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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: 260000707/PCBA-HN
Ngay cong bo: 20/04/2026

1. Tén co s cong bd: CONG TY CO PHAN Y TE SCP

2. Pia chi: S6 nha 16 ngach 3 ngd 18 Ta Thanh Oai, X4 Pai Thanh, Thanh
phd Ha Noi

3. S6 vin ban cua co sd: 04/2026/VBCB Ngay: 20/04/2026

4. Thiét bi y té thudc loai A

Tén thiét bj y té: Moéc dinh vi kim sinh thiét chan khong duéi hudng dan nhi
anh

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 str dung: Ding dé dinh vi dau kim sinh thiét khi thyc hién sinh thiét
dudi hudéng dan nhii anh

Tén co s& san xuat: Theo phu luc

Dia chi co s san xuét: Theo phu luc

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

5. D6i 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 sé hiru: Hologic, Inc.

bia chi chu sé hitu: 250 Campus Drive Marlborough MA, 01752, UNITED
STATES

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

8. S0 cong bo du dieu kién san xuat doi vai thi€t bi y t€ sdn xuat trong nudc:



. Thanh phén hd so:

1 | Van ban cong bd 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
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Méc dinh vi kim sinh N ATEC NG09- Hologic Surgical . _ | Thiét bi tiéu hao /| Thiét bi tiéu hao /
1 [thiet chan khong dudi Cai LORAD Products Costa Rica, |Hologic, Inc. / My Sir dune 1 1an St dune 1 1an
huéng dan nhil anh S.R.L / Costa Rica g g
Méc dinh vi kim sinh N ATEC NG12- Hologic Surgical . _ | Thiét bi tiéu hao /| Thiét bi tiéu hao /
2 [thiet chan khong dudi Cai LORAD Products Costa Rica, |Hologic, Inc. / My Sir dune 1 1an St dune 1 1an
huéng dan nhii anh S.R.L / Costa Rica g g
Méc dinh vi kim sinh N ATEC NG09- Hologic Surgical . _ | Thiét bi tiéu hao /| Thiét bi tiéu hao /
3 [thiét chan khong dudi Cai FISCH Products Costa Rica, |Hologic, Inc. / My Sir dune 1 1an St dune 1 1an
huéng dan nhii anh S.R.L / Costa Rica g g
Moc dinh vi kim sinh Hologic Surgical A A
4 |thiét chan khong dusi | Cai | ATEC NG09-Al Products Costa Rica, |Hologic, Inc. / My gglztu? tféﬂa"/ gﬁhlzl? tllegﬁa"/
huéng dan nhii anh S.R.L / Costa Rica g g
Moc dinh vi kim sinh Hologic Surgical A A
5 |thiét chan khong dugi | Céi | ATEC NG09-A2 Products Costa Rica, |Hologic, Inc. / My gglztu? tféﬂa"/ gﬁhlzl? tllegﬁa"/
huéng dan nhil anh S.R.L / Costa Rica g g
Méc dinh vi kim sinh N ATEC NG12- Hologic Surgical . _ | Thiét bi tiéu hao /| Thiét bi tiéu hao /
6 [thieét chan khong dudi Cai FISCH Products Costa Rica, |Hologic, Inc. / My Sir dune 1 1an St dune 1 1an
huéng dan nhii anh S.R.L / Costa Rica g g
Moc dinh vi kim sinh Hologic Surgical A A
7 |thiét chan khong dusi | C&i | EVIVA NGOOL Products Costa Rica, |Hologic, Inc. / My gglztu? t;egl‘ao / gﬁhlzl? tllegﬁa"/
huéng dan nhii anh S.R.L / Costa Rica g g
Moc dinh vi kim sinh Hologic Surgical A A
8 |thit chan khong dusi | Cai | EVIVA NGOIR Products Costa Rica, |Hologic, Inc. / My gglztu? t;egl‘ao / gﬁhlzl? tllegﬁa"/
huéng dan nhii anh S.R.L / Costa Rica g g
Moc dinh vi kim sinh Hologic Surgical A A
9 |hiét chan khong dusi | C&i | EVIVA NGI2L Products Costa Rica, |Hologic, Inc. / My gglztu? t;egl‘ao / gﬁhlzl? tllegﬁa"/
huéng dan nhil anh S.R.L / Costa Rica g ing
Moc dinh vi kim sinh Hologic Surgical A A
10 |thiét chan khong dusi | Cai | EVIVA NGI2R Products Costa Rica, |Hologic, Inc. / My |- ict bi tiéu hao /\ThiCt bi tiéu hao /

huéng dan nhii anh

S.R.L / Costa Rica
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