva chon phuong thic c6 thé khac nhau
tuy theo maéi trwong st dung. Dé biét thém chi tiét, vui long tham khao ‘Tai liéu

théng s6 ky thuat MAL ASTM'.
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niab 1010

& O MAL Test Settings

S b1 023
€ O MAL  Tost Settings X ¢ O MAL  Test Settings

. Hoxt Compurer

1
ASTM EY304-07 (Mot 1) |
ASTM E1304.97 (Mode 2) | °

¢+ Nhéap Dia chi IP cia May chua va S6 Cng bang ban phim.
¢ Néu ban bat [Auto-output After Confirmation], dir liéu xét nghiém sé duoc
truyén ty déng sau khi xac nhan. Viéc Xuat dir liéu chi kha dung khi tat ca cac
diéu kién sau duoc dap ¢ng:
a. K&t ngi may cha: BAT
b. S8 m3u: ngudi dung da nhap xong
c. K&t néi mang: da thiét lap
d. K&t nai LIS: da thiét lap
e. S6 mau duoc nhap trong LIS: da dang ky thanh cong
2. [Xuat dir lieu (Data Output)] trong trang [Result Details], man hinh hién thi cho
tirng truong hop xuat dir liéu nhu sau:

milab  milanl_0323 SateFix [ 100% WD Aug 14, 2025 11-50AM
#M2406040974 Unknown Unknown Unknown X
- Test Reaunt NEGATIVE

Result Confirmed Yes (Aug 13, 2025 19:50:26)

Data Output

Suspected REC [

Review Needed 1

Total RBC 102,436

Parusiteria 0% (OvpL)

. ________________________________________________________________________________________________________________________|
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[Not Attempted]
After Result Conformation — No transmission attempt made

Test Result Pf POSITIVE

Result Confirmed Yes (Mmm DD, YYYY HH:MM:SS)

Data Output Not Attempted OUTPUT

[Completed]
After Result Conformation — Transmission attempt successful

Test Result Pf POSITIVE

Result Confirmed Yes (Mmm DD, YYYY HH:MM:SS)

Data Output Completed | OUTPUT

[Failed]
After Result Conformation — Transmission attempt failed (Warning displayed in ‘Test List)

Test Result Pf POSITIVE
Result Confirmed Yes (Mmm DD, YYYY HH:MM:SS)

Data Output Failed ’ OUTPUT I

[Not Attempted] and [OUTPUT] button disabled
Beford Result Conformation — Transmission not possible

Test Result POSITIVE (SUSPECTED)
Result Confirmed No

Data Output Not Attempted

[N/A]
No Image — Transmission not possible (Warning displayed in ‘Test List’)

Data Output N/A

[Data Output] category disabled
[Host Connection] set to OFF & No transmission attempt made

Test Result POSITIVE (SUSPECTED)

Result Confirmed No

o Néu may chd duoc két noi dung, cac két qua da xac nhan sé duoc truyén dén
hé théng LIS. Cac két qua duoc truyén bao gém:
o Duong tinh / Am tinh
o Tén loai (Plasmodium falciparum hogc Plasmodium vivax, néu loai dugc xac dinh)
o Mduc dé P. (%)

¢ Thong tin vé viéc truyén két qua cling c6 thé duoc kiém tra trong Trinh xem.
Trong trang Két qua, man hinh hién thi cho tirng truong hop xuat dir liéu nhu
sau:
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€ c Slide #M2109010215

¢ #M2109010215
MAL Pationt : 900216190012

Test Result NOTE: Early termination enablod. Test terminated early.

Pf
Suspected RBC 20 Parasitemia 0.37%
P o S IT I V E Total REC 159,022 18,722/pl
(SUSPECTED)
Result Confirmation Parssite type
[eame | [me | [ [~ = I ][
Data Output to Host Computer Completed
Highlighted RBC (160 / 200,000) VIEW MORE >

EEHD00OCEPOOCTE

Data Output to Host Computer Not Attempted oUTPUT
Data Output to Host Computer Completed ey
Data Output to Host Computer ourput |

Data Output to Host Computer

Data Output to Host Computer Completed
=
Data Output to Host Computer Completed

B2. [QC] kiém soat chat lwong nai bo

1. Muc dich s dung ché& d6 QC la thyc hién kiém soat chat lwvgng néi bé nham xac minh
hiéu nang cda thiét bj va phan mém milLab. QC bao gém danh gia tinh nhit quan caa
qua trinh nhuém va dé chinh xac cda phan tich hinh anh, gitp ddm bao két qua xét
nghiém dang tin cay trudc khi ti€n hanh mau bénh nhan.

2. DE thyc hién kiém soat chat lvgng (QC), can c6 béd chuyén d6i miLab™ MAL QC va lam méau
nguoi duong tinh véi ky sinh trung. Khuyén nghi s&¢ dung lam QC duong tinh da dugc Noul phé
duyét.

¢+ San pham khuyén nghi: Blood Parasite Control Slide (Microbiologics)

. ________________________________________________________________________________________________________________________|
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Thyc hién theo cac budc dudi day dé tién hanh quy trinh QC didng céch.

3. Déiveilan dang ky dau tién cda lam kinh QC duong tinh, can hoan tat thiét 1ap khay thor QC cda
miLab.
¢ Gan lam kinh dwong tinh vao bé phan day cé lép dinh cta b chuyén d6i lam kinh
miLab™ MAL QC, sau d6 |3p rap véi boé phan nhuém phia trén dé hoan tat thiét
lap khay th&r QC clGa miLab.

QC Positive Slide

Peel off the release liner Labeled side facing up

Adhesive Bottom Assembly

4. Trudc tién, chuin bi khay thir QC:
¢ G& bang dan trong suét & mit dudi cta khay thir. Gan lam QC dwong tinh,
dam bao mat cd nhan huéng Ién trén.
¢ Mé& phan trén (A) cta khay thi, trong do chira thuéc nhuém va miéng dém.
¢ Gan phan trén vao phan dudi cé lam QC.
Lap rap phan dudi va phan trén véi lam duong tinh da gan, dam bao diang
chiéu.
5. Tiép theo, vao ché dé QC bang cach nhan vao biéu twgng QC trén thiét bj phan tich.
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milad  milabl_0102

O MAL

SETTINGS

6. Daivai lan dang ky dau tién cta lam QC duong tinh, chon ‘REGISTER SLIDE +'.
Nhap cac thong tin sau:

o Loailam (Slide Type): Chon Unstained hodc Pre-Stained tuy thudc vao loai lam
ban s&r dung.

¢ S616 & Han dung (Lot No. & Expiration Date): Tham khao trén nhan hoac hop
dwng lam kinh QC dwong tinh.

¢ Ngay bét dau (Start Date): Chon ngay bat dau si dung lam kinh.

o Ngay két thac (End Date): Chon ngay két thic mong muén hodc chon Unknown
néu khong ap dung.

nhab  miae) 0102
& €3 MAL  Stain Information

¥91102250625010 GE 90104

7. Sau khi nhan nut ‘START’, ngay lap tic dua bé chuyén déi khay thir vao may phan
tich.
DPé luvu két qua QC, nhan biéu twgng ‘SAVE' sau khi xét nghiém hoan tat.
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(D Save This Result as QC Test Data?

+ Slide ID: #91102250625010

* Lot No: 90104

+ Stain Position: 25,650

+ Total RBCs Detected: 203,716
* Total Suspected RBCs: 1,487

¢ Ngay ca khi bé qua viéc nhap di lieu QC ban dau, qué trinh dang ky QC van sé
duwoc thyc hién. Mot clra s6 thong bao sé xuat hién dé héi cd ghi lai thong tin nay
trong H6 so & lich s& QC hay khéng.

o Néu khong dap &ng cac yéu cau téi thiéu dé dang ky va thuc hién xét nghiém
QC, moét clra s6 canh bao sé hién thj va lam kinh QC sé khong dugc dang ky hoic
lwu lai.

*  Cac yéu cau t6i thiéu nhu sau:
o # S6 lugng hong cau téng< 10,000
o #S6 lwgng héng cau nghingo < 5

@ Ineligible for QC Registration

This slide does not meet the QC registration criteria.
+ Slide ID: #40000000000000
« Lot No: 00001
* Stain Position: 18,000

8. Sau khi duwgc dang ky, lam kinh QC c6 thé duoc tai si dung trong ché dé QC. Maéi két
qua xét nghiém sé dugc ghi nhan twong &ng.

o Sau khi phan tich mét lam kinh QC méi [an dau tién, hé théng sé yéu cau
nhap cac gia tri tham chiéu dé hoan tat dang ky. Cac gia tri nay bao gom ca
két qua dinh tinh "Duong tinh” va gia tri tham chiéu dinh lugng dya trén muirc
P. (%, /ul).

uf[ it oie o Satefic [§ 100V EB a0, 30
E3 MAL  ¥91102250625010 = %0104 & Feb 08, 2026

o Thiét l1ap duwong co sé QC
. _______________________________________________________________________________________________________________________________________________________________|
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a. Dé thiét lap gigi han QC phu hop véi moi truéng xét nghiém cda ban,
hay thuc hién kiém tra QC 4 [an méi ngay (2 [an buéi sang va 2 lan buéi
chiéu) trong 5 ngay lién tiép, téng cdng 20 lan do. Quy trinh dugc
khuyén nghi phé bién nay (vi du: CLSI EP15-A3) cho phép tinh toan gia
tri trung binh (mean) va dé léch chuan (SD) ctia muc P. (%), tir d6 hinh
thanh pham vi chdp nhan QC cda phong xét nghiém.

o Sau khi thu thap du 20 két qua

a. Tinh gia tri trung binh (mean) va do léch chuan (SD) cta muc P. (%) do
duoc.

b. Xac dinh gigi han kiém soat (control limits) dua trén chinh sach
ndi bé cda phong xét nghiém. Cac cach tiép can phé bién bao
goém:

o Pham vi théng ké: vi du +2SD, hoac 10-20% CV
o Pham vi ¢6 dinh: vi du 25% gia tri trung binh cda muc P.

c. Vidu: Néu gia tri trung binh cia mac P. 1a 1.2% va SD la 0.15% thi

gi¢i han kiém soat sé la:
o 2SD la 0.3% va 25% cua muc P. ciing la 0.3%
1 Gidihantrén: 1.2% + (2 x 0.15%) = 1.5%

1 Gidihandudi: 1.2% — (2 x 0.15%) = 0.9%

Cac gigi han nay c6 thé dugc str dung lam tiéu chi chdp nhan QC thuong quy.
9. DBé& nhap gia tri gi¢i han, cham vao biéu tu’o’ngE@‘] , sau do6 chon ‘EDIT’. Nhap gia tri
gidi han trén va gi¢i han duéi mong muén cho mic P. (%), dva trén tiéu chi QC cla
don vi cia ban. Sau khi nhap xong, cham ‘SAVE' dé Iuvu lai.

102 02
L ¥91102250625010 = 90104 § Feb 08, 202 #91102250625010

T
€3 MAL  ¥91102250625010 9 90104 ¥ Feb 08, 2026

207, 2025

10. Sau khi gia tri gi¢i han dugc luu, ban c6 thé kiém tra trén trang biéu dé dé xac dinh
két qua QC cé nam trong pham vi da thiét 1ap hay khong.
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mitab miLab1_0102

E3 MAL  #91102250625010 =1 90104

N~
0.011%

550.0/pL

0.692%
34,600.0/pL

Chart (N=20)

Jul 15,2025 12:29:33

I<

g Feb 08,2026 X

1.874%
79.400.0/uL

@ Quan trong!

o Né&u két qua QC vuot qua gidi han chdp nhan dwoc nhiéu hon sé [an cho phép, hay kiém tra
cac yéu t6 sau:
o M@i trwang st dung (nhiét dé 20-35 °C, d6 dm 30-60%)

o Han str dung clia bé chuyén dé&i va lam kinh.

¢ Né&u mdi truong nam ngoai thong sé kj thuat, digu chinh vé digu kién khuyén cao va l3p lai QC.

o Né&u san phadm da hét han, ngirng str dung vi hiéu nang khong thé dwoc dam bao ngay ca sau
khi digu chinh.

o Né&u két qua van vuot gidi han, hdy thay lam kinh QC dwong tinh va I3p lai QC.

o Né&u sy c8 van tiép dién, vui long lién hé nha phan phéi duoc ay quyén hodc Noul
(cs@noul.com).

Phu luc C. X ly sw ¢6 cho BCM
C1. Quy trinh xét nghiem khong hoan tat kém theo thong bao 16i

¢ Trong cac tinh hudng sau, xét nghiém co6 thé khong dugc hoan tat cho dén khi két
thac va co thé bi dirng gitra chirng kém theo ma 16i:

sau khi ngp mau, mau co6 thé dong lai trén lam
kinh va khéng lan trai ding cach, dan dén phét
lam that bai.

Qua trinh Nguyén nhan cé thé xay ra Hanh déng
Phét Né&u khay thr khong duoc dua vao thiét bi ngay | Tién hanh xét nghiém lai bang cach duva

khay th&r da nap mau vao thiét bi ngay
lap tic, s& dung mot khay thir méi.

Mau méau khéng duoc nap hodc duoc nap 1én bé
mat khac ngoai lam kinh.

Tién hanh xét nghiém lai bdng cach nap
mau lén lam kinh.

Thé tich mau mau dugc nap dudi 4 pL hodc trén 4
pL.

Tién hanh xét nghiém lai bang cach
nap ddng thé tich mau Ién lam kinh.

Néu cé tac déng luc co hoc Ién phim phét gay hu
héng, hodc c6 thudc nhudém & thé ran hay tap
chat, ching c6 thé anh hwéng dén phim phét va
dan dén phét lam that bai.

Tién hanh xét nghiém lai bdng mot khay
thir méi khong bi he hong.

Cé dinh

Né&u thiét bi khdng phat hién dwoc vung ly twdng,
qua trinh cé dinh sé khéng dugc thyc hién. Diégu
nay co thé xay ra trong cac tinh huéng sau:

Ti€n hanh xét nghiém lai bang cach dua
khay thir da nap mau vao thiét bi ngay
lap tic, s& dung mot khay thir méi.
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- C0 bong nuéc (vacuole) & giita vung phét.
- Phét lam that bai do lam kinh bi nhiém ban.

Ong SafeFix bi hu héng Vi can phai thay thé sau 300.000 xét
nghiém, vui long lién hé bd phan cham
séc khach hang (CS@noul.com).

Khac Tién hanh xét nghiém lai sau khi khai
déng lai thiét bj hoc lién hé bé phan
cham soc khach hang (CS@noul.com).

Nhudém | S dung 16 khay thér d& hét han Tién hanh xét nghiém lai bdang mét khay
th&r méi sau khi xac nhan han st dung.

Khac Tién hanh xét nghiém lai sau khi khai
déng lai thiét bj hoc lién hé bé phan
cham séc khach hang (CS@noul.com).

Chup anh| Ban dat thiét bi bi tdc dong co hoc trong qua trinh | Vui long thyc hién xét nghiém lai ma

chup anh. khdéng gay rung chan cho mai treong
xung quanh.
Khac Tién hanh xét nghiém lai sau khi khai

déng lai thiét bj hoc lién hé bé phan
cham séc khach hang (CS@noul.com).

C2. Két thuc sém va két qua

¢ Xét nghiém bj két thdc sém khi s6 lwgng bach cau (WBC) it hon 200. Hodc sy khac biét
gilra gia tri 5-diff tir phan tich BCM va CBC qua lon.

Nguyén nhan cé thé xay ra Hanh dong

Viéc nap qua nhiéu mau vao khay thir c6 thé tao ra vung | Tién hanh xét nghiém lai bdng mét khay thi
hong cau xép chéng nhiéu lop (multilayer) rong, khién hé | méi véi 4 pl mau, nap va dua ngay vao thiét bj.
théng khéng thé phat hién vung ly twéng.

Khi kiém tra hinh &nh truéng quan sat, cé nhiéu truong
hgp nhiéu I6p dugc ghi lai.
- 10 hinh anh trwéng quan sat cudi cung dugc 13y tir
cac lop nhiéu tang.

L3p lai xét nghiém bang mét khay thir méi.

Khi téng s6 lwvgng bach cau (WBC) thap hon pham vi tham| Trong trwong hop nay, viéc dém it hon 200
chiéu tir CBC. bach cau (WBC) la binh thuéong. Vui long tiép
tuc phan loai lai.

Al phan loai cac té€ bao tién than cida WBC la binh Vui long tiép tuc phan loai lai.

thuong.

Néu xét nghiém duoc thyc hién sau 24 gio ké tir khi 1ay| Vui long thyc hién lai xét nghiém véi mau méi.
mau.

M3u mau khong dugc trén déu. Dam bao miu méau da duwoc tron déu va tién hanh

xét nghiém lai.
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¢ Qua trinh nhuém khéng déng déu mau tim, va c6 nhirng vung xuéat hién mau xanh

hodc dé mét phan.

Nguyén nhan cé thé xay ra

Hanh déng

Néu khay thir bj bé lau sau khi g& lIép niém phong, cac
thuéc thir c6 thé bi kho.

G& I¢p niém phong clia khay thir, ngay 1ap tic nap
mau va dua vao thiét bi dé xét nghiém lai.

St dung 16 khay thir da hét han.

Tién hanh xét nghiém lai bdang mét khay thir moi
sau khi xac nhan han sir dung.

Do tinh chat cba thudc nhuém dang ran, co thé xay ra
tinh trang nhuém khéng déu & cac vung canh cta khu
vyc nhudém.

Phan loai lai cac t& bao la chua nhuém (unstained)
va loai bd ching khéi gié trj 5-diff.

Né&u phan trén va dudi cta khu vuec nhuém chi
nhuém bang eosin hodc methylene blue, cac ving
nay sé duwoc ghi lai trong qua trinh chyp hinh.

Diéu nay c6 thé xay ra trong qua trinh xét
nghiém. Phan loai lai cac té bao la chwa nhuém va
loai bo ching khéi gié tri 5-diff.

Moi truong xét nghiém qua kho.

Vui long stt dung may tao d6é dm hoic cac bién
phap khac dé digu chinh d6 dm vé mdc thich hop
cta phong, sau do tié€n hanh xét nghiém lai.

DE biét chi ti€t vé cac phién ban phan mém va théng tin vé cac ban cap nhat, vui long lién hé bd
phan Cham séc Khach hang cda Noul tai cs@noul.com.

Phu luc D. Xr ly sw c¢é cho CER

D1. Cic van dé do nguei dung nhan biét dwa trén két qua xét nghiém
Bang duwéi day cung cdp danh sach cac bién phap va muc can kiém tra nham xac dinh nguyén nhan cla
cac van dé nghi ngo, cé thé phat sinh do cac yéu t6 ma nguoi dung nhan biét dwoc hodc do cac sy c6
néi bé clia san pham gay ra. Vui long tham khao bang dudi day dé giai quyét van de.

Giai Két qua Nguyén nhan cé thé xay ra Hanh dong
doan
~ i~ | Lam kinh khong duoc gén hoac lam kinh | Tién hanh xét nghiém lai bang cach gén
Khong két g D . . o
’ dugc gan sai chiéu. lam kinh dung chiéu.
qua
St dung lam kinh khong phu hop véi Str dung lam kinh theo cac thong s6 k§j
thong sé ky thuat. thuat duoc hé tro.
Chuan bi Chat
lam lwong i Tién hanh xét nghiém lai sau khi c¢é dinh
nhuérp vVa | Lam kinh chwa dugc ¢6 dinh trong lam kinh trong dung dich ethanol 95%
hinh anh o it nhat 30 phut.
kém ethanol 95%.
Xét nghiém dugc khéi déng trudce khi Tién hanh xét nghiém sau khi chat c6
chat c6 dinh trén lam kinh kh6 hoan dinh trén lam kinh da kho hoan toan.
toan.
Chat Tién hanh xét nghiém lai bang mét khay
luong Xét nghiém duoc khéi déng truéc khi chat s = A .
A : R thlr méi sau khi xac nhan han st&r dung.
Nhudm [ nhugm va
’ ¢6 dinh trén lam kinh kho hoan toan.
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Giai Két qua Nguyén nhan c6 thé xay ra Hanh dong
doan
hinh anh Thudc nhuém dang ran bi kho va khong G& |l¢p niém phong cla khay th&r ngay
kém nhuém ding vung can thiét, dan dén lap tirc va dua vao thiét bj dé xét
nhuém khong déu. nghiém lai.

S6 lvgng 6ng SafeFix con lai khong du. | S& dung cac 6ng SafeFix méi va tién
hanh xét nghiém lai bang mét khay thir
mai.

Khac St dung cac 6ng SafeFix mai va tién
hanh xét nghiém lai bang mét khay thi
mai.

Ban dat thiét bj khong én dinh hoac bij Vi khéng duegc gay rung chin xung

tadc dong co hoc khi qua trinh chup hinh | quanh thiét bj trong suét qua trinh xét

Chat bat dau. nghiém, hay tién hanh xét nghiém lai
lwong trong mai trwdng 6n dinh.
h'rl‘(*} L Thuc hién xét nghiém lai sau khi khéi
em dong lai thigt bi, hosc lién hé bd phan
cham soc khach hang (CS@noul.com).
7 Diéu nay cé thé xay ra trong cac tinh huéng Vin dé c6 thé duoc gidi quyét bing
Chup anh sau: . e , x
o cach thyc hién cac huéng dan sau:
Két thuc 1) Ban d&t thiét bi bj tac déng co 1) Tién hanh xét nghiém trong moi
tﬁgryé)c/?a hoc (ru\ng/luc) trong qua trinh tru'f‘xng \6n dinh, khong rung
trong chup hinh, chan, va
qua trinh 2) Co it té bao duoc 6 dinh trén 2) S dung lam kinh c6 du t&
chup anh lam kinh, va/hoac bao duwoc ¢ dinh va phan bé
3) Cob cac khoang trong trén phim déng déu.
phét trong khu vuc nhuém.
Két thic | Né&u khay thi&r khdng duoc thao 18p dung
Két thic | som cO thé| " = . , N
) xay ra trong| chiéu, dung dich c6 thé roi Ién lam va Thao lap khay thir theo ding chiéu.
xet qua trinh | lam can tré qua trinh quan sat dusi kinh
nghiem | chup hinh | e i

Phu luc E. Cac ky hiéu trén San pham va Bao bi san
pham

Ky hiéu

Giai thich Ky hiéu

Giai thich

e

]
Ll
4 0y

T

D4u CE; Tuan thd tiéu
chuan chau Au

Gitr khé rdo

IVD

Thiét bj y t€ chan doan In

vitro

KHONG sir dung néu bao bi
bi hv héng

®

= @)

Khoéng cham vao

Réac thai Thiét bj Dién
va Dién t&r (WEEE)
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A Théan trong T T Hudng dat ding
d Ngay san xuat

&, Nha san xuat

Gigi han xép chéng (theo s6

lugng)

Gidgi han xép chéng (theo khéi

lugng)
SN S8 sé-ri I Dé v&
Dai dién dugc Gy quyén tai . ' ;
EC | REP Chau Au _——— Dong dién mét chiéu

S& danh muc san pham

o v
m
m

Han s&r dung

Hudéng dan s dung phai doc GHS: C& hai

Tham khdo huéng dan sir dung GHS; Nguy hai strc khoe

Gidi han nhiét do GHS; dé chay

Gidi han d6 am Tranh 4nh ndng mat troi

d/
2

e~ | B|G

c
=

S6 Model

Ma dinh danh thiét bj duy
nhat
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