Hwéng dan Stir dung
Hwéng dan nay ap dung cho:

C€ ivp

Ong triv lanh Nunc™ CryoTube, GMDN 47775

, MA
Tén san pham THAM GTIN
CHIEU

Ong trir lanh Nunc™ CryoTube, 1,8mL, vd tring, ren trong, hinh tron 363401 15713311000233
éng trir lanh Nunc™ CryoTube, 4,5mL, vé trung, ren trong, hinh tron 363452 15713311000172
Ong tri¥ lanh Nunc™ CryoTube, 3,6mL, vd tring, ren trong, hinh tron 366524 |15713311000189
Qng trf;P lanh Nunc™ CryoTube, 1,0mL, v6 trung, ren trong, chan hinh sao, 366656 | 15713311000240
hinh nén

Ong trir lanh Nunc™ CryoTube, 1,8mL, v tring, ren trong, hinh tron 368632 | 15713311000219

- ™ s PR
ﬁ)lrrl‘% trll'gnlanh Nunc™ CryoTube, 1,0mL, v6 triung, ren trong, chan hinh sao, 377224 | 15713311000196

Ong trir lanh Nunc™ CryoTube, 1,8mL, vd trung, ren trong, chan hinh sao,

. L 377267 15713311000257
hinh tron

Ong trir lanh Nunc™ CryoTube, 1,0mL, ren trong, Vong xanh la cay, PP/PP,

P 377738 | 15713311000202
vo trung

Ong trir lanh Nunc™ CryoTube, 4,5mL, vd trung, ren trong, chan hinh sao,

. N 379146 | 15713311000264
hinh tron

Ong tri¥ lanh Nunc™ CryoTube, 3,6mL, vd tring, ren trong, chan hinh sao,

L \ 379189 15713311000271
hinh tron

Muc dich Str dung

Ong tri¥ lanh Nunc™ CryoTube |a vat chiva mau bénh pham, dwoc thiét ké dé
st dung trong céng tac bao quan va van chuyén bang phwong phap déng
Muc dich/Cach thirc Str dung lanh cac véat liéu sinh hoc co nguén géc tlr nguoi nham phuc vu cho cac
nghién ctu chan doan trong éng nghiém do cac chuyén gia cham séc src
khde thwc hién.

Ong trl lanh Nunc™ CryoTube duoc st dung theo yéu cau cta cac chuyén
Chi dinh Str dung gia cham soc strc khde nham thuc hién xét nghiém chéan doan trong 6ng
nghiém trén mau bénh phém ctia bénh nhan.

T A2 (0 Rl R Nguw&i dung la cac chuyén gia cham soéc stre khoe.

Dw dinh

Moi trieng Str dung Bénh vién, co s ldy mau 1am sang va phong xét nghiém.

Nhém D6i twong Bénh nhan Bé&nh nhan méc bénh ly hoac tinh trang l1am séng,cérj dugc xét nghiém chan
Dw dinh doan trong 6ng nghiém, chan doan bénh va c6 thé can diéu tri y té.

Chéng chi dinh Chuwa xac dinh trwéng hop chéng chi dinh da biét nao.

Hwéng dan Str dung

Nap mau vao cac 6ng dén khong qua 90% tdng dung tich.

Dam bao phan ren cla éng va nap kho rao trwdc khi déng.

Van chat nap.

Débi v&i cac dng trir lanh CryoTube c6 bé mat dé viét, nén s dung but viét bang hoac but da.

Hwéng dan st dung cu thé clia cac loai 6ng nay khi bado quan lanh phai do ngwéi dung cubi xac dinh

ok wn~
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va ,thuc hién theo loai mau dworc lwu tri cling nh’u’ hoat déng thuc hiér] sau khi lwu trir.
6. Néu str dung v&i nito’ Idng thi chi dwoc dat cac ong triv lanh nay & phan hoi cda nito.

Diéu kién S dung (khéng cé Miu bénh pham)

Ong trir lanh Nunc™ CryoTube

Diéu kién Van chuyén Nhiét d& moéi trudng xung quanh, khéng cé diéu kién cu thé nao

Piéu kién Bao quan dwoc bé

Cuht Nhiét do phong (21°C dén 25°C hay 70°F dén 77°F)

Han ché St dung

Ong trir lanh Nunc™ CryoTube chi dwoc thiét ké dé si dung trong cong tac bao quan va van chuyén bang
phwong phap dong lanh cac vat liéu sinh hoc cé nguon goc tr ngwdi nham phuc vu cho cac nghién ctru chan
doan trong 6ng nghiém do cac chuyén gia cham séc strc khde thiwc hién.

Thoéng tin Ky thuat
Viéc thai bé thiét bi phai dwoc x& ly theo quy dinh cta dia phwong.

Thiét bi y t& nay tuan thi Diéu 110, Quy dinh vé& Chéan doan trong Ong nghiém (In Vitro Diagnostic Regulation,
IVDR) (Lién minh chau Au) 2017/746.

Gidy Chirng nhan Hop quy cé thé dwoc nha san xuét va/hodc Dai dién Lién minh chau Au cung cép, néu co.

Déi véi mau bénh phdm, éng trir lanh CryoTube c6 thé chiu duoc diéu kién van chuyén véi ap suét bén trong
95 kPa trong pham vi nhiét dé tr -40°C dén 55°C (-40°F dén 131°F).

Canh bao va Than trong
DPé& dam bao st dung dung cach, hay ndm rd cac canh bao sau day trwdc khi st dung thiét bi.

1. Canh bao: Chi str dung & phan hoi cla nito. Viéc ngadm trong phan Idng cé thé dan dén céc tinh
hudng nguy hiém.

2. Viéc nap qua murc co thé khién nap bi v& trong qua trinh tang thé tich mau, dan dén tinh trang ro ri

va nhiém ban.

Chi s dung moét lan.

Khéng st dung sau ngay hét han ghi trén nhan san pham.

5. Thiét bi nay dwoc cung cap & diéu kién vo trung théng qua phwong phap khi tring bang chiéu xa.
Khéng st dung s&n phdm néu bao bi san pham bi méat niém phong hodc bi hw héng.

6. Phan bén trong 6ng 1a thanh phan vé trung va khéng chra chét gay sbt khi ndp con nguyén ven. Vit
bd céc 6ng thiéu nap hodc nép bi léch.

7. Thaibd cac bng da qua st dung vao thung thu gom chét thai nguy hai sinh hoc phu ho’p

8. Bdo céo bat ky st 0 nghiém trong nao xay ra lién quan dén céc thiét bi nay cho nha san xuét va co
quan c6 thdm quyén tai Lién minh chau Au.

9. Ong Nunc™ CryoFlex (S6 catalog 343958) bd sung thém bién phap bao vé an toan khi thao tac va
phai dwoc st dung néu cac éng c6 kha nang hodc sé tiép xdc véi nito (phan 16ng).

w

Bao cdo voi nha san xuét va co quan c6 thdm quyén tai dia phwong néu quy vi gap sw cb bat ngo hoac
nghiém trong véi thiét bj trong khi st dung hodc do st dung thiét bj. Nha san xuat sé ho tro va bao céo |én co
quan c6 tham quyén (néu phu hop).
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Tiéu chuan Thanh pham Bao dam Chat lwong

Thir nghiém Gi®i han Thanh pham
Chét gay sét (noi doc t6) < 0,25 EU/mL

Gidy Ching nhan Ra soat Quy trinh Chiéu xa 106 SAL

DNase 8 x 107 don vi Kunitz/uL
RNase 1,9 x 10-10 don vi Kunitz/pL
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Nhan bao bi: Nhan Hop dwng:
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Bang chu giai Ky hiéu theo ISO 15223-1:2021 va céc tai liéu tham chiéu khac

Ky hiéu Tiéu dé Ky hiéu M6 ta Ky hiéu S‘;:I';z"‘

Nha san xuét Cho biét nha san xuét thiét bj y t& nhu duoc 5.1 1
dinh nghia trong EU IVDR 2017/746 o

Dai dién dwoc Oy quyén tai | Cho biét dai dién dwoc dy quyén tai Cong dong 512

Cdbng dong chau Au chau Au. U

Ngay San xuat Cho biét ngay thiét bi y t& dwoc san xuét. 51.3

g Han st dung Cho biét khong nén s dung thiét bi y té sau 514
ngay do.
1A Cho biét ma 16 ctia nha san xuét dé cé thé xac

Ma 16 . P . 2 P 515

dinh |6 hoac mé san xuat.
£ Cho biét s catalog clia nha san xuét dé co thé

SO catalog nhan dang thiét bj y té. 5.1.6

Buoc khir tring bang chiéu | Cho biét thiét bi y té da dwoc khlr tring bang 594

xa chiéu xa. o

Khéng st dung néu bao bi | Cho biét khédng nén st dung thiét by té néu 528

bi hw héng bao bi bi hw héng hodc da mé. -
Cho biét thiét b y té dwoc thiét ké dé s dung

Khong tai st dung mot lan hodc sk dung cho mét bénh nhan trong | 5.4.2
mot tha thuat duy nhat.

Tham khdo hwéng dan s& | Cho biét ngudi ding can tham khao hwéng 543

dung

dan st dung.
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Cho biét ngu®i dung can tham khao hwéng

trong éng nghiém

nghiém.

Than trong dan st dung dé biét nhirng théng tin quan 5.4.4
trong nhw canh bao va than trong.
ke b ok R 1 Cho biét thiét bj y t& dwoc thiét ké dé s dung
[VD| | [hitbiyte chan doan nhu mét thiét bi y t& chén doan trong éng 5.5.1

Diéu kién Bao quan duoc
bé xuat

Dé xuét bao quan — Nhiét d6 phong (21°C dén
25°C hay 70°F dén 77°F).

Nhan san ph&dm

Thuy ST

Khong gay sbt Cho biét day la thiét bi y t& khong gay sét. 5.6.3
Ma nhan dang Thiét bj Duy | Cho biét phwong tién co chira thong tin vé Ma 5710

UDI nhat nhan dang Thiét bi Duy nhat. T
Nhan Tuan tha Quy dinh Cho biét sy tuan tha quy dinh k¥ thuat cla (EU) 2017/745 va
chau Au chau Au. (EU) 2017/746
Dai dién duoc Uy quyentai | oy pist gai dien duoc Gy quyén tai Thuy ST. | MedDO/VDO

UKRP

Dai dién dwoc Oy quyén tai
Vwong quoc Anh

Cho biét dai dién dwoc Oy quyén tai Vwong
quoc Anh.

UK MDR 2002 (gia
dinh)

GTIN

GTIN (Ma sé Thwong pham
Toan cau)

Nhan dang duy nhéat san pham trén toan thé
gioi.

GS1

Thoéng tin Lién hé

Nha san xuat Hop phap wd

Nunc A/S, a part of

Thermo Fisher Scientific Inc.
Kamstrupvej 90, P.O. Box 280
DK-4000 Roskilde, Denmark
+45 4631 2000 Dién thoai
www.thermofisher.com
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Dai dién tai Thuy Si

Thermo Fisher Scientific (Schweiz) AG
Neuhofstrasse 11, 4153

Reinach (BL) Switzerland

+41 61716 77 00
www.thermofisher.com

Dai dién tai Vwong quéc Anh UKRP
Life Technologies Ltd.,

a part of Thermo Fisher Scientific, Inc.
3 Fountain Drive

Inchinnan Business Park

Paisley, PA4 9RF

United Kingdom
www.thermofisher.com
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