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n o U I Beyond Diagnostics

Loi néi dau

Thong bao: o

NGi dung cua tai liéu nay, bao gom tat ca cac hinh anh va anh chup, la tai san cua Cong ty TNHH Noul.
Khéng dwoc sao chép hodc truyén tai bat ky phan nao cla tai lieu nay dwoi bat ky hinh thtre hay phwong
tién nao, du la dién tlr hay co hoc, vi bat ky muc dich nao, néu khéng cé sw cho phép bang van ban cla
Céng ty TNHH Noul.

Cong ty TNHH Noul bdo lwu quyén thay dbi tai liéu nay khi can thiét va khong can thong bao trude, nhu
mot phan ctia qua trinh phat trién san pham lién tuc. Nhirng thay dbi nhuw vay co thé chua duwoc cap nhat
ngay trong tai liéu nay.

miLab™ & thwong hiéu va’hodc nhan hiéu da dang ky ctia Cong ty TNHH Noul. T4t ca cac tén san pham
va nhan hiéu khac la tai san clia cac chu s& hiru twong rng.

San phdm nay da duoc bao hd bdi mét hodc nhiéu bang sang ché tai Han Quéc, Hoa Ky, Chau Au, Nhat
Ban, Trung Quoc va cac quoc gia khac.

Ban quyén © 2022 b&i Céng ty TNHH Noul. Pa ding ky ban quyén. Xuét ban tai Han Quéc.
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Chwong 1. Trwwée khi Doc Tai liéu nay

Tai lieu Hwéng dan S dung nay cung cAp mb ta chi tiét va giai thich day dd vé san pham
SafeFix™ CER cung cac tinh nang ctia né. Tat ca ngudi st dung PHAI ndm rd phwong phap
van hanh dung cach, théng tin an toan va cac lwu y dwoc dé cap trong tai liéu nay trwdc khi stv
dung SafeFix™ CER.

Viéc str dung SafeFix™ CER khi khéng du trinh d6 chuyén mén hoac khéng tuan tha theo
hwéng dan trong tai liéu nay cé thé 1am héng hodc gidm tudi tho san pham, gay ra két qua sai
léch, hodc tham chi dan dén thuong tich ca nhan.

1.1. Canh Bao An Toan

Céc ky hiéu canh bao an toan sau dwoc sir dung xuyén sudt trong tai liéu nay. Vuilong tim hiéu
ky y nghia cta cac ky hiéu dwoi day trede khi doc tai liéu. Bam bao ban hiéu va tuan tha moi
théng tin hoac hwéng dan di kem theo cac ky hiéu nay.

Signs Explanation
& Canh bao Co thé gay thwong tich cho ngudi st dung.
/N Than trong C6 thé gay hu héng cho hé théng.
@ Quan trong Co thé gay ra két qua sai léch.

1.2. Cac ky hiéu trén san pham va bao bi san pham

Ky hiéu Giai thich Ky hiéu Giai thich

c E Déu CE,, . IVD Th;t bi t,{ hx doan t X
Tuan tha quy chuan Chau Au ietbly neg(r;\iéamn (I(\)/a[?) rong ong

T T Hwéng dat dung GHS; C6 hai

d Nha san xuét

Dai dién duwoc ty quyén tai
Chau Au

GHS; Nguy hai dén strc khoe

Ec | REP GHS; Dé chay

@ @O
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/ﬂ/ Gi&i han nhiét do LOT S616
EE] Tham khao hwéng dan st g Han st dung
dung

1.3. HO tror

Dé lién hé hd tro lien quan dén san pham, hay thu thap cac thong tin sau:
e Ma sb model san pham

e S5 16 san pham

Néu bao bi bi hw héng hodc cé bat ky bd phan nao bj thiéu hodc hw hdng, vui long lién hé ngay
v@i dai dién dich vu ctia Noul.

1.3.1. Tru s& chinh céng ty

bia chi Noul Co., Ltd.
B-6F, 10F, 338, Gwanggyojungang-ro, Suji-gu,
Yongin-si, Gyeonggi-do, 16942, Republic of Korea
bién thoai +82 (0) 31 308 6310
Fax +82 (0) 31 893 6672
Email cs@noul.com
Website www.noul.com

1.3.2. Pai dién Uy quyén tai Chau Au

EAR MT Promedt Consulting GmbH

Pia chi Ernst-Heckel-Stralle 7, 66386 St. Ingbert Germany
Email info@mt-procons.com

Website www. mt-procons.com
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1.3.3. Pai dién dwoc Gy quyeén tai Thuy Si

SAR Decomplix AG
Address Freiburgstrasse 3, 3010 Bern, Switzerland
Website www.decomplix.com

Chwong 2. Giéi thiéu

2.1. Muc Dich Si¥ Dung ,

SafeFix™ CER la dung dich lam mat nwéc va khlr mau, dé st dung cung véi miLab™ Platform
(Tén model: DMLA). Khi st dung két hop véi miLab™ Platform, SafeFix™ CER c6 chirc ndng
l[am mat nwdc va khr mau cac té bao té bao hoc da dwoc cb dinh trén lam kinh hién vi, dwoc
chuén bj theo phwong phap té bao hoc trong chét Idng (Liquid-Based Cytology - LBC).

2.2. Nguyén Ly Hoat BDong cua SafeFix™ CER (Tén model:
CSCA) | | |
SafeFix™ CER hoat ddng nhw mét tac nhan lam mat nwéc va khir mau bang cach khuéch tan
vao bén trong té bao va mé, thay thé nwéc ndi bao va ngoai bao nhed déc tinh hat &m, déng thoi
chiét xuét cac sac td va thubc nhudm.

cER
fef* "
5

2.3. Hiéu Suét va Thong Sé Ky Thuat

Danh muc Théng S6 Ky Thuat

Loai thiét bj Dung dich 1am mét nuwéc va khir mau

Piéu kién van hanh 15 ~ 35°C
]
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Danh muc Théng S6 Ky Thuat

Han St Dung va

Pidu Kién Bao Quan 4 ~ 30°Ctrong 12 thang

(Chwa dwoc m&) 12 thang tir ngay san xuét.
(Da I4p dat) 6 thang k& tir luc I4p dat,

Thé tich 220 ml

Han St Dung

Chwong 3. Cac Thanh Phan
3.1. Tén va Chtrc Nang cua Cac Bo Phan

Dung dich SafeFix™ CER dugc chira trong mét hop nhua va PHAI du’qctlép vao budng chira
chuyén dung cua thiét‘bj miLab. SafeFix™ CER PHAI co6 du thé tich dé thiét bi miLab thwc hién
cac xét nghiém (yéu cAu téi thidu 1a 223 mi).

SafeFix™ CER O

£) | QO |

DANGER

® ©%

Mat truwéc Mat sau

e Mat trwéc
, (1 safeFix™ CER label
Nhé&n san pham chira thdng tin vé SafeFix

e Mat sau
(2 Nép silicon 16 théng khi
Nap silicon dung dé chén kim théng khi ciia nén tdng miLab

(3) Nap silicon dau vao
N&p silicon dung dé& chén kim dau vao clGa nén tdng miLab

(® Nam cham khéa

Nam cham dung dé cé dinh hdp chira SafeFix vao buéng chivra SafeFix cta nén tang
miLab
1
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3.2. Canh Bao va than trong (chi str dung cho chan doan in
vitro)

& Thén trong'

e Do tin cay cla két qua phan tich khong dwoc ddm bao néu SafeFix™
CER duoc st dung ngoai pham vi muc dich s&r dung da néu hodc
khéng tuan tha dang hwéng dan sw dung kém theo.

e KHONG duwoc can thiép hoac cd y m& SafeFix™ CER. Viéc Iam anh
huo’ng dén tinh trang nguyen ven cua SafeFix™ CER c6 thé dan dén
viéc dung dich lam mat nwdc va khér mau bi nhiém bén. Dung dich bj
nhlem ban cé thé lam giam chét lwgng nhuém cua té bao.

° KHONG st dung SafeFix™ CER da hét han. Két qua phan tich khéng
thé dam bao khi st dung san pham da hét han.

e Can doc ky va tuan tha dung hwéng dan s dung.

e Tham khao Bang D liéu An toan Hoa chat (MSDS) dé biét thém
thong tin vé cac hoa chét thubc thir.

&Cénh bao nguy hiém!

H225: Chét 16ng va hoi dé chay cao.

H319: Gay kich &ng nghiém trong cho mat.

H335: C6 thé gay kich irng dudng hé hép.

H336: Co thé gay budn ngu hoac chong mét.

H350: C6 thé gay ung thu.

H372: Gay tén thuwong co quan khi tiép xtc lau dai ho&c 13p lai.

P201: DPoc ky huwéng dan dac biét truwde khi st dung.

:32‘02: KHONG xtr ly s&n phdm cho dén khi da doc va hiéu toan bd cac bién phap an
oan.

P210: Tranh xa nhiét/ tia Ira/ ngon Itra tran/ bé mé&t néng. Khéng duoc hat thube.
P233: Gii kin bao bi s&n pham.

P240: Tiép dat cho thung chira va thiét bj tiép nhan.

P241: St dung thiét bi dién/thong gié/chiéu sang chéng chay nd.

P242: Chi str dung cac dung cu khong tao tia Ira.

P243: Thyc hién cac bién phap phong ngtra dbi véi hién twong phong tinh dién.
P260: KHONG hit phai khi/ khi/ swong/ hoi/ binh xit.

P264: Rira k¥ vung da tiép xuc sau khi s&v dung.

P270: KHONG an, uéng hoac hut thubc khi dang str dung san pham nay.

P271: Chi str dung & noi théng thoang hoac ngoai troi.

P280: Mang gang tay/ quan &o béo ho/ kinh bdo hd/ méat na bao hé.

P312: Goi Trung tdm Chéng doc/ bac si/ sb cap ctru néu ban cdm thay khéng khée.
P314: Tham kh&o y kién y t& néu cam thay khéng khoe.

P303+P361+P353. NEU DINH TREN DA (hoéc toc): Céi bd ngay lap tire toan bd quan
40 bi nhiém. Rlra da bang nwéc/ tam voi sen.

P304+P340: NEU HIiT PHAI: Di chuyén nan nhan dén noi c6 khéng khi trong lanh va
gilr yén cho dé thé.
P305+P351+P338: NEU DiINH VAO MAT: Rira cin than v&i nwdc trong vai pht.
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e

Théo kinh ap trong néu cé va cé thé thao ra dé dang. Tiép tuc rira mét.
P308+P313: NEU da tiép xuc hodc c6 lo ngai vé phoi nhiém: Hay xin tw van/
cham soc vy té.

P337+P313: Néu kich (rng mét van tiép dién: Hay xin tw van/ chadm séc y té.
P370+P378: Trong trwdng hop chay: Dung khi carbonic (CO,),

bot chivra chay, hoac bot chira chay khang cén dé dap Ira.

P405: Bao quan noi c6 khoa an toan.

P403+P233: Bao quan & noi thong thoang. Gilr kin chat binh chira.
P403+P235: Bao quan & noi thong thoang. Gilr mat.

P501: Thal bd cac thir chira bén trong va binh chira theo quy dinh cla dia
phwong, tiéu bang va quéc gia.

Cac san pham ctia Noul dwge dan nhan vai cac biéu twong nguy hai va cum tw
rdi ro va an toan phu hop véi Hé thdng Hai hoa Toan cau vé Phan loai va Ghi
nhan Héa chéat (GHS).

3.3. Bao Quan va Han St Dung

Bao quan SafeFix™ CER & noi thong thoang, trong khoang nhiét do tlr 4 - 30°C. Gilr SafeFix™
CER tranh xa anh sang, nhiét, tia Ira, ngon ICra trAn hodc bat ky ngudn gay chay nao khac. Néu
hop chira SafeFix™ CER chwa dwoc mé, san phdm c6é thé dwoc lwu trir dén ngay hét han in
trén nhan cua SafeFix™ CER. Sau khi Iép dat, SafeFix™ CER PHAI dwoc s dung trong vong 6
thang. KHONG théo SafeFix™ CER ra khai thiét bi triv khi dé thay thé bang hép mai.

A Théan trong!

e Trong trwdng hop SafeFix™ CER dwoc bao quan & nhiét d6 cao hon hoac
th4p hon pham vi nhiét dd da néu & trén, cac thanh phan lam méat nwéc va
khtr mau cé thé bi suy gidm va khéng con phu hop dé st dung. Két qua phan
tich sé khong dwoc dam bao néu diéu kién bao quan khong dwoc tuan tha
dung.

&Cénh bao!

e SafeFix™ CER la chat dé chay cao va PHAI dugc bdo quan mét
cach CUC KY CAN TRONG theo dung huéng dan.

3.4. Van chuyén

Ludn van chuyén SafeFix™ CER trong trang thai dong goéi nguyén gbc dé tranh bi
nhiém ban, hw hdng hodc tiép xtc véi anh sang.

& Thén trong!

e SafeFix™ CER chira chét Idng dé chay. CAN HET SU’C CAN TRONG khi
van chuyén SafeFix™ CER.

e KHONG ducrc lam roi ho&c tac dong Iwc qua manh [én SafeFix™ CER. Diéu
nay c6 thé lam anh hwéng dén tinh toan ven ctia hop chira va gay ro ri dung
dich.

8
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e KHONG di chuyen thiét bj miLab khi SafeFix™ CER da l&p dat. Trong
trwong hop bat budc phai di chuyen KHONG duvoc twa hoac dat ap lwc
I&n thiét bj miLab™. Dung dich c6 thé ro ri qua 16 thdng khi ctia hop
chwra SafeFix™ CER. . )

e Tuan thu day da cac bién phap phong ngira can thiét khi van chuyén

SafeFix™ CER.

3.5. Quy Trinh Xt Ly Chat Thai
Quy trinh x& ly chat thai phai tuan tha cac quy dinh hién hanh cta dia phwong. Vui long doc ky

cac tuyén bd vé Mbi nguy va Bién phap phong ngira theo GHS dwoc néu tai muc 3.2. Cénh béo

va Than trong (chi str dung cho chan doén in vitro).

Chwong 4. Hwéng Dan Van Hanh

4.1. Cai bat SafeFix™ CER

1. Chuan bi s&n thiét bi miLab™ Platform va lap d&t SafeFix™ CER theo Hwédng
dan S dung (IFU) ctia miLab™ Platform.

2. LAy SafeFix™ CER ra khdi bao bi.
3. Nhan vao nit © & goéc dwdi bén trai cia man hinh chinh, sau d6 chon
[SAFEFIX CER].

milah  milabl_0sd1 SGalwfis CERBY POOM

& Settings

SYSTEM IMFORMATION

SELF CHECKL®

SAFEFIK CIR

HAS UPLOAD

CHAMGE PASSCODE

SERVICT MODE

4. Xac nhan trang thai clia SafeFix™ CER, sau d6 nhan nat [—].
Salefiz CER 2t 100% D May 26 2025 (3 544
SafeFix CER

8  Install a new SafeFix CER

Level
Expiration Date

Instabation Date: -

A cAUTION
Quality of SafeFlc CER is not guaranteed If removed repestedly
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I
5. Chon [INSTALL], sau d6 nhan nat [—].

milab  milabl 08 Safefiz CER 21 100% D May 26 2005 (3 S5AN

SafeFix CER

6. Quét ma vach trén nhan san pham ctia SafeFix™ CER m&i, sau d6 nhan nut

[—].

milab  milabl 08 Salefiz CER 2t 100% D May 26 2005 (3 S5AN

SafeFix CER Installation

REMOVE PACKAGE AND SCAN GARCCOS

7. Nhe nhang dwa SafeFix™ CER m@i vao budng chira SafeFix cla thiét bj
miLab™  sau d6 nhan nut [—].
milab  milabl 08 Salefiz CER 2t 100% D May 26 2005 11AN

SafeFix CER Installation

LOAD THE SAFEFIX CER

8. Néu SafeFix™ CER dwoc lap dat thanh cdng, mét thong bao xac nhan thanh
cbng sé xuat hién.

L
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& Success

SafeFix CER instalation successtul

4.2. Thao va Thay Thé SafeFix™ CER

Néu st dung SafeFix™ CER da hét han, chat lurong tiéu ban sé khéng dugc dam
bao va coé thé dan dén I6i xét nghiém.

1. Nhanvaonut © & goc dwdi bén trai cia man hinh chinh, sau dé chon
[SAFEFIX CER].

2. Xem lai théng tin vé SafeFix™ CER dang dwoc |ap dat, sau d6 nhan nat

[—]
Salefie CER (1] 1005 WD May 27, 2005 01 434

SafeFix CER

. Purchase a new Safefix CER

Level
Explration Date: N

Instabiation Date: May 16, 2

A cauTION

Quality of SafeFic CER is not guaranteed If removed repestedly

3. Chon [REMOVE] hodc [REPLACE], sau d6 nhan nat [—].

milab  milabl 081 Safefie CER [ 100% WD Nov 15 2025 D4 34AN

SafeFix CER

REMOVE Remove currently instsiled Sefefis CER

REPLACE Reploce the SateFin CER with the new ne

4. SafeFix™ CER dang duwoc lap dat sé dwoc day ra tw dong tir thiét bi miLab™.
Nhe nhang rut SafeFix™ CER ra, sau dé nhan nut [—].
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Safefie CER 1 100% D Nov 15 2005 04.90AN

SafeFix CER Removal

REMOVE AND PROPERLY DISPOSE
OF THE SAFEFIX CER

I

A cAUTION

Dispace of the comaiaer 10 oomply with lscal reguiations

5. Tham khao muc 4.1. Lap Dat SafeFix™ CER dé tién hanh |&p dat SafeFix™
CER méi.

b

Chwong 5. Cac Lwu Y va mdi nguy Trong Qua
Trinh Van Hanh

5.1. Théng Tin An Toan Chung

& Théan trong!

e Lau ngay chét I16ng bi db bang khan gidy mém.

5.2. Canh bao va Than trong vé An toan

& Canh bao nguy hiém!
e KHONG duwoc udng dung dich khir mau va lam mét nuwéc.
e Khu vurc 13p dat SafeFix trén thiét bi miLab™ c6 chira kim nhon. Tranh tiép xdc
v&i cac kim nay.

5.3. Cac Lwu Y Trwéc Khi Str Dung

Sa&n pham nay da sdn sang dé str dung va khong can thwc hién thém bét ky buéc chuén bi nao.

12
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& Than trong!

e San phadm nay dwoc s dung cho muc dich chan doan trong dng nghiém
(In Vitro) va chi nén duwgc st dung béi nhirng nguwoi da dwoc dao tao
chuyén mon phu hop.

e San pham nay khéng dwoc st dung cho bat ky muc dich nao khac ngoai
nhirng gi da dwoc néu trong tai liéu nay.

e Doc ky huwéng dan st dung truwéc khi dung sé&n pham.

e SafeFix™ CER la s&n phdm st dung mét Ian va khéng dwoc tai st dung.

e San pham PHAI dwoc dét trén bé mat phang va gitr ¢d dinh trong subt qua
trinh st dung.

e Khong st dung san phdm néu: (1) mau séc cla dung dich da thay déi so
v&i trang thai trong sudt ban dau, (2) da hét han st dung, hoéc (3) cé
cac dau hiéu hw hdng khac.

e Budng chira SafeFix trén thiét bi miLab™ c6 chiva cac kim nhon. Trong quéa
trinh chuan bi, KHONG dwoc cham vao cac kim nay.

5.4. Cac Lwu Y Trong Qua Trinh St&r Dung

& Théan trong!

e Doc ky hwéng dan st dung trwére khi str dung SafeFix™ CER.

e Dam bao réng dung dich lam méat nwéc va khir mau trong hop chira con da dé st
dung.

o KHONG dé dung dich lam mét nwéc va khtr mau rd ri trong thiét bi miLab™.

e C6 thé gay (rc ché hé than kinh trung wong va gay ton thwong gan, than va tim.

5.5. Cac Lwu Y Khi Bao Quan

& Than trong!

e San pham phai dwoc bdo quan & nhiét do tir 4°C dén 30°C vai diéu kién
théng thoang thich hop.

e San pham phai dwoc dat trén bé mat phang dé tranh bi d6 nga.

e San pham phai dwoc bdo quan tranh anh nang truc tiép.

e Khoéng dwoc bao quan san phdm & noi cé dd Am cao hoac khu vec &m wot.

5.6. Cac Lwu Y Khi Xtr Ly & Sau Khi Str Dung

& Than trong!

e Sau khi SafeFix™ CER da dwoc st dung, PHAI dwoc xt ly nhw chét thai y té.
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