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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: 260001684/PCBB-HN
Ngay cong bod: 29/05/2026

1. Tén co s& cong bé: CONG TY TNHH CONG NGHE VA DICH VU THAI
BINH DUONG

2. Pia chi: Thon Lai Tao, Xa Phuic Son, Thanh phé Ha N1

3. S6 vin ban cua co so: 0526-TBD/CAMI Ngay: 29/05/2026
4. Thiét bi y té thudc loai B

Tén thiét bi y té&: May hut dich

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: May h}it dich duoc su durlg dé hat loai bo dich ph,e:lu thuat,
mo, khi va cac dich co thé trong qué trinh phau thuat va tha thuat y té.

Tén co s& san xuat: Theo phu luc

Dia chi co s san xuét: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: ISO 13485:2016, CE

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¢ htru: CA-MI S.R.L

bia chi chu sé hitu: Via Ugo La Malfa. 13 Frazione Pilastro 43013
Langhirano (PR) ITALY, ITALY

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

Tén co s¢: Cong ty TNHH Cong nghé va Dich vu Théi Binh Duong



Dia chi: Thon Lai Tédo, Xa Phuc Son, Thanh phé Ha N61

Pién thoai ¢b dinh: 0919569955  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.

8 | Tai liéu khac (néu co) X




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

< = Z Quy cach R . . v .
STT| Tén thiét biy té Chiing loai Ma oan plrlam dong goi Tfn o p o D;aochl cg S0 Nudc san xuit
(Néu co) £, san xuat san xuat
(Néu c0)
RE 410356, RE 410356/39,
RE410356/56,
RE410356/58,
RE410356/59,
RE410356/62, RE
410356/27, RE 410356/02,
RE 410356/40, RE Via Ueo La
410356/38, RE 410356/54, Malfag13
RE 410356/60, RE Frazic;ne Pilastro
1 | May hut dich NEW HOSPIVAC 350 410356/63, RE 410356/29, CA-MIS.R.L ITALY
43013
RE 410356/09, RE Langhirano (PR)
410356/01, RE 410356/41, TALY
RE 410356/55, RE
410356/43, RE 410356/61,
RE 410356/64, RE
410356/28, RE 410356/30,
RE 410350, RE 410350/36,
RE 410350/40, RE
410350/48, RE 410350/57
Via Ugo La
RE 410250, RE 410250/16, Malfa, 13
2 | My hat dich ASKIR C30 55)3;8/2053/ IIS’EIZ]I:OZ 50715, CA-MIS.R.L ige(l)zllgne Pilastro | 1 papy
RE 410250/14 Langhirano (PR)
ITALY
BR RE 410251, BR RE Via Ugo La
3 |May hut dich ASKIR C30 BR 410251/03, BR RE CA-MISR.L |Malfa, 13 ITALY

410251/01, BRRE

Frazione Pilastro




Ma san pham

Quy cach

Tén co sé

Dia chi co s&

STT| Tén thiét biy té Chung loai (Néu c6) dorilg goi san xut san xult Nudc san xuat
(Néu cd)
410251/04, BR RE 43013
410251/06, BR RE Langhirano (PR)
410251/05 ITALY
RE 410350, RE 410350/36,
RE 410350/40, RE
410350/48, RE 410350/57,
RE 410350/60, RE
410350/08, RE 410350/27,
RE 410350/09, RE Via Ugo La
410350/37, RE 410350/46, Malfa, 13
e 1 RE 410350/39, RE Frazione Pilastro
4 | May hut dich NEW HOSPIVAC 400 410350/58, RE 410350/61, CA-MISR.L 43013 ITALY
RE 410350/03, RE Langhirano (PR)
410350/28, RE 410350/01, ITALY
RE 410350/38, RE
410350/33, RE 410350/47,
RE 410350/59, RE
410350/62, RE 410350/11,
RE 410350/25
Via Ugo La
RE 410400, RE 410400/03, gzlzfii’nljpﬂas o
5 | May hut dich NEW HOSPIVAC BR RE 410400/01, RE CA-MIS.R.L 43013 ITALY
410400/02 Langhirano (PR)
ITALY
Via Ugo La
RE 310001, RE galﬁa’nl 3Pﬂ o
6 |May hat dich NEW ASPIRET 310001/01, RE 310002, RE CA-MISRL | [3#0one PHastOipary

310002/01

43013
Langhirano (PR)
ITALY




Ma san pham

Quy cach

Tén co sé

Dia chi co s&

STT| Tén thiét biy té Chiing loai (Néu ¢6) déng goi san xult <An xult Nude san xuét
(Néu cd)
RE 310100/12, RE X;:lgg‘f;a
310100/13, RE 310100/64, Frazi(;ne Pilastro
7 | May hut dich NEW ASKIR 20 RE 310100/70, RE CA-MIS.R.L 43013 ITALY
310101/12, .
RE 310101/13 Langhirano (PR)
ITALY
RE 310100/02, RE
310100/03, RE 310100/74,
RE 310100/63, RE
310101/02, RE 310100/53, Via Ugo La
PROXIMITY RE Malfa. 13
310100/55, PROXIMITY Frazio’ne Pilastro
8 | May hut dich NEW ASKIR 30 RE 310100/56, CA-MIS.R.L 43013 ITALY
PROXIMITY RE Langhirano (PR)
310100/75, PROXIMITY ITALY
RE 310100/62,
PROXIMITY RE
310101/03, PROXIMITY
RE 310101/04
BR RE 410200/03, BR RE
410200/09, BR RE Via Ugo La
410200/10, BR RE 410201, Malfa, 13
L BR RE 410201/01, BR RE Frazione Pilastro
9 | May hut dich NEW ASKIR 36BR 410200/13, BR RE CA-MISR.L 43013 ITALY
410200/14, BR RE Langhirano (PR)
410201/04, BR RE ITALY
410201/05
RE 410205, RE 410205/01, Via Ugo La
. RE 410205/04, RE Malfa, 13
10 | May hut dich NEW ASKIR 36 LI-ION ’ CA-MIS.R.L |Frazione Pilastro | ITALY

410205/05, RE 410205/02,
RE 410205/03

43013
Langhirano (PR)




Ma san pham

Quy cach

Tén co sé

Dia chi co s&

STT| Tén thiét biy té Chiing loai (Néu ¢6) déng goi san xult <An xult Nude san xuét
(Néu cd)
ITALY
12V BR RE 310211, 12V
BR RE 310211/01, 12V Via Uso La
BR RE 310211/06, 12V Malfagl ;
BR RE 310211/03, 12V Frazi(;ne Pilastro
11 | May hat dich NEW ASKIR 230/12V BR |BR RE 310211/04, 12V CA-MI S.R.L ITALY
43013
BR RE 310211/12, 12V Langhirano (PR)
BR RE 310211/13, 12V TALY
BR RE 310211/14, 12V BR
RE 310211/15
BASIC RE 410171, BASIC
RE 410171/02, BASIC RE
410171/03, BASIC RE
410171/01, BASIC RE
410170, BASIC RE
410170/02, BASIC RE Via Ugo La
410170/01, BASIC RE Malfa, 13
12 | May hit dich NEW ASKIR 118 410171/04, BASIC RE CA-MISRL |Frazione Pilastro |\, ;5

410171/07, BASIC RE
410171/06, RE 410151,
RE 410151/01, RE
410151/05, RE 410151/02,
RE 410150, RE 410150/01,
RE 410150/05, RE
410150/02

43013
Langhirano (PR)
ITALY




