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Doc 1ap - Tu do - Hanh phuc

THONG TIN

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

S6 cong bd: 260000935/PCBA-HN
Ngay cong bo: 21/05/2026

1. Tén co s cong bé: CONG TY CO PHAN PAU TU VA PHAT TRIEN
ECOLINK ) ’ ’ )

2. bia chi: S0 67, Ngd 281, Pho D61 Can, Phuong Ngoc Ha, Thanh phd Ha
Noi

3. S6 vin ban cua co so: 03/2026/VBCB/ECOLINK Ngay: 21/05/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té: Hé thong kinh hién vi quang hoc

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 cach dong goi:

Muc dich su dung: Dung d€ quan sat va phan tich hinh anh mau bénh pham, t¢
bao hoac mo phl;J.C vu xét nghi€ém, nghién ctru, giang day va ho trg chan doan
tai cac co sO'y té.

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuat: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: ISO 13485

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 s& hiru: Leica Microsystems CMS GmbH

Dia chi chu sé hitu: Ernst-Leitz-Stralle 17-37, 35578 Wetzlar, GERMANY
7. Thong tin vé co s& bao hanh (néu co):



Tén co s6: CONG TY CO PHAN DAU TU VA PHAT TRIEN ECOLINK

Dia chi: S6 67, Ngd 281, Phd Doi Can, Phudng Ngoc Ha, Thanh pho Ha Noi,
Phuong Ngoc Ha, Thanh pho Ha N1

Pién thoai ¢b dinh: 0812 119 668 Dién thoai di dong:
8. S6 cong bd du diéu kién san xuat di vé6i thiét bi y té san xuit trong nudc:
9. Thanh phan hd 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.




Phu luc: BANG KE CHI TIET TRANG THIET BI Y TE

, Uy
. .| PON | CHUNG o Q! A - —
TEN TRANG THIET z MA SAN CACH TEN CO SO SAN e 2o R < NUOC SAN
STT BIY TE T?ﬁH LgﬁIA%/[AN PHAM | P ONG GQI XUAT PIA CHI CO SO SAN XUAT XUAT
(NEU CO)
T S . Dong thung | Leica Microsystems | Ernst-Leitz-StraRe 17-37, 35578
1 Kinh hién vi soi ngugc Cai DM IL LED | 11521266 chéng séc | CMS GmbH Wetzlar Germany
I S - Dbong thung | Leica Microsystems | Ernst-Leitz-Strafle 17-37, 35578
2 Kinh hién vi soi ngugc Cai DM IL LED | 11521273 chéng séc | CMS GmbH Wetzlar Germany
Kinh hién vi soi ngugc . . : : .
N PO . DM IL LED Pong thung | Leica Microsystems | Ernst-Leitz-Strale 17-37, 35578
3 cho phonkg)ar:)um cay té Cai Cellfactory 11521275 chéng séc | CMS GmbH Wetzlar Germany
Kinh hién vi soi nguoc . DM IL LED Dong thung | Leica Microsystems | Ernst-Leitz-StraRe 17-37, 35578
4 huynh quang cal Fluo 11521265 chéng séc | CMS GmbH Wetzlar Germany
Kinh hién vi soi nguoc . DM IL LED bong thung | Leica Microsystems | Ernst-Leitz-StraRe 17-37, 35578
S hugnh quang Cai Fluo 1521274 1~ héng séc | CMS GmbH Wetzlar Germany
Kinh hién vi soi ngugc DM IL LED . N - - .
6 huynh quang cho phong | Cai Fluo 11521281 Dor}g thuA,ng Leica Microsystems | Ernst-Leitz-Strale 17-37, 35578 Germany
POV S chong soc | CMS GmbH Wetzlar
nudi cay té bao Cellfactory
Floor 1, 2, 3A, 4A, and 6 .
2 . Pong thung | Leica Microsystems Buildin’g "I'20—’1 25’8 Jinz:';mg PEOPLE'S
7 Kinh hién vi quang hoc Cai DM1000 11888133 SR ; . ’ - REPUBLIC
chong soc | Ltd. Shanghai Road, China (Shanghai) Pilot Free OF CHINA
Trade Zone, 201206 Shanghai
Floor 1, 2, 3A, 4A, and 6, PEOPLE'S
PP . DM1000 Poéng thung | Leica Microsystems | Building T20-1, 258 Jinzang
8 | Kinhhiénviquang hoc | Cai LED 11888842 |~ péngséc | Ltd. Shanghai Road, China (Shanghai) Pilot Free | o= o~
Trade Zone, 201206 Shanghai
Floor 1, 2, 3A, 4A, and 6 .
. o . Dong thung | Leica Microsystems Buildin’g 1"20-’1 25’8 Jinz:smg PEOPLES
9 Kinh hién vi quang hoc Cai DM3000 11888845 2 " . ’ o o REPUBLIC
chong soc | Ltd. Shanghai Road, China (Shanghai) Pilot Free OF CHINA
Trade Zone, 201206 Shanghai
Floor 1, 2, 3A, 4A, and 6, PEOPLE'S
10 Kinh hién vi quang hoc Céi DM3000 11888844 Bor}g thuﬂng Leica Mlcrosystems Building T20-1, 258 Jl_nza_ng REPUBLIC
LED chong soc | Ltd. Shanghai Road, China (Shanghai) Pilot Free OF CHINA
Trade Zone, 201206 Shanghai
11 Kinh hién vi quang hoc Céi DMA4 11888858 Dong thung | Leica Microsystems | Ernst-Leitz-Strale 17-37, 35578 Germany

chong soc

CMS GmbH

Wetzlar




bong thung

Leica Microsystems

Ernst-Leitz-StraRe 17-37, 35578

12 Kinh hién vi quang hoc Cai DM6 11889188 chéng séc | CMS GmbH Wetzlar Germany
fa - Dong thung | Leica Microsystems | Ernst-Leitz-StraRe 17-37, 35578
13 Kinh hién vi quang hoc Cai DM6 11889189 chéng séc | CMS GmbH Wetzlar Germany
Floor 1, 2, 3A, 4A, and 6 .
2 . , Dong thung | Leica Microsystems Buildin,g T20-1, 258 Jinz;ing PEOPLES
14 Kinh hién vi soi ngugc Cai DMil 11526200 2> " . ’ B REPUBLIC
chong soc | Ltd. Shanghai Road, China (Shanghai) Pilot Free OF CHINA
Trade Zone, 201206 Shanghai
Floor 1, 2, 3A, 4A, and 6, .
2 Dong thung | Leica Microsystems | Building T20-1, 258 Jinzang PEOPLE'S
15 Kinh hién vi soi nguoc Cai DMi1l 11526206 £ £ ] . y B REPUBLIC
chong soc | Ltd. Shanghai Road, China (Shanghai) Pilot Free OF CHINA
Trade Zone, 201206 Shanghai
x Dong thu Leica Microsystems Elt?icljgli# ZT;%O/A\14§\5&(331 r}(ijngén PEOPLES
16 | Kinh hién vi soi nguoc | Céi DMil | 11526203 | POpgthung Y g v, 200 JINZang REPUBLIC
chong soc | Ltd. Shanghai Road, China (Shanghai) Pilot Free OF CHINA
Trade Zone, 201206 Shanghai
Floor 1, 2, 3A, 4A, and 6, .
: Dong thung | Leica Microsystems | Building T20-1, 258 Jinzang PEOPLE'S
17 Kinh hién vi soi ngugc Cai DMil 11526201 = ) . ' . REPUBLIC
chong soc | Ltd. Shanghai Road, China (Shanghai) Pilot Free OF CHINA
Trade Zone, 201206 Shanghai
ez . . Poéng thung | Leica Microsystems | Ernst-Leitz-Strale 17-37, 35578
18 Kinh hién vi soi nguoc Cai DMi8 11889010 chéng séc | CMS GmbH Wetzlar Germany
Cex .. " . Pong thung | Leica Microsystems | Ernst-Leitz-Strafle 17-37, 35578
19 Kinh hién vi soi ngugc Cai DMi8 11889013 chéng séc | CMS GmbH Wetzlar Germany
ez . . Dong thung | Leica Microsystems | Ernst-Leitz-StraRe 17-37, 35578
20 Kinh hién vi soi ngugc Cai DMi8 11889012 chéng séc | CMS GmbH Wetzlar Germany
ez . . Poéng thung | Leica Microsystems | Ernst-Leitz-StralRe 17-37, 35578
21 Kinh hién vi soi ngugc Cai DMi8 11889011 chéng séc | CMS GmbH Wetzlar Germany
Kinh hién vi vi phiu . Dong thung | Leica Microsystems | Ernst-Leitz-StraRe 17-37, 35578
22 bang laser cai LMD6 11888869 chéng séc | CMS GmbH Wetzlar Germany
Kinh hién vi vi phau . Pong thung | Leica Microsystems | Ernst-Leitz-Strafle 17-37, 35578
23 bang laser cai LMD6 11889196 chéng séc | CMS GmbH Wetzlar Germany
Kinh hién vi vi phau . Dong thung | Leica Microsystems | Ernst-Leitz-StraRe 17-37, 35578
24 bang laser cai LMD7 11888877 chéng séc | CMS GmbH Wetzlar Germany
o5 Kinh hién vi vi phau Céi LMD7 11889197 Dong thung | Leica Microsystems | Ernst-Leitz-Strae 17-37, 35578 Germany

bang laser

chong soc

CMS GmbH

Wetzlar




Floor 1, 2, 3A, 4A, and 6,

. . o - PEOPLE'S
P S - MATEO TL Pong thung | Leica Microsystems | Building T20-1, 258 Jinzang
26 | Kinhhien viky thuatso | Cai IVD Global | 11926239 chéng soc | Ltd. Shanghai Road, China (Shanghai) Pilot Free FCQ)IE:PCUI—?III:IIE
Trade Zone, 201206 Shanghai
Floor 1, 2, 3A, 4A, and 6, PEOPLE'S
f L . VISORIA B Dong thung | Leica Microsystems | Building T20-1, 258 Jinzang
27| Kinhhienviquang hoc | Cai | /5 glopar | 1516111 |~ 50 68 | Ltd. Shanghai Road, China (Shanghai) Pilot Free | = S0~

Trade Zone, 201206 Shanghai




