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

S4:210000117/PCBA-HN Thanh phé Ha Néi, ngay 27 thang 01 nim 2021

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 bdé: CONG TY TNHH SINH NAM

2. bia chi: S6 65D Pho T6 Hién Thanh, Phuong Lé Pai Hanh, Quan Hai Ba Trung, Thanh ph6 Ha
Noi

3. S6 vin ban dé nghi cta co sé: 15.01.21/CV-SNC Ngay: 19/01/2021
4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Dao cit tiéu ban

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 chét luong san pham ap dung: ISO 13485:2016

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

Tén chu so hitu: Richard-Allan Scientific LLC (a subsidiary of Epredia)
Dia chi chu s¢ hitu: 4481 Campus Drive, Kalamazoo MI 49008, USA

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




11

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

o

Nguyén Minh Hai
Chanh Van phong




BANG KE CHI TIET TRANG THIET BI Y TE

- TEN TRANG;THIET PON VI CIjn"ﬂjG LOAY TEN CO SQ SAl}I XUAT/ HANG, T}“«:N CcO s(i CHU §6 HUU/ TEN CO SO BAO BIA7CHi co SO
BIYTE TINH MA SAN PHAM NUOC SAN XUAT HANG, NUOC CHU SO HUU HANH BAO HANH
Richard-Allan Scientific LLC
3052835; 3053835; (a subsidiary of Epredia) / M¥; Richard-Allan Scientific LLC
3153735; 3050822; (a subsidiary of Epredia) / My
3051835; 3050835. Kai Industries Co., Ltd. / Nhat Ban
1 Dao cit tiéu ban Chiéc Khéng ap dung Khong ap dung

1001259

Richard-Allan Scientific LLC
(a subsidiary of Epredia) / My

Richard-Allan Scientific LLC
(a subsidiary of Epredia) / My
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