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Cac huéng dan nay duoc ap dung cho:

CE |IvD

2757

Hwéng dan st dung

Lo dong lanh mau Nalgene™, 15 mL c6 ren ngoai

e 5005-0015

GTIN .

10850016058673

GMDN e 47775

Muc dich str dung

Muc dich/cach thirc sir dung

Céc hdp dung bang polypropylene nay 1a hdp chira mau cé nap day va duoc
dung dé thu thap, bao quan va/hodc van chuyén bat ky loai mau mé nao (vi
du: mé sinh thiét) dwoc thu thap tir bat ky bd phan co thé nao dé xét nghiém
chan doan trong 6ng nghiém. Ching khéng bao gébm céc thiét bj thu thap/Iay
mau bénh pham tiép xlc véi bénh nhan nhu tdm bong/ban chai. Hop dung
6 thé duoc dung dé lwu trit m3u & nhiét do pha hoi cla nito 1dng. Cac hdp
dung nay 1a dung cu dung mét [an va chi s dung mét [an duy nhat. Danh
cho phong thi nghiém va chuyén gia cham séc strc khde st dung.

Chi dinh str dung

Puoc st dung khi chuyén gia cham sdc strc khde xac dinh mot vung mé trong
co thé khéng binh thudng va khuyén cdo nén sinh thiét.

Nhém déi twong ngwdi dung muc
tiéu

Chuyén gia chdm sdc sirc khoe va phong thi nghiém.

MGi trwdng st dung

Phong phau thuat cia bénh vién va cac phong thi nghiém lién quan.

Nhém dai twg'ng bénh nhan muc
tiéu

Bénh nhan cd tinh trang bénh ly hodc 1dm sang can phai tién hanh xét
nghiém chan doén trong 8ng nghiém, chin doan va diéu triy té kha dT.

Chéng chi dinh

Chwa xac dinh chdng chi dinh nao.

Hwéng dan st dung

1. Huwéng dan st dung cu thé cla cac hop dung nay trong mai trudng bao quan lanh phai do ngudi
dung cudi xac dinh va thyc hién theo loai mau duoc lwu trit cling nhuw thiét bi ha nguon.
2. NEu duogc st dung véi nito 16ng (LN2), chi dat cadc hop dwng trir lanh nay trong pha hoi clda LN..

Piéu kién st dung (khéng c6 Mau bénh pham)

Lo dong lanh m3u Nalgene™, 15 mL c6 ren ngoai

Diéu kién van chuyén

Nhiét d& mdi trudng xung quanh (-30°C d&n 60°C hodc -22°F dén 140°F)

Piéu kién bdo quan duwoc dé xuat

Nhiét & phong (20°C dén 25°C hodc 68°F dén 77°F)
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Han ché st dung

Ong da niang Nunc™ va Ong déng lanh Nalgene™chiduing dé thu thap, bao quan va/hoic van chuyén bat ky loai mau
md nao (vi du: mé sinh thiét) dwoc thu thip tir bat ky bd phan co thé nao dé phuc vu cho muc dich xét nghiém chan
dodn trong éng nghiém.

Thong tin ky thuat

Viéc thai bé thiét bi phai duwogc x ly theo quy dinh cta dia phuwong.

Thiét bjy t& nay tuan thi IVDR (EU) 2017/746.

Nha sdn xuat va/hodc Pai dién EU d3 cung cap Tuyén bé Hop quy.

A Canh bao va bién phap phong ngira

D& ddm bao sir dung dung cach, h3y tu lam quen vdi cac cdnh béo sau day trudc khi s& dung thiét bi.

1.
2.

P w

Canh bdo: Chi sir dung & pha hoi cla nito 1dng. Ngdm trong nudc cé thé din dén tinh hudng nguy hiém.

Nap qua murc cé thé dan dén sy c6 v& nap trong qua trinh m& réng mau, cé thé dan dén tinh trang ro ri va nhiém
ban.

Chi str dung mét lan.

Thoi han sir dung ctia Lo dong lanh mAu Nalgene™, 15 mL c6 ren ngoai [a 5 ndm. Khong st dung sau ngay hét han.
Thiét bj nay duoc cung cap vd trung thong qua phuong phép khir trung bang chiéu xa. Khéng st dung san pham
néu bao bi san phadm khéng bit kin ho&c bi hu hdng.

Ong din chat 1dng 1a dung cu vé tring va khdng chita pyrogen (chat gay sét) trong khi n3p con nguyén ven. Thai
bd bat ky 6ng ndo thi€u ndp hodc nép bi l&ch.

Né&u mau duoc van chuyén bang phuong thire khac ngoai duwdng bd, thi nén sir dung da kho dé tranh tinh trang
ro ri.

Thai bd céc 6ng d3 qua st dung vao thung thu gom chat thai nguy hai sinh hoc phu hop.

Bdo cdo bat ky sw c& nghiém trong ndo xay ra lién quan dén cac thiét bj nay cho nha san xuat va co quan cé tham
quyén tai chau Au.

B4o cdo v&i nha san xuat va co quan c6 tham quyén tai dia phwong néu quy vi gdp s c¢d bat ngd hodc su cd nghiém trong vai
thiét bj trong hodc do st dung thiét bi. Nha san xuat s& hd tro va néu cé thé sé bdo cdo lén co quan cé tham quyén.

Thdng sé ky thuat phat hanh Pam bao chat lvong

5005-0015
Théng s6 Quy céach ky thuat
Chat gay sot (ndi doc t0) ] < 0,5 EU/mL
Xem xét Giay chirng nhan xt& ly chiéu xa 19,0-28,0 kGy
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Nhan goi
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Nalgene™ Cryogenic Vial, 15 mL
% [6™l (01)1 0850016 05867 3
[ReF] (240) 5000-0020
C € Scientific Inc.

externally-threaded
] (11) 240514
[LOT] 999999909 53 2029-05-13
Kamatrupvej90, P.0.Box 280
2797

Nalge Nunc International
Corporation,

apart of Thermo Fisher
Scientific Inc.

75 Panorama Creek Drive
Rochester, NY 14625 USA
+1 5855868800

15.0mL 5 tubes per bag
= (17)290513
5] © ®
DK-4000 Roskilde, Denmark

[REF] 5005-0015
[to7] (10) 999999999
:‘:::t:ﬁhem\o Fisher
+45 4631 2000

8-1030-201 0324

00088

made in USA
www_thermofisher.com

Nhan hop

5005-0015

% (01) 0 0000000 00000 0

(11) 210916
%3 2026-09-15
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Nalgene™ Specimen Cryogenic Vial
for IVD, externally-threaded

15mL 75/CS

(17) 260915

5 tubes per bag - (10) 7123455010

STERILE|R|

+H28600500500155 W
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a part of Thermo Fisher Scientific Inc.
75 Panorama Creek Drive

Rochester, NY 14625 USA

+1 585 586 8800
www.thermofisher.com

Made in USA

Kamstrupvej 90, P.O. Box 280
c € DK-4000 Roskilde, Denmark
o8 +45 4631 2000

case: 00004 MIMIMNUN o:2s

(13

www.thermofisher.com

8-1030-210

Bang chu gidi ky hiéu theo ISO 15223-1: 2021 va cac tai liéu tham khao khac

Ky hiéu Tiéu dé ky hiéu M6 ta ky hiéu S6 tham chiéu
Cho biét nha sdn xuat thiét bi y té€ theo dinh nghia
d Nha san xuat trong cac Chi thj ctia chau Au 90/385/EEC, 93/42/EEC | 5.1.1
va 98/79/EC.
Nguwdi dai dién dwoc Gy quyén | Cho biét ngudi dai dién dugc Oy quyén tai Cong 515
tai Cong dong chau Au dong chau Au. o
ﬂ Ngay sdn xuat Cho biét ngay thiét bj y t&€ dugc san xuat. 5.1.3
g Han st dung Cho biét khdng nén sir dung thiét bj y té sau ngay d6. | 5.1.4
M3 15 Cho biét m3 16 clia nha san xuat dé cé thé xac dinh 16 c1s
hodc mé. -
. Cho biét s& danh muc cla nha san xuat dé co thé
56 danh muc nhan dang thiét bj y té. >-1.6
N . h . h.,\' . ~ ~ N ~ M h-A’
Puroc tiét triing bing chidu xa )((Za o biét thiét bj y té da duogc tiét trung bang chiéu 594
Khéng st dung néu bao bi bi Cho biét khdng nén sir dung thiét bj y té€ néu bao bi
5 L o a2 5.2.8
hong bi héng hodc da ma.
He thorlg mang chan vo tring Cho biét hé théng mang chan duy nhat. 5.2.11
duy nhat
Jf Gi6i han nhiét do Chg bl(?t glgl han nhiét d6 co thé tiép xuc an toan vai 537
thiét bi y té.
Khong ti sir dung C=ho biét thiét bAI y tAe danhAcho mot IaP su"dungAhoac 549
str dung cho moét bénh nhan trong mot thu thuat.
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I:Ii] Tham khao huéng d3n sir dung Cho biét nguoi dung can tham khao hudng dan su 543
dung.
Cho biét ngudi dung can tham khao huéng dan st
A Théan trong dung d& biét nhirng théng tin quan trong nhu canh 5.4.4
bao va than trong
Thiét bj y té chin doan trong Cho biét thiét biy t&€ dugc thiét k& dé sir dung nhw
IVD « s LN N - 5.5.1
ong nghiém thiét bi y té chan doantrong 6ng nghiém
% Khéng gy sot Cho biét day la thiét bj y t& khdng gay s6t. 5.6.3
M3 nhan dang thiét bj duy Cho biét gia d& co chira thong tin vé M3 nhan dang
uDlI nhat thidt bi duy nhat, >.7.10
c € Nhan Tuén thG Quy dinh chau | Cho biét mic d tuan tha quy dinh k§ thuét cda chau (EU) 2017/746
Au Au.
CH |REP Dai dién Gy quyén tai Thuy ST Cho biét dai dién dwoc Oy quyén tai Thuy ST. IvDO

Thong tin lién hé
Nha sdn xuat hgp ph “

Nalge Nunc International Corporation,

mot thanh vién cla Thermo Fisher Scientific Inc.
75 Panorama Creek Drive

Rochester, New York 14625 Hoa Ky

Dién thoai: +1 585 586 8800
www/thermofisher.com

Pai dién EU

Nunc A/S,

mdt thanh vién cha Thermo Fisher Scientific Inc.

Kamstrupvej 90

DK-4000 Roskilde, Pan Mach
bién thoai: +45 4631 2000
www/thermofisher.com

Thermo Fisher Scientific (Schweiz) AG
Neuhofstrasse 11, 4153

Reinach (BL) Thuy St

+41 61716 77 00
www/thermofisher.com

Dai dién Thuy St

DAy 1a ban sira d6i DO1 cla IFU nay. Ban slra di nay da cip nhat cic thong tin sau:

® D3 cap nhat hinh dnh nhan goi.
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