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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: 260001123/PCBB-HCM
Ngay cong bo: 21/04/2026

1. Tén co s¢ cong bd: CONG TY TNHH THUONG MAI - DICH VU Y
SINH

2. bia chi: 307/23 Nguyén Van Trdi, Phuong Tan Son Hoa, Thanh phd H
Chi Minh

3. S6 vin ban cua co so: 59/CBB-BoM Ngay: 15/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Pia nuoi céy 35mm; Pia nudi cdy 60mm; Pia nudi ciy giéng
trung tdm; Pia nuoi cay 4 giéng; Pia ICSI

Tén thuong mai (néu co):

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

Chung loai: suregrip 35mm Dish; suregrip 60mm Dish; suregrip Center Well
Dish; suregrip 4 Well Dish Non Treated / suregrip 4 Well Dish Treated;
suregrip ICSI Dish

M3 san pham (néu co):

AID-35/ AID-60; AID-CW; AID-4W / AID-4WH; AID-ICSI

Quy cach dong goi:

Muc dich st dung: AID-35 / AID-60; AID-CW; AID-4W / AID-4WH: Dung
dé hd tro thao tac va nudi cay trimg, phoi va thy tinh trong 6ng nghiém (IVF)
trong k§ thuat hd tro sinh san (ART). AID-ICSI: San pham duoc sir dung dé
két hop tinh tring va tring trong k¥ thudt tiém tinh trung vao bao tuong noan
(ICSI) trong k¥ thuét ho trg sinh san (ART).

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuit: Theo phu luc

Tiéu chuan chét luong san pham ap dung: ISO 13485:2016, tiéu chuan CSSX
5. B6i voi thiét bi y té chira cht ma tay, tién chit (néu c):

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



Tén chu so httu: ASTEC CO., LTD.
bia chi chu sé hitu: 4-6-15 Minamizato Shime, Kasuya, Fukuoka 811-2207,
JAPAN

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 xudt 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 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 t€ bang tieng Viét, kém theo | ¢

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

6 | Gidy chirng 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 voi thiét bi y té nhap khau.




PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE

< = Z Quy cach n . o . ]
STT| Tén thiét biy té Chiing loai Ma oan plrlam dong goi Tfn o p o D;aochl cg S0 Nuée san xuat
(Néu co) (Néu c6) san xuat san xuat
4-6-15
Pia nudi cay . . Minamizato,
1 |35mm suregrip 35mm Dish AID-35 f%gEC CO- | Shime, Kasuya, |JAPAN
' Fukuoka 811-
2207
4-6-15
Pia nuéi cay . . Minamizato,
2 | 60mm suregrip 60mm Dish AID-60 A TECCO- | Shime, Kasuya, |IAPAN
' Fukuoka 811-
2207
4-6-15
Dia nubi cay giéng . . Minamizato,
3 [trung tdm suregrip Center Well Dish AID-CW f,?;gEC co., Shime, Kasuya, |JAPAN
' Fukuoka 811-
2207
4-6-15
bia nudi cay 4 suregrip 4 Well Dish Non ASTEC CO Minamizato,
4 |giéng Treated AID-4W LTD ? Shime, Kasuya, |JAPAN
' Fukuoka 811-
2207
4-6-15
bia nuéi cay 4 suregrip 4 Well Dish ASTEC CO Minamizato,
5 |giéng Treated AID-4WH LTD ? Shime, Kasuya, |JAPAN
' Fukuoka 811-
2207
bia ICSI suregrip ICSI Dish ASTEC CO., |4-6-15
6 AID-ICSI LTD. Minamizato, JAPAN
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Shime, Kasuya,
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2207




