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S4: 190001428/PCBA-HCM Tp H6 Chi Minh, ngay 03 thang 12 nim 2019

PHIEU TIEP NHAN

Ho so cong bd tiéu chuin 4p dung ciia trang thiét bi y té thudc loai A

1. Tén co s& cong bd: CONG TY TNHH MTV TM MINH VY

2. bia chi: S6 10, Puong sb 18, Phudng Tan Phi, Quan 7, Thanh phé H6 Chi Minh
3. S6 vin ban dé nghi cta co sé: 06/2019/CBTCA-MV Ngay: 27/11/2019

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y t&: May phan tich huyét hoc tw dong, phu kién, hoa chat va dung dich rira dung
kém theo may 7
Chung loai/ma san pham: Theo phu luc

Tén co s& san xuat: Theo phu luc

Dia chi co sé san xuit: Theo phu luc

Tiéu chudn ap dung: ISO13485:2016

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

Tén chu sé hitu: Boule Medical AB

Dia chi chu s¢ hitu: Domnarvsgatan 4, SE-163 53 Spanga, Sweden
6. Thong tin vé co sé bao hanh:

(1) Tén co so: Cong ty TNHH MTV TM Minh Vy
Dia chi: 10 Puong s6 18, P.Tan Pht, Quan 7, Tp.HCM, Phuong Tan Pha, Quéan 7, Thanh pho
Ho Chi Minh
Pién thoai ¢ dinh: 028.62746681 bién thoai di dong:

7. Thanh phan hd so:

1 | Phu luc chi tiét trang thiét bj y té

2 | Ban phan loai trang thiét bi y té

3 | Giay chung nhén dat ti€u chuan quan ly chat lugng con hiu luc tai thoi diém ndp ho so.

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

5 | Gidy x4c nhan du diéu kién bao hanh

6 | Tai liéu md ta tom tat k¥ thuat TTBYT theo mau s6 1 Phu luc 8

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




8 | Tai liéu hudng dan st dung cua trang thiét bi y té
9 | Mau nhan s& str dung khi luu hanh tai Viét Nam cua trang thiét bi y té
10 | Gidy chimg nhan luu hanh trr do con hiéu lyc tai thdi diém nop ho so d6i véi trang thiét

bi y té nhap khau hodc Phiéu tiép nhan ho so cong bd du diéu kién san xuét trang thiét
biy t€ do1 véi TTBYT san xuat trong nudce

NGUOI TIEP NHAN HO SO
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Pham Thi Thanh Huyén




BANG KE CHI TIET TRANG THIET BI Y TE

TEN CO SO SAN | TEN COSO CHU | _ A . .
STT | TEN TRANG THIET BI Y TE D%I‘{] N cnone LOAI SAN PHAM  |XUAT/ Nt[(’)'c SAN| SO HUU/ NU:(')C TEN E‘,{fﬁ BAO DI‘;‘A%H}IIE?; 0
XUAT CHU SO HUU
1 |May phan tich huyét hoc tw dong Bo/cai  |Medonic M-series M32B;
Medonic M-series M32M;
Medonic M-series M32C;
ﬁijﬁﬂiﬁ ﬁssle resMIBSBDAR | poute Medical AB, | Boule Medical AB, | Cong ty TNHH Sopl%ﬁfgggg 50718’
- : Thuy DPién Thuy Dién MTV TM Minh Vy ' P
2 |May phan tich huyét hoc ty dong Bo/cai  [Quintus Tp. HCM
3 |Khay nap mau dung cho méay phan cai Quintus autoloader
tich huyét hoc tu dong
4 |Hoa chat ding cho may phan tich thing |Quintus 5-Part Diluent
huyét hoc tu dong
5 |Hoéa chat ding cho may phan tich chai, [Quintus 5-Part Lyse
huyét hoc tu dong thing
6 |Hoa chat dung cho may phan tich chai, |Quintus 5-Part Stopper
huyét hoc t dong thiing
7 |Hoa chat ding cho may phan tich lo Boule Cal-5Diff
huyét hoc tu dong
8 |Hoéa chat dung cho méay phan tich lo, hp |Boule Con-5Diff L
huyét hoc tu dong
9 H(’)archét dung cho may phan tich lo, hop |Boule Con-5Diff N Boule Medicgﬂ AB, | Boule Medicgl AB, Khong ép dung Khong ép dung
huyét hoc tu dong Thuy Dién Thuy Dién i i
10 [Hoéa chat dung cho may phan tich | lo, hop |Boule Con-5Diff H
huyét hoc tu dong
11 |Hoa chét dung cho méay phan tich hép |Boule Con-5Diff G2 Tri Level
huyét hoc tu dong
12 |Dung dich rtra dung cho may phan chai  |Boule Hypochlorite Cleaner
tich huyét hoc tu dong
13 [Hoa chat dung cho may phén tich thing |Medonic M-series Diluent
huyét hoc tu dong
14 |Hoa chét dung cho may phan tich chai, [Medonic M-series Lyse
huyét hoc tu dong thing
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15 |Hoéa chat dung cho may phan tich lo, hp |Boule Cal
huyét hoc tg dong
16 |Hoéa chat dung cho may phan tich lo, hop [Boule Con-Diff L
huyét hoc tg dong
17 |Héa chat dung cho méy phan tich lo, hop [Boule Con-Diff N
huyét hoc tg dong
18 |Hoba chat dung cho may phan tich lo, hop [Boule Con-Diff H
huyét hoc tg dong
19 |Héa chat dung cho may phan tich hop |Boule Con-Diff Tri-Level
huyét hoc tg dong
20 |Dung dich rira dung cho may phan | hop, chai [Boule Cleaning Kit
tich huyét hoc ty dong
21 |Dung dich rira dung cho may phan | hgp, chai [Boule Enzymatic Cleaner
tich huyét hoc ty dong
22 |Dung dich rira dung cho may phan | hgp, chai [Boule Hypochlorite 2% Cleaner
tich huyét hoc ty dong
23 |Dung cy hiit mau béng nhya dung lo, hop |Boule MPA Micro Pipettes Plastic

cho may phan tich huyét hoc tu
dong

Boule Medical AB,
Thuy Pién

Boule Medical AB,
Thuy Dién

Khoéng ap dung

Khoéng ap dung
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