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: 2601475bKLH/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: D4y dan can thiép mach 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 cta chu sé hitu thict bi y t&: NEWTECH MEDICAL DEVICES PVT.

LTD., 14/5, Mathura Road, Fari,dabad, HaryaIAla— 121003, INDIA ’

6. Tén, dia chi cua chu s& hiru s6 luu hanh: CONG TY CO PHAN TRANG THIET

BI Y TE PUC TiN, 459 Su Van Hanh, Phuong Hoa Hung, Thanh phé Ho Chi

Minh.

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

8. Thong tin chi tiét thiét bi y té (Chung loai; M4 san pham; Quy cach dong goi; Tén

co s& san xuat; Pia chi co s& san xuit va Nudc san xuét): Theo phu luc dinh kem.
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Gidy chtng nhan nay duoc cip theo Quyét dinh sb 85/Qb-HTTB
ngay 07 thang 05 ndm 2026./.

Noi nhan:

- CONG TY CO PHAN TRANG THIET
BI'Y TE BUC TiN;

- B0 trudng (dé blc);

- TT. D6 Xuén Tuyén (dé b/c);

- Hai quan ctra khau;

- Luu: VT, PKKD.

Nguyén Minh Lgi
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1. Muc dich sir dung:

PHU LUC PINH KEM

DAy dan can thiép mach mau 1a mot soi ddy mong, linh hoat duoc st dung dé dan huodng vi tri dat cac thiét bi y té, nhu 6ng thong, trong nhiéu thu
thuat khac nhau. N6 hoat dong nhu mot duong dan hodc duong ray bén trong co thé, cho phép cac bac si luén qua cac mach méu, ong dan, hodc

cac cau trac gidi phau khac dé dén vi tri dich. Day dan can thi€¢p mach mau la cong cu thiét yéu trong X-quang can thi¢p, tim mach va cac chuyén
khoa y t€ khéc, cho phép thuc hién cac thu thuat xam lan t6i thi€u va dat thiét bi chuan xac.
2. Tén, dia chi co’ sé bao hanh:

3. Théng tin chi tiét thiét bi y té:

STT

Tén thiét bi y té

Chung loai

Ma san phim
(Neéu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwde san xuat

Day dan can thiép
mach mau

ClearGWire - Guide Wire
(Trén nhan: ClearGWire™
GUIDEWIRE)

NT/GW/DD/181001J;
NT/GW/DD/184501J;
NT/GW/DD/1850J;
NT/GW/DD/18100J/UC;
NT/GW/SD/18100J/UC;
NT/GW/SD/18100J;
NT/GW/SD/18150J;
NT/GW/SD/18150J/UC;
NT/GW/DD/18150J/UC;
NT/GW/DD/181501J;
NT/GW/DD/18260J/UC,;
NT/GW/SD/18260J/UC;
NT/GW/SD/18260J;
NT/GW/DD/182601J;
NT/GW/SD/1840J/UC;
NT/GW/DD/1840J/UC;
NT/GW/DD/18401J;
NT/GW/DD/1845J/UC;
NT/GW/SD/1845J/UC;
NT/GW/DD/18450J/UC;
NT/GW/SD/18450J/UC;

NEWTECH
MEDICAL
DEVICES
PVT. LTD.

14/5, Mathura
Road,
Faridabad,
Haryana-
121003

INDIA
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STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

NT/GW/SD/18450J;
NT/GW/SD/1845]J;
NT/GW/DD/1845J;
NT/GW/DD/1850J/UC;
NT/GW/SD/1850J/UC;
NT/GW/SD/18501J;
NT/GW/SD/1860J/UC;
NT/GW/DD/1860J/UC;
NT/GW/DD/1860J;
NT/GW/DD/1870J/UC;
NT/GW/SD/1870J/UC;
NT/GW/SD/18701J;
NT/GW/DD/1870J;
NT/GW/SD/18401J;
NT/GW/SD/1860J;
NT/GW/SD/18100ST/UC;
NT/GW/SD/18150ST/UC;
NT/GW/SD/18260ST/UC;
NT/GW/SD/1840ST/UC;
NT/GW/SD/1845ST/UC;
NT/GW/SD/1850ST/UC;
NT/GW/SD/1860ST/UC;
NT/GW/SD/1870ST/UC;
NT/GW/SD/18450ST/UC;
NT/GW/DD/21100J;
NT/GW/DD/2140J/UC;
NT/GW/DD/214501J;
NT/GW/DD/2150J;
NT/GW/DD/21100J/UC;
NT/GW/SD/21100J/UC;
NT/GW/SD/21100J;
NT/GW/SD/21150J;
NT/GW/SD/21150J/UC;
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STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

NT/GW/DD/21150J/UC;
NT/GW/DD/211501J;
NT/GW/SD/21260J/UC;
NT/GW/SD/212601J;
NT/GW/DD/212601J;
NT/GW/SD/2140J;
NT/GW/SD/2140J/UC;
NT/GW/DD/2140J;
NT/GW/SD/2145J/UC;
NT/GW/DD/21450J/UC;
NT/GW/SD/214501J;
NT/GW/SD/2145];
NT/GW/DD/2145];
NT/GW/DD/2150J/UC;
NT/GW/SD/2150J/UC;
NT/GW/SD/21501J;
NT/GW/DD/2160J/UC;
NT/GW/SD/21601J;
NT/GW/SD/2160J/UC;
NT/GW/DD/21601J;
NT/GW/SD/2170J/UC;
NT/GW/SD/21701J;
NT/GW/DD/2170J;
NT/GW/SD/21450J/UC;
NT/GW/SD/21100ST/UC;
NT/GW/SD/21150ST/UC;
NT/GW/DD/21260J/UC;
NT/GW/SD/21260ST/UC;
NT/GW/SD/2140ST/UC,;
NT/GW/DD/2145J/UC;
NT/GW/SD/2145ST/UC,;
NT/GW/SD/2150ST/UC;
NT/GW/SD/2160ST/UC;
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STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

NT/GW/DD/2170J/UC;
NT/GW/SD/2170ST/UC;
NT/GW/SD/21450ST/UC;
NT/GW/DD/251001J;
NT/GW/DD/254501J;
NT/GW/DD/2550J;
NT/GW/SD/25701J;
NT/GW/DD/25100J/UC;
NT/GW/SD/25100J/UC;
NT/GW/SD/25100J;
NT/GW/SD/251501J;
NT/GW/SD/25150J/UC;
NT/GW/DD/25150J/UC;
NT/GW/DD/25150J;
NT/GW/DD/25260J/UC;
NT/GW/SD/25260J/UC;
NT/GW/SD/252601J;
NT/GW/DD/25260J;
NT/GW/SD/25401J;
NT/GW/DD/2540J/UC;
NT/GW/DD/2540J;
NT/GW/DD/2545J/UC;
NT/GW/DD/25450J/UC;
NT/GW/SD/254501;
NT/GW/DD/2545];
NT/GW/DD/2550J/UC;
NT/GW/SD/2550J/UC;
NT/GW/SD/25501J;
NT/GW/SD/25601J;
NT/GW/SD/2560J/UC,;
NT/GW/DD/2560J/UC;
NT/GW/DD/25601J;
NT/GW/DD/2570J/UC;
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STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

NT/GW/SD/2570J/UC;
NT/GW/DD/2570J;
NT/GW/SD/25100ST/UC;
NT/GW/SD/25150ST/UC;
NT/GW/SD/25260ST/UC;
NT/GW/SD/2540ST/UC;
NT/GW/SD/2545ST/UC;
NT/GW/SD/2550ST/UC;
NT/GW/SD/2560ST/UC;
NT/GW/SD/2570ST/UC;
NT/GW/SD/25450ST/UC;
NT/GW/DD/28100J;
NT/GW/SD/281501J;
NT/GW/SD/28450J;
NT/GW/DD/284501J;
NT/GW/SD/2845];
NT/GW/SD/28701J;
NT/GW/DD/2850J;
NT/GW/DD/28100J/UC;
NT/GW/SD/28100J/UC;
NT/GW/SD/28100J;
NT/GW/SD/28150J/UC;
NT/GW/DD/28150J/UC;
NT/GW/DD/28150J;
NT/GW/DD/28260J/UC;
NT/GW/SD/28260J/UC;
NT/GW/SD/282601J;
NT/GW/DD/28260J;
NT/GW/SD/28401J;
NT/GW/SD/2840J/UC,;
NT/GW/DD/2840J/UC;
NT/GW/DD/28401J;
NT/GW/DD/2845J/UC;

Trang 7/ 15



STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

NT/GW/DD/28450J/UC;
NT/GW/SD/28450J/UC;
NT/GW/DD/28457;
NT/GW/DD/2850J/UC;
NT/GW/SD/2850J/UC;
NT/GW/SD/28501J;
NT/GW/SD/28601J;
NT/GW/SD/2860J/UC;
NT/GW/DD/2860J/UC;
NT/GW/DD/2860J;
NT/GW/DD/2870J/UC;
NT/GW/SD/2870J/UC,;
NT/GW/DD/2870J;
NT/GW/SD/28100ST/UC;
NT/GW/SD/28150ST/UC;
NT/GW/SD/28260ST/UC;
NT/GW/SD/2840ST/UC;
NT/GW/SD/2845ST/UC;
NT/GW/SD/28450ST/UC;
NT/GW/SD/2850ST/UC;
NT/GW/SD/2860ST/UC;
NT/GW/DD/32100J/UC;
NT/GW/SD/32100J/UC;
NT/GW/SD/32100J;
NT/GW/DD/32100J;
NT/GW/SD/32150J;
NT/GW/SD/32150J/UC;
NT/GW/DD/32150J/UC;
NT/GW/DD/321501J;
NT/GW/DD/32260J/UC;
NT/GW/SD/32260J/UC;
NT/GW/SD/32260J;
NT/GW/DD/322601J;
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STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

NT/GW/SD/32401J;
NT/GW/SD/3240J/UC;
NT/GW/DD/3240J/UC;
NT/GW/DD/3240J;
NT/GW/DD/3245J/UC;
NT/GW/DD/32450J/UC;
NT/GW/SD/32450J/UC;
NT/GW/DD/3245]7;
NT/GW/SD/3245];
NT/GW/DD/3250J/UC;
NT/GW/SD/3250J/UC;
NT/GW/SD/32501J;
NT/GW/DD/3250J;
NT/GW/SD/32601J;
NT/GW/SD/3260J/UC;
NT/GW/DD/3260J/UC;
NT/GW/DD/3260J;
NT/GW/DD/3270J/UC;
NT/GW/SD/3270J/UC;
NT/GW/SD/32701J;
NT/GW/DD/3270J;
NT/GW/SD/32100ST/UC;
NT/GW/SD/32150ST/UC;
NT/GW/SD/32260ST/UC;
NT/GW/SD/3240ST/UC;
NT/GW/SD/3245ST/UC,;
NT/GW/SD/3250ST/UC,;
NT/GW/SD/3260ST/UC;
NT/GW/SD/3270ST/UC;
NT/GW/DD/3570J/UC;
NT/GW/DD/35100J/UC;
NT/GW/SD/35100J/UC;
NT/GW/DD/351001J;
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STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

NT/GW/SD/35100ST/UC;
NT/GW/SD/35150J;
NT/GW/DD/35150J/UC;
NT/GW/SD/35150J/UC;
NT/GW/DD/351501J;
NT/GW/SD/35150ST/UC;
NT/GW/DD/35260J/UC;
NT/GW/SD/352601J;
NT/GW/SD/35260J/UC;
NT/GW/SD/35260ST/UC;
NT/GW/DD/352601J;
NT/GW/SD/35401J;
NT/GW/SD/3540J/UC;
NT/GW/DD/3540J/UC;
NT/GW/DD/3540J;
NT/GW/SD/3540ST/UC;
NT/GW/DD/3545J/UC;
NT/GW/SD/3545J/UC,;
NT/GW/DD/35450J/UC,;
NT/GW/SD/354501;
NT/GW/SD/35450J/UC;
NT/GW/DD/35450J;
NT/GW/SD/35450ST/UC;
NT/GW/SD/354517;
NT/GW/SD/3545ST/UC,;
NT/GW/DD/35451J;
NT/GW/DD/3550J/UC;
NT/GW/SD/3550J/UC;
NT/GW/SD/35501J;
NT/GW/DD/3550J;
NT/GW/SD/3550ST/UC,;
NT/GW/SD/35601J;
NT/GW/SD/3560J/UC;
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STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

NT/GW/DD/3560J/UC;
NT/GW/DD/3560J;
NT/GW/SD/3560ST/UC;
NT/GW/SD/3570J;
NT/GW/SD/3570J/UC;
NT/GW/SD/3570ST/UC;
NT/GW/DD/3570J;
NT/GW/SD/3845J/UC;
NT/GW/DD/38100J/UC;
NT/GW/SD/38100J;
NT/GW/SD/38100J/UC;
NT/GW/DD/38100J;
NT/GW/SD/38100ST/UC;
NT/GW/SD/38150J;
NT/GW/DD/38150J/UC;
NT/GW/SD/38150J/UC;
NT/GW/DD/381507;
NT/GW/SD/38150ST/UC;
NT/GW/DD/38260J/UC;
NT/GW/SD/38260J;
NT/GW/SD/38260J/UC;
NT/GW/SD/38260ST/UC;
NT/GW/DD/38260J;
NT/GW/SD/3840J;
NT/GW/DD/3840J/UC;
NT/GW/SD/3840J/UC;
NT/GW/DD/3840J;
NT/GW/SD/3840ST/UC;
NT/GW/DD/3845J/UC;
NT/GW/DD/38450J/UC;
NT/GW/SD/38450J;
NT/GW/SD/38450J/UC;
NT/GW/DD/384507;
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STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

NT/GW/SD/38450ST/UC;
NT/GW/SD/3845J;
NT/GW/SD/3845ST/UC;
NT/GW/DD/38457;
NT/GW/DD/3850J/UC;
NT/GW/SD/38501J;
NT/GW/SD/3850J/UC;
NT/GW/DD/3850J;
NT/GW/SD/3850ST/UC;
NT/GW/SD/38601J;
NT/GW/DD/3860J/UC;
NT/GW/SD/3860J/UC,;
NT/GW/DD/3860J;
NT/GW/SD/3860ST/UC;
NT/GW/DD/3870J/UC;
NT/GW/SD/38701J;
NT/GW/SD/3870J/UC;
NT/GW/SD/3870ST/UC;
NT/GW/DD/3870J;
NT/GW/SD/40260J;
NT/GW/SD/40450J/UC;
NT/GW/DD/40100J/UC,;
NT/GW/SD/40100J;
NT/GW/DD/40100J;
NT/GW/DD/40150J/UC;
NT/GW/DD/40150J;
NT/GW/SD/401501J;
NT/GW/SD/40150J/UC;
NT/GW/DD/40260J/UC,;
NT/GW/SD/40260J/UC;
NT/GW/DD/402601J;
NT/GW/DD/4040J/UC;
NT/GW/SD/4040J;
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STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

NT/GW/SD/4040J/UC,;
NT/GW/DD/4040J;
NT/GW/SD/4040ST/UC;
NT/GW/DD/4045J/UC;
NT/GW/SD/4045J/UC,;
NT/GW/DD/40450J/UC,;
NT/GW/SD/404501J;
NT/GW/DD/404501J;
NT/GW/SD/4045]7;
NT/GW/DD/4050J/UC;
NT/GW/SD/4050J/UC;
NT/GW/SD/40501J;
NT/GW/DD/4050J;
NT/GW/DD/40601J;
NT/GW/SD/4060J;
NT/GW/SD/4060J/UC;
NT/GW/DD/4060J/UC;
NT/GW/DD/4070J/UC;
NT/GW/SD/4070J/UC;
NT/GW/SD/40701J;
NT/GW/DD/4070J;
NT/GW/SD/4550J/UC;
NT/GW/SD/45100J/UC;
NT/GW/SD/4570J/UC,;
NT/GW/DD/45100J/UC;
NT/GW/SD/45100J;
NT/GW/DD/451001J;
NT/GW/SD/45150J;
NT/GW/DD/45150J/UC;
NT/GW/SD/45150J/UC;
NT/GW/DD/451501J;
NT/GW/DD/45260J/UC,;
NT/GW/SD/45260J/UC;
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STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

NT/GW/SD/45260J;
NT/GW/DD/452601J;
NT/GW/SD/45401J;
NT/GW/SD/4540J/UC;
NT/GW/DD/4540J/UC;
NT/GW/DD/4540J;
NT/GW/DD/4545J/UC;
NT/GW/SD/45450J/UC;
NT/GW/SD/454501J;
NT/GW/DD/454501J;
NT/GW/DD/45457;
NT/GW/SD/45501J;
NT/GW/DD/4550J/UC;
NT/GW/DD/4550J;
NT/GW/DD/4560J/UC;
NT/GW/SD/45601J;
NT/GW/SD/4560J/UC;
NT/GW/DD/45601J;
NT/GW/DD/4570J/UC;
NT/GW/SD/45701J;
NT/GW/DD/45701;
NT/GW/DD/45450J/UC,;
NT/GW/SD/4545]J;
NT/GW/SD/50100J;
NT/GW/DD/50100J/UC;
NT/GW/SD/50100J/UC;
NT/GW/DD/501001J;
NT/GW/SD/501517;
NT/GW/DD/50150J/UC;
NT/GW/SD/50150J/UC;
NT/GW/DD/501501J;
NT/GW/DD/50260J/UC,;
NT/GW/SD/50260J/UC;
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STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

NT/GW/SD/502601J;
NT/GW/DD/50260J;
NT/GW/SD/5040J;
NT/GW/SD/5040J/UC;
NT/GW/DD/5040J/UC;
NT/GW/DD/50401J;
NT/GW/DD/5045J/UC;
NT/GW/SD/5045J/UC,;
NT/GW/DD/50450J/UC,;
NT/GW/SD/50450J/UC;
NT/GW/SD/504501J;
NT/GW/DD/50450J;
NT/GW/DD/50457;
NT/GW/SD/505017;
NT/GW/DD/5050J/UC;
NT/GW/SD/5050J/UC;
NT/GW/DD/5050J;
NT/GW/SD/5061J;
NT/GW/SD/5060J/UC;
NT/GW/DD/5060J/UC;
NT/GW/DD/5060J;
NT/GW/DD/5070J/UC;
NT/GW/SD/5070J/UC;
NT/GW/DD/5070J;
NT/GW/SD/5070J
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