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

S6:  2601481PKLH/HTTB-PKKD  Ha Ngi, ngay 07 thang 05 nim 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 cép 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: May pha rung tim

2. Tén thuong mai (néu cé):

3. M4 Global Medical Device Nomenclature - GMDN (néu c6):

4. Loai thiét biy té TBYT Loai C

5. Tén, dia chi cua chu s& hitu thiét bi y té: Shenzhen Comen Medical Instruments

Co., Ltd., Floor 10, Floor 11 and Section C of Floor 12 of Building 1A & Floor 1 to

Floor 5 of Building 2, FIYTA Timepiece Building, Nanhuan Avenue, Matian Sub-

district, Guangming District, Shenzhen, Guangdong, 518106, CHINA

6. Tén, dia chi ctia cht s& hitu s6 luu hanh: CONG TY TNHH THIET BI Y TE

THANH PHAT, S6 44, ngach 378/39 Ph6 Thuy Khué, Phuong Tay Ho, Thanh phd

Ha Noi.

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; M san pham; Quy cach dong gbi; Tén

co s& san xuat; Dia chi co s& san xuit va Nude 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 TNHH THIET BI Y TE
THANH PHAT;

- 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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PHU LUC PINH KEM

1. Muc dich sir dung:

May theo ddi duoc sir dung dé pha rung tim bang tay, pha rung tim AED, tao nhip va theo d61 ECG 3 chuyen dao hodc 5 chuyén dao, theo ddi
SpO2, do NIBP va theo doi EtCO2. Pha rung tim bing tay cho phép chuyén nhip dong bo. Monitor ¢6 thé duoc sir dung trong bénh vién, xe ctru
thuong, hién truong cap ctru va nhirng noi khac va chi co thé duoc sir dung boi nhén vién y té ¢o trinh do da dugc dao tao vé van hanh thiét bi,
duoc dao tao vé hd tro su séng co ban, hd tro tim nang cao. Phé rung tim bang tay phil hop voi bénh nhén bi rung that va nhip nhanh that. Pha rung
tim AED phu hop véi bénh nhan nguing tim trén 8 tudi da mat phan ung, khong thd hodc co biéu hién thd bat thuong. Tao nhip dugc st dung dé
diéu tri bénh nhan bi nhip tim cham. Chtrc nang theo doi dugc sir dung dé theo doi cac dau hiéu sinh ton ciia bénh nhan & nguodi 1on, tré em hoac
tré so sinh. Thong tin theo ddi c6 thé dugc hién thi, xem lai, luu trit va in.

Trong diéu kién str dung binh thuong, ngudi van hanh nén ding cach man hinh (monitor) khoang 1 mét.

2. Tén, dia chi co sé bao hanh:

Tén co s¢ bao hanh: Cong ty TNHH Thiét bi y t€ Thanh Phat ‘ ,

Pia chi co sé’r bao hanh: So6 44, ngach 378/39 Phé Thuy Khué, Phuong Tay HO, Thanh pho Ha Noi
Dién thoai c6 dinh: 0919120983 Dién thoai di dong: 0919120983

3. Thong tin chi tiét thiét bi y té:

uy cach n . L .
Q, y cast Tén co s& Dia chi co s& o . ;
dong goi . £ . e Nuwdc san xuat

£ . san xuat san xuat
(N€éu c¢0)

Ma sian pham

STT| Tén thiét biy te Ching loai (Néu c6)

Floor 1-4 &
Floor 10, No.3
Factory,
Building 2,
Shenzhen Phase 4 of No.4
, , . Comen Medical | Industrial Zone
I | Méy phd rung tim | 5 Instruments (formerly known CHINA
Co., Ltd. as Hengshou
Science and
Technology
Park),
Heshuikou
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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

Community,
Martian Sub-
district,
Guangming
District,
Shenzhen,
Guangdong
Province,
518106

May pha rung tim

S8

Shenzhen
Comen Medical
Instruments
Co., Ltd.

Floor 1-4 &
Floor 10, No.3
Factory,
Building 2,
Phase 4 of No.4
Industrial Zone
(formerly known
as Hengshou
Science and
Technology
Park),
Heshuikou
Community,
Martian Sub-
district,
Guangming
District,
Shenzhen,
Guangdong
Province,
518106

CHINA
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