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S4:200001417/PCBA-HN Thanh phé Ha Néi, ngay 13 thang 08 nim 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 b: VAN PHONG PAI DIEN HYPHENS PHARMA PTE.LTD TAI THANH
PHO HA NOI
2. bia chi: S6 87 Nguyén Van Troi, Phuong Phuong Liét, Quan Thanh Xuan, Thanh pho Ha Noi
3. S6 vin ban dé nghi cta co sé: 012020/TBYT-A Ngay: 10/08/2020
4. Trang thiét bi y té thudc loai A
Tén trang thiét bi y t€: BO6 dung cu ho tro dung cho vit nen ¢6 dinh xuong tu tiéu Magnezix CSC
4.8
Chung loai/mé san pham: Theo phu luc
Tén co s& san xuat: Theo phu luc
bia chi co s san xuét: Theo phu luc
Tiéu chuan 4p dung: EN ISO 13485:2016
5. Thong tin vé chu s hiru trang thiét bi y té :
Tén chu s& hiru: Syntellix AG
Dia chi chu s¢ hitu: Aegidientorplatz 2A, 30159 Hannover, Germany
6. Thong tin vé co s¢ bao hanh:
(1) Tén co s6: Cong ty C6 phan Duoc pham Trung Uong CPC1
Dia chi: S6 87 Nguyén Vian Trdi, Phuong Phuong Liét, Quan Thanh Xuan, Thanh phd Ha
Noi
Pién thoai cb dinh: 02438643327 bié¢n thoai di dong: 0904060890
(2) Tén co s6: Cong ty TNHH Thuong mai Duoc phim Pan Thanh
bia chi: 02-04 L6 L, duong s6 7, Khu dan cu Phtt My, Phudng Pha My, Quan 7, Thanh phd
H6 Chi Minh
Pién thoai ¢b dinh: 02837851727 bié¢n thoai di dong: 0909312092
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 Giéy ching nhan dat ti€u chuan quan ly chat lugng con hiéu lyc tai thoi di€ém 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 liu mo ta tom tat ky thuat TTBYT theo mau s6 1 Phu lyc 8

7 | Giay chiing nhan hop chuan hoic Ban tiéu chuan ma cha so hitu trang thiét bi y té cong
bo 4p dung

g | Két qua danh gia cac thong s6 hoa, 1y, vi sinh va cac thong s6 khac do co sé du diéu
kién theo quy dinh cta phap luat vé danh gia su phi hop cap ddi vai trang thiét bj y té
san xut trong nudc

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

10 | Mau nhén sé& st dung khi lvu hanh tai Viét Nam cua trang thiét bi y té

11 | Giay chimg nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so d6i véi trang thiét

bi y té nhap khau hozc Phiéu tiép nhan hd so cong bd du dicu kién san xuat trang thiét
biy t€ do1 véi TTBYT san xuat trong nudce

NGUOI TIEP NHAN HO SO

Nguyén Minh Hai
Chanh Van phong




BANG KE CHI TIET TRANG THIET BI Y TE

Bo dung cu hd tro diing cho vit nén ¢6 dinh xwong Magnezix CSC 4.8

TEN CO SO | TEN CO SO
- TEN TRANG D‘?IN CHUNG LOAI MA SAN SA}T AXNI?T/ HI?II;IIJL?& - TEN COSO [PIA CHI CO SO BAO
THIET BI Y TE TINH SAN PHAM PHAM NUGC s AN | NUGC CHU BAO HANH HANH
XUAT SO HUU
Thiét bj do cho cdc Ca Measu'rlng Dewce Syntelhrx AG/ Syntelhrx AG/ 1; Cong ty Cf) l.S(:) 87, 1;116 N%uyén
n ax , for Guide Wires @ buc buc phan dugc pham Van Troi, phudong
1 |day dan hudéng @ 9048.042 . .
.. 1.7 mm, length Trung Uong Phuong Liét, Quan
1.7mm, dai 150mm . X ;
_ 150mm CPC1 Thanh Xuan, thanh pho
Ong boc bao vé, O Cai  |Protection Sleeve @ Ha Noi
2 9048.030 : .
8.0/5.0mm 8.0/5.0 mm 2. Cong ty TNHH |2. 02-04 Lo L, duong s6
Ong boc miii khoan @ Cai  |Drill Sleeve © Thuong Mai 7, khu dan cu Phu My
3 9048.031 > s ’ ’
5.0/4.0mm 5.0/4.0 mm Dugc pham Dan | phudng Phu My, quin
4 Ong boc miii khoan @ | Cai  |Drill Sleeve @ 9048.032 Thanh 7, thanh phﬁ Ho Chi
4.0/1.9mm 4.0/1.9 mm Minh
5 |Giui @ 1.8mm Cai  |[Trocar @ 1.8 mm 9048.033
Day dan huéng © Cai  |Guide Wire @
6 |1.7mm, dau trocar, 1.7mm, with trocar 9048.043
dai 150mm tip, length 150 mm
Day din huéng O cai ?‘;ﬁfnw“iteh@
7 |1.7mm, dAu c6 ren, -/, Wi 9048.044
. threaded tip, length
dai 150mm
150 mm
Dung cu lam sach @ cai 1C1865a I;I;f ?C:)};let 0
8 [1.85mm, dung cho ) ’ 9048.050
cannulated

cac dung cu rong nong

Instruments




Khay vo trung CSC Céi  |Sterilizing Tray CSC
4.8, bao gém ma 4.8, consist of
? 8000.010, 8000.010, 8048.001
8048.012/013 8048.012/013
Nip khay vo trung Cai  |Lid Sterilizing Tray
10 |CSC 4.8 bao gdbm CSC 4.8, consist of 8048.002
8000.011 8000.011
Phu kién khay vo Cai |Insert Sterilizing
1 trung CSC 4.8 Tray CSC 4.8 8048.012
Phu kién khay vo Cai  |Badge Sterilizing
12 trung CSC 4.8 Tray CSC 4.8 8048.013
Cai  |Sterilizing Tray CS
13 |Khay v6 trung CS (8020/8027/8032/804 | 8000.010
8.001)
Céi  |Lid Sterilizing Tray
£ A CS
14 |Nap khay vo6 trung CS (8020/8027/8032/304 8000.011
8.002)
15 |Tay cAm tua vit Céi  |One-Piece Handle 9099.001
for Screwdriver
16 |Tay cAm tua vit Cai - \Multi-Part Handle 9099.002
for Screwdriver
Tua vit cAm tay thédo Cai  |Screwdriver Handle
17 lip nhanh for Quick Coupling 9099.003
Mili khoan @ 4.0/1.9, Cai  |Drill Bit @ 4.0/
18 |rong nong, dai 1.9mm, cannulated, 9048.020
160/135mm length 160/135 mm
Thiét bj do cho cac Cai g%‘;{ltger;:;k 0
19 |day din huéng @ o ’ 9048.021
| 7mm. dai 150mm cannulated, for
' ’ Quick Coupling
. A Cai  [Screwdriver Blade
20 |One bocbiove, O T15, for Quick 9048.015

8.0/5.0mm

Coupling




		BAN CƠ YẾU CHÍNH PHỦ - ĐT: 0243.7738668; Fax: 0243.7738668; Email: ca@bcy.gov.vn
	2020-08-13T14:40:54+0700
	PHIÊN BẢN THỬ NGHIỆM
	Nguyễn Minh Hải<nguyenminhhai_soyt@hanoi.gov.vn> đã ký lên văn bản này!




