BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap - Tu do - Hanh phic

S6: 2200189PKLH/BYT-TB-CT Ha Ngi, ngay 27 thang 12 nam2022

GIAY CHUNG NHAN PANG KY LUU HANH
TRANG THIET BI Y TE THUQC LOAI C, D

Can ctr Nghi dinh s6 98/2021/ND-CP ngay 08 thang 11 nim 2021 cta Chinh
phu vé quan 1y trang thiét bi y té.

B0 Y té cap ching nhan dang ky luu hanh cho trang thiét bi y té (mdi 100%)
nhu sau:

1. Tén trang thiét bi y té: Bo IVD xét nghiém dinh tinh HBeAg

2. Tén thwong mai:

3. Ma Global Medical Device Nomenclature - GMDN (néu co):

4. Ching loai: Theo phu luc

5. M san phim (néu cé): Theo phu luc

6. Quy cach dong goi (néu cd):
7. Loai trang thiét biy té: TTBYT Loai D
8. Muc dich sir dung: ARCHITECT HBeAg Calibrators dugc st dung cho
hiéu chuan hé théng xét nghiém mién dich ARCHITECT i khi thuc hién xét
nghiém phéat hi¢n dinh tinh HBeAg (khadng nguyén vé cua virus viém gan B)
trong mau huyét thanh va huyét tuong ngudi. ARCHITECT HBeAg
Controls dugc sir dung dé kiém tra d6 xac thuc va do chinh xac cia hé théng
xét nghiém mién dich ARCHITECT i khi thuc hién xét nghiém dinh tinh
phat hién khang nguyén e cta virus viém gan B (HBeAg) trong huyét thanh
va huyét tuong ngudi. ARCHITECT HBeAg Reagent Kit 13 xét nghiém
mién dich vi hat héa phat quang (CMIA) dé phat hién dinh tinh khang
nguyén e ctia virus viém gan B (HBeAg) trong huyét thanh va huyét tuong
nguoi. Xét nghiém nay duoc st dung hd trg trong chan doan va theo di tinh
trang nhiém virus viém gan B. ARCHITECT HBeAg Reagent Kit ciing co
thé dugc st dung dé dinh luong HBeAg (khi su dung cung vdi
ARCHITECT HBeAg Quantitative Calibrators va ARCHITECT HBeAg
Quantitative Controls).
9. Tén, dia chi ctia co s& sdn xuét: Theo phu luc
10. Tén, dia chi ciia chii sé hiru trang thiét bi y té: Abbott GmbH , Max-
Planck-Ring 2, 65205 Wiesbaden, GERMANY ‘
11. Tén, dia chi ctia chu sé hiru so luu hanh: VAN PHONG DAI DIEN



ABBOTT LABORATORIES GMBH TAI THANH PHO HA NOI, Tﬁng 7,
tﬁng 8, thap A, Toa nha Handi Resco, s6 521 Kim M3, Phuong Ngoc Khanh,
Quan Ba Dinh, Thanh phdé Ha Nbi

12. Tén, dia chi co s¢ bao hanh (néu co):

Noi nhdn:

- VAN PHONG PAI DIEN
ABBOTT LABORATORIES GMBH
TAI THANH PHO HA NOI;

- B0 truong (dé blc);

- Hai quan ctra khau;

- Luu: VT, TB-CT.




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

QUY CACH

STT| TEN TRANG THIET BI Y TE CHUNG LOAI MA SAN PHAM PONG GOI TEN CO SO SAN XUAT | BIA CHI CO SO SAN XUAT Nuoc
(Néu cd) £ : SAN XUAT
(Néu cd)

1 Chat hiéu chuan xét nghiém dinh tinh ARCHITECT HBeAg Calibrators 6C32-01 2 x4 mL Abbott GmbH ng-Planck-Rlng 2, 65205 GERMANY
HBeAg Wiesbaden, Germany

) Vit liéu kiém soat xét nghi€ém dinh tinh | ARCHITECT HBeAg Controls 6C32-10 2 x 8 ml Abbott GmbH ng-Planck-ng 2, 65205 GERMANY
HBeAg Wiesbaden, Germany

3 Thudc thir xét nghiém dinh tinh HBeAg | ARCHITECT HBeAg Reagent Kit 6C32-27; 6C32-37 1 x 100 Test; 1 x Abbott GmbH Max-Planck-Ring 2, 65205 GERMANY

500 Test

Wiesbaden, Germany
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