BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC HA TANG VA THIET BI Y TE Poc 1ap - Tu do - Hanh phiic

Sé: 2601694DKLH/HTTB-BDKKD Ha Noi, ngay 07 thang 05 nam 2026

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

Cin ctr Nghi dinh s6 98/2021/ND-CP ngay 08 thang 11 ndm 2021 ctia Chinh phu vé
quan 1y thiét bi y té;

Can ctr Nghi dinh s 07/2023/ND-CP ngay 03 thang 3 ndm 2023 ctia Chinh phu sira
d6i, bo sung mot s6 dicu ciia Nghi dinh s6 98/2021/NP-CP ngay 08 thang 11 nam 2021
ctia Chinh phi1 vé quan 1y thiét bi y té;

Can ctr Nghi dinh s6 96/2023/NP-CP ngay 30 thang 12 nam 2023 cua Chinh phu
quy dinh chi tiét mot sé diéu cua Luat Kham bénh, chita bénh;

Can c Thong tu s6 44/2025/TT-BYT ngay 22 thang 11 nam 2025 caa Bo trudng
Bo Y té quy dinh viéc phan ca‘ip thuc hién mot sé nhiém vu, giai quyét mét sb thu tuc
hanh chinh trong linh vuc thiét bi y té thudc tham quyén ciia Bd Y té va quy dinh vé
mau vin ban, bao cao thuc hién quan 1y thiét bi y té.

Cuc Ha tang va Thiét bi y té - Bo Y té cap chung nhan ding ky luu hanh cho thiét bi
y té (moi 100%) nhu sau:

1. Tén thiét bi y té: B6 IVD xét nghiém dinh danh nhém mau

2. Tén thuong mai (néu cé):

3. Ma Global Medical Device Nomenclature - GMDN (néu ¢6):

4. Loai thiét bi y té: TBYT Loai D

5. Tén, dia chi ctia cht s& hiru thiét bi y té: Dominion Biologicals Limited, 5 Isnor

Drive, Dartmouth, Nova Scotia B3B 1M1, CANADA

6. Tén, dja chi ciia chi s& hitu s6 lvu hanh: CONG TY CO PHAN MEDTEK, S

11B/1, ngach 255/37, t6 27, Phuong Cau Gidy, Thanh phd Ha Nbi.

7. Muc dich str dung; Tén, dia chi co s& bao hanh: Theo phu luc dinh kem.

8. Thong tin chi tiét thiét bi y té (Chung loai; Ma san pham; Quy cach dong goi; Tén

co s& san xuét; Dia chi co s& san xuit va Nude san Xuét)I Theo phu luc dinh kem.
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Gidy chtng nhan nay duoc cip theo Quyét dinh sb 89/Qb-HTTB
ngay 07 thang 05 ndm 2026./.

Noi nhan:

- CONG TY CO PHAN MEDTEK;
- Bo trudng (dé blc);

- TT. D6 Xuén Tuyén (dé b/c);

Hai quan cira khau;

- Luu: VT, bKKD.

Nguyén Minh Lgi

Trang2/4



PHU LUC PINH KEM

1. Muc dich sir dung:

1.NOVACLONE Anti-A Murine Monoclonal dugc str dung trong cac xét nghiém Phién, Ong nghiém va Vi giéng va cung cap mot xét nghiém
dinh tinh cy thé dé phat hién cac khang nguyén A trén cac té bao hong cau cia con nguoi//

2.NOVACLONE Anti-B Murine Monoclonal dugc sir dung trong cac xét nghiém Phién, Ong nghiém va Vi giéng va cung cap mot xét nghiém
dinh tinh cy thé dé phat hién cac khang nguyén B trén céc té bao hong cau cua con nguoi/

3.NOVACLONE Anti-A,B Murine Monoclonal dugc sir dung trong cac xet nghiém Phién, Ong nghiém va Vi giéng va cung cap mot xét nghiém
dinh tinh cu thé dé phat hién cac khang nguyén A va B trén céc té bao hong ciu cua con ngudi/

4 NOVACLONE ™ Anti-D IgM + IgG Monoclonal Blend dugc chi dinh ding cho xét nghiém Phién, Ong nghiém va Vi giéng va cung cap mot
xét nghiém dinh tinh dé phat hién khang nguyén D (RH1) twong tGng trén cac té bao hong cau ctia ngudi/

5NOVACLONE™ DILUENT CONTROL duoc chi dinh str dung cho xét nghiém ddi chtng dbi voi Thude ther nhém mau NOVACLONE
2. Tén, dia chi co sé bao hanh:
3. Thong tin chi tiét thiét bi y té:

x 2 2 Quy cach A . . . x
STT| Tén thiét biy té Chiing loai Ma oan plrlam dong goi T?n o P o D!afhl cg 50 Nuwdce san xuat
’ (Néu co) (Néu c6) san xuat san xuat

Ehﬁi%(;:%?nie;nh NOVACLONE™ Anti-A Dominion %iﬁﬁgzﬂve’

1 kl%éﬂg ng{lyén A Murine Monoclonal 5170021 10x10ml Biologicals Nova Sco ti’a CANADA
trén hong ciu (Galileo) Limited B3B 1M1
Ehl‘ii"éintlé‘i’n’l‘f:mh NOVACLONE™ Anti-B Dominion Jsnor Drive,

2 klglén. nouven B Murine Monoclonal 5175021 10x10ml Biologicals Nova Sco ti’a CANADA

1ang nsuys (Galileo) Limited

trén hong cau B3B 1M1
Ehﬁi%‘;:%‘fn’;e;nh NOVACLONE™ Anti-A,B Dominion  lsnor Drive,

3 kl%ang nguyén A Murine Monoclonal 5185021 10x10ml Biologicals Nova Sco ti’a CANADA
va B trén hong cau (Galileo) Limited B3B 1M1
Thudc thir xét NOVACLONE™ Anti-D Dominion 5 Isnor Drive,

4 | nghiém dinh tinh | IgM + IgG Monoclonal 0066037 10x10ml Biologicals Dartmouth, CANADA
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Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng gbi Tencoso | Diachicoso | o0 can xubt
(Néu co) £, san xuat san xuat
(Néu cd)
khéng nguyén D )
T A ) .. Nova Scotia
(Rk H1) trén hong Blend (Galileo) Limited B3B IMI1
cau
) .2 .. 5 Isnor Drive
Vat liéu kiém soat ™M Dominion ’
5 |xétnghiem dinh | NOVACLONE™ Diluent 1 5,555 10x10ml Biologicals | Dartmouth, CANADA
; . Control (Galileo) . Nova Scotia
danh nhém mau Limited B3B IMI1
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