NHAN PHU LUU HANH TAI VIET NAM

B9 Thudc Thir xét nghiém dinh lwong HbAlc (Phwong phap Mién dich
Do do duc)

HbAlc Reagent Kit (Immunoturbidimetric Method)

Quy céach dong goi:

S6 16: Vui long xem biéu tuong trén nhan gbc

Ngay san xut: Vui long xem biéu tugng al trén nhin gbc

HSD: Vui long xem biéu tuong g trén nhan gdc

Bao quan: 2 - 8°C.

Cong dung: hoa chat xét nghiém

Canh bao: chi dung cho chuin doan in-vitro

Nha san xuét: Getein Biotech, Inc

Dia chi: No.9 Bofu Road, Luhe District, Nanjing, Jiangsu, 211505, CHINA

Xuat xt: Trung Qudc

NNK & NPP: Cong ty TNHH Xuat Nhap Khau va Thuong Mai ROKO Viét Nam
DC: Thon Phan X4, Xa Pong Anh, Thanh ph Ha Noi, Viét Nam.
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The product labelling and packaging

Labels
Labels and Marking of package should meet requirements of ISO 18113-1:2022, ISO 18113-2:2022.

Labels of inner package and outer package include following information: Manufacturer, Product

name, Contents, Storage and handling conditions, Expiry date and so on.

Content of the inner package label
a. Manufacturer

b. Identification of the IVD reagent
c. Contents

d. CE mark

e. Storage conditions

f. Lot number and expiry date

g. Warnings and precautions
Content of the outer package label
a. Manufacturer

b. Identification of the IVD reagent
c. Invitro diagnostic use

d. Contents

e. CE mark

f.  Storage and handling conditions
g. Lot number, production date and expiry date
h. Warnings and precautions

i. Authorized representative
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Packaging box (Reagent)
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HbA1c
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HbA1c Reagent Kit
(Immunoturbidimetric Method)

R1:2=15mL R2a:1=0.5mL
R2b:1=9.5mL Alc Diluent: 2x50mL
CC1043
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Box label
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Reagent 1 Tube label (R1)
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Reagent 2 Tube label (R2a)
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Reagent 2 Tube label (R2b)
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HbA1c Reagent Kit
(Immunoturbidimetric Method)

50 mL
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Tube label (Alc)
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Key to symbols used
The following graphical symbols used in or found on the inner and outer packages of HbAlc Reagent

Kit (Immunoturbidimetric Method) are the most common ones appearing on medical devices and

their packaging. They are explained in more details in the European Standard EN ISO 15223-1:2021.

Key to symbols used

Manufacturer g Use-by date

- Catalogue number &l Date of manufacture

H

Consult instructions for use or
I:m consult electronic instructions Lot Batch code

for use

In vitro diagnostic

,ﬂ/ Temperature limit , ,
medical device
Ll ) Do not use if package is damaged
AR Keep away from sunlight @ ) ]
o and consult instructions for use
c € CE mark H This way up
Authorized
Biological risks REP

representative

Do not re-use
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