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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 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: 162.11.20/CV-SNC Ngay: 18/11/2020
4. Trang thiét bi y té thudc loai A
Tén trang thiét bi y té: May dan lamen tu dong trén lam kinh
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 s¢ hitu: Shandon Diagnostics Limited (a subsidiary of Epredia)
Dia chi chu s& hiru: Tudor Road, Manor Park, Runcorn, Cheshire, WA7 1TA, UK
6. Thong tin vé co sé bao hanh:
(1) Tén co s6: CONG TY TNHH SINH NAM
Pia chi: S6 65D Phé T6 Hién Thanh, Phuong Lé Pai Hanh, Quan Hai Ba Trung, Thanh ph
Ha Noi
Dién thoai ¢ dinh: 0439781676 bién thoai di dong: 0903415767
7. Thanh phan hd so:

1 | Phy lyc chi tiét trang thiét bi y té

2 | Ban phan loai trang thiét bi y té

3 | Gidy chiing nhan dat tiéu chuan quéan 1y chat lugng con hiéu lyc tai thoi diém ndp ho so.

Gidy uy quyén cta chu so hiru trang thiét bi y té

Giay xac nhan du diéu kién bao hanh

Tai liéu mo ta tom tat k¥ thuat TTBYT theo mau s6 1 Phy lyc 8

N SN | B

Giay chtng nhan hgp chuan hoic Ban tiéu chuan ma chii s¢ hitu trang thiét b y té cong
bo 4p dung




Két qua danh gia cac thong so hoa, 1y, vi sinh va céac thong s6 khac do co so du diéu

’ kién theo quy dinh ctia phap ludt vé danh gia su phu hop cap doi véi trang thict bi y té
san xuat trong nudc

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

10 | MAu nhan sé& su dung khi luu hanh tai Viét Nam cua trang thiét bi y té

11 | Gidy chimg nhan luyu hanh ty do con hiéu lyc tai thdi diém nop ho so d6i véi trang thiét

bi y té nhap khau hodc Phiéu tiép nhan hd so cong bd du diéu kién san xuat trang thiét
biy té doi voi TTBYT sdn xuat trong nudce

NGUOI TIEP NHAN HO SO

o

Nguyén Minh Hai
Chanh Van phong




BANG KE CHI TIET TRANG THIET BI Y TE

TEN TRANG THIET BI| PON VI |CHONG LoAl MA| QUY CACH | TEN COSOSANXUAT/| TEN COSO CHUSG | 1oy 055840 | BIA CHI CO SO BAO
Y TE : TINH : SAN PHKM DOI:\IG GQI HANG, NU:GC SAN HU'U/ I;IAI\{G, I:IUUC HANH : HANH
(NEU CO) XUAT CHU SO HUU
My dan lamen ty dong | Chiéc CLEARVUE/ |Pongthung |Shandon Diagnostics Shandon Diagnostics CONG TY TNHH |S6 65D T6 Hién Thanh,
trén lam kinh A79200001; carton chiu sbc |Limited (a subsidiary of |Limited (a subsidiary of [SINH NAM Phuong L€ Pai Hanh,
Epredia), Anh Epredia), Anh Quén Hai Ba Trung,
CTM6 / Thanh phb Ha Noi

970010




		BAN CƠ YẾU CHÍNH PHỦ - ĐT: 0243.7738668; Fax: 0243.7738668; Email: ca@bcy.gov.vn
	2020-11-25T09:22:42+0700
	PHIÊN BẢN THỬ NGHIỆM
	Nguyễn Minh Hải<nguyenminhhai_soyt@hanoi.gov.vn> đã ký lên văn bản này!




