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 cia thiét bj y té thudc loai B

S6 cong bd: 260001775/PCBB-HCM
Ngay cong bo: 10/06/2026

1. Tén co s& cong bé: CONG TY TNHH SAI GON MEDITEC

2. Dia chi: SO 417, dudong Bui Cong Trung, ap 4, Xa BDong Thanh, Thanh pho
H6 Chi Minh

3. S6 vin ban cua co so: SYT-20260529 Ngay: 07/06/2026

4. Thiét bi y té thudc loai B

Tén thiét b y té&: Hé thong xét nghiém dién giai

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:

Muyc dich str dung: May xét nghiém dién giai P1 va P1-Lite duoc su dung
cung vai cac cartridge xét nghiém dién giai do EAGLENOS SCIENCES, INC.
san xuét, nham dinh lugng cac chit dién giai ¢ trong mau mau toan phﬁn,
huyét twong va huyét thanh. M4y xét nghiém nay duoc sir dung dé do muc do
K+ (ion kali), Na+ (ion natri), Cl- (ion clorua), iCa2+ (ion canxi) va iMg2+
(ion magié)./

L5 duoc sir dung dé dinh luong in vitro cac ion natri (Na"), kali (K), canxi ion
hoa (1Ca*"), magie ion hoa (iMg*") va clorua (CI") trong mau mau nguoi.

San pham cho phép phat hién dong thoi cac ion natri (Na*), kali (K, canxi
ion hoa (iCa*’), magi€ ion hoa (iMg?*") va clorua (CI'), va chu yeu duoc su
dung nhu mot cong cy hd tro chan doan 1am sang d6i voi cac rdi loan lién
quan dén dién giai. San pham cling co thé duoc st dung dé danh gia sy thay
dbi can bang acid-base trong miu mau ngudi./

EG-c2 1a vat liéu kiém soat dang long chira nhiéu chat phan tich, nham muc
dich x4c minh dinh luong hoat dong tu dong va phép do chinh xac ciia may



phan tich dién giai va thé xét nghiém dién giai Eaglenos. Cac thiét bi nay co
kha nang do natri, kali, canxi ion hoa, magie ion h(:)a, clorua tai co s¢' y t€ hodc
phong xét nghiém lam sang bdi cac chuyén gia y té.

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuit: Theo phu luc

Tiéu chuan chét luong san pham ap dung: Tiéu chuan cia nha san xuat

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

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

Tén chu s& hiru: Eaglenos Sciences, Inc.

bia chi chu sé¢ hitu: B2-2, Treehouse Headquarters Cluster, No.73 Tanmi
Road, Nanjing Jiangbei New Area, Nanjing, Jiangsu 210044, CHINA

7. Thong tin vé co s& bao hanh (néu co):
Tén co so: Cong Ty TNHH Sai Gon Meditec

Dia chi: S6 417, dudng Bui Cong Triung, ap 4, X3 Pong Thanh, Thanh phd Hb
Chi Minh

Dién thoai cd dinh: 0862508536  Pién thoai di dong: 0862508536
8. S6 cong bd du diu kién san xuit ddi voi thiét bi y té san xuét trong nudc:
9. Thanh phan hd so:

1 | Vian ban cong bd tiéu chudn ap dung cua thiét bi y té thudc loai B. X
2 | Gidy chimg nhén dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy uy 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 liéu ky thuat mo ta chirc nang, thong s0 k¥ thuat cua thiét bi y té
do chu s¢ hitu thiét bi y té ban hanh.

6 | Giay ching nhén hop chuén hogc ban tiéu chuan ma chu sé hitu thiét |
bi y té cong bd ap dung

7 G}ay chufng nhan l}ru hanh tu do con hi¢u lyc tai thoi diém ndp ho so X
doi vai thiét bi y t€ nhap khau.




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

STT| Tén thiét biy té Chiing loai M sin phim %X;Zfs'f Tén co'so Diachico'sgsan | Nuge san
(Néu co) £, san xuat xuat xuat
(Néu c0)
B2-2, Treehouse
My xét nghiém Headquaﬂerg Cluster,
1| dien giai : P1 Eaglenos No.73 Tanmi Road, CHINA
i Sciences, Inc. | Nanjing Jiangbei New
Area, Nanjing, Jiangsu
210044
B2-2, Treehouse
My xét nghiém ‘ Headquaﬂerg Cluster,
2 | dien giai i P1-Lite Eaglenos No.73 Tanmi Road, CHINA
i Sciences, Inc. | Nanjing Jiangbei New
Area, Nanjing, Jiangsu
210044
B.Q xét nghiém B2-2, Treehouse
dinh lugng Na+,
K+, Headquarters Cluster,
3 |ica+, L5 Eaglenos N0.7“3 Tapml Rqad, CHINA
. Sciences, Inc. | Nanjing Jiangbei New
1IMg2+, . :
Ol Area, Nanjing, Jiangsu
210044
Vat liéu kiém soét
x¢ét nghiém dinh B2-2, Treechouse
luong Na+, Headquarters Cluster,
K+, EG-c2 Eaglenos No.73 Tanmi Road,
4 1Ca2+, Sciences, Inc. | Nanjing Jiangbei New CHINA
iMg2+, Area, Nanjing, Jiangsu
Cl- 210044




