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1. Tén co s& cong bé: CONG TY TNHH VANILAB

2. Pia chi: S6 1 Phing Chi Kién, Phuong Nghia Do, Thanh phé Ha Noi

3. S6 vin ban cua co so: 02LIFOTRONIC-VBCBB Ngay: 11/06/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té&: Hé thong IVD xét nghiém dinh lugng HbA ¢ va Thalassemia
Tén thuong mai (néu co):

M3 Global Medical Device Nomenclature — GMDN (néu co):

Chung loai: Theo phu luc

Ma san pham (néu co):

Theo phu luc

Quy céch dong goi:

Muc dich str dung: - May phan tich Hemoglobin: H§, H100: May phan tich
hemoglobin st dung sic ky 1ong hiéu ning cao trao d6i ion dé dinh lugng ham
lugng hemoglobin glycated (HbAIc), hemoglobin thai nhi (HbF) va HbA2
trong mau toan phan cta nguoi. Ngoai ra, may ciing c6 thé bao cdo cac loai
hemoglobin bét thuong thudng gap. H100Plus: May phan tich Hemoglobin
H100Plus (HPLC) sir dung phuong phap sic ky 16ng hiéu ning cao (HPLC)
dé do ham luong HbA 1¢ trong mau ngudi.

- Bo xét nghiém dinh luong HbAlc: San pham dung dé tach HbA lc tir mau
bénh pham ngudi va dugce str dung dé dinh luong ham luong HbA Ic trong
mau toan phan cia co thé nguoi bang may phan tich HbA 1¢/Hemoglobin
Lifotronic theo phuong phap sac ky 1ong hiéu ning cao (HPLC).

- Chat hiéu chuan xét nghiém dinh luong HbA lc: San pham dugc ding dé
hiéu chuan xét nghiém dinh luong glycated hemoglobin (HbA 1¢) trén may
phan tich hemoglobin bang phuong phap HPLC.

- Vat liéu kiém soat xét nghi¢m dinh lugng HbAlc: San phém dugc dung dé
kiém soét chit luong cta xét nghiém HbA l¢ trén may phan tich hemoglobin.



- Thudc thir xét nghi¢m dinh lugng HbA1c va Thalassemia: Eluent A, st dung
cung voi Eluent B, C va D, dugc dung dé dinh luong HbA2, HbF va/hodc

HbA 1c trong méu toan phan ctia nguoi bang may phan tich Hemoglobin
Lifotronic, van hanh tu dong theo nguyén 1y Sac ky long hiéu ning cao
(HPLC).

- IVD ly giai dung trong xét nghiém dinh lwong HbAlc va Thalassemia:
Hemolytic Agent L dugc dung dé xir 1y trude cac miu méau nguoi khi sir dung
v&i may phan tich hemoglobin Lifotronic.

- Cot sic ky dung trong xét nghiém dinh lugng HbA1c: San pham duoc sir
dung dé dinh luong in vitro ham luong hemoglobin glycated (HbAlc) trong
mau toan phan ctia ngudi trén hé théng phan tich HPLC ti dong hoan toan,
nham hd tro chan doan bénh dai thdo dudng.

- Vat liéu kiém soat xét nghi¢m dinh lugng HbAlc va Thalassemia: B-
THALASSAEMIA & HbAlc Control Material dugc sir dung dé kiém soat
chét luong cho xét nghiém HbA2/HbF/HbA 1¢ trén méay phén tich hemoglobin.
- Chét hiéu chuén xét nghiém dinh lugng HbA1c va Thalassemia: HbAlc
Calibrator duoc sir dung dé hiéu chuan xét nghiém HbA2/HbF /HbA lc trén
may phan tich hemoglobin.

- BO xét nghiém dinh lugng HbA 1c va Thalassemia: B kit dung dé tach
HbA2, HbF va HbAlc tir mau bénh pham ngudi, va dugce st dung dé dinh
lwong ham lugng HbA2, HbF va HbA l¢ trong mau toan phan cia co thé
nguoi bang ché do phan tich beta-thalassemia trén may phan tich Hemoglobin
Lifotronic theo phuong phép sic ky 1ong hiéu ning cao (HPLC).

- IVD lam sach may phan tich Hemoglobin: Probe Rinse Solution dugc st
dung dé 1am sach va stc rira kim tiém mau va hé théng din dung méi cia may
phan tich Hemoglobin str dung phuong phap séac ky 10ng hiéu ning cao
(HPLC).

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuat: Theo phu luc

Tiéu chuan chét luong san pham ap dung: tiéu chuan nha san xuat
5. Ddi véi thiét bi y té chtra chat ma tay, tién chét (néu co):

6. Thong tin vé cha so hitu thiét bi y té:

Tén chu s& hiru: Shenzhen Lifotronic Technology Co., Ltd

bia chi chu sé hitru: Lifotronic Tower, No. 8, Qiuzhi East Road, Guancheng
Community, Guanhu Street, Longhua, 518110 Shenzhen, CHINA

7. Thong tin vé co s& bao hanh (néu co):

Tén co so: CONG TY TNHH VANILAB

Pia chi: S6 1 Phung Chi Kién, Phudng Nghia D6, Thanh phd Ha Noi
Pién thoai ¢b dinh: 02432038799 Dién thoai di dong:



8. SO cong bo du dicu ki¢n san xuat doi voi thiet bi y t€ san xuat trong nudc:
9. Thanh phan ho so:

1 | Vian ban cong bd tiéu chuan ap dung cua thiét bi y té thudc loai B. X
2 | Gidy ching nhan dat tiéu chuan quan 1y chit luong ISO 13485 X
3 | Gidy iy quyén cta chi s¢ hitu thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tai liéu mo ta tom tat k¥ thuat thiét bi y té bang tiéng Viét, kém theo |

tai liéu k¥ thuat mo ta chtrc nang, thong sb k¥ thuat cua thiét bi y té
do chu s¢ hitu thiét bi y t€ ban hanh.

6 | Gidy chirng nhan hop chuan hoic ban tiéu chuan ma chu sé hitu thiét |
bi y t€ cong bo ap dung

7 Giéy chirng nhan luu hanh ty do con hiéu luc tai thoi diém nop ho so X
do6i voi thiét bi y té nhap khau.




PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE

< = Z Quy cach n . . . A .
STT| Tén thiet biy te Chiing loai Ma oan plrlam dong goi Tfn o p o Dia chi cg so'san Nll’O'C/\SﬂH
(Néu co) £, san xuat xuat xuat
(Néu c0)
Lifotronic Tower, No. 8,
May phan tich Hemoglobin Analyzer ]S}ilfeo Itf(l)lrfﬁ: gz;znhclhgig é{(())r?q(i;luni ty
1 | Hemoglobin (HPLC) HS8, H100 Technology Guanhu Street, CHINA
Co., Ltd Longhua, 518110
Shenzhen
Lifotronic Tower, No. 8,
Bosinghiom |10 Regen Kis hevien | Qi et
2 | dinh lugng HbAlc | (HPLC) 100T, 200T, 400T & Y> | CHINA
Technology Guanhu Street,
Co., Ltd Longhua, 518110
Shenzhen
Lifotronic Tower, No. 8,
May phan tich Hemoglobin Analyzer ]S}ilfeo Itf(l)lrfﬁ: gz;znhclhgig é{(())r?q(i;luni ty
3 | Hemoglobin (HPLC) H100Plus Technology Guanhu Street, CHINA
Co., Ltd Longhua, 518110
Shenzhen
’ 7 Lifotronic Tower, No. 8,
Chat hiéu chuan Shenzhen Qiuzhi East Road,
4 xét nghiém dinh HbA 1c Calibrator Level 1: 1x 0.1 ml Level 2: Lifotronic Guancheng Community, CHINA
luong HbAlc 1x 0.1 ml Technology Guanhu Street,
Co., Ltd Longhua, 518110
Shenzhen
Vit liéu kiém soat _ Level 1: 1x 0.1 ml Shenzhen Lifotronic Tower, No. 8,
5 | xét nghiém dinh HbAlc Control Material Level 2: 1x 0.1 ml; Lifotronic Qiuzhi East Road, CHINA
luong HbAlc Level 1: 1x 0.5 ml Technology Guancheng Community,




Quy cach

STT| Tén thiét biy té Chiing loai Ma san pham déng goi Ten co'so Dia chico'sosan | Nuge san
(Néu co) (N éu c6) san xuat xuat xuat
Guanhu Street,
Level 2: 1x 0.5 ml Co., Ltd Longhua, 518110
Shenzhen
I Lifotronic Tower, No. 8,
Th;l.(ic ﬂ(liu )}(16;[ Shenzhen Qiuzhi East Road,
nemierl il IS | Bluent A Lifotronic Guancheng Community,
6 |HbAlcva 400ml, 800ml, 1600ml Technology Guanhu Street CHINA
Thalassemia Co., Ltd Longhua, 518110
Shenzhen
I Lifotronic Tower, No. 8,
Th;l.(ic ﬂ(liu )}(16;[ Shenzhen Qiuzhi East Road,
nemier Gl IWONE | Bluent B Lifotronic Guancheng Community,
7 |HbAlcva 400ml, 800ml Technology Guanhu Street CHINA
Thalassemia Co., Ltd Longhua, 518110
Shenzhen
£ . Lifotronic Tower, No. 8,
Th;l.(ic ﬂ(liu )}(16;[ Shenzhen Qiuzhi East Road,
nemier Gnh IS | Bluent C Lifotronic Guancheng Community,
8 |HbAlcva 400ml, 800ml Technology Guanhu Street CHINA
Thalassemia Co., Ltd Longhua, 518110
Shenzhen
I Lifotronic Tower, No. 8,
Th;l.(ic ﬂ(liu )}(16;[ Shenzhen Qiuzhi East Road,
negmierl Gl IWONE | Bluent D Lifotronic Guancheng Community,
9 |HbAlcva 400ml, 800ml, 1600ml Technology Guanhu Street CHINA
Thalassemia Co., Ltd Longhua, 518110
Shenzhen
IVD ly giai dung Shenzhen Lifotronic Tower, No. 8,
trong xét nghiém [ Hemolytic Agent L Lifotronic Qiuzhi East Road,
10 dinh luong HbAlc 2500ml, 5000ml Technology Guancheng Community, CHINA




Quy cach

STT| Tén thiét biy té Chiing loai Ma san pham déng goi Ten co'so Dia chico'sosan | Nuge san
(Néu co) 02, san xuat xuat xuat
(Néu cd)
va Thalassemia Guanhu Street,
Co., Ltd Longhua, 518110
Shenzhen
’ Lifotronic Tower, No. 8,
rone xét nghigan | Chromatographic Column Litaonic | Guancheng Community
t dinh lugng HbAlc (HPLC) H8, H100, H100Plus Technology Guanhu Street, CHINA
Co., Ltd Longhua, 518110
Shenzhen
Vat lieu kidm soat Lifotronic Tower, No. 8,
<6t nghiém dinh B-THALASSAEMIA & Level 1 1x 0.1 ml. Shenzhep Qiuzhi East Road, '
\ . Level 2: 1x 0.1 ml; Lifotronic Guancheng Community,
12 [luong HbAlcva |[HbAlc Control Material ) CHINA
Thalassemmia Level 1: 1x 0.5 ml Technology Guanhu Street,
Level 2: 1x 0.5 ml Co., Ltd Longhua, 518110
Shenzhen
Chat hiéu chuan Shenzhen Iélifl()ztli?rlgzsf?{vgzg o8
xét nghiém dinh B-THALASSAEMIA & . ) >
\ . Level 1: 1x 0.1 ml Level 2: Lifotronic Guancheng Community,
13 |[luong HbAlcva |[HbAlc Calibrator CHINA
Thalassemmia 1x 0.1 ml Technology Guanhu Street,
Co., Ltd Longhua, 518110
Shenzhen
Lifotronic Tower, No. 8,
B [ FTALASSAEMIA & e | QB
14 va Thalassemia HbATc Reagent Kit (HPLC) | 200T/box Technology Guanhu Street, CHINA
Co., Ltd Longhua, 518110
Shenzhen
IVD lam sach may Shenzhen Lifotronic Tower, No. 8,
15 phan tich Probe Rinse Solution 30ml, 50ml, Sml*5 Lifotronic Qiuzhi East Road, CHINA

Hemoglobin

Technology

Guancheng Community,
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Ching loai

M3 san phim
(Néu co)

Quy cach
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(Néu co)

Tén co sé
san xuat

Dia chi co sé san
xuat

Nudce san
xuat

Co., Ltd

Guanhu Street,
Longhua, 518110
Shenzhen




