


Dja chi ca s& san xu§.t: 495 Enterprise Street, San Marcos, CA 92078, My 
Tieu chufu1 ap dl,l11g: Tieu chuful nha san xu§t 

4. DBi voi trang thi�t bi y t� chrra ch§t ma tuy, ti�n chfit:

5. Thong tin v� chu SO' hfru trang thi�t bi y t�:
Ten chu s& hfru: Beckman Coulter, Inc.
Dia chi cht'.1 s& hfru: 250 S. Kraemer Blvd., Brea, CA 92821, My

6. Thong tin v� CO' SO' bao hanh (niu co):

7. S6 cong b6 du di�u ki�n san xu§t d6i voi trang thi�t bi y t� san xufit trong 
nu&c:
Cong b6 tieu chu§n ap d1,mg ciia trang thi�t bi y t� lo�i B 
H6 sa kem theo g6m: 
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Gi§y chung nh�n dl;lt tieu chu§n quan ly ch§t hrqng ISO 13485 

Gi§y uy quy�n cua chu s& hfru trang thi€t bi y t€ 

Gi§y xac nh�n du di€u ki�n bao hanh 

Tai li�u mo ta tom Hit ky thu�t trang thi€t bi y t€ b�ng ti€ng Vi�t 

Tai li�u ky thu�t mo ta chuc nang, thong s6 ky thu�t cua trang thi€t bi y t€ do 
chu s& hfru trang thi€t bf y t6 ban hanh 

Tai li�u ky thu�t b�ng ti�ng Vi�t kem theo tai li�u v� nguyen v�t li�u, v� an 
toan cua san ph§m, quy trinh san xu§t, cac bao cao nghien cuu lam sang va 
ti�n lam sang bao g6rn bao cao d9 6n dinh d6i v&i thu6c thu, ch§t hi�u chufu1, 
v�t li�u ki�m soat in vitro. 

Ban tieu chu§n ma chu s& hGu trang thi�t bi y t€ cong b6 ap d\lng 

Gi§.y chung nh� hgp chu§n 

D6i v&i trang thi€t bi y t€ san xu§t trong nu&c: k€t qua danh gia cac thong s6 
h6a, ly, vi sinh va cac thong s6 khac do ca so du di�u ki�n theo quy dinh cua 
phap lu�t v€ danh gia sg phu hqp dp ho�c Gi§y chung nh�n danh gia ch§t 
!uqng do ca quan c6 thfun quy€n cua Vi�t Nam c§p d6i v&i trang thi€t bi y t�
ch§n doan in vitro

Tai li�u lm&ng d§n su dµng ct'.1a trang thi€t bi y t€ b�ng ti€ng Vi�t; d6i v6i 
trang thi€t bi y t€ nh�p kbiu kem theo ban g6c b�ng ti€ng Anh do chu s& huu 
trang thi€t bi y t€ ban hanh 

M§u nhan trang thi€t bi y t€ 
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