SO Y TE TP HO CHI MINH CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap - Tu do - Hanh phuc

S4: 180000295/PCBA-HCM Tp H6 Chi Minh, ngay 29 thang 01 ndm 2018

PHIEU TIEP NHAN

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

1. Tén co so cong bé: CONG TY TNHH THUONG MAI VA DICH VU KY THUAT BDONG
DOANH

2. bia chi: 36 Buong K5, Phuong 12, Quan T4an Binh, Thanh phd H5 Chi Minh

3. S6 van ban dé nghi ctia co sé: 03/2018CB Ngay: 24/01/2018

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Hoa chat dung cho may xét nghiém huyét hoc

Chung loai/ma san pham: Theo phu luc

Tén co s& san xuét: Theo phu luc

Dia chi co s6 san xuit: Theo phu luc

Tiéu chuan 4p dung: ISO

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

Tén chu s¢ hitu: CLINICAL DIAGNOSTIC SOLUTIONS, INC

Dia chi chu s¢ hitu: 1800 NW 65 Th AVENUE Suite 2 Plantation, FL 33313 - USA

6. Thong tin vé co sé bao hanh:

(1) Tén co sé: Cong Ty TNHH TM va DV KT Dong Doanh
Dia chi: 36 Buong K5 , Phuong 12, Quén Tan Binh, Thanh phd H6 Chi Minh
Dién thoai c6 dinh: 38110451 Dién thoai di dong: 0903928623

7. Thanh phan hd so:

1 | Vin ban cong b tiéu chuan ap dung cia trang thiét b y té thudc loai A

Gidy chung nhan dat tiéu chuan quan 1y chat luong

2
3 | Phu luc chi tiét trang thiét bj y té
4

Ban phan loai trang thiét bi y té

5 | Phiéu tiép nhan ho so cong bo du dicu kién san xuat trang thiét bi y té hodc Gidy chung
nhan dat tiéu chuan quan 1y chat luong con hi¢u luc tai thoi di€ém ndp ho so cong bo doi
véi trang thiét bi y t€ nhdp khau.

6 | Giay iy quyén cuia chu s¢ hitu trang thiét bi y té

7 | Gidy xac nhan du diéu kién bao hanh




8 | Tai liéu mo ta tom tat k§ thuat TTBYT

9 Gjéy chtng nhan hgp chuan hoic Ban tiéu chuan ma chi s¢ hitu trang thiét bi y té cong
bo 4p dung

10 | Tai liéu huéng dan sir dung cia trang thiét bj y té

11 | Mau nhén sé& sir dung khi lvu hanh tai Viét Nam cia trang thiét bi y té

NGUOI TIEP NHAN HO SO
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Pham Thi Thanh Huyén




BANG KE CHI TIET TRANG THIET BI Y TE

: , | Ghow | TNCOSG | mENcOSG | ,
STT TEI>I TRANG; DO:N VI| CHUNG L:OAI SAN DONG S~AN XUA’l:/ CI:IU SO HU:U/ T]?N Cq SO ];)IA7CHI ?O
THIETBIYTE| TINH PHAM GOI (NEU HANG, NU:OC HAl\}G, NU?C BAO HANH |SO BAO HANH
co) SAN XUAT CHU SO HUU
Thung
1 501-050 CDS
Sheath Reagent (10L) 10 Lit
Thung
2 501-081 CDS
Diluent Sheath (20L) 20 Lit
Thung
3| Hoa chat dung cho i(()ain(::ls;/smluent (20L) 20 Lit CLINICAL CLINICAL 1 Cong Ty TNHH | 36 Buong K3
may xét nghidm Thing DIAGNOSTIC | DIAGNOSTIC ™ Va; ) P1A2 ‘
huyét hoc 501-133 CDS KX21 SOLUTIONS, SOLUTIONS, DVKT Dong Quéan Tan Binh
4 Hematology Diluent (20L) 20 Lit INC INC Doanh TpCHM
Thung
501-064 CDS
5 Dertergent Reagent (20L) 20 Lit
501-063 CDS
Enzymatic Cleaner
6 Hop [Concentrate (2x50mL) 2x50 mL
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