SOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
_HANOL Poc lap - Tw do - Hanh phiic

THONG TIN

Ho so cong bo tiéu chuan ap dung ciia thiét bi y té thudc loai A

S6 cong bd: 260001355/PCBA-HN
Ngay cong bod: 13/07/2026

1. Tén co s& cong bé: CONG TY CO PHAN GIAI PHAP Y TE NAM MINH
2. bia chi: L6 C42-TT6, Khu d6 thi méi Van Quén - Yén Phtic, Phuong Ha
bong, Thanh phé) Ha Noi, Viét Nam, Phuong Ha Pong, Thanh phé Ha No1

3. S6 vin ban cuia co so: 1307/CBA/Steris/2026 Ngay: 13/07/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té: BO van sinh thiét/bd van khi dung trong ndi soi

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 str dung: Phu kién/dung cu dung trong ndi soi chan doan,
phauthuat,..

Tén co sé san xuat: Theo phu luc

Dia chi co s& san xuét: Theo phu luc

Tiéu chuan chét luong san pham ap dung: 1SO13485:2016
5. DB6i voi thiét bi y té chira chat ma tay, tién chat (néu c):
6. Thong tin vé chu so hitu thiét bi y té:

Tén chu s¢ hiru: Steris Corporation

bia chi chu sé hiru: 5960 Heisley Road, Mentor, OH 44060, UNITED
STATES, UNITED STATES

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

8. SO cong bo du di€u kién san xuat doi voi thiét bi y t€ san xuat trong nudc:



. Thanh phén hd so:

1 | Van ban cong bé tiéu chuan ap dung cua thiét bi y té thudc loai A.

2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485

3 | Gidy uy quyén cta chi s¢ hiru thiét bi y té

4 | Gidy x4c nhan du diéu kién bao hanh

5 | Tai liéu mo ta tom tat k§ thuat thiét bi y te bang tiéng Viét, kém theo
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 ching nhén hop chuéan hodc ban tiéu chuan ma chu so hiru thiét
biy t€ cong bo ap dung

7 | Tai liéu huéng dan st dung cta thiét bi y té

8 | MAu nhin thiét bj y té

9 Giéy chtirng nhén luu hanh ty do con hi¢u lyc tai thoi diém ndp ho so

dbi voi thiét bi y té nhap khau.




BANG KE CHI TIET TRANG THIET BI Y TE

QUY . . )
g L 0, o TEN CO SO CHU
N DON 5 . o CACH TEN CO SO SAN vy - . . ) ”
STT TEN TRANG VI CHUNG LOAI | MA SAN PONG |XUAT/ HANG. NUGC SO HU'U/ HANG, TEN CO SO | PIA CHI CO SO
THIETBIYTE|, . SAN PHAM PHAM X ; , ’ NUOC CHU SO | BAO HANH BAO HANH
* TINH GOI (NEU SAN XUAT .
X HUU
CO)
n . % DEFENDO Single- Medivators Inc Steris Corporation . 2o L6 C42-TT6, KPT méi
| lj‘onvanhsn(ljlf :lhlzté ho Use Biopsy 100301 100 céi/ ho 3150 Pollok Drive 5960 Heisley Road, g?énig E;C(;l?an Van Quéan-Yén Phuc, P.
S(l)li (g)lc rg uos g aay op Valve for ¢ op Conroe, TX Mentor, OH 44060, Namli\/[irrl) h ¢ Ha bong, TP Ha Néi,
yop OLYMPUS (Sterile) USA 77303 UNITED STATES. VN
Steris Corporation
R o DEFENDO Single- Medivators Inc 5960 Heisley Road, R 2 L6 C42-TT6, KPT méi
) ?ﬁovjé‘nkhég‘u;i“ng hoy |Use Valves 100305 50 chi/hao |3150 Pollok Drive Mentor, OH 44060, g‘l’;g ;yéc‘;Pt ga“ Vin Quan-Yén Phic, P.
Ol uf Y P |3.pC Kit for P | Conroe, TX UNITED Namli\/lirlzh Ha Dong, TP Ha Noi,
yop OLYMPUS (Sterile) USA 77303 STATES, UNITED VN
STATES
Steris Corporation
. s DEFENDO Single- Medivators Inc 5960 Heisley Road, . 2 1 x L6 C42-TT6, KBT mdi
; ?lfovsg‘nkhéglu;i“ng hoy |Use Valves 100306 50 cti/has |3150 Pollok Drive Mentor, OH 44060, gi’;lg Lyéc‘;Ptgan Vin Quén-Yén Phuc, P.
Ol u§ Y P 1o pC Kit for P | Conroe, TX UNITED Nam‘iwsh Ha Dong, TP Ha Noi,
ymp OLYMPUS (Sterile) USA 77303 STATES, UNITED VN
STATES
Steris Corporation
R o DEFENDO Single- Medivators Inc 5960 Heisley Road, R PR L6 C42-TT6, KPT méi
A ?ﬁovié‘nkhég‘u;i“ng hoy |Use Valves 100310 50 chihas |3130 Pollok Drive Mentor, OH 44060, g‘l’;g ;yéc‘;(Pt ga“ Vin Quan-Yén Phic, P.
ol uf y P |4pC Kit for P | Conroe, TX UNITED Namliwfl’h Ha Dong, TP Ha Noi,
yomp OLYMPUS (Sterile) USA 77303 STATES, UNITED VN
STATES
Steris Corporation
. s DEFENDO Single- Medivators Inc 5960 Heisley Road, . PO L6 C42-TT6, KBT mdi
S gf’ov(?snkhégm;i“ng hoy |Use Valves 100311 50 cti/has |3150 Pollok Drive Mentor, OH 44060, gi’;lg Lyéczptgan Vin Quén-Yén Phuc, P.
Ol uf Y P 13pC Kit for P | Conroe, TX UNITED NamII\/Iirrl)h Ha Dong, TP Ha Noi,
ymp OLYMPUS (Sterile) USA 77303 STATES, UNITED VN
STATES
Steris Corporation
R o DEFENDO Single- Medivators Inc 5960 Heisley Road, R 2 L6 C42-TT6, KPT méi
y fﬁovié‘nkhég‘u;i“ng hoy |Use Valves 100322 50 chihan |3130 Pollok Drive Mentor, OH 44060, g‘l’;g ;yéc‘;(Pt ga“ Vin Quan-Yén Phic, P.
ol uf Y P 15.pC Kit for P | Conroe, TX UNITED Namliwfl’h Ha Dong, TP Ha Noi,
ymp OLYMPUS (Sterile) USA 77303 STATES, UNITED VN
STATES




Steris Corporation

B6 van khi/hiit dim DEFENDO Single- Medivators Inc 5960 Heisley Road, Cone tv Cé Phin L6 C42-TT6, KDT méi
7 Lot domg di soi & hoy |Use Valves 100323 50 chi/hao |3150 Pollok Drive Mentor, OH 44060, Giéig fl’é v [VanQuan-Yen Phic, P.
Ol uf Y P l4pC Kit for P | Conroe, TX UNITED Namliwfl’h Ha Dong, TP Ha Noi,
yop OLYMPUS (Sterile) USA 77303 STATES, UNITED VN
STATES
Steris Corporation
N e s DEFENDO Single- Medivators Inc 5960 Heisley Road, N PO L6 C42-TT6, KPT méi
q ?ﬁovgsnkhéglu;i“ng hoy |Use Valves 4003260 50 cti/han |3150 Pollok Drive Mentor, OH 44060, g‘l’;g Lyéc‘;Ptgan Vin Quan-Yén Phic, P.
Ol u§ Y P 13pC Kit for P | Conroe, TX UNITED Nam‘iwsh Ha Dong, TP Ha Noi,
yip OLYMPUS (Sterile) USA 77303 STATES, UNITED VN
STATES
Steris Corporation
R o DEFENDO Single- Medivators Inc 5960 Heisley Road, R PR L6 C42-TT6, KPT méi
0 ?ﬁovié‘nkhég‘u;i“ng hoy |Use Valves 4003280 50 chi/hao |3150 Pollok Drive Mentor, OH 44060, g‘l’;g E’éc‘;(Pt ga“ Vin Quan-Yén Phic, P.
. uf y P 14.pC Kit for P | Conroe, TX UNITED Namliwfl’h Ha Dong, TP Ha Noi,
yomp OLYMPUS (Sterile) USA 77303 STATES, UNITED VN
STATES
. Steris Corporation
B van G cudn EISECFEE:DmOnSmgIe— Medivators Inc 5960 Heisley Road, Cone v C6 Piig |10 C42-TT6, KBT moi
9 van tang cuong ) & . |3150 Pollok Drive Mentor, OH 44060, one ty RO FIAN |\ 7an Quan-Yén Phuc, P.
10 |dung cho dong day hop |Adapter for 4000096 50 cai/hop Gidi phap Y t& N s
soi Olvmbus OLYMPUS Conroe, TX UNITED Nam Minh Ha DBong, TP Ha Noi,
yip (Single Pack. Sterile) USA 77303 STATES, UNITED VN
& : STATES
DEFENDO Single- Steris Corporation
B6 van tne cuon Use Cleaning Medivators Inc 5960 Heisley Road, Cone tv Cé Phin L6 C42-TT6, KPT méi
R P, d“(?’m dég he, |Adapter for 4008055 50 chi/hao |3150 Pollok Drive Mentor, OH 44060, Giéig }’l’é v [VanQuan-Yen Phic, P.
i (g)l o g day P loLympus P | Conroe, TX UNITED Namliwfl’h Ha Dong, TP Ha Noi,
yomp (Single Pack, Non- USA 77303 STATES, UNITED VN
Sterile) STATES
. Steris Corporation
. o DEFENDO Single- Medivators Inc 5960 Heisley Road, ) .. |Lo c42-TT6, KDT méi
B0 van khi/htt dung Use Valves . Cong ty Co Phan - o ,
. . . N . e 3150 Pollok Drive Mentor, OH 44060, e £ Vian Quan-Yén Phuc, P.
12 |cho dong day soi hop |[2-PC Kit for BX00711900 | 25 cai/hop Gidi phap Y t& . s
Pentax OLYMPUS EUS Conroe, TX UNITED Nam Minh Ha Bong, TP Ha Noi,
(Sterile) USA 77303 STATES, UNITED VN
STATES
. Steris Corporation
. o DEFENDO Single- Medivators Inc 5960 Heisley Road, . . |Lo c42-TT6, KDT méi
B0 van khi/hit dung Use Valves . Cong ty Co Phan - e ,
R R . . . A 3150 Pollok Drive Mentor, OH 44060, o B Van Quan-Yén Phitc, P.
13 |cho dong day soi hop |3-PCKit for BX00711901 25 cai/hop Giai phap Y t& Y n s
Pentax OLYMPUS EUS Conroe, TX UNITED Nam Minh Ha Pong, TP Ha Noi,
USA 77303 STATES, UNITED VN

Linear (Sterile)

STATES




Steris Corporation

. o DEFENDO Single- Medivators Inc 5960 Heisley Road, . . |Lo c42-TT6, KDT méi
B0 van khi/hut dung Use Valves . Cong ty Co Phan - , " ,
. R . N . o 3150 Pollok Drive Mentor, OH 44060, e z Van Quéan-Yén Phuc, P.
14 |cho dong day soi hop |3-PCKit for BX00711904 25 cai/hop Giai phap Y t& N RN
Pentax OLYMPUS EUS Conroe, TX UNITED Nam Minh Ha Dong, TP Ha Nou,
¢ Radial (Sterile) USA 77303 STATES, UNITED VN
erre STATES
Steris Corporation
R e STERIS Single-Use Medivators Inc 5960 Heisley Road, R PO L6 C42-TT6, KPT méi
s ?lfovgg‘nkhéglu;i“ng hen [Valves 2PCKit 10034100150 e/ 3150 Pollok Drive Mentor, OH 44060, g‘l’;g Lyéc‘;Ptgan Vin Quan-Yén Phuc, P.
Pontas £ day P for OLYMPUS P Conroe, TX UNITED Nam‘iwsh Ha Dong, TP Ha Noi,
Bronchoscopes (S/B) USA 77303 STATES, UNITED VN
STATES
Steris Corporation
R o DEFENDO Single- Medivators Inc 5960 Heisley Road, R PR L6 C42-TT6, KPT méi
6 ?ﬁovié‘nkhég‘u;i“ng hoy |Use Valves 100315150 csivha 3150 Pollok Drive Mentor, OH 44060, g‘l’;g E’éc‘;(Pt ga“ Vin Quan-Yén Phic, P.
Pentas g day P 14.pC Kit for P IConroe, TX UNITED Namliwfl’h Ha Dong, TP Ha Noi,
PENTAX (Sterile) USA 77303 STATES, UNITED VN
STATES
Steris Corporation
. s DEFENDO Single- Medivators Inc 5960 Heisley Road, . 2 1 X L6 C42-TT6, KBT mdi
- gf’ovj‘g‘nkhégm;i“ng hoy |Use Valves 1003 16l50 csivhs 3150 Pollok Drive Mentor, OH 44060, g‘l’;g Lyéc‘;ﬂgan Vin Quan-Yén Phuc, P.
Ponta £ day P 13pC Kit for P Conroe, TX UNITED NamII\/Iirrl)h Ha Dong, TP Ha Noi,
x PENTAX (Sterile) USA 77303 STATES, UNITED VN
STATES
Steris Corporation
R o DEFENDO Single- Medivators Inc 5960 Heisley Road, R 2 L6 C42-TT6, KPT méi
8 fﬁovié‘nkhég‘u;i“ng hoy |Use Valves 100317150 csivha 3150 Pollok Drive Mentor, OH 44060, g‘l’;g E’éc‘;(Pt ga“ Vin Quan-Yén Phic, P.
Pentas g day P12 pC Kit for P |Conroe, TX UNITED Namliwfl’h Ha Dong, TP Ha Noi,
PENTAX (Sterile) USA 77303 STATES, UNITED VN
STATES
. Steris Corporation
. o DEFENDO Single- Medivators Inc 5960 Heisley Road, ) . |L6 C42-TT6, KDT méi
B0 van khi/htt dung Use Valves . Cong ty Co Phan - o ,
. R . R . A 3150 Pollok Drive Mentor, OH 44060, e £ Vian Quan-Yén Phuc, P.
19 |cho dong day soi hop [4-PC Kit for 100312]50 cai/hdp Giai phap Y té n Caras
FUJIFILM FUJIFILM 500/600 Conroe, TX UNITED Nam Minh Ha Bong, TP Ha Noi,
(Sterile) USA 77303 STATES, UNITED VN
STATES
. Steris Corporation
. o DEFENDO Single- Medivators Inc 5960 Heisley Road, . . |Lo c42-TT6, KDT méi
B0 van khi/hut dung Use Valves . Cong ty Co Phan - , " ,
R R . . . Y n A 3150 Pollok Drive Mentor, OH 44060, e, B Van Quan-Yén Phitc, P.
20 |cho dong day soi hop |3-PCKit for 100313[50 cai/hop Giai phap Y t& Y n s
FUJIFILM FUJIFILM 500/600 Conroe, TX UNITED Nam Minh Ha Bong, TP Ha Noi,
(Sterile) USA 77303 STATES, UNITED VN

STATES




DEFENDO Single-

Steris Corporation

R o Medivators Inc 5960 Heisley Road, R 2 L6 C42-TT6, KPT méi
Bo van khi/hut ding | Use Valves o 3150 Pollok Drive Mentor, OH 44060, Congty CO Phan |y Guén-ven Phic, P.
21 |cho dong day soi hop [2-PC Kit for 10031450 cai/hop Giai phap Y te N nTAs
FUJIFILM FUJIFILM 500/600 Conroe, TX UNITED Nam Minh Ha Bong, TP Ha Noi,
: USA 77303 STATES, UNITED VN
(Sterile) STATES
. Steris Corporation
B6 van Khi/hit din 35:5:132 Single- Medivators Inc 5960 Heisley Road, Come v Cé Pl |10 C42-TT6, KBT moi
> van Kavautaung - . o 3150 Pollok Drive Mentor, OH 44060, one ty L0 FIAN |\ 7an Quan-Yén Phuc, P.
22 |cho dong day soi hop |[5-PC Kit for 100325]50 cai/hdp Giai phap Y té N . n
FUJIFILM FUJIFILM 700 Conroe, TX UNITED Nam Minh Ha Dong, TP Ha Noi,
) USA 77303 STATES, UNITED VN
(Sterile) STATES
. Steris Corporation
B6 van khi/hit din 35:5;?2 Single- Medivators Inc 5960 Heisley Road, Cone tv Cé Pl |0 C42-TT6, KDT moi
> van Kawvaut cung A : o 3150 Pollok Drive Mentor, OH 44060, One Ly SO TIAN1\7an Quan-Yén Phuc, P.
23 |cho dong day soi hop [4-PC Kit for 10032850 cai/hop Giai phap Y te N  nras
FUJIFILM FUJIFILM 700 Conroe, TX UNITED Nam Minh Ha Bong, TP Ha Noi,
: USA 77303 STATES, UNITED VN
(Sterile) STATES
. Steris Corporation
B6 van Khi/hi din 35:5;?:: Single- Medivators Inc 5960 Heisley Road, Cone v C6 Piig |10 C42-TT6, KBT moi
> van Kavautaung - . o 3150 Pollok Drive Mentor, OH 44060, one ty RO FIAN |\ 7an Quan-Yén Phuc, P.
24 |cho dong day soi hop [3-PC Kit for 100330[50 cai/hop Gidi phap Y t& N s
FUJIFILM FUJIFILM 700 Conroe, TX UNITED Nam Minh Ha Dong, TP Ha Noi,
) USA 77303 STATES, UNITED VN
(Sterile) STATES
. Steris Corporation
B6 van Khi/hi din 35:5;?2 Single- Medivators Inc 5960 Heisley Road, Cone tv Cé Pl |0 C42-TT6, KDT moi
> van Kt cung A : o 3150 Pollok Drive Mentor, OH 44060, Oty SO TIAN - 1\7an Quan-Yén Phuc, P.
25 |cho dong day soi hop [4-PC Kit for 10033150 cai/hop Giai phap Y te N  nras
FUJIFILM FUJIFILM 700 Conroe, TX UNITED Nam Minh Ha Bong, TP Ha Noi,
: USA 77303 STATES, UNITED VN
(Sterile) STATES
. Steris Corporation
B6 van Khi/hit din 35:5:132 Single- Medivators Inc 5960 Heisley Road, Cone v C6 Plig |10 C42-TT6, KBT moi
> van Kavantaung - "V o 3150 Pollok Drive Mentor, OH 44060, one ty L0 FIAN |\ 7an Quan-Yén Phuc, P.
26 [cho dong day soi hop [4-PC Kit for 100333[50 cai/hop Gidi phap Y t& . s
FUJIFILM FUJIFILM 700 Conroe, TX UNITED Nam Minh Ha Dong, TP Ha Noi,
) USA 77303 STATES, UNITED VN
(Sterile) STATES
. Steris Corporation
B6 van Khi/hit din 35:5;?2 Single- Medivators Inc 5960 Heisley Road, Cone tv Cé P |0 C42-TT6, KDT moi
> van Kt cung A : o 3150 Pollok Drive Mentor, OH 44060, Oty SO TIAN - 1\7an Quan-Yén Phuc, P.
27 |cho dong day soi hop |3-PCKit for 100335(50 cai/hop Giai phap Y t& x nrAs
FUJIFILM FUJIFILM 700 Conroe, TX UNITED Nam Minh Ha Bong, TP Ha Noi,
(Sterile) USA 77303 STATES, UNITED VN

STATES




DEFENDO Single-

Steris Corporation

B6 van khi/hit ding Use Valves Medivators Inc. 5960 Heisley Road, Cong ty C4 Phin L(i C42-:FT6,A KDT’ méi
R R . . . Y n A 3150 Pollok Drive Mentor, OH 44060, e, B Van Quan-Yén Phitc, P.
28 |cho dong day soi hop |2-PCKit for 100336[50 cai/hop Giai phap Y t& Y n s
FUJIFILM FUJIFILM 700 Conroe, TX UNITED Nam Minh Ha Bong, TP Ha Noi,
(Sterile) USA 77303 STATES, UNITED VN
erre STATES
DEFENDO Single- Steris Corporation
R e Use Cleaning Medivators Inc 5960 Heisley Road, R PO L6 C42-TT6, KPT méi
2 ?ﬁovgsnkhéglu;i“ng hor, |Adapter for 100337150 csivhs 3150 Pollok Drive Mentor, OH 44060, g‘l’;g Lyéc‘;Ptgan Vin Quan-Yén Phic, P.
FUJIFIfM Y P FUIIFILM 700 P Conroe, TX UNITED Nam‘iwsh Ha Pong, TP Ha Noi,
(Single Pack, Non- USA 77303 STATES, UNITED VN
Sterile) STATES
. Steris Corporation
. o STERIS Single-Use Medivators Inc 5960 Heisley Road, . .+ |L6 C42-TT6, KPT moi
B0 van khi/hut dung Valves . Cong ty Co Phan - , " ,
. n . R . Y 3150 Pollok Drive Mentor, OH 44060, e, z Van Quéan-Yén Phuc, P.
30 |cho dong day soi hop |4-PC Kit for 100340[50 cai/hop Giai phap Y t& R s
FUJIFILM FUJIFILM 700 Conroe, TX UNITED Nam Minh Ha Bong, TP Ha Noi,
(Sterile) USA 77303 STATES, UNITED VN

STATES




