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Muc dich St dung

NeuMoDx Biohazard Tip Waste Bag la mét san phém phu kién dwoc str dung dé chtra cac
d4u tip do NeuMoDx 96 Molecular System tao ra. NeuMoDx Biohazard Tip Waste Bag chi
dwoc str dung cho cac xét nghiém chay trén NeuMoDx™ 96 Molecular System.

Tom tat va Gidi thich

NeuMoDx Biohazard Tip Waste Bag dwoc s&r dung nhw mét phu kién dé 16t NeuMoDx 96
Biohazard Tip Waste Bin va thu thap cac d4u tip do NeuMoDx 96 Molecular System st dung
trong qua trinh xt ly. TGi dwng Chét thai Bau tip Nguy hidm Sinh hoc va thung chira di kém
dwoc st dung dé thai bd du tip co thé chira chat thai nguy hiém sinh hoc do NeuMoDx
96 Molecular System tao ra. NeuMoDx Biohazard Tip Waste Bag bao gdm mét tui dwng chat
thai nguy hiém sinh hoc mau dé.

Nhirng nguyén ly cia Quy trinh

NeuMoDx Systems st dung két hop nhiét va thudc thd tach chiét doc quy&n dé thuc hién
ly gidi té bao, tach chiét axit nucleic va khir hoat tinh/giam cac chét (rc ché khoi cac bénh
phdm 1am sang chwa qua x ly trwdc khi dwa axit nucleic dwoc tach chiét vao dé phat hién
bang PCR trong thdi gian thuwc. Mot phdn bénh phdm chwa qua x& ly dwoc trén véi
NeuMoDx Lysis Buffer phu hgp va dwoc ly gidi & nhiét dé xac dinh trwdc cung voi sy hién
dién clia cac enzym lytic va cac hat thuan tt.

Céac axit nucleic dworc gidi phong sé dwoc thu gilr béi cac hat thuan tlr va cac hat nay (cung
v&i cac axit nucleic lién két) sau d6 dwoc nap vao NeuMoDx Cartridge noi cac thanh phan
khéng lién két/khong lién két dac hiéu dwoc riva trdi béng cach s dung NeuMoDx Wash
Reagent va axit nucleic lien két dwoc riva giai bdng cach st dung NeuMoDx Release
Reagent.
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NeuMoDx Systems trén axit nucleic dwoc gidi phéng véi cac doan moi va (cac) doan do dic
hiéu cho xét nghiém va hén hop chinh khd chiva trong NeuMoDx Test Strip. Sau d6, hé
thdng sé cho hdn hop sén sang PCR da chuan bj vao NeuMoDx Cartridge, noi dién ra PCR
trong thoi gian thue. Dau tip dwoc st dung trong qua trinh x( ly xét nghiém duoc gilr trong
NeuMoDx Biohazard Tip Waste Bag cho dén khi nhan vién phong thi nghiém thai bé dung

cach.
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Vat tw dwoc Cung cap

Thanh phan ctia bd dung cu

, , Sé Pon S6 Xét Sé Xet
NeuMoDx ?lohazard Tip Waste Bag vitrong  nghiém trén  nghiém trén
Ma san pham 601000 méi Hép méi Bo méi Hop
NeuMoDx Biohazard Tip Waste Bag 25 ~ 350* thay di*

* 56 xét nghiém trén méi bé/hép cé thé khac nhau tuy thudc vao nhu céu st dung thuc té.
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Vat tw Yéu cau nhwng Khéng dwoc Cung cap
Thiét bj*

NeuMoDx 96 Molecular System [Ma san phdm 500200]

* Trwéce khi st dung, hdy dam bao réing cac dung cu da dwoc kiém tra va hiéu chuén theo khuyén nghj ctia nha san
Xuét.
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Canh bao va Phong ngtra

Thong tin an toan

Chi danh cho muc dich st dung chan doan in vitro véi NeuMoDx 96 Molecular System.

Khong tai str dung.

Bang D liéu An toan (Safety Data Sheets, SDS) dwoc cung cap cho tirng loai thubc thiy
(néu co) tai www.giagen.com/neumodx-ifu

Ludn deo gang tay nitrile sach, khéng cé bot khi xt Iy bénh pham hoéc bat ky thubc thir
hoac vat tw tiéu hao NeuMoDx nao.

RUra tay sach sau khi thirc hién xét nghiém.

Khéng hut pipet bang miéng. Khdng hat thuée, udng hay an & nhivng khu vee dang xu ly
bénh phadm hoac thuéc thir ctia bo dung cu.

Ludn x& ly bénh phdm nhw thé ching cé kha nang lay nhidm va theo quy trinh xét nghiém
an toan nhv dwoc md ta trong Biosafety in Microbiological and Biomedical
Laboratories! va trong Tai liéu CLSI M29-A4.2

Khi lam viéc v&i hoa chat, ludn méc 4o choang phong thi nghiém phi hop, deo géng tay
diing mét 14n va kinh bao ho. D& biét thém théng tin, vui long tham khao bang dir liéu
an toan (Safety Data Sheets, SDS) phu hop.

Thai bd céc thube thir chua sir dung va chét thai theo quy dinh cla quéc gia, lién bang,
tinh, tiéu bang va dia phuong.

Théng tin khan cép

CHEMTREC
Bén ngoai Hoa Ky & Canada +1 703-527-3887

Thai bd
Thai bd chét thai nguy hai theo cac quy dinh cta dia phwong va quéc gia. Diéu nay ciing ap

dung cho cac s&n pham chwa st dung. Thwc hién theo cac khuyén nghi trong Bang D liéu
An toan (Safety Data Sheet, SDS).
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Bao quan, Xt ly va On dinh San pham

NeuMoDx Biohazard Tip Waste Bag can dugc git & 18 dén 28 °C trwdc khi st dung.

Khoéng st dung néu thdy san phdm hoéc bao bi khéng nguyén ven.
Hwd&ng dan St dung

NeuMoDx 96 Molecular System

Phan mém NeuMoDx 96 System sé& nhac ngu®i dung d6 bd thung chiva Chét thai Nguy
hiém Sinh hoc sau khi str dung khodng 350 d4u tip. NeuMoDx Biohazard Tip Waste Bag va
NeuMoDx 96 Biohazard Tip Waste Bin dwgc cung cap dwoi dang cac phu kién déc lap va
nén dwoc st dung dé thai bé dau tip co thé tiép xdc véi vat liéu nguy hiém sinh hoc do
NeuMoDx 96 Molecular System tao ra. Xem Huwéng dén Van hanh NeuMoDx 96 dé biét
thém chi tiét.

Han ché

1. Chicé thé st dung NeuMoDx Biohazard Tip Waste Bag v&i NeuMoDx 96 System va
tai khéng twong thich véi bat ky hé théng chan doan phan ti tw dong nao khac.

2. Chinhitng nhan vién da dwoc dao tao vé cach st dung NeuMoDx System méi st
dung vat tv tiéu hao nay.

3. Cac Thuc hanh Phong thi nghiém Tét, bao gébm thay gang tay gitra nhivng 1an xt ly
cac bénh phdm ctia bénh nhan hodc chét thai nguy hiém sinh hoc, dwoc khuyén cao

dé tranh nhiém ban bénh pham.

Hwéng dan S dung NeuMoDx Biohazard Tip Waste Bag  07/2023 9



Tai liéu tham khao

1. Centers for Disease Control and Prevention. Biosafety in Microbiological and
Biomedical Laboratories, 5™ edition. HHS Publication No. (CDC) 21-1112, Revised
December 2009

2. Clinical and Laboratory Standards Institute (CLSI). Protection of Laboratory Workers

from Occupationally Acquired Infections; Approved Guideline — Fourth Edition. CLSI
document M29-A4; May 2014

10 Hwéng dan S& dung NeuMoDx Biohazard Tip Waste Bag  07/2023



Ky hiéu

Cac ky hiéu sau c6 thé xuét hién trong hwéng dan s dung hodc trén bao bi va nhan dan:

Ky hiéu

Dinh nghia ky hiéu

IVD

Thiét bi y t& chan doan trong éng nghiém
Sé catalog

Ma 16

Nha san xuat

Chi st dung theo toa

Dai dién dwoc Gy quyén clia Cong déng Chau Au

Khong tai str dung

Dau CE

Tham khéo hwéng dan st dung

Chira
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Thoéng tin Lién hé

D& dwoc hé tro ky thuat va biét thém thong tin, vui Iong gdp Trung tam Hb tro K§ thuat cla
chung t6i tai support@giagen.com

Hb tro ky thuat/Béo cao canh giac duwoc: support@giagen.com

BAt ky sw c6 nghiém trong ndo xay ra lién quan dén thiét bi phai dwoc bao cao cho nha san

xuét va co quan cé thdm quyé&n cia Quéc gia Thanh vién noi ngudi dung va/hodc bénh

nhan cu tra.
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Thong tin Bat hang

San pham S6 catalog

NeuMoDx Biohazard Tip Waste Bag 601000

D& biét thong tin cAp phép cap nhat va tuyén bd tr chéi trach nhiém cu thé déi véi san pham,
hay xem sb tay hodc hwéng d&n van hanh bd dung cu NeuMoDx twong trng. Sb tay bo dung
cu NeuMoDx c6 sén tai www.neumodx.com hodc c6 thé dwoc yéu cau ti

support@giagen.com hodc nha phan phéi tai dia phwong ctia ban.
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Lich s&r Chinh stra Tai liéu

Lan chinh sira  T6m tét cac Thay doi

A, 05/2022 Phat hanh Lan dau

B, Thang 7 nam  Ba cép nhat Bja chi Emergo thanh Westervoortsedijk 60; 6827 AT Arnhem Ha Lan.

2023 D3 thay d6i www.neumodx.com/client-resources thanh
www.giagen.com/neumodx-ifu.
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Théa thuan Cap phép Giéi han cho NeuMoDx Biohazard Tip Waste Bag

Viéc st dung san pham nay thé hién sy dong y clia bat ky ngudi mua hodc nguoi dung san pham nao déi véi cac diéu khoan sau:

1. San pham chi co thé dugc st ' dung theo cac giao thirc dwoc cung cap cung Vi san pham va sb tay nay va chi dé st dung VGi cac thanh phan co trong bo
xét nghiém. NeuMoDx khong cép gidy phép theo bat ky tai san tri tué nao dé st dung hozc két hop cac thanh phén kém theo clia bo xét nghiém nay voi bat ky
thanh phan nao khoéng c6 trong bo xét nghiém nay ngoal trlr dwoc mo ta trong cac giao thirc duoc cung cap cling voi san pham, sb tay nay va cac giao thirc bd
sung co san tai www.neumodx.com. Mot sé giao thirc bd sung nay da dwoc ngudi ding NeuMoDx cung cap cho nguoi dung NeuMoDx. Céc giao thirc nay chua
dwoc NeuMoDx kiém tra ky lwéng hoac tbi wu hda. NeuMoDx khong dam bao hay bao hanh rang chiing khong vi pham quyén ciia bén th ba.

2. Ngoai céc gidy phép da néu rd rang, NeuMoDx khéng dam bao réng bd xét nghiém nay va/hodc viéc st dung bd xét nghiém nay khéng vi pham quyén cla
bén thi ba.
3. B0 xét nghiém nay va cac thanh phan clia né dwoc cip phép st dung mét 1an va khong duoc tai st dung, tan trang hosc ban lai.

4. NeuMoDx dac biét tir chéi bét ky gidy phép nado, dwoc thé hién hodc ngu y, khac voi nhitng gidy phép dwoc néu rd rang.

5. Nguoi mua va ngu'm dung bd xét nghiém déng y khong thue hién hoac cho phép bét ky ai khac thuc hign bét ky budc nao cé thé dan dén hodc tao diéu kien
cho bat ky hanh vi ndo bj cdm & tren NeuMoDx c6 thé thuc thi cac diéu cAm clia Thda thuan Cép phép Gidi han nay tai bt ky Toa 4n nao va se thu hoi tat ca cac
chi phi diéu tra va Toa &n, bao gbm ca phi luat sw, trong bat ky hanh déng nao dé thuc thi Thda thuan Cép phép Giéi han nay hodc bat ky quyén s& hivu tri tué nao
ctia né lién quan dén bd xét nghiém va/hodc céc thanh phan.

Dé biét cac diéu khoan cp phép duoc cap nhat, hay xem www.neumodx.com.

07/2023 40600596-VI_B © 2023 NeuMoDx™, bao lwu moi quyén.
Nhé&n hiéu: QIAGEN®, Sample to Insight®, NeuMoDx™ (Tap doan QIAGEN).
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