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THONG TIN

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

S6 cong bd: 260001348/ PCBB-HN
Ngay cong bo: 04/05/2026

1. Tén co so cong bé: CONG TY TNHH KINH DOANH THIET BI THAI
SON

2. bia chi: Tang 4, s6 nha 46 khu C, ngd 4 duong Phtt My, Phuong Tir Liém,
Thanh phd Ha Noi

3. S6 vin ban cua co so: 02-2026/CBB-TS Ngay: 04/05/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Hé thong khi y té

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: Dung dé cung cap khi y té bénh vién.

Tén co s& san xuat: Theo phu luc

Dia chi co s san xuét: Theo phu luc

Tiéu chudn chat luong san pham ap dung: Tiéu chuan EC (MDD): 93/42/EEC
5. D6i véi thiét bi y té chtra chat ma tay, tién chét (néu c6):

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

Tén chu s& hiru: Schonn Medizintechnik GmbH

Dia chi chu sé hiru: Helena-Rubinstein-Stral3e 4, 40699 Erkrath, GERMANY
7. Thong tin vé co s& bao hanh (néu co):

Tén co s6: CONG TY TNHH KINH DOANH THIET BI THAI SON

Dia chi: Tang 4, s6 nha 46 khu C, ngd 4 dudng Phu My, Phuong Tir Liém,



Thanh phd Ha Nbi

Pién thoai ¢b dinh: 02462597997 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 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
doi vaoi thiét bi y té nhap khau.




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

. - X Quy cach " . ) ., .
STT| Tén thiét biy té Chiing loai Ma san plrlam d(')l)l]g go0i Tfn co 2o D;aochl co 5o Nuéc san xuit
(Néu co) (Néu c6) san xuat san xuat
Helena-
Bo cung cap khi y AMS 3000 Schonn Rubinstein-
1 [t trung tdm Medizintechnik | Strae 4, 40699 | GERMANY
GmbH Erkrath,
Germany
SMAPL-nG2;
SMAPL-nG3;
SMAPLnG4;
SMAPL-nG5;
SMAPL-nG7,
Trung tam cép Khi SMAPL-nG11 SMAPL- ) Helgna- '
nén y t iva phu nG15; Scho.nr.l . Rubinstein-
2 Kien di kém ; SMAPL-nG18 SMAPL- Medizintechnik | Strae 4, 40699 | GERMANY
: nG22; GmbH Erkrath,
SMAPL-nG26; Germany
SMAPLnG30;
SMAPL-nG37;
SMAPL-nG45.
Trong do n=2,3.4
SMVPL-nX10M;
SMVPL-nX16M;
Trung tdm cap khi SMVPL-nX20M; ) Helgna- .
hat y & va phu SMVPL-nX25M; SChO.IlI.l . Rubinstein-
3 Kian di kem SMVPL-nX40M:; Medizintechnik | Straf3e 4, 40699 | GERMANY
' SMVPL-nX63M; GmbH Erkrath,

SMVPL-nX100M;
SMVPL-nX165M;

Germany




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

SMVPL-nX205M;
SMVPL-nX255M;
SMVPL-nX305M;
SMVPL-nX400M;
SMVPL-nX630M. Trong
don=23,4

O dau ra khiy té
(Okhiyt)o.
Trong d6: a c6 thé

ey o Surface type; Helena-
}2 4C dc loai khi: O2, Wall mounted type; Schonn Rubinstein-
4 A7’ v Jig plate type; Medizintechnik | StraBe 4, 40699 | GERMANY
CcO2 ’ Pendant type GmbH Erkrath,
N20. Germany
AGSS...
Hop nhya am Helena-
tlIé)I‘I)l cho & dAu ra Surface Type Mounting Schonn Rubinstein-
B B Box Medizintechnik | Strafe 4, 40699 | GERMANY
y GmbH Erkrath,
Germany
SC 2015;
DK 2014;
) DK 2014-M;
Hop dau givong HY 2017- ’ Helena-
capkhiy €&/ HOp |y 20171DS' Schénn Rubinstein-
6 cht’ra daurakhiy HY 2017-D: ’ Medizintechnik | StraBe 4, 40699 | GERMANY
te MD-2014: ’ GmbH Erkrath,
HEADWALL: Germany
EUROCARE;

EUROCARE-D;




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

SM-I-CARE;
SM-ICARE-DS;
SM-I-CARE-HD;
FLATWALL;

MD 201 WALL TRUNK;
WALL MODULE Code:
S90-401-0xy;
S90-402-0xy;
S90-403-0xy;
S90-404-0xy;
S90-405-0xy;
S90-406-0xy;
S90-425-0xy;
S90-426-0xy;
S90-427-0xy;
S90-428-0xy;
S90-429-0xy;
S90-430-0xy. Trong d6 xy
=45,60,90,120 cm

Hop van khu vuc
cho N loai khi (o,
B,

Ys

...) (trong do: a,
B,

(.

... cothélacac
loai khi: O,

A4,

A7,

V’

CO2,

Valve Box

Schonn
Medizintechnik
Gmb

Helena-
Rubinstein-
Stralle 4, 40699
Erkrath,
Germany

GERMANY




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng gbi Tencoso | Diachicoso | o0 can xubt
(Néu co) (Néu c6) san xuat san xuat
N20...)
Hop van khu vuc
kém bdo dong cho
N loai khi (o,
P,
y’ J4
...) (trong do: a, Helena-
B, HST 100; N .
v HST 200 Scho.m.] . Rubinstein-
8 |V iz ’ Medizintechnik | Stra3e 4, 40699 | GERMANY
... co thé la cac C2200
loai khi: O, GmbH Erkrath,
A4, Germany
AT,
Vv,
CcO2,
N20...)
B0 bao dong trung
tam cho N loai khi
(a,
P,
Y, Oxygen Plant;
...) (trong do: a, Nitrous Oxide Plant; Helena-
B, Medical Air Plant; Schonn Rubinstein-
9 Y, Medical Vacuum Plant; Medizintechnik | Strale 4, 40699 | GERMANY
. c6 thé 1a cac Medical Gas Area Alarm GmbH Erkrath,
loai khi: O, Panel Germany
A4,
A7,
v

CO2,




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

N20...)

Pau cam nhanh

khiy té o (trong
do: o co thé 1a cac
loai khi: O2, Helena-
A4, Prob Schonn Rubinstein-
10 |A7, robe Medizintechnik | StraBe 4, 40699 | GERMANY
VAC, GmbH Erkrath,
CO2, Germany
N20,
AGSS..))
B6 luu luong ké ) Hele_na- .
kem binh 14 o Fl ¢ Schonn Rubinstein-
1] |gxykembimhiam | Lxygen Hlowmeter Medizintechnik | StraBe 4, 40699 | GERMANY
am GmbH Erkrath,
Germany
Bo hut dich treo
. NN Helena-
tuong/ Bo di€u " .
hinh 4p luc hat v Reoulat Schonn Rubinstein-
pp |Shmhap fue i acuum Beguiator Medizintechnik | StraBe 4, 40699 | GERMANY
kém binh chtra
. GmbH Erkrath,
dich
Germany
B§ hut dich di Schonn Eﬁ;ﬁ;ein_
13 gfg%’; Xe hatdich | SCTR-2018 Medizintechnik | StraBe 4, 40699 | GERMANY
ong GmbH Erkrath,
Germany
Cénh tay khi SACP 90; Schonn Helena-
14 SHSP 90; Medizintechnik | Rubinstein- GERMANY




Germany

- z Quy cach " . . ) .
Tén thiet bi y te Ching loai Ma oan plrlam dong goi T?n o b o D!afhl cg 50 Nuwée san xuat
(Néu co) £, san xuat san xuat
(Néu cd)
SHTP 90;
SMSP 90; StraBBe 4, 40699
SMTP 90; GmbH Erkrath,
SDAP 90




