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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: 260001097/PCBB-HCM
Ngay cong bo: 21/04/2026

1. Tén co s cong bd: CONG TY TNHH MTV NGOI SAO Y TE

2. bia chi: 308/52 Hoang Vin Thy, Phudong Tan Son Nhat, Thanh phé Ho
Chi Minh

3. S6 vin ban cua co so: 130426CBTROCAR II Ngay: 14/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Trocar cac loai c6 dao , trocar khong dao , Trocar Visible ,
trocar tré em va ph,l_l kién st dung mot lan

Tén thuong mai (néu c6): Auto-locking Trocar , Bladeless trocar , visible
trocar ,pediatric trocar , Universal Trocar Cannula

M3 Global Medical Device Nomenclature — GMDN (néu co):

Chung loai: Trocar c6 dao ,Trocar khong dao ,Trocar loai visible, Trocar co
tré em ,NOng ngoai trocar da nang

M3 san pham (néu co):

Trocar c6 dao Smm x70mm ( Ma UNTR-10507) /5Smm x100mm (ma UNTR-
[0510) / Smm x100mm (ma UNTR-10515) /10mm x100mm ( ma UNTR-
[1010) /T0mm x150mm (Ma UNTR-11015)/11mm x100mm (ma UNTR-
[1110)/11mm x150mm ( Ma UNTR-11115)/12mm x100mm (UNTR-11210)
12mm x150mm ( Ma UNTR-11215)/ Trocar khong dao Smm x70mm ( Ma
UNTR-II0507) /5Smm x100mm (ma UNTR-I10510) / Smm x100mm (ma
UNTR-II0515) /10mm x100mm ( ma UNTR-II1010) /10mm x150mm (Ma
UNTR-II1015)/11mm x100mm (ma UNTR-I11110)/11mm x150mm ( Ma
UNTR-I11115)/12mm x100mm (UNTR-I11210) /12mm x150mm ( Ma
UNTR-B1215) Trocar Visible khong dao Smm x70mm ( Ma UNTR-I110507)
/Smm x100mm (ma UNTR-II10510) / 5Smm x100mm (ma UNTR-III0515)
/10mm x100mm ( ma UNTR-III1010) /10mm x150mm (M3 UNTR-
[11015)/11mm x100mm (ma UNTR-III 1110)/1 1mm x150mm ( Ma UNTR-
I 1115)/12mm x100mm (UNTR-IIT 1210) /12mm x150mm ( Ma UNTR-III
1215) Trocar cho tré em 3mmx 60mm ( Ma ULTR IV0306) /4mm x60mm



ULTR IV 0406)/5 mm x 60mm ( ULTR IV 0506) Nong ngoai trocar da nang
phu hop cho céc loai trocar 3mm x60mm (UNTR-IV0306G)/4mm x60mm
(UNTR-IV0406G)/5mm x60mm (UNTR-IV0506G)/5mm x70mm ( Ma
UNTR-10507G) /5mm x100mm (ma UNTR-I 0510G) / 5mm x100mm (ma
UNTR-I1 0515G) /10mm x100mm ( ma UNTR-I 1010G) /10mm x150mm (Ma
UNTR-I 1015G)/11mm x100mm (ma UNTR-I 1110G)/1 Imm x150mm ( Ma
UNTR-I 1115G)/12mm x100mm (UNTR-11210G) /12mm x150mm ( Ma
UNTR-11215G)

Quy cach dong goi: bao goi ,hdp ,thung

Muc dich st dung: Str dung mo duong vao vung phau truong trong phau
thuat noi soi 6 bung .

Tén co so san xuat: Unimicro medical System Co , Ltd

Dia chi co s6 san xuat: 101,201,301 Bldg Xialang Industrial Area Heshuikou
.Matian street Guangmin district ,Shenzhen city .Guangdong province 518106
PR CHINA , CHINA

Tiéu chuan chét luong san pham ap dung: ISO 13485 , CE

5. Doi véi thiét bi y té chtra chat ma tay, tién chét (néu c6):

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

Tén chu s¢ hitru: Unimicro medical System Co , Ltd

bia chi chu s htru: 101,201,301 Bldg Xialang Industrial Area Heshuikou

.Matian street Guangmin district ,Shenzhen city .Guangdong province 518106
PR CHINA , CHINA

7. Thong tin vé co s& bao hanh (néu co):
8. S6 cong bd du diéu kién san xuat di v6i thiét bi y té san xut trong nudc:
9. Thanh phan ho so:

1 | Van ban cong bd tiéu chuan ap dung cua thiét bi y té thudc loai B. X
2 | Gidy chimg nhén dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy ty 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 liéu ky thuat mo ta chirc nang, thong sO k¥ thuat cta thiét b y té
do chu s¢ hitu thiét bi y té ban hanh.

6 | Gidy chitng nhan hop chuan hodc ban tiéu chuan ma chu s hitu thiét |
bi y té cong bo ap dung

7 | Giay chimg nhan luu hanh ty do con hiéu lyuc tai thoi diém nop ho so |
dbi vai thiét bi y té nhap khau.




