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Doc 1ap - Tu do - Hanh phuc

84:200001172/PCBA-HCM Tp Ho Chi Minh, ngay 23 thang 07 ndm 2020

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 TNHH THUONG MAI THIET Bl CONG NGHE NGOI SAO
XANH

2. Pia chi: 31 NGUYEN MINH HOANG, Phuong 12, Quan Tan Binh, Thanh phd Ho Chi Minh
3. S6 vin ban dé nghi cta co sé: 01 _PSI/2020 Ngay: 17/07/2020

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y t&: Dung dich lam sach dau camera - Fog Fre;e 6ml, B0 loc khi doc va vi khuan
trong mo ndi soi-Smoke Filter, Dung cu bao boc camera vo khuan-Ring Frame Camera Sleeve
Chung loai/ma san pham: Theo phu luc

Tén co s& san xuat: Theo phu luc

bia chi co s san xuét: Theo phu luc

Tiéu chuan ap dung: CE Directive 93/42/EEC

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

Tén chu sé hitu: PURPLE SURGICAL INTERNATIONAL LIMITED / ANH QUOC

Dia chi chu s¢ hitu: 2 Chestnut House, Farm Close, Shenley, Herts, WD7 9AD, UK.

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

Gidy uy quyén cta chu so hiru trang thiét bi y té

Giay xac nhan du di€u ki¢n bao hanh

Tai liéu mo ta tom tat k¥ thuat TTBYT theo mau s6 1 Phuy lyc 8

N SN | B

Giay chtng nhan hgp 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 doi véi trang thiét bi y té
san xuat trong nudc

9 | Tai liéu hudng dan sir dung cua trang thiét bi y té

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




11

Giéy chtirng nhan luu hanh ty do con hiéu lyc tai thoi diém nop ho so doi véi trang thiét
bi y té nhap khau hodc Phiéu ti€p nhén ho so cong bo du diéu kién san xuat trang thiét
biy té do1 voi TTBYT san xuat trong nude

NGUOI TIEP NHAN HO SO

Ky bdi: Pham Thi Thanh
Huyeén

Email:
ptthuyen.syt@tphcm.gov.
vn

Co quan: S& Y té, Thanh
pho Ho Chi Minh

Ngay ky: 23-07-2020
13:39:52 +07:00

Pham Thi Thanh Huyén




BANG KE CHI TIET TRANG THIET Bl Y TE

QuUY
5 : CHUNG CACH . oz ; - ok . . - A \ . o
STT TEN TRANG THIET BI |PON VI LOAI SAN DPONG TEN CO SO SAN XUAT/ HANG, NUOC SAN TEN CO SO CHU SO HU'U/ HANG, TEN CO SO PIA CHI CO SO BAO
Y TE TINH o p XUAT NUOC CHU SO HU'U BAO HANH HANH
PHAM GOI
(NEU CO
Dung dich 1am sach déu . Purple Surgical UK Ltd., Culmhead Business Centre, Theo diu khoan 5 diéu 22, Muc 2 Nghj dinh
1 cai  |Fog Free 6ml AT
camera Culmhead, Taunton, Somerset, TA37DY, England 36/2016/ND-CP, day la trang thiét b y té sir
5 B loc khi doc va vi khuén chi Smoke Filter Purple Surgical UK Ltd., Culmhead Business Centre, dg}lg mét 1‘511 nén khong can xac nhén du dieu
trong md nodi soi Culmhead, Taunton, Somerset, TA37DY, England kién bao hanh.
PURPLE SURGICAL INTERNATIONAL
LIMITED / ANH QUOC According to Clause 5, Article 22, Section 2
Dung cu bao boc camera . Ring Frame Pharma-Sept Medical Products Ltd., Benni Gaon 10 St., ofD.ecre? 36/2.016./ND_CP’ th.e medical
3 cai devices listed in this document is a one-use

v6 khuan

Camera Sleeve

Industrial Area South, Netanya 4250499, Israel

device and therefore does not need to confirm
warranty eligibility
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