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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: 260000014/PCBB-DPNa
Ngay cong bo: 16/04/2026

1. Tén co s cong bd: CONG TY TNHH ICT VINA

2. bia chi: Lo A18-1, A19, Puong sb 12, Khu cong nghé cao Pa Ning,
Phuong Lién Chiéu, Thanh phd Pa Néng

3. S6 vin ban cua co so: 09-2026/ICTVINA-CBB Ngay: 09/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Dung cu lay d4u ring va tro gitip phuc hinh ring nhan tao
(Dong SuperLine)

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 v

Quy cach dong goi: Pong san pham vao 1o nhya, sau d6 dong gbi vao thi kin
(tai l[am tir vat licu: PET+AL+LLDP E) o

Muc dich su dung: Bugc str dung nhu mét cong cu lay dau va trg gitip trong
phuc hinh rang gid, chi st dung trong khodng thoi gian ngan dé ho trg

Tén co s& san xuat: Theo phu luc

Dia chi co s san xuét: Theo phu luc

Tiéu chuan chét luong san pham ap dung: TCCS 06-5:2025/ICTVN

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: CONG TY TNHH ICT VINA

Dia chi chu sé hiru: Lo AIS-I, Al9, Qu’(‘mg s6 12, Khu Cong nghé cao ba
Nang, phuong Lién Chi€u, Thanh ph6 Ba Nang, VIET NAM

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



8. S6 cong bo du diéu kién san xuat doi véi thiét bi y té san xuat trong nudc:
230000002/PCBSX-bNa
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 | Két qua danh gia cac thong s6 hoa, 1y, vi sinh va cic thong so khac do|
co s& du diéu kién theo quy dinh ctia phap luat vé danh gia su phu
hop cip hodc Gidy chirng nhan danh gia chét luong do co quan c6
tham quyén cua Viét Nam cap doi véi TBYT chan doén in vitro
(TBYT san xuat trong nudc)

8 | Tai liéu khac (néu co) X




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

STT

Tén thiét bi y té

Chung loai

M3 san phim
(Neéu co)

Quy cach
dong goi
(Néu cé)

Tén co sé
san xuat

Dia chi co so
san xuat

Nuwde san xuat

Dung cu lay dau
rang va trg giip
phuc hinh rang
nhan tao (Dong
SuperLine)

Impression coping Pick-up

DPU4011HE(1);
DPU4015HE(1);
DPU4511HE(1);
DPU4515HE(1);
DPUS5511HE(1);
DPU5515HE(1);
DPU6511HE(1);
DPU6515HE(1);
DPU4011HL(1);
DPU4015HL(1);
DPU4511HL(1);
DPU4515HL(1);
DPU5511HL(1);
DPU5515HL(1);
DPU6511HL(1);
DPU6515HL(1);
DPU401INE(1);
DPU4015NE(1);
DPU451INE(1);
DPU4515NE(1);
DPU551INE(1);
DPU5515NE(1);
DPU6511NE(1);
DPU6515NE(1);
DPU4011NL(1);
DPU4015NL(1);
DPU4511INL(1);
DPU4515NL(1);
DPU5511NL(1);

DPong san phdm
vao lo nhua, sau
do6 dong goi vao
tai kin (tai lam
tur vat liéu:
PET+AL+LLD
PE)

CONG TY
TNHH ICT
VINA

Lo A18-1, A19,
Puong s6 12,
Khu cong ngh¢
cao Pa Nang,
Phuong Lién
Chiéu, Thanh
phd Pa Ning

VIET NAM




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng goi Tencoso | Diachicose | o0 cin xudt
(Néu co) 02, san xuat san xuat
(Néu cd)
DPUSS15NL(1);
DPUG6511NL(1);
DPUG6515NL(1);
Dung cu 4y ddu Dong san pham Lo Al8-1, A19,
rang va trg gitp . . SPU45BL(1); vao lo nhu’q, sau A Dudng s6 12,
hue hinh r3n Screw Impression coping SPU45SL (1)_’ do6 dong goi vao | CONG TY Khu c6ng~nghé
2 PN e Pick-up o tai kin (tai lam | TNHH ICT cao ba Nang, VIET NAM
nhan tao (Dong SPUS5BL(1); NP . o
SuperLinc) SPUSSSL(1); tr vat liu: VINA Phuong Lién
PET+AL+LLD Chiéu, Thanh
PE) phd Pa Ning
Dung cu Iy déu Pong san pham Lo Al8-1, A19,
ring va trg gitp . . STF45BL(1); vdo lo nhya, sau | Buong 50 12,
hue hinh ran Screw Impression coping STF45SL (1).’ do dong goi vao [ CONG TY Khu c6ng nghé
3 |Pn s transfer ' tai kin (tai lam | TNHH ICT cao Da Nang, VIET NAM
nhan tao (Dong STF55BL(1); NV . o
SuperLine) STF55SL(1); tur vat liéu: VINA Phg?ng Ll‘en
PET+AL+LLD Chiéu, Thanh
PE) phd Da Néng
DTF4011HE(1);
DTF4015HE(1);
DTF4511HE(1);
DTF4515HE(1);
Dung cu ly déu DTFSSTIHE(D); Doéng san pham Lo Al8-1, A9,
réﬁg va tro giap DTFS51SHE(1); vao lo nhuq, sau | Duong s6 12,
phe hinh r3n o Impression coping transfer DTF6511HE(1); dé dong goi vao | CONG TY Khu cong nghé
4 nhn tao (Dong DTF6515HE(1); tai kin (tai lam | TNHH ICT cao Pa Nang, VIET NAM
SuperLine) DTF4011HL(1); tur vat liu: VINA Phuong Lién
DTF4015HL(1); PET+AL+LLD Chi€u, Thanh
DTF4511HL(1); PE) phé Pa Ning
DTF4515HL(1);
DTF5511HL(1);
DTF5515HL(1);

DTF6511HL(1);




Ma san pham

Quy cach

Tén co sé

Pia chi co s&

STT| Tén thiét biy té Chiing loai (Néu ¢6) déng goi san xult <An xult Nude san xuét
(Néu co)

DTF6515HL(1);

DTF4011NE;

DTF4015NE;

DTF4511NE;

DTF4515NE;

DTF5511NE;

DTF5515NE;

DTF6511NE;

DTF6515NE;

DTF4011NL;

DTF4015NL;

DTF4511NL;

DTF4515NL;

DTF5511NL;

DTF5515NL;

DTF6511NL;

DTF6515NL;
Dung cu ldy ddu DPS1L; Dong sin pham L5 A18-1, Al9,
ring va tro gitp DPS15; vao lo nhya, sau | Duong s6 12,
phuc hinh.réng Pick-up screw DPS20; dé dong gF')I vao [CONG TY Khu cong nghé

5 nhéln tao (Dong SPS09; tai kin (tai lam | TNHH ICT cao ba Nang, VIET NAM

SuperLine) SPS14; tir vat lidu: VINA Phudng Lién

DPSIIE; PET+AL+LLD Chiéu, Thanh

DPSISE; P E) phé Pa Ning

DTS11; 7
Dung cu lay déu DTS15; Béng san pham Lo Al8-1, A19,
ring va tro gitp STS09; vao lo nhya, sau | Puomg 56 12,
phuc hinh rang Transfer screw DTS10; d6 dong goi vao [ CONG TY Khu c6ng nghé

6 nhén ta0 (Dong DTS14; tai kin (tai lam | TNHH ICT cao ba Nang, VIET NAM

SuperLine) STSOS; tUr vat liéu: VINA Phuong Lién

DTSI11E; PET+AL+LLD Chjéu, Thf‘mh

DTS15E; P E) pho Da Nang




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng goi Tencoso | Diachicose | o0 cin xudt
(Néu co) (Néu c6) san xuat san xuat
DTS19E;

i Pong san pham Lo A18-1, A9,
Dvung cut lay fi’au vao lo nhua, sau Puong s6 12,

e d6 dong g6i vao | CONG TY Khu cong nghg

A Eebntiuiutivey nalog DANSE; thi kin (i lam  |TNHHICT  |cao PaNing, |VIET NAM

ahan @0 (Dong trvatligu | VINA Phuomg Lién
uperLine) PET+AL+LLD Chiéu, Thanh
PE) pho Pa Nang




