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PHIEU TIEP NHAN

Ho so cong bd tiéu chuin ap dung ciia trang thiét bi y té thudc loai A

1. Tén co s& cong bd: CONG TY CO PHAN OMICARE

2. bia chi: Tang 13, Toa nha Van phong Tong cong ty 789, 147 duong Hoang Quoc Viét, Phuong
Nghia D6, Quan Cau Gidy, Thanh phé Ha Noi

3. S6 vin ban dé nghi cua co sé: 02/2020/CBTCA-OMC Ngay: 29/07/2020

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Gac Y té

Chung loai/ma san pham: Theo phu luc

Tén co s& san xuat: Theo phu luc

Dia chi co s6 san xuit: Theo phu luc

Tiéu chuan 4p dung: ISO 13485:2016

5. Thong tin vé chu s hitu trang thiét bi y té :

Tén chu sé hitu: ZUIKO MEDICAL CORPORATION

Dia chi chu s¢ hitu: 3-50, Torikaikami 4-chome, Settsu-city, Osaka 566-0062 Japan
6. Thong tin vé co sé bao hanh:

7. Thanh phan hd so:

1 | Phu luc chi tiét trang thiét bi y té

2 | Ban phan loai trang thiét bi y té

3 Giéy chirng nhan dat ti€éu chuan quan 1y chat luong con hi¢u lyc tai thoi diém ndp ho so.

4 | Gidy uy quyén cua chi sé hitu trang thiét b y té

5 | Gidy x4c nhan du diéu kién bao hanh

6 | Tai liu mo ta tom tat ky thuat TTBYT theo mau s6 1 Phu lyc 8

7 | Giay chiing nhan hop chuan hoic Ban tiéu chuan ma cha so hitu trang thiét bi y té cong
bo 4p dung

g | Két qua danh gia cac thong s6 hoa, 1y, vi sinh va cac thong s6 khac do co sé du diéu
kién theo quy dinh cta phap luat vé danh gia su phit hop cap ddi vai trang thiét bj y té
san xut trong nudc

9 | Tai liéu hudng dan sir dung cua trang thiét bi y té

10 | Mau nhén sé& st dung khi lvu hanh tai Viét Nam cua trang thiét bi y té
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Giéy chtirng nhan luu hanh ty do con hiéu lyc tai thoi diém nop ho so doi véi trang thiét
bi y té nhap khau hodc Phiéu ti€p nhén ho so cong bo du diéu kién san xuat trang thiét
biy té do1 voi TTBYT san xuat trong nude

NGUOI TIEP NHAN HO SO

Nguyén Minh Hai
Chanh Van phong




BANG KE CHI TIET TRANG THIET BI Y TE

* DIACHICOSGBAOHANH -
ZUIKO MEDICAL ZUIKO MEDICAL o A Téng 13, tda nha van phong tbng cong ty 789,
; CONG TY CO PHAN S Vi ~
Plus moist W — Model W1 |CORPORATION, CORPORATION, OMICARE 147 dudng H,oang Quéc Viét, phudng Nghia D6,
NHAT BAN NHAT BAN quan Chu Gidy, thanh ph Ha Noi, Viét Nam
ZUIKO MEDICAL ZUIKO MEDICAL 5 & PHA Ting 13, tda nha vin phong tdng cong ty 789,
té Tai Pl ist W — CONG TY.COFHAN 147 dudmg Hoang Quéc Viét, phutmg Nghta D6,
Gacy ai us moist Model W2 |CORPORATION, CORPORATION, IOMICARE uong Hoang Qude Viét, phudmg a b,
NHAT BAN NHAT BAN quin Clu Gidy, thanh phd Ha Ngi, Viét Nam
ZUIKO MEDICAL ZUIKO MEDICAL i Ting 13, tda nha vin phong téng cong ty 789,
- ICONG TY CO PHAN : N
Gacyté T6i  plus moist W— Model W3 |CORPORATION, CORPORATION, IOMICARE 147 dudmg Hpang Quéc Vigt, phudmg Nghia D8,
NHAT BAN NHAT BAN quén Clu Gidy, thanh phé Ha Noi, Viét Nam
ZUIKO MEDICAL ZUIKO MEDICAL CONG TY CO PHAN Téng 13, tda nha van phong tdng cong ty 789,
& i i CORPORATION, CORPORATION, 147 dudmg Hoang Qudc Viét, phudmg Nghia D3,
Gacy Tai  |Plus moist Top— W ) g N OMICARE - ong
NHAT BAN NHAT BAN quin Clu Gifly, thanh phd Ha Ni, Viét Nam
ZUIKO MEDICAL ZUIKO MEDICAL CONG TY CO PHAN Ting 13, toa nha van phong tdng cong ty 789,
Gacy té Téi  [Plus moist HSP— W CORPORATION, CORPORATION, OMICARE 147 dutmg Hoang Qudc Viét, phudng Nghia DO,
NHAT BAN NHAT BAN quén Clu Gidy, thanh phd Ha Noi, Viét Nam
ZUIKO MEDICAL ZUIKO MEDICAL HAN Téng 13, tda nha vin phong tdng cong ty 789,
Gacy t fi : CORPORATION, CORPORATION, CONGTY COP 147 dudng Hoang Quéc Viét, phudmg Nghia D3,
acy Tai Plus moist K 'y P OMICARE At ek £ v oot
NHAT BAN NHAT BAN quén Chu Gidy, thinh phé Ha Nbi, Viét Nam
ZUIKO MEDICAL ZUIKO MEDICAL Ting 13, tda nha vin phong tdng cong ty 789,
CONG TY CO PHAN : s
Gaoyté Tai  |Plus moist SA-K CORBORATION; CORPORATION, OMICARE 147 dutmg Hoang Quéc Vit, phurtme Nghia B,
NHAT BAN NHAT BAN quéin Clu Gidy, thanh phé Ha Noi, Viét Nam
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