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THONG TIN

Ho so cong bo tiéu chuan ap dung cia thiét bj y té thudc loai B

S6 cong bd: 260002104/PCBB-HCM
Ngay cong bo: 03/07/2026

1. Tén co s& cong bé: CONG TY TNHH DH HOLDING VIET NAM

2. bia chi: Phong 037 (037D) - CENTEC BUSINESS CENTER, lau 4, 72-74
duong Nguyén Thi Minh Khai , Phuong Xuan Hoa, Thanh phd HO6 Chi Minh
3. S6 vin ban cua co so: DHVN/DKLH/2026-18 Ngay: 30/06/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té&: Cum IVD thudc thir md hoc/té bao hoc: héa mé mién dich
dinh tinh protein Dystrophin

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: 1.NCL-DYSI:

Chi dung cho céc chan doan in vitro.

NCL-DYSI dugc sir dung dé dinh tinh béng kinh hién vi quang hoc su hién
dién cta dystrophin (ving rod) thong qua nhuém héa mé mién dich
(immunohistochemistry). Viéc dién giai 1am sang d6i voi bat ki hién tuong bat
mau hoic khong bat mau can duoc bd sung bang cac nghién ciru hinh thai hoc
sir dung cac mau ddi chimg phu hop va can duge dénh gia trong boi canh lich
sir 1am sang ctia bénh nhan va cac xét nghiém chan doan khac boi béc si giai
phau bénh c6 chuyén mon.

2.NCL-DYS2:

Chi dung cho cac chan doan in vitro.

NCL-DYS2 duoc sir dung dé dinh tinh bang kinh hién vi quang hoc sy hién
dién cua dystrophin (dau C) théng qua nhudém hoéa mé mién dich
(immunohistochemistry). Viéc dién giai 1am sang d6i voi bat ky hién tuong



bit mau hoic khong bé‘g mau can dugc bd sung bang cac nghién ctru hinh thai
hoc str dung cac mau doi ching phu hop va can duoc danh gia trong boi canh
tién sur 1am sang cua bénh nhan va cac xet nghiém chan doan khac boi bac si
giai phau bénh c6 chuyén mon.

3.NCL-DYS3: 9

Chi dung cho cac chan doan in vitro. 9

NCL-DYS3 dugc sir dung dé dinh tinh bang kinh hién vi quang hoc su hién
dién cua dystrophin (dau N) thong qua nhuém hoa mé mien dich
(immunohistochemistry). Viéc dlen giai lam sang d6i voi bat ky hién tuong
bat mau hodc khong bat mau can dugc bd sung bang cac nghién ctru hinh thai
hoc str dung cac mau dbi ching phu hop va can dugc danh gia trong bdi canh
lich st ~l'&m sang cua bénh nhan va cac xét nghiém chan doan khac béi bac si
giai phau bénh c6 chuyén mon.

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuit: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: Tiéu chuan nha san xuét

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: Leica Biosystems Newcastle Ltd

Dia chi chu sé hiru: Balliol Business Park West, Benton Lane, Newcastle upon
Tyne, NE12 8EW, UNITED KINGDOM

7. Thong tin vé co s& bao hanh (néu co):
8. S6 cong bd du diéu kién san xuat di v6i thiét bi y té san xuit trong nudc:
9. Thanh phan hd so:

1 | Vian ban cong bd tiéu chuan ap dung cua thiét bi y té thudc loai B. 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 cta thiét b y té
do chu s& hitu thiét bi y té ban hanh.

6 | Gidy chirng nhan hop chuan hoic ban tiéu chuan ma chu sé hitu thiét |
bi y t€ cong bo ap dung

7 Giéy chirng nhan luu hanh ty do con hiéu luc tai thoi diém nop ho so X
do6i voi thiét bi y té nhap khau.

8 | Tai liéu khac (néu co) X




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

STT| Tén thiét bi y té Chiing logi Ma sin pham %:)’lzgcz(c’)lil Tén co s6 Dia chi co s¢' san Nudc sin
: : (Néu co) £, san xuat xuat xuat
(Néu c0)
Thude thir xét Novocastra Lyophilized ‘ ‘
nohiem dinh tinh Mouse Monoclonal Leica Balliol Business Park UNITED
ghiem d .| Antibody Dystrophin (Rod ) West, Benton Lane,
1 | protein Dystrophin . A ~ NCL-DYSI1 Biosystems KINGDO
(Rod Domain) Domain) (trén nhan: NCL- Neweastle Ltd Newcastle upon Tyne, M
DYS1) NEI12 8EW
Thude thir xét Novocastra Lyophilized ‘ ‘
nehiem dinh tinh Mogse Monoclonal. Leica Balliol Business Park UNITED
ghiem d . | Antibody Dystrophin (C- . West, Benton Lane,
2 | protein Dystrophin . . ~ . NCL-DYS2 Biosystems KINGDO
(C- terminus) terminus) (trén nhan: NCL- Neweastle Ltd Newcastle upon Tyne, M
DYS2) NEI12 8EW
Thude thir xét Novocastra Lyophilized ‘ ‘
nohiem dinh tinh Mogse Monoclonal. Leica Balliol Business Park UNITED
ghiem . | Antibody Dystrophin (N- . West, Benton Lane,
3 | protein Dystrophin terminus) (trén nhan: NCL- NCL-DYS3 Biosystems Neweastle upon Tvie KINGDO
(N- terminus) ’ Newcastle Ltd p yne M

DYS3)

NEI12 8EW




