SOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

TP HO CHi MINH Poc lap - Tu do - Hanh phic

THONG TIN

Ho so cong bo tiéu chuan ap dung cia thiét bj y té thudc loai B

S6 cong bd: 260001676/PCBB-HCM
Ngay cong bo: 03/06/2026

1. Tén co s& cong bé: CONG TY TNHH CONG NGHE POI MOI ROOT
(VIET NAM) ,
2. bia chi: Tang M, Toa nha More Building, s6 36 Mac Binh Chi, Phuong

Tan Pinh, Thanh phd HO Chi Minh

3. S6 vin ban cuia co so: 03/CBB- ROOT Ngay: 02/06/2026
4. Thiét bi y té thudc loai B

Tén thiét bi y té: May hit sira

Tén thuong mai (néu co):

M3 Global Medical Device Nomenclature — GMDN (néu co):
Chung loai: Theo phu luc

M3 san pham (néu co):

Theo phu luc

Quy céch dong goi:

Muc dich su dung: May hut stra ranh tay Momcozy duoc thiét ké dé phu nir
nudi con bang stra me su dung dé hat va lay stra tir bau nguc. Thiét bi chi danh
cho mot ngudi st dung.

Tén co s& san xuat: Theo phu luc

Dia chi co s6 san xuat: Theo phu luc

Tiéu chuan chét luong san pham ap dung: Theo tiéu chuan nha san xuét

5. Ddi véi thiét bi y té chtra chat ma tay, tién chét (néu c6):

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

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

bia chi chu sé hitu: #2-201, Floor 2, Hasee Computer Building, No.2 Beier
Rd, Bantian Street, Longgang, Shenzhen, Guangdong, 518129, CHINA

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



Tén co sé: CONG TY TNHH CONG NGHE POI MOI ROOT (VIET NAM)

bia chi: Téng M, Toa nha More Building, s6 36 Mac Dinh Chi, Phuong Tan
Pinh, Thanh phé H6 Chi Minh

Pién thoai ¢b dinh: +15820855259 Dién thoai di dong: +15820855259
8. S6 cong bd du diéu kién san xuat di vé6i thiét bi y té san xuit trong nudc:
9. Thanh phan hd 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 te bang tiéng Viét, kém theo X

tai liu ky thuat mo ta chirc nang, thong sO k¥ thuat cua thiét b 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 " . . . .
STT| Tén thiet biy te Chiing loai Ma oan plrlam dong goi Tfn co 0 D;aochl co S0 Nuée san xuat
(Néu co) £, san xuat san xuat
(Néu c0)
#2-201, Floor 2,
Hasee Computer
M5, Shenzhen Root Bu}ldlng, No.2
Mav hat si MS5-A, I i Beier Rd,
1 ay hut sua M5-B, nnovation Bantian Street, | CHINA
Technology
Ms5-C Longgang,
Co., Ltd.
Shenzhen,
Guangdong,
518129
#2-201, Floor 2,
S9 Pro-A, Shenzhen Root | o™ g, .
Méy hut sit S9 Pro-B Innovati Beier Rd,
2 ay hut sta ro=5s nnovation Bantian Street, |[CHINA
S9 Pro-C, Technology Loneoan
S9 Pro-D Co., Ltd. EEans,
Shenzhen,
Guangdong,
518129
#2-201, Floor 2,
S12 Pro-A, Shenzhen Root | o™ &, .
Méy hut sit S12 Pro-B Innovati Beier Rd,
3 ay hut sua ro=5, nnovaton Bantian Street, | CHINA
S12 Pro-C, Technology Loneoan
S12 Pro-D Co., Ltd. EEans,
Shenzhen,
Guangdong,
518129




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng goi Tencoso | Diachicose | o0 cin xudt
(Néu co) £, san xuat san xuat
(Néu cd)
#2-201, Floor 2,
BP311-A, Shenzhen Root B:ier R%l’ 0
May hut sira BP311-B, Innovation Bantian Street, | CHINA
BP311-C, Technology L
BP311-D Co., Lid. ONEEAnE,
Shenzhen,
Guangdong,
518129
#2-201, Floor 2,
BP223-A, Shenzhen Root B:ier R%l’ 0
5 May hut sira BP223-B, Innovation Bantian Street, | CHINA
BP223-C, Technology L
BP223-D Co., Lid. ONEEAnE,
Shenzhen,
Guangdong,

518129




