SO'Y TE HA NOI CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap - Tu do - Hanh phuc

THONG TIN

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

S6 cong bd: 260001044/PCBB-HN
Ngay cong bo: 06/04/2026

1. Tén co s& cong bé: CONG TY CO PHAN THUONG MAI HOMECARE
VN

2. Pia chi: S6 403 Giai Phong, Phuong Tuong Mai, Thanh phé Ha Noi
3. S6 vin ban cua co sd: 06/2026/CBB-HCVN Ngay: 05/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Hé thng do da ki gidc ngt

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 cach dong goi:

Muc dich str dung: St dung dé ghi, hién thi va luu trir cac thong s sinh 1y
sinh hoc; duoc sir dung nhu mot hé thong da ky glac ngu (Polysomnography -
PSG) nhim ho trg bac si trong viéc danh gia va chan doan cac rdi loan lién
quan dén gidc ngi.

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuit: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: EU Quality Management
Certificate, EC Declaration of Conformity, EC Declaration of Conformity
5. B6i voi thiét bi y t€ chira chat ma ty, tién chat (n€u co):

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

Tén chu sé httu: SOMNOmedics AG

bia chi chu sé hitru: Am Sonnenstuhl 63, 97236 Randersacker, GERMANY
7. Thong tin vé co s& bao hanh (néu co):



Tén co so: Cong ty Co phan Thuong mai Homecare VN

Dia chi: S6 403 Giai Phong, Phudng Tuong Mai, Thanh phé Ha Noi

Dién thoai ¢d dinh: 0911699116  Dién 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 tidu chuan ap dung cua thiét bi y té thudc loai B. 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 Giéy ching nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so X
doi vaoi thiét bi y té nhap khau.

8 | Tai liéu khac (néu c6) X




PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE

. 2 2 Quy cach n . . , .
STT| Tén thiet biy te Chiing loai Ma san plrlam dong goi Tfn co 2o D;aochl co 5o Nudc san xuat
(Néu co) (Néu c6) san xuat san xuat
A 1 X , . | Am Sonnenstuhl
p |Hethongdodaki | g\ NG HD Eeo SOMNOmedic | ¢ 97536 GERMANY
giac ngu s AG
Randersacker
g‘&% gg‘n“hafhi“gé CNSAC Bicbelrieder
2 | théne do da ki oi4c | SENIISA Medshop Str.42,97288 | GERMANY
ne & GmbH Theilheim
ngu
1?1?1?/ ffl‘inéﬁp o CNSAC Bicbelrieder
3 | cho cam bfén ; SEN118A Medshop Str.42,97288 | GERMANY
P cam BICh ap GmbH Theilheim
suat & nguoi lon
Gel mai mon da Weaver and 565. Nucla Way, UNITED
4 Nubre SENO030 Compan Unit B, Aurora, STATES
Prep pany CO 80011-9319
Kem dién cuc Weaver and 565. Nucla Way, UNITED
5 TEN20 SENO032 Compan Unit B, Aurora, STATES
pany CO 80011-9319
Cgip tin hif::u IQi
o whog 36 trong 13700 Ist
6 | i vaahio tim | SEN212, SEN 217, NONIN Avenue North | UNITED
b | SEN218 Medical Inc. | Plymouth, MN | STATES
sopolcualtle 55441-5443
thong do da ki giac
ngu
; Day dien cycdd | F-E5GH-30, F-E5SGH-48, Natus 3150 Pleasant | UNITED
gan dau noi dung | F-E5GH-12 Neurology Inc | View Road, STATES




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)
cho may do da ki Ml.ddleto_n
Ac ng Wisconsin
8 53562
A .o, CNSAC Biebelrieder
8 gj‘g d;‘l‘éﬁgnmay gggggg Sgggg; Medshop Str.42,97288 | GERMANY
g e : GmbH Theilheim
Day cap dién nbi CNSAC Biebelrieder
9 | danh cho dién cyc Eg(—)lggg?goﬂ, BT- Medshop Str.42,97288 | GERMANY
dung mat lan GmbH Theilheim
Ginsterweg 7A,
. . 23795 Bad
Day cap dién cua GVB-geliMED
10 dién cye EEG SEN400 GmbH Segeberg, GERMANY
Schleswig
Holstein
Eemagine Gubener Strafle
Day cap dién cua Medical 47,10243
H dién cuc EEG SEN430 Imaging Berlin, GERMANY
Solution GmbH | Deutschland
Pién cyuc di gin MTG Imiella Oelsnitzer
12 | dau nbi dung mét SEN020, SEN020A, Medizintechnik | Stra3e 10, 09385 | GERMANY
A SEN020B
lan e.K. Lugau
Cam bién nd luc . | Am Sonnenstuhl
13 | (RIP) khong kém | NGS050, NGS052 SOMNOmedic | (3 97736 GERMANY
A . s AG
day dai Randersacker
Cam bién
. NGS070, NGS071, . | Am Sonnenstuhl
14 1: lfg\ggﬁgndagg NGS076, NGS077, S%momedlc 63, 97236 GERMANY
¢ 0N NGS072, NGS073 Randersacker
da ki gidc ngu
15 |[Cam bién chuyén |[NGS170 SOMNOmedic | Am Sonnenstuhl | GERMANY




Ma san pham

Quy cach

Tén co sé

Dia chi co s&

STT| Tén thiét biy té Chung loai (Néu c6) ?13125 f((’)))l san xut san xult Nudc san xuat
dong co bao gém s AG 63, 97236
do tu thé co theé Randersacker
Cam bién ECG .| Am Sonnenstuhl
16 |danh cho H¢ thong Egggg?’ NGS100, Si“émomedlc 63, 97236 GERMANY
do da ki giac ngu Randersacker




