SO'Y TE HA NOI CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap - Tu do - Hanh phuc

THONG TIN

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

S6 cong bd: 260000878/PCBA-HN
Ngay cong bod: 15/05/2026

1. Tén co s cong bd: CONG TY CO PHAN PAU TU GIAI PHAP Y TE HSI
2. bia chi: Tang 29, Toa Bong, Trung tam Lotte, 54 Li€u Giai, Phuong Giang
V4, Thanh phd Ha Noi

3. S6 vin ban cua co so: 090508/2026/CV/HSI Ngay: 15/05/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té: Kep bong bang gac trong phau thuét

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 sir dung: Cac dung cu phau thuat tiéu chuan cua Surtex san xuét
duoc thiét ké dé s dung thudng quy trong cac quy trinh phiu thuat chung.
Tuy nhién, trach nhiém cua béc si diéu tri 1a Iwa chon cac dung cu phu hop cho
tung thu tuc hodc img dung phau thuat cy thé. Ngoai ra, bac si phau thuat chiu
trach nhiém dam bao rang nhan vién phong mé dugc dao tao va thong tin day
du, va ho c6 kinh nghiém can thiét dé st dung cac dung cu hi¢u qua.

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuat: Theo phu luc

Tiéu chuan chét luong san pham ap dung: ISO 13485:2016

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

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

Tén chu s& hiru: Surtex Instruments Ltd

Dia chi chu s¢ hiru: Unit 202 Kingspark Business Centre, 152-178 Kingston



Road, New Malden, London, London, Surrey, KT3 3ST, UNITED
KINGDOM

7. Thong tin vé co s& bao hanh (néu co):
Tén co sé: CONG TY CO PHAN PAU TU GIAI PHAP Y TE HSI

Dja chi: Tang 29, Toa DBong, Trung tam Lotte, 54 Liéu Giai, Phuong Giang
V4, Thanh phd Ha No6i

Pién thoai ¢b dinh: 02466850182 Dién thoai di dong:
8. S6 cong bd du diéu kién san xuat di vé6i thiét bi y té san xuit trong nudc:
9. Thanh phan hd so:

1 | Vian ban cong bé tiéu chuan ap dung cua thiét bi y té thudc loai A. 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 té cong bd ap dung
7 | Tai liéu hudéng dan st dung cua thiét bi y té X
8 | MAu nhin thiét bj y té X

9 Giéy ching nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so X
doi voi thiét bi y té nhap khau.




BANG KE CHI TIET THIET BI Y TE

A . . CHUNG LOAI |MA SAN PHAM| QUY CACH PONG " P N PPN . Vo R R
STT TEN THIET BI Y TE SAN PHAM (NEU CO) GOI (NEU CO) TEN CO SO SAN XUAT Dia chi co s sdan xuat NUOC SAN XUAT
Kep gac Martin théng, c6 khoa, ngam c6 khia, c6 ranh doc, chét liéu Unit 202 Kin k Busi C
! " gspark Business Centre,
1 |thép khong gi, dai khoang 175 mm SF-130-17 ELT]II;TEX INSTRUMENTS | |5, 178 Kingston Road, New Malden, United Kingdom
London, London, Surrey, KT3 3ST
Kep gac Martin tha“ing, c6 khoa, ngam c6 khia, c6 ranh doc, chét liéu Unit 202 Kingspark Business Centre,
2 |thép khong gi, dai khoang 255 mm SF-130-25 EI;STEX INSTRUMENTS 152-178 Kingston Road, New Malden, United Kingdom
London, London, Surrey, KT3 3ST
Kep gac Martin cong, c¢6 khoa, ngam c6 khia, c6 ranh doc, chét liéu Unit 202 Kingspark Business Centre,
3 |thép khong gi, dai khoang 170 mm SF-131-17 EI;STEX INSTRUMENTS 152-178 Kingston Road, New Malden, United Kingdom
London, London, Surrey, KT3 3ST
Kep gac Gross-Maier théng, c6 khoa, ngam c6 khia, ¢6 ranh doc, chét Unit 202 Kingspark Business Centre,
4 [liéu thép khong gi, dai khoang 205 mm SF-150-20 EI;STEX INSTRUMENTS 152-178 Kingston Road, New Malden, United Kingdom
London, London, Surrey, KT3 3ST
Kep gac Gross-Maier thang, c¢6 khoa, ngam c6 khia, c6 ranh doc, chat Unit 202 Kingspark Business Centre,
5 |li¢u thép khong gi, dai khoang 220 mm SF-150-22 EI;]I;TEX INSTRUMENTS 152-178 Kingston Road, New Malden, United Kingdom
London, London, Surrey, KT3 3ST
Kep gac Gross-Maier thang, c¢6 khoa, ngam c6 khia, c6 ranh doc, chat Unit 202 Kingspark Business Centre,
6 |liéu thép khong gi, dai khoang 265 mm SF-150-27 EI;ETEX INSTRUMENTS 152-178 Kingston Road, New Malden, United Kingdom
London, London, Surrey, KT3 3ST
Kep gac Gross-Maier cong, c6 khoa, ngam c6 khia, ¢6 ranh doc, chat Unit 202 Kingspark Business Centre,
7 |liéu thép khong gi, dai khoang 200 mm SF-151-20 EI;]I;TEX INSTRUMENTS 152-178 Kingston Road, New Malden, United Kingdom
London, London, Surrey, KT3 3ST
Kep gac Gross-Maier cong, c6 khoa, ngam c6 khia, ¢6 ranh doc, chat Unit 202 Kingspark Business Centre,
8 [li¢u thép khong gi, dai khoang 215 mm SF-151-22 ]SdggTEX INSTRUMENTS 152-178 Kingston Road, New Malden, United Kingdom
London, London, Surrey, KT3 3ST
Kep gac Gross-Maier cong, c6 khoa, ngam c6 khia, ¢6 ranh doc, chat Unit 202 Kingspark Business Centre,
9 |liéu thép khong gi, dai khoang 260 mm SF-151-27 ]SdggTEX INSTRUMENTS 152-178 Kingston Road, New Malden, United Kingdom
London, London, Surrey, KT3 3ST
Kep gac Gross-Maier thing, khong c6 khéa, ngam c6 khia, c6 ranh Unit 202 Kingspark Business Centre,
10 |doc, chat ligu thép khong gi, dai khoang 205 mm SF-152-20 ]SdggTEX INSTRUMENTS 152-178 Kingston Road, New Malden, United Kingdom
London, London, Surrey, KT3 3ST
Kep gac Gross-Maier thing, khong c6 khéa, ngam c6 khia, c6 ranh Unit 202 Kingspark Business Centre,
11 |doc, chat ligu thép khong gi, dai khoang 220 mm SF-152-22 ]SdggTEX INSTRUMENTS 152-178 Kingston Road, New Malden, United Kingdom
London, London, Surrey, KT3 3ST
Kep gac Gross-Maier thing, khong c6 khéa, ngam c6 khia, cé ranh Unit 202 Kingspark Business Centre,
12 |doc, chét lidu thép khong gi, dai khoang 265 mm SF-152-27 ISJ%[;TEX INSTRUMENTS 152-178 Kingston Road, New Malden, United Kingdom
London, London, Surrey, KT3 3ST
Kep gac Gross-Maier cong, khong c6 khoa, ngam co khia, co ranh doc, Unit 202 Kingspark Business Centre,
13 |chat liéu thép khong gi, dai khoang 200 mm SF-153-20 ISJ%[;TEX INSTRUMENTS 152-178 Kingston Road, New Malden, United Kingdom
London, London, Surrey, KT3 3ST
Kep gac Gross-Maier cong, khong c6 khoa, ngam co khia, co ranh doc, Unit 202 Kingspark Business Centre,
14 |chét liéu thép khong gi, dai khoang 215 mm SF-153-22 ]SH%I;TEX INSTRUMENTS 152-178 Kingston Road, New Malden, United Kingdom
London, London, Surrey, KT3 3ST
Kep gac Gross-Maier cong, khong c6 khoa, ngam c6 khia, ¢ ranh doc, Unit 202 Kingspark Business Centre,
Ve . RTEX INSTRUMENT . . .
15 [chat li¢u thép khong gi, dai khoang 260 mm SF-153-27 IS‘,LFJD STRU S 152-178 Kingston Road, New Malden, United Kingdom
London, London, Surrey, KT3 3ST
Kep gac Collin thang, c6 khoa, ngam co khia, chat liéu thép khong gi, Unit 202 Kingspark Business Centre,
16 [dai khoang 255 mm SF-180-25 IS‘,LFJETEX INSTRUMENTS 152-178 Kingston Road, New Malden, United Kingdom

London, London, Surrey, KT3 3ST




Kep gac Cheron thing, co khoa, ngam c6 khia, chat li¢u thép khong gi,

SURTEX INSTRUMENTS

Unit 202 Kingspark Business Centre,

17 [dai khoang 250 mm SF-191-25 LTD 152-178 Kingston Road, New Malden, United Kingdom
London, London, Surrey, KT3 3ST
Kep gac E mmet thing, c6 khéa, chét lidu thép khong gi, dai khoang Unit 202 Kingspark Business Centre,
18 (210 mm SF-196-21 EI;STEX INSTRUMENTS 152-178 Kingston Road, New Malden, United Kingdom
London, London, Surrey, KT3 3ST
Kep khan phiu thuat Backhaus c6 gia d& dng dan, cht liéu thép khong Unit 202 Kingspark Business Centre,
19 |gi, dai khoang 130 mm AF-771-11 i[;]l;TEX INSTRUMENTS 152-178 Kingston Road, New Malden, United Kingdom
London, London, Surrey, KT3 3ST
Kep khan phau thuat Backhaus chat liéu thép khong gi, dai khoang 90 Unit 202 Kingspark Business Centre,
20 |mm AF-773-08 E[;]};TEX INSTRUMENTS 152-178 Kingston Road, New Malden, United Kingdom
London, London, Surrey, KT3 3ST
Kep khan phau thuat Backhaus chat lidu thép khong gi, dai khoang Unit 202 Kingspark Business Centre,
21 (115 mm AF-773-11 E[;]};TEX INSTRUMENTS 152-178 Kingston Road, New Malden, United Kingdom
London, London, Surrey, KT3 3ST
Kep khan phau thuat Backhaus chat lidu thép khong gi, dai khoang Unit 202 Kingspark Business Centre,
22 (130 mm AF-773-13 E[;]};TEX INSTRUMENTS 152-178 Kingston Road, New Malden, United Kingdom
London, London, Surrey, KT3 3ST
Kep khin phau thuat Backhaus chat lidu thép khong gi, dai khoang Unit 202 Kingspark Business Centre,
23 1160 mm AF-773-15 EI;ETEX INSTRUMENTS 152-178 Kingston Road, New Malden, United Kingdom
London, London, Surrey, KT3 3ST
Kep bong bing miii Troeltsch ngam c6 khia, chat liéu thép khong gi, Unit 202 Kingspark Business Centre,
24 |dai khoang 145 mm RH-101-15 E[;]I;TEX INSTRUMENTS 152-178 Kingston Road, New Malden, United Kingdom
London, London, Surrey, KT3 3ST
Kep bong bing miii Troeltsch ngam c6 khia, chat liéu thép khong gi, Unit 202 Kingspark Business Centre,
25 [dai khoang 180 mm RH-103-18 EI;ETEX INSTRUMENTS 152-178 Kingston Road, New Malden, United Kingdom
London, London, Surrey, KT3 3ST
Kep bong bing miii Gruenwald (Jansen) ngam c6 khia, chét liéu thép Unit 202 Kingspark Business Centre,
26 [khong gi, dai khoang 215 mm RH-105-21 i[;gTEX INSTRUMENTS 152-178 Kingston Road, New Malden, United Kingdom
London, London, Surrey, KT3 3ST
Kep bong bing miii ngam tron, chat liéu thép khong gi, dai khoang Unit 202 Kingspark Business Centre,
27 1160 mm RH-107-16 ]SdggTEX INSTRUMENTS 152-178 Kingston Road, New Malden, United Kingdom
London, London, Surrey, KT3 3ST
Kep bdng bing miii ngam 1 x 2 réng, chat lidu thép khong gi, dai Unit 202 Kingspark Business Centre,
28 |khoang 160 mm RH-109-16 ]SdggTEX INSTRUMENTS 152-178 Kingston Road, New Malden, United Kingdom
London, London, Surrey, KT3 3ST
Kep bong bing miii ngam tron, chit lidu thép khong gi, dai khoang Unit 202 Kingspark Business Centre,
29 |185 mm RH-111-18 ]SdggTEX INSTRUMENTS 152-178 Kingston Road, New Malden, United Kingdom
London, London, Surrey, KT3 3ST
Kep bdng bing miii ngam 1 x 2 rang, chat lidu thép khong gi, dai Unit 202 Kingspark Business Centre,
30 |khoang 200 mm RH-113-20 ISJ%[;TEX INSTRUMENTS 152-178 Kingston Road, New Malden, United Kingdom

London, London, Surrey, KT3 3ST




