SO Y TE PONG NAI CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Tu do - Hanh phic

Sb: 210000006/PCBSX-DN Tinh Pong Nai, ngay 17 thang 06 niam 2021

PHIEU TIEP NHAN

Ho so cong bd dii diéu kién san xuit trang thiét biy té

1. Tén co so cong bd: CONG TY TNHH OLYMPUS VIET NAM
2. bia chi: Puong s6 8, khu cong nghi¢p Long Thanh, Xa Tam An, Huyén Long Thanh, Tinh
Pong Nai
(San xuét tai: CONG TY TNHH OLYMPUS VIET NAM; Dia chi: Buong s6 8, Khu cong
nghi¢p Long Thanh, Xa Tam An, Huyén Long Thanh, Tinh Dong Nai)
3. Dién thoai: 0251.3514555 -3449 Fax: 0251.3514779

4. S6 van ban dé nghi ctia co sd: OVNC-MDO06/21-12 Ngay: 10/06/2021

5. Tén trang thiét b y té co s cong bd san xuat:

Ban chai vé sinh éng ndi soi két hop Single Use Combination Cleaning Brush, Ban chai vé sinh
don Single Use Channel-Opening Cleaning Brush, Vong cit ndi soi bang xung dién sir dung mot
lan Disposable Electrosurgical Snare, Vong cét ndi soi bang xung dién st dung mot 1an SD-400
Single Use Electrosurgical Snare SD-400, Thiét bi kep xoay dung mét 1an Single Use Rotatable
Clip Fixing Device, Thiét bi vong cam méu st dung mét 1an SINGLE USE LIGATING DEVICE,
Bong bong 1y soi 3 khoang str dung mét lan Single Use 3-Lumen Extraction Balloon V, Kim hut
kiém tra sir dung mot 1an Single Use Aspriration Needle, Dao cat co vong 3-Lumen ding mdt 1an
Single Use 3-Lumen Sphincterotome V, Dao cit co vong c6 xé ranh (khong kém day thép dan
huéng) Single Use Sphincterotome V (Distal Wireguided), Dao cét co vong ¢6 xé ranh (c6 kém
day thép din huéng) Single Use Preloaded Sphincterotome V (Distal Wireguided), Dao cit co
vong dugc 16ng sin day thép dan hudng Single Use Preloaded Sphincterotome V, Kep sinh thiét
ding mot 1an DISPOSABLE BIOPSY FORCEPS, Kep sinh thiét bang xung dién dung mét lan
DISPOSABLE HOT BIOPSY FORCEPS, Kep sinh thiét ding mét 1an Single Use Biopsy
Forceps, Kim tiém mot lan dung trong ndi soi Single Use Injector, Kim tiém st dung mot lan
dung trong noi soi Single Use Injector NM600/610, B6 dung cu van cap khi/ nu6c, van hat & sinh
thiét sir dung mot 1an SINGLE USE AIR/WATER, SUCTION, & BIOPSY VALVE KIT

6. Thanh phan hd so:

1 | Van ban phan cong, bé nhiém ngudi phu trach chuyén mon cua co s¢ san xuat X

2 | Ban xé&c nhan thoi gian cong tac X

3 | Vin bang, ching chi dao tao vé ky thuat thiét bi y té hodc quan 1y thiét bi y té cia X
nguoi phu trach chuyén mon

4 | Van ban cong b du diéu kién san xuét X
5 | Ban ké khai nhan su X
6 | Gidy chirng nhan dat tiéu chuan quan 1y chét lugng X
7 | HO so vé thiét bi va quy trinh san xuat, kiém tra chat luong phi hop véi yéu cau X

cua loai trang thiét bi y t€ ma co s¢ san xuat




Ban chai vé sinh 6ng ndi soi két hop Single Use Combination Cleaning Brush, Ban chai vé sinh
don Single Use Channel-Opening Cleaning Brush, Vong cit ndi soi bang xung dién sir dung mot
lan Disposable Electrosurgical Snare, Vong cat noi soi bang xung dién str dung mot lan SD-400
Single Use Electrosurgical Snare SD-400, Thiét bi kep xoay dung mét 1an Single Use Rotatable
Clip Fixing Device, Thiét bi vong cam mau st dung mét 1an SINGLE USE LIGATING DEVICE,
Bong bong 1y soi 3 khoang str dung mét lan Single Use 3-Lumen Extraction Balloon V, Kim hut
kiém tra st dung mot 1an Single Use Aspriration Needle, Dao cit co vong 3-Lumen ding mot 1an
Single Use 3-Lumen Sphincterotome V, Dao cit co vong c6 xé ranh (khong kém déy thép dan
hudng) Single Use Sphincterotome V (Distal Wireguided), Dao cit co vong ¢ xé ranh (c6 kém
day thép dan huéng) Single Use Preloaded Sphincterotome V (Distal Wireguided), Dao cat co
vong dugc 16ng sin day thép dan hudng Single Use Preloaded Sphincterotome V, Kep sinh thiét
dung mét 1an DISPOSABLE BIOPSY FORCEPS, Kep sinh thiét bang xung dién dung mét lan
DISPOSABLE HOT BIOPSY FORCEPS, Kep sinh thiét ding mét 1an Single Use Biopsy
Forceps, Kim tiém mot 1an dung trong ndi soi Single Use Injector, Kim tiém st dung mot lan
dung trong noi soi Single Use Injector NM600/610, B6 dung cu van cap khi/ nu6c, van hut & sinh
thiét sir dung mot 1an SINGLE USE AIR/WATER, SUCTION, & BIOPSY VALVE KIT

6. Thanh phan hd so:

8 |Hop dong v0i co s¢ du nang lyc kiém tra chat luong dé kiém tra chat luong trang X
thiét bi y t& ma co sé san xuét

o | Hé thong theo ddi quan ly qua trinh xuat nhap, ton kho, sir dung nguyén li¢u la X
chat ma tay va tlen chat, qué trinh xuat, nhap, ton kho trang thiét bi y té c6 chta
chit ma ty va tién chét va kho bao quan

NGUOI TIEP NHAN HO SO

A

Phan Huy Anh Vi
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