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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: 260000874/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: 090512/2026/CV/HSI Ngay: 15/05/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té: Mudng lay ray tai

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

STT TEN THIET BI Y TE C;IKVSH];&(;?I MA(I\?IEZAS gg;&M Q%EIC&CE%%%?G TEN CO SO SAN XUAT Dia chi co' s¢' san xuit NUOC SAN XUAT
Mudng l4y réy tai Jansen nhon, cht liéu thép khong gi, dai khoang 170 SURTEX INSTRUMENTS Unit 202 Kingspark Business Centre,
1 |mm OT-576-15 LTD 152-178 Kingston Road, New Malden, United Kingdom
London, London, Surrey, KT3 3ST
Mudng lay ray tai Barth nhon, chat li¢u thép khong gi, dai khoang 180 Unit 202 Kingspark Business Centre,
2 [mm OT-580-18 E;J]I;TEX INSTRUMENTS 152-178 Kingston Road, New Malden, United Kingdom
London, London, Surrey, KT3 3ST
Mobc/Mudng lay ray tai Gross tii, kich thuée mudng 3,6 mm, kich thudc Unit 202 Kingspark Business Centre,
. STRUMENTS . . .
3 |moc 4,0 mm, chat liéu thép khong gi, dai khoang 130 mm OT-583-13 SURTEX IN 152-178 Kingston Road, New Malden, United Kingdom
LTD
London, London, Surrey, KT3 3ST
Mudng lay ray tai Lempert nhon, kiéu s6 0, kich thuéc mudng 3,0 x 4,6 Unit 202 Kingspark Business Centre,
. X INSTRUMENTS . . .
4 |mm, chat li¢u thép khong gi, dai khoang 215 mm OT-600-10 E;J]I;TE 152-178 Kingston Road, New Malden, United Kingdom
London, London, Surrey, KT3 3ST
Unit 202 Kingspark Business Centre,
5 |Mudng Iy ray tai Lempert nhon, kiéu s 00, kich thuéc mudng 2,7 x OT-600-20 i[TJgTEX INSTRUMENTS | 5, 173 Kingston Road, New Malden, United Kingdom
4,0mm, chét liéu thép khong gi, dai khoang 215 mm London, London, Surrey, KT3 3ST
Unit 202 Kingspark Business Centre,
6 |Mudng l4y ray tai Lempert nhon, kiéu sé 000, kich thuéc mudng 2,4 x OT-600-30 i[TJgTEX INSTRUMENTS | 5, 173 Kingston Road, New Malden, United Kingdom
3,0 mm, chét liéu thép khong gi, dai khoang 215 mm London, London, Surrey, KT3 3ST
Unit 202 Kingspark Business Centre,
7 |Mudng 14y ray tai Lempert nhon, kiéu sé 0000, kich thuéc mudng 2,1 x OT-600-40 i[TJgTEX INSTRUMENTS | 5, 173 Kingston Road, New Malden, United Kingdom
3,2 mm, chét liéu thép khong gi, dai khoang 215 mm London, London, Surrey, KT3 3ST
Unit 202 Kingspark Business Centre,
8  |Mudng lay ray tai Lempert nhon, kiéu s6 00000, kich thuéc mudng 1,8 x| OT-600-50 ilTJgTEX INSTRUMENTS | 5, 173 Kingston Road, New Malden, United Kingdom
2,5 mm, chét liéu thép khong gi, dai khoang 215 mm London, London, Surrey, KT3 3ST
Unit 202 Kingspark Business Centre,
9 [Mudng léy réy tai Lempert nhon, kiéu sb 0, chat li¢u thép khong gi, dai |  OT-610-10 ilTJgTEX INSTRUMENTS| | 5, 178 Kingston Road, New Malden, United Kingdom
khoang 215 mm London, London, Surrey, KT3 3ST
Unit 202 Kingspark Business Centre,
10 [Mubng ly rdy tai Lempert nhon, kiéu sb 00, cht li¢u thép khong gi, ddi|  OT-610-20 ilTJgTEX INSTRUMENTS| |5, 173 Kingston Road, New Malden, United Kingdom
khoang 215 mm London, London, Surrey, KT3 3ST
Unit 202 Kingspark Business Centre,
11 |Mudng ldy rdy tai Lempert nhon, kiéu s 000, cht li¢u thép khong gi, OT-610-30 iLTJgTEX INSTRUMENTS| |5, 173 Kingston Road, New Malden, United Kingdom
dai khoang 215 mm London, London, Surrey, KT3 3ST
Unit 202 Kingspark Business Centre,
12 |Mudng léy ray tai Lempert nhon, kiéu s6 0000, chat li¢u thép khong gi, |  OT-610-40 iggTEX INSTRUMENTS| | 5,178 Kingston Road, New Malden, United Kingdom
dai khoang 215 mm London, London, Surrey, KT3 3ST
Unit 202 Kingspark Business Centre,
13 [Mudng lay ray tai Lempert nhon, kiéu s 00000, chét liu thép khéng gi,|  OT-610-50 iggTEX INSTRUMENTS| 5, 178 Kingston Road, New Malden, United Kingdom

dai khoang 215 mm

London, London, Surrey, KT3 3ST




