MAiu s6 02.02

CONG TY TNHH THUONG MAI CONG HOA XA HQI CHU NGHIA VIET NAM
SIXMURS HTH VIET NAM Poc 1ap - Tw do - Hanh phic
S6: TLF/DKTB/2022-057 Ha Noi, ngay 17 thang 06 nam 2022
VAN BAN CONG BO

Tiéu chuin 4p dung ciia trang thiét bi y té thudc loai B

Kinh gui: S6 Y té Ha Noi

1. Tén co s& cdng bé: CONG TY TNHH THUONG MAI SIXMURS HTH VIET NAM

Mi s6 thué hodc S6 gidy phép thanh 1ap Vin phong dai dién: 0106619054

Dia chi: S6 nha 9, Ngé 7, Puong Lé Pirc Tho, Phudng My Pinh 2, Quan Nam Tir Liém, Thanh phd Ha
Noi

bién thoai di dong: 0912440582

Email: hthcaretrading@gmail.com

2. Nguwoi dai dién hop phap cuaa co sé:

Ho va tén: Pham Thi Thu Héng

S6 CMND/Dinh danh/H¢ chiéu: 011869830 ngay cap: 14/10/2013 noi cap: Ha Noi

Dién thoai di dong: 0912440582

3. Trang thiét bi y té thudc loai B:

Tén trang thiét bi y té: Phin loc khuan lam 4m, lam am

Chung loai: Theo Phu luc

Ma san phém: Theo Phu luc

Muc dich sir dung: Dung cho ngudi 16n/ tré em dé lam am, loc vi khuan/virus trong qua trinh gdy mé va
cham soc thd may.

Tén co s san xuat: Teleflex Medical Sdn. Bhd.

Dia chi co s& san xuat: Lot PT 2577, Jalan Perusahaan 4, 34600 Kamunting, Perak, Malaysia
Tiéu chuan ap dung: Council Directive 93/42/EEC of 14 June 1993 concerning medical devices
4. P6i v6i trang thiét bi y té chira chat ma tiy, tién chat: Khong ap dung

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

Tén chu s¢ hiru: Teleflex Medical Sdn. Bhd.

bia chi chu so hitu: Lot PT 2577, Jalan Perusahaan 4, 34600 Kamunting, Perak, Malaysia

6. Thong tin vé co s& bao hanh (néu c6): Khong ap dung



7. S6 cong bd da diéu kién san xuit doi voi trang thiét bj y té san xuit trong nwée: Khong ap

dung
Cong bb tiéu chuin ap dung cia trang thiét bi y té loai B

H6 so kém theo gom:

1. |Gidy chting nhan dat tiéu chuan quan Iy chét luong ISO 13485 M
2. |Gidy uy quyén cta chi s¢ hitu trang thiét bj y té M
3. |Gidy x4ac nhan khong ap dung bao hanh ]
4. [Tai liéu mo ta tom tat k¥ thuat trang thiét b y té bang tiéng Viét 4|
5 [Tai liéu ky thuat mo ta chirc nang, thong s6 k¥ thuat cua trang thiét bi y té do chu s¢ 7
hitu trang thiét bi y té ban hanh
Tai liéu ky thuat bang tiéng Viét kém theo tai liéu vé nguyén vét liéu, vé an toan cua
6. Shl pham, quy trinh san xudt, cac bao céo nghién ciru lam sang va tién 1am sang bao
o0m bao cao d6 6n dinh d6i v6i thude thir, chat hiéu chuan, vat lidu kiém soat in vitro. -
7. |Ban tidu chuan ma chu so hiru trang thiét bi y té cong bd ap dung |
8. |Gidy ching nhan hop chuan i
Doi v6i trang thiét biy té san xudt trong nuoc: két qua danh gia cac thong sb hoa, 1y, vi
9 pinh va cac thong so khac do co s¢ du di€u kién theo quy dinh cta phap luat vé danh
gia sy phu hop cép hodc Glay ching nhan danh gia chat luong do co quan c6 thim .
quyén cta Viét Nam cap dbi voi trang thiét bi y té chan doan in vitro
Tai liéu huong dan sir dung cia trang thiét biy té bang tiéng Viét; dbi voi trang thlet
10. pi y té nhap khau kém theo ban gbc bang tiéng Anh do chi s& hiru trang thiét b y té |
ban hanh
11. |MAu nhén trang thiét b y té 4]
12. \Giy chirmg nhan luu hanh ty do ddi véi trang thiét bi y té nhap khau M

Co s cong bd tiéu chuan ap dung cam két:

1. Noi dung thong tin céng bd 1a chinh xéac, hop phap va theo ding quy dinh. Néu ¢ sy gia mao,
khong dung sy that co s¢ xin chiu hoan toan trach nhiém va s€ bi xir 1y theo quy dinh cta phép luat.
2. Bao dam chat luong va luu hanh trang thiét bi y té theo ding ho so da cong bo.

3. Cap nhat cac thay dbi lién quan dén ho so cong bd tiéu chuan ap dung theo quy dinh.

Nguwoi dai dién hop phap cua co sé

*\ SIXMURS HTH

\ ‘ NA \1



PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE

’ ' . ] QUY CACH , , ]
STT TEN TRANG THIET BI Y TE CHUNG LOAI MA SAN PHAM PONG GOI TEN CO SO SAN XUAT PIA CHI CO SO SAN XUAT Nvoc
’ : (Néu cd) £, : SAN XUAT
(Néu cd)
. N ST . . .. Lot PT 2577, Jalan Perusahaan 4,
1 Phin loc lam &m lam &m Gibeck Humid-Vent Mini 10011 Teleflex Medical Sdn. Bhd. 34600 Kamunting, Perak, MALAYSIA
Malaysia
. S ST \ . . . . Lot PT 2577, Jalan Perusahaan 4,
2 f;};‘“ loc khuan, lam &m lam m cho tr¢ | Gibeck Humid-Vent Filter Pedi 11012 Teleflex Medical Sdn. Bhd. | 34600 Kamunting, Perak, MALAYSIA
Malaysia
. S S . . . Lot PT 2577, Jalan Perusahaan 4,
3 |Phin loc khudn, lam am lam am cho | Gibeck Humid-Vent Filter Compact S 44, Teleflex Medical Sdn. Bhd. | 34600 Kamunting, Perak, MALAYSIA
nguoi lon )
Malaysia
Phin loc khuén, 1am 4m, lam 4m cho . ) ) Lot PT 2577, Jalan Perusahaan 4,
4 | nguoi 16m loai tiét tring Gibeck Humid-Vent Filter Compact S 9, Teleflex Medical Sdn. Bhd. | 34600 Kamunting, Perak, MALAYSIA

Malaysia




