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86 :170002426/PCBA-HCM Tp H6 Chi Minh, ngay 13 thang 11 ndm 2017

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 THUONG MAI THIET BI Y TE THANH PHAT
2. bia chi: 2/51 PHAM VAN BACH, Phuong 15, Quan T4n Binh, Thanh phé H5 Chi Minh
3. S6 van ban dé nghi cta co sé : 002/BYT-TP-TCCB-2017 Ngay: 07/11/2017

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 xuat: Theo phu luc

Dia chi co s6 san xuit: Theo phu luc

Tiéu chudn ap dung: MSZ EN ISO 13485:2012

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

Tén chu so hitu: Norma Instruments Zrt

Dia chi chu s& hitu: Arany Janos street 11-13, 2nd floor 211., 3530 Miskolc, Hungary

6. Thong tin vé co s& bao hanh:

7. Thanh phan hd so:

1 | Vin ban cong b tiéu chuan ap dung cta 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 hiéu luc tai thoi di€ém ndp ho so cong bo doi
véi trang thiét bi y t€ nhdp khau.

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 TTBY T
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Giay chtng nhan hgp chuan hoic Ban tiéu chuan ma chii s¢ hitu trang thiét b y té cong
bo 4p dung
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Tai liéu huéng dan sir dung ciia trang thiét bi y té

11

Mau nhén s& str dung khi luu hanh tai Viét Nam cua 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

Ma san Quy cach
STT| Tén trang thiétbiy té | Don vi tinh Chiing loai phim dong. g?l hoz"f Ha,n & lll:’O’C Haflg,onu:(rc Ten c‘?’ s0'bao | Dia chi c 06’ bao
: : : i, don vi tinh (néu san xuat chi s& hiru hanh hanh
(néu cd) iy
co)
1 Thung NormaDil NK NN-10912 20 lit/Thung
2 Thung NormaDil-5 NK NN-10952 20 lit/Thung
3 Thung NormaClean NK NN-50915 5 Lit/ Thung
4 Thung NormaDil CD (20L) DY-10412 20 Lit/ Thung
5 Thung NormaDil/Sheath CD 3.2 |DY-10422 20 Lit/ Thung
6 Thung NormaDil CD 3.5 DY-10432 20 Lit/ Thung Cona Tv TNHH 2/51 Pham Vian
i , Thing  |NormaSheath CD 35 |DY-20412 | 20 Lit/ Thung Norma Norma 9 1Y TN Bach, Phuong 15,
Hoa chat dung cho may - - Thuong Mai A

8 | xét nehiém huvét hoc Thin NormaClean CD (20L) DY-50412 20 Lit/ Thung | Instruments Zrt{ Instruments Zrt- Thiét BLY Té Quéin Tan Binh,

gruem fuyet ho g DY-50415 | 5 Lit/ Thing Hungary Hungary EB1YTC 1 Thanh Phé Hb

Thanh Phét -
9 Lo Norma Hypoclean Strong HC-70091 100ml/Lo Chi Minh
i HC-70093 3ml/Lo

10 Thung NormaDil SYS SX-10212 20 Lit/ Thung
11 Thing NormaSheath SYS SX-40222 20 Lit/ Thung
12 Binh NormaClean SYS SX-50211 1 Lit/ Binh
13 Thing Normaresh-SYS SX-50225 5 Lit/ Thung
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