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THONG TIN

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

S6 cong bd: 260000545/PCBA-HCM
Ngay cong bo: 14/04/2026

1. Tén co s cong bd: CONG TY TNHH KARL STORZ VIET NAM

2. Pia chi: Lau 14, mPlaza Saigon, S6 39, duong Lé Duén, Phuong Sai Gon,
Thanh phd H6 Chi Minh

3. S6 vin ban cua co so: 09/2026/KSVN-CBA Ngay: 10/04/2026

4. Thiét bi y té thudc loai A

Tén thiét biy té: H¢ thdng tay treo va gia d& dung dé ¢6 dinh 6ng soi, dung cu
va thiét bi trong phau thuat

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 st dung: 1. Ham kep & ong soi, Ham kep 6ng soi va dung cu: San
pham dung dé c¢6 dinh éng noi soi, dng ngoai soi hodc dung cu vao hé théng
gia do0 KARL STORZ khi thyc hién cac thu thuat chan doan va phau thuat.
Ham kep khong tiép xtic voi co thé. 2. Ham kep dung dé ¢ dinh dng ndi soi
c6 hd trg video/den ndi soi sgi thuy tinh ctng hodc mém: Ham kep dung dé cb
dinh 6 ong ndi soi ¢ hd tro video/dén ndi soi soi thily tinh ctrng hoic mém vao
hé thong gia 46 KARL STORZ (bang 28272UFN) hodc vao hé thong gia d&
POINT SETTER (bang 28272UFP) trong cac thu thuat chan doan va phiu
thuat. Ham kep khong tiép xtic truc tiép véi co thé. 3. Kep tay do 6ng soi va
dung cu: San pham dung dé cb dinh hé théng gia d& lap ban vao ban phau
thudt trong cac thu thuét chan doan va phiu thuat. San phém khong tiép xtc
v6i co thé. 4. Ham kep o éng soi ngoai vi: Ham kep dung dé, tuy thudc vao thiét
ké k¥ thuat, gan chit § ong ndi soi, Ong ngoai soi, 6ng ndi soi co hd tro video
hodc dung cu vao h¢ thong gia do khi thuc hién cac thu thuat chan doan va



phau thuat. Ham kep khong tlep xuc v6i co thé. 5. Thanh ndi dai cho tay d&
ong soi va dung cu, Tay d& 6ng soi va dung cu: San pham dung dé gitr cac
dung cy, 6ng soi quang hoc, 6ng ndi soi, dng ngoai soi va dng ndi soi co ho trg
V1,deo khi thuc hlep cac thu ‘ghuat chan doan va phau thuit. Sanwpham khopg ,
tiép xuc voi co thé. 6. Dai ¢ dinh 6ng soi va dung cu: San phdm dung dé co
dinh 6ng ndi soi hodc dng ngoai soi két hop vdi ham kep 28272UGN hodc
28272UGK trong cac thu thuat chan doan va phau thuat. San pham khong tiép
xuc co thé bénh nhan.

Tén co so san xuat: Theo phu luc

Dia chi co s& san xuét: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: Tiéu chuin nha san xuét

5. Doi 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¢ hitu: KARL STORZ SE & Co. KG

bia chi chu sé hitu: Dr.-Karl-Storz-Stra3e 34, 78532 Tuttlingen, GERMANY
7. Thong tin vé co s& bao hanh (néu co):

Tén co so: Cong ty TNHH Karl Storz Viét Nam

bia chi: L?tu }4, mPlaza Saigon, S6 39, duong Lé Duén, Phuong Sai Gon,
Thanh ph6 H6 Chi Minh

Dién thoai cb dinh: +84 (28) 38238000  Pién thoai di dong:

8. S6 cong bd du diu kién san xuit ddi véi thiét bi y té san xuét trong nudc:
9. Thanh phan hd so:

1 | Vin ban cong bd tiéu chudn ap dung cua thiét bi y té thudc loai A. X
2 | Gidy chimg nhén dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy uy quyén cta chi s& hitu thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tailiéu mo ta tom tat k¥ thuat thiét bi y € bang tieng Viét, kém theo | ¢

tai liéu k¥ thuat mo ta chirc nang, thong s6 k¥ thuat cta thiét bi y té
do chu s¢ hiru thiét bi y t€ ban hanh.

6 | Gidy chimg nhan hop chuan hoic ban tiéu chuan ma chu s hitu thiét |

bi y té cong bd ap dung
7 | Tai liéu huéng dan sir dung cta thiét bi y té X
8 | Mau nhian thiét bi y té X

9 Giéy chirng nhan luu hanh ty do con hiéu luc tai thoi diém nop ho so X
do6i voi thiét bi y té nhap khau.
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Tai liéu khac (néu co)




BANG KE CHI TIET THIET BI Y TE

. =i~ |TEN CO SO CHU
ON TEN CO SO SAN N - A e R . e
STT TEN THIET BI Y TE DON VI CHUNG LOAI SAN PHAM MA SAN PHAM XUAT/ HANG, SO HUU/HANG, | TEN COSOBAO | PIA CHI COSO BAO
TINH , 2 < NUOC CHU SO HANH HANH
NUOC SAN XUAT -
HUU
~ £ - . . KARL STORZ SE &
1 |Kep tay d& ong soi va dung cu Cai Rotation Socket, to clamp to OR table 28172HR Co. KG, Pitc
2 |Kep tay d& éng soi va dung cu Cai  |Socket, to clamp to the OR table 28172HK Ba;ﬁlllj :‘TG’
3 Thanh noi dai cho tay d& ong soi va Cai Extension Rod. 50cm 28172HM Baitella A:G,
dung cu Thuy Si
Y SPTI SUPI . . . . KARL STORZ SE &
4 |Pai co dinh 6ng soi va dung cu Cai  |Clamping Cylinder, folding, 10 mm 28272CN Co. KG, Pirc
5 |Tay d& ng soi va dung cu Cai  |Articulated Stand, straight 28272HA Ba%’[g::; QG’
6 |Tay do éng soi va dung cu Cai  |Articulated Stand, L-shaped 28272HB Ba}fﬂ; QG‘
e ) . Baitella AG, . .
7 |Tay dd ong soi va dung cu Cai  |Articulated Stand, L-shaped, long 28272HC N Lau 14, mPlaza Saigon,
Thuy St CONG TY S4 39, dwong Lé Duin
. . . i KARL STORZ SE e 2 o
8 |Tay d5 éng soi va dung cu Cai  |Articulated Stand, U-shaped 28272HD Baitella AG, , TNHH KARL | Phuong Sai Gon, Thanh
Thuy Si & Co. KG, buc - PG o
AR STORZSER STORZ VIET NAM | phd H& Chi Minh, Viét
3 5 i A i ideo- i Nam
9 |Ham kep 6ng soi Cai Clamping Jaw for Video- and Fiberscopes 28272UFN Co. KG, Pitc
R 1 . . . . L KARL STORZ SE &
10 [Ham kep ong soi Cai Clamping Jaw, with ball joint, large 28272UGK Co. KG, Pic
5 1 . . . . KARL STORZ SE &
11 [Ham kep ong soi Cai Clamping Jaw, big 28272UGN Co. KG, Piic
\ 1 . . . KARL STORZ SE &
12 |Ham kep Ong soi Céi Clamping Jaw, small 28272UKN Co. KG, Pitc
- . B _ _ - KARL STORZ SE &
13 [Ham kep ong soi va dung cu Céi Clamping Jaw, with ball joint, small 28272UKK Co. KG, Plic
14 |Ham kep éng soi va dung cu Cai  |Clamping Jaw, universal 28272UL Ba;t}i':; S’;G’
15 |Ham kep 6ng soi ngoai vi Cai  |VITOM 3D clamping jaw with ball joint 28272VTK KARL STORZ SE &

Co. KG, buc




