SOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

TP HO CHi MINH Poc lap - Tu do - Hanh phic

THONG TIN

Ho so cong bo tiéu chuan ap dung ciia thiét bi y té thudc loai A

S6 cong bd: 260000981/PCBA-HCM
Ngay cong bo: 09/06/2026

1. Tén co s& cong bé: CONG TY TNHH TRANG THIET Bl Y TE ANH
KHOA

2. Pia chi: 883 Pudng 3/2, Phuong Minh Phung, Thanh phé H6 Chi Minh
3. S6 vin ban ciia co so: 05/2026/CBA/AK Ngay: 03/06/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té: Bo dit noi khi quan

Tén thuong mai (néu co):

M3 Global Medical Device Nomenclature — GMDN (néu co):

Chung loai: Theo phu luc

M3 san pham (néu co):

Theo phu luc

Quy céch dong goi:

Muc dich sf; dung: B6 dat noi khi qqén duoc tl}ié't ké dé kiém tra va quan sat
duong ho hap trén cua bénh nhan, dong thoi ho tro trong qua trinh dat ong ndi
khi quan.

Tén co s& san xuat: Theo phu luc

Dia chi co s6 san xuat: Theo phu luc

Tiéu chuan chét luong san pham ap dung: 1SO13485

5. Ddi véi thiét bi y té chtra chat ma tay, tién chét (néu c6):

6. Thong tin vé chu so hitu thiét bi y té:

Tén chu sé hittu: Penlon Limited

bia chi chu s hitu: Abingdon Science Park Barton Lane, Abingdon OX14
3NB, UNITED KINGDOM

7. Thong tin vé co s& bao hanh (néu co):



Tén co sé: CONG TY TNHH TRANG THIET BI Y TE ANH KHOA
Dia chi: 883 Puong 3/2, Phudng Minh Phung, Thanh phd H6 Chi Minh

Dién thoai ¢b dinh: +84.28.39552159 Dbi¢n thoai di dong: +84.
28.39552159

8. SO cong bo du dicu ki¢n san xuat doi voi thiet bi y t€ san xuat trong nudc:
9. Thanh phan ho so:

1 | Vian ban cong bé tiéu chuan ap dung cua thiét bi y té thudc loai A. X
2 | Gidy ching nhan dat tiéu chuan quan 1y chit luong ISO 13485 X
3 | Gidy iy quyén cta chi s¢ hitu thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tai liéu mo ta tom tat k¥ thuat thiét bi y te bang tiéng Viét, kém theo X

tai liu ky thuat mo ta chirc nang, thong sO k¥ thuat cua thiét b y té
do chu s& hitu thiét bi y t& ban hanh.

6 | Gidy chirng nhan hop chuan hoic ban tiéu chuan ma chu sé hitu thiét |

bi y té cong bd ap dung
7 | Tai liéu hudéng dan st dung cua thiét bi y té X
8 | MAu nhin thiét bj y té X

9 Giéy ching nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so X
doi voi thiét bi y té nhap khau.




BANG KE CHI TIET THIET BI Y TE

STT| TEN TRANG CHUNG LOAI SAN PHAM MA SAN PHAM TEN COSOSAN | TENCOSOCHUSO | TENCOSO |PIA CHICOSO
THIET BI Y TE XUAT/ HANG, NUOC | HUU/ HANG, NUOC | BAO HANH BAO HANH
SAN XUAT CHU SO HUU
1 |Bo datndi khi [Green System MRI F/L McCoy Case |5010031; 5010033 Penlon Limited, United | Penlon Limited, United | Coéng ty ,TNHH, 883 duong 3/2,
quan MRI Kingdom Kingdom Trang thietbiyt¢ | phuong Minh
2 |Bo6 ditndi khi |Diamond Fibrelight McCoy (Mac 5011319, 50658, 50660 Anh Khoa  Phung, Thanh phd
quén Style) Case HO Chi Minh, Viét
Presentation Case 50437 Nam
3 |Ludi dit ndi khi |Green System MRI Miller 5010012; 5010019; 5010020;

quan

5010021; 5010022; 5010023

Green System MRI F/L McCoy

5010030; 5010032

Green System MRI Macintosh

5010013, 5010014; 5010015;
5010016; 5010017; 5010018

Green System MRI Seward

5010026; 5010027

Green System MRI Robertshaw

5010024; 5010025

Green System McCoy

5011500; 5011501

Green F/L McCoy size 1

5011318

Diamond Fibrelight Miller

50529; 50534; 50535; 50536;
50537; 5010595

Diamond Fibrelight Macintosh

50524;50528 ; 50530; 50531;
50532; 50533; 5011317

Diamond Fibrelight Seward

50538, 50539

Diamond Fibrelight Robertshaw

50540; 50541

Diamond Fibrelight McCoy

5011318, 50657, 50659

Crystal Metal Miller 50647; 50648; 50676; 50677,
50678; 50679
Crystal Metal Macintosh 50645; 50646; 50673; 50674,

50675;

M1/ Disposable Laryngoscope Blade,
Macintosh

3111-00956-01

M2/ Disposable Laryngoscope Blade,
Macintosh

3111-00201-01

M3/ Disposable Laryngoscope Blade,
Macintosh

3111-00202-01

M3D/ Disposable Laryngoscope
Blade, Macintosh

3111-00203-01

M4/ Disposable Laryngoscope Blade,
Macintosh

3111-00204-01




Tay cam dit noi

Green System MRI Handle

5010010

khi quan Diamond Fibrelight Handle 50525; 50526; 50527
Disposable Laryngoscope Handle 50652

Bong dén dat  |Laryngoscope bulbs (Xenon)/ 50542

noi khi quan Pack of §
Laryngoscope bulbs (LED)/ Pack 5007625
of 5

Pin dén dat ngi |MRI battery (nonmagnetic zinc)/ 5009899

khi quan

Pack of 2




