Cac Mau Chuan Xét Nghiém Norfentanyl Chi Danh B¢ Sit Dung cho Hoat Dong ”N-IHI
cua LZI Chén Poén tai Phong Thi Nghiém v
Danh cho Beckman Coulter, Inc.

/l[ 2-8°C

Lin-Zhi International, Inc. Chi Danh Dé Bén & Bén Ngoai Hoa Ky (OUS)
REF Mé Ta S6 Lugng
C68810 MAu Chuén Lugng Héa Xét Nghi¢m Norfentanyl ciia LZI
M&u Chuin Ngudng Giéi Han NFEN (5 ng/mL) 1x5mL
C68811 B Méu Chuén Ban Lwong Héa Xét Nghiém Norfentanyl ciia LZI
Mau Chuan Thip NFEN (2.5 ng/mL) 1x15mL
M&u Chuin Ngudng Giéi Han NFEN (5 ng/mL) 1x15mL
M&u Chuin Trung Cép #1 NFEN (10 ng/mL) 1x15mL
M&u Chuin Cao NFEN (20 ng/mL) 1x15mL

Muc Dich Si Dung

Mau Chuin Lugng Hoa Xét Nghiém Norfentanyl cia LZI va Bo Mau Chuén Ban Luong Hoa Xét Nghiém Norfentanyl ciia LZI dwoc
sir dung dudi dang cac mau chuédn trong quy trinh dinh chuén lwong hoa va ban luong hoa LZI Fentanyl Enzyme Immunoassay cho
Beckman Coulter, Inc. (Ref# C68809) ddi v&i mot sb bd phan tich hoa hoc 14m sang tw dong (1).

M Ta vé cac Mau Chuén

M&u Chuan Xét Nghiém Norfentanyl cua LZI la cac chét 1ong lam tir nudc tiéu ngudi va co thé sir dung ngay. Méu Chuan Am Théng

Thuong (2) 1a co ché nudc tiéu ctia nguoi khong o thube va dd qua xir 1y, c6 cac chit dém, chét 1am én dinh, va sodium azide vé6i

ndng d6 chua t6i 0,1%. Cac mAu chudn dugc bao ché bing cich pha cic ndng do norfentanyl di biét vao trong Miu Chuin Am Théng

Thuong.

*Nodng do thuc té cua cic méu chun nay dugc xac dinh bdi GC/MS hodc LC/MS. Céc gid tri chi dugc cung chp duéi dang quy dinh hudng din va cac

phong thi nghiém can xac dinh murc gia tri dua trén hé thong xét nghiém va kha nang dung nap riéng ctia minh (3).

Cic Dé Phong va Cinh Bio v

e Cdc Mdu Chudn Xét Nghiém Norfentanyl ciia LZI chi danh cho hoat dong chin dodn tai phong thi nghiém. Péc hai néu
nuot vao }’lth‘O'l

o Cac mau chudn nay ¢é cht sodium azide, chat nay cé thé phan iimg voi diong o ong chi hodc dong va tao ra azide kim logi ¢6 thé
gdy né. Khivitt b6 cdc chat long do, Iuon x0i riva vGi nhiéu mirée dé tranh tinh trang tich ty azide (4).

e Cdc mdau chudn dwoc bao ché tir mede tiéu ngu"m chua tiét trung. Cac mau chudn nay chira diroc klem nghiém béi cdc thudc thir
dirge phép sir dung dé tim sw hién dién ciia cdc khang thé ddi véi cdc logi vi-rit gay suy gidm mién dich ¢ }’lth‘O'l cac khang
nguyén bénh viém gan va/hodc cac khang thé ngiva viém gan. Cdc mdu chudn ndy nén dwoc xu Iy nhu la chat 6 kha nang lam ldy
bénh. Luén dp dung cdc bién phdp dé phong hiéu qua cho phong thi nghiém dé tranh tiép xiic véi da hodc nuét vao.

e Khéng sik dung cdc mau chudn sau ngady hét han sit dung.

Bio Ché va Luu Trir
C6 thé s dung ngay cac mAu chuin. Khong cin phai téi tao. Ghi nhén trén nép trude khi thao ra dé xac dinh loai nao di voi 1o nguyén
ban. Nén giit lanh miu chudn & nhiét do 2-8°C khi khong st dung.

Tinh Trang On Pinh ‘

Khi giit lanh & nhiét ¢6 2-8°C, miu chuén c6 tinh trang &n dinh cho du dd mé ra-dong n?ip lai hay chua mo, cho dén ngay hét han ghi
trén nhan lo. CAt trir mau chuén & tinh trang ndp ddy chat khi khong sir dung. Dung dich miu chuén dugc chia theo cac ly mau va dong
lai chét phan tich 1dm sang nén dwoc virt bo sau khi st dung.

Quy Trinh va Két Qua

De dinh chuin lugng hoa, s dung 5 ng/mL 12 mau chuén gisi han. Bbi voi quy trinh dinh chudn ban luong hoa, st dung tat ca nam
méu chudn bao gdm ca miu chuan am thong thuong. Nén dinh chuén lai sau khi c6 thay déi lo thubc thir, co thay déi v& mau chudn
hodc 16 thudc thir, va sau khi tién hanh béo tri thiét bi. Dé doc két qua, tham khao to théng tin kém theo gbi san phim LZI Fentanyl
Enzyme Immunoassay for Beckman Coulter, Inc. (Tham chiéu# C68809) thich hop (1).

Cac Gi6i Han

Céc Mau Chudn Xét Nghiém Norfentanyl ciia LZI danh dé st dung cung véi LZI Fentanyl Enzyme Immunoassay for Beckman
Coulter, Inc. (Tham chiéu# C68809) nhim do tim chit norfentanyl & nudc tidu ngudi.
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Thodng Tin Khég:
Céc nhan hi¢u cau chiing 1a tai san cla cac chi nhan tuong Gng.

)

Nha San Xuét

Hu Héng trong Qua Trinh Vin Chu~yén ) .
Vui long thong bao cho Trung Tam Ho Tro Y Khoa ctia Beckman Coulter phu trach quy vi néu san pham nay bi hu héng khi nhan
duoc.

Muc luc sach tham khao

1. LZI Fentanyl Enzyme Immunoassay for Beckman Coulter, Inc. (Ref# C68809) package insert.

2. LZI Universal Negative Calibrator for Beckman Coulter, Inc. (Ref# C68807) package insert.

3. Guidance for Industry, Abbreviated 510(k) Submissions for In Vitro Diagnostic Calibrators. U.S. Department of Health and
Human Services. FDA, Document issued on February 22, 1999.

4. Sodium Azide. National Institute for Occupational Safety (NIOSH) Pocket Guide to Chemical Hazards Third Printing,
September 2007. Available online at: https://www.cdc.gov/niosh/npg/default.html

| Céc ndi dung bd sung, x6a, hoic thay déi duge xac dinh bing mot thanh ky hiéu thay ddi trong 1&.
Thong bao: Viéc pha trén cdc logi thuo”'c thir, sir dung cdc phwong tién khéng ding chirc nang, hodc viéc khong tudn thii cac
hwdng din dé ra trong nhén san pham nay cé thé anh hwéng dén hig¢u sudt, va cac ndi dung di tuyén bo hodc cd thé suy dién trén
nhan san pham.

Nha San Xuit: E Pai Dién Chinh Thirc & Chiu Au trong pham vi Lién Minh Chau Au:
Lin-Zhi International, Inc. CEpartner4U

2945 Oakmead Village Court Esdoornlaan 13

Santa Clara, CA 95051 3951 DB Maarn

Hoa Ky Ha Lan

Dién thoai: (408) 970-8811 www.cepartner4u.eu

Fax: (408) 970-9030
www.lin-zhi.com
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