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S4:210001116/PCBA-HN Thanh phé Ha Néi, ngay 02 thang 08 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 bd: CONG TY CO PHAN GIAI PHAP CONG NGHE VA THIET BI Y TE
BIOTECHMED ‘ A ,
2. bia chi: Tang 3, s0 12N1, ngd 53 duong Hoang Cau, Phuong O Chg Dura, Quan Pong Pa,

Thanh phd Ha Nbi

3. S6 van ban dé nghi ctia co so: 08.2021/BIOTECHMED Ngay: 20/07/2021

4. Trang thiét bj y té thudc loai A

Tén trang thiét bi y té&: BO kit thir chuan BIOTINIDASE dung cho may phan tich sang loc so sinh

SPOTCHECK®: Biotinidase MP Rgt Kit, 20 plate (SPOTCHECK® Biotinidase Microplate
Reagent Kit)

Chung loai/mé san pham: Theo phu luc

Tén co s& san xuat: Theo phu luc

bia chi co s san xuét: Theo phu luc

Tiéu chuan chét luong san pham ap dung: ISO 13485: 2016

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

Tén chu s& hitu: Astoria pacific, INC

Dia chi chu so hiru: 15130 SE 82nd Drive Clackamas, OR 97015 USA

6. Thong tin vé co s¢ bao hanh:

7. Thanh phan hd so:

1 | Phu lyc chi tiét trang thiét bi y té

2 | Ban phan loai trang thiét bi y té

3 Giéy chuing nhan dat ti€u chuan quan ly chat lugng con hiéu lyc tai thoi diém ndp ho so

4 | Gidy iy quyén cua chu so hitu trang thiét bi y té

5 | Gidy x4c nhan du diéu kién bao hanh

6 | Tailiéu mo ta tom tat k¥ thuat TTBYT theo Mau s6 1 (d6i véi TTBYT thong thuong va
IVD la may, thiét bi...), Mau s6 2 (d6i véi TTBYT IVD la thudc thir, chat hiéu chuan,

vat liéu kiém soat in vitro) tai Phu luc 8

7 | Gidy ching nhan hop chuan hoic Ban tiéu chuan ma chii s¢ hitu trang thiét bi y té cong
bo 4p dung

g | Két qua danh gia cac théng so hoa, 1y, vi sinh va cac thong s6 khac do co s¢ du diéu
kién theo quy dinh cua phép luat vé danh gid su phu hop cap do1 véi trang thiét bi y té
san xuat trong nudc




9 | Tai liéu huéng dan sir dung cua trang thiét bi y té
10 | Mau nhan sé& sir dung khi luu hanh tai Viét Nam cua trang thiét bi y té
11 | Giay chimg nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so d6i voi trang thiét

bi y té nhap khau hozc Phiéu tiép nhan hd so cong bd du dicu kién san xuat trang thiét
biy t€ doi véi TTBYT san xuat trong nudce

NGUOI TIEP NHAN HO SO

e

Nguyén Minh Hai
Chanh Van phong




BANG KE CHI TIET TRANG THIET BI Y TE

. . CHUNG QUY CACH TEN COSO SAN | TEN CO SO CHU SO
str | TEN TRAN(T}ET HIET BLY D%EI LOAI SAN PONG GOI XUAT/ HANG, HU'U/ HANG, NUOC

PHAM (NEU CO) NUOC SAN XUAT CHU SO HUU

1 |Color Reagent 1 ml [81-8020-300 300ml/ 1o |/ storia-Pacific, INC/ Astoria-Pacific, INC/
United States United States

2 |Color Reagent DILUENT 1 lo 81-8025-300 300 ml/ lo Ast'orla—Pamﬁc, INC/ Ast'orla-Pac1ﬁc, INC/
United States United States

3 |Color Reagent 2 ml [81-8030-300 300ml/ 1o |/ storia-Pacific, INC/ Astoria-Pacific, INC/
United States United States

4 |Color Reagent DILUENT 2 o |81-8035-300 300ml/ 1o |/ storia-Pacific, INC/ Astoria-Pacific, INC/
United States United States

5 |Color Reagent 3 ml [81-8040-300 300ml/ 1o |/ storia-Pacific, INC/ Astoria-Pacific, INC/
United States United States

6 |[Color Reagent DILUENT 3 lo 460-0114 Ast'orla-Pamﬁc, INC/ Ast'orla-Pac1ﬁc, INC/
United States United States

7 |Biontin - PAB Substrate ml o [81-8050-800K | s00milg [AtonaTacific, NG/ Astoria-Pacific, INC/
United States United States

8 |Substrate Diluent o |81-8051-800 g00ml/ 1o | storia-Pacific, INC/ | Astoria-Pacific, INC/
United States United States

9 |Substrate Buffer o |81-8055-800 g00ml/ 1o |/ storia-Pacific, INC/ | Astoria-Pacific, INC/
United States United States

10 |PABA Stock Standard lo  |81-8060-73K lo Astoria-Pacific, INC/ | Astoria-Pacific, INC/
United States United States

11 [30% TCA (trichloroacetic acid) | mL  |81-8080-100C 1L/ lo Astoria-Pacific, INC/ | Astoria-Pacific, INC/

United States

United States
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