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 ciia thiét bi y té thudc loai A

S6 cong bd: 260000906/PCBA-HCM
Ngay cong bo: 02/06/2026

1. Tén co s& cong bé: CONG TY TNHH CHINH HINH VIET bUC HO CHI
MINH

2. Pia chi: 210 Bui Van Ba, Phuong Tan Thuén, Thanh phé H6 Chi Minh
3. S6 vin ban cua co so: 01-2026/CBA Ngay: 26/05/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té: Tay gia

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 ’sﬁ’ dung: 12 mot ,thiét b1 ho tro thay thé mC)t’ phﬁn cac phl'rc néqg Cl‘ﬁ.a
chj, bi thiéu hodc c¢6 khuyét tat bam sinh, nham bu dap cho khiém khuyét vé
tham my va chiic nang

Tén co s& san xuat: Theo phu luc

Dia chi co s6 san xuat: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: 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 hiru thiét bi y té:

Tén chu s¢ hiru: Limited Liability Company ((Motorica))

Dia chi chu s& hiru: 109316, Russian Federation, Moscow, Intracity territory
of the city, Pechatniki Municipal District, Volgogradsky Ave., 42, building 5,
room 1H, RUSSIAN FEDERATION

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



Tén co s¢: CONG TY TNHH CHINH HINH VIET BUC HO CHI MINH
Dia chi: 210 Bui Vin Ba, Phuong Tan Thuén, Thanh phd HO Chi Minh
Dién thoai ¢d dinh: 0969902102  Pién thoai di dong:

8. S6 cong bd du diéu kién san xuat di véi thiét bi y té san xuit trong nudc:
9. Thanh phéan ho so:

1 | Van ban cong bé tiéu chuan ap dung cua thiét bi y té thudc loai A. X
2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy uy quyén cta chi s¢ hiru 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 liéu k¥ thuat mo ta chirc nang, thong sO k¥ thuat cua thiét bi y té
do chu s¢ hitu thiét bi y té ban hanh.

6 | Gidy chirg nhan hop chuan hoic ban tiéu chuan ma chu sé hitu thiét |

bi y t€ cong bo ap dung
7 | Tai liéu huéng dan st dung cta thiét bi y té X
8 | MAu nhin thiét bj y té X

9 Giéy chirng nhén luu hanh ty do con hi¢u lyc tai thoi diém ndp ho so X
doi voi thiét bi y t€ nhap khau.
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CONG | 210 Bui
TY Van Ba,
Limited Limited TNHH Phuong
Liability Liability CHINH | Tan
1 | Tay gia CYBI-F Active Company Company HINH Thuén,
((Motorica)), ((Motorica)), | VIET TP Ho
Russia Russia PUC HO | Chi
CHI Minh,
MINH Viét Nam
CONG | 210 Bui
TY Van Ba,
Limited Limited TNHH Phuong
Liability Liability CHINH | Tan
2 | Tay gia :;/I ANIFESTO- Company Company HINH Thuén,
((Motorica)), ((Motorica)), | VIET TP Ho
Russia Russia PUC HO | Chi
CHI Minh,
MINH Viét Nam
CONG | 210 Bui
TY Van Ba,
Limited Limited TNHH Phuong
Liability Liability CHINH | Tan
3 | Tay gia :YI(SA‘ NIFESTO- Company Company HINH Thun,
((Motorica)), ((Motorica)), | VIET TP HoO
Russia Russia PUC HO | Chi
CHI Minh,
MINH Viét Nam
CONG | 210 Bui
TY Van Ba,
Limited Limited TNHH Phuong
Liability Liability CHINH | Tan
4 | Tay gia INDY-EP Company Company HINH Thuén,
((Motorica)), ((Motorica)), | VIET TP H)
Russia Russia PUC HO | Chi
CHI Minh,
MINH Viét Nam




CONG | 210 Bui
TY Van Ba,
Limited Limited TNHH Phuong
Liability Liability CHINH | Tén
Tay gia :\E/II;A‘ NIFESTO- Company Company HINH Thuén,
((Motorica)), ((Motorica)), | VIET | TP Ho
Russia Russia PUC HO | Chi
CHI Minh,
MINH Viét Nam
CONG | 210 Bui
TY Van Ba,
Limited Limited TNHH Phuong
Liability Liability CHINH | Tén
Tay gia CYBI-H Company Company HINH Thuén,
((Motorica)), ((Motorica)), | VIET TP Ho
Russia Russia PUC HO | Chi
CHI Minh,
MINH Viét Nam
CONG | 210 Bui
TY Van Ba,
Limited Limited TNHH Phuong
Liability Liability CHINH | Tan
Tay gia CYBI-T Company Company HINH Thuén,
((Motorica)), ((Motorica)), | VIET TP Ho
Russia Russia PUC HO | Chi
CHI Minh,
MINH Viét Nam
CONG | 210 Bui
TY Van Ba,
Limited Limited TNHH Phuong
Liability Liability CHINH | Tén
Tay gia INDY-H Company Company HINH Thuén,
((Motorica)), ((Motorica)), | VIET TP Ho
Russia Russia PUC HO | Chi
CHI Minh,
MINH Viét Nam
CONG | 210 Bui
TY Van Ba,
Limited Limited TNHH Phuong
Liability Liability CHINH | Tén
Tay gia MANIFESTO' Company Company HINH Thuén,
((Motorica)), ((Motorica)), | VIET TP HO
Russia Russia PUC HO | Chi
CHI Minh,
MINH Viét Nam




