BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phic

sF42S 1op-BYT Ha Ngi, ngay A4 thang AL-ndm 2018

QUYET PINH

Vé viéc ban hanh danh muc 06 sinh phadm chén do4n in vitro
duge gia han sé dang ky lwu hanh tai Viét Nam - Dot 02

BQ TRUONG BQ Y TE

Can cir Nghi dinh s0 36/2016/ND-CP ngay 15/5/2016 cta Chinh phu vé quan
ly trang thiét bj y té;

Can cir Nghi dinh so 75/2017/ND-CP ngay 20/6/2017 cua Chinh phu quy dinh
chire néng, nhiém vu, quyén han va co céu té chirc ciia B6 Y té:

Cén cir Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 cia B4 Y té quy dinh
viéc dang Ky thudc;

Xét dé nghi ctia Vu trudng Vu Trang thiét bi va Cong trinh y té;

QUYET PINH:

Diéu 1. Ban hanh kém theo Quyét dinh nay danh muc 06 sinh pham chan doén
in vitro dugc gia han s6 dang ky luu hanh tai Viét Nam - Dot 02.

Piéu 2. Thoi gian gia han s6 dang ky 1a 05 nam ké tir ngay ky Quyét dinh nay.

Piéu 3. Cic don vi c6 sinh pham chan doan in vitro duge phép luu hanh tai
Viét Nam qui dinh tai Diéu 1 pha1 in sé ding ky dugc Bo Y té Viét Nam cap 1én
nhan va phai chip hanh dung céc quy dinh cua phap luat Viét Nam vé san xuat va
kinh doanh sinh phdm chén doan in vitro.

Pitu 4. Quyét dinh nay c6 hiéu lyc ké tir ngay ky ban hanh.

Pidu 5. Giam dbc S& Y té cac tinh, thanh phd truc thudc trung wong va Giam
doc cac don vi ¢ sinh pham chin doén in vitro néu tai Piéu 1 chiu trach nhiém thi

hanh quyét dinh nay. /,dv My
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- BT. Nguyén Thj Kim Tién (dé b/c);
- Céc Dong chi Thir truomg B3 Y te
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- Vu Phap che, Cuc QLD, Cuc YTDP,
Cuc PC HIV/AIDS, Cuc QLKCB,
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CONG HOA XA HQI CHU NGHIA VIET NAM

Poc lap — Tw do — Hanh phiic

DANH MUC 06 SINH PHAM CHAN DOAN IN VITRO
GIA HAN SO PANG KY LUU HANH TAI VIET NAM - PQT 02
(S6 ding ky hiéu lrc 05 nim ké tir ngay ky Quyét dinh)

(Ban hanh kém theo Quyét dinh sé 74,2 5/QP-BYT, ngay [ 4/ A2 /2018)

1. Cong ty diing ky: Cong ty TNHH Avanta Diagnostics (Dia chi: S6 286 Puong Giai Phéng, Phudng

Phuong Liét, Quan Thanh Xuan, Ha N§i)

Nha san xuit: CTK Biotech, Inc. (Dia chi: 10110 Mesa Rim Road, San Diego, CA 92121, USA)
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STT chrgr:iil;: i[ljl h:;::.o / Hoat chit chinh- DgngJ‘ Tubi Tiézll Quy cach S6 diang
Téc dyng chinh Ham lwgng bao ché | thg | chuian dong goi ky
OnSite Dengue Ag | - Yung cong hop: Khang thé Hop gél:“ 30
Rapid Test (dinh chuét khang khang nguyén l‘chay th}r kgm
tinh phat hién khang Dengue (‘O,Su.g); ' . ong nh?. mau
| nguyén Dengue - V.’ach‘ket qua: Khang”the Dang 2’4 NSX | frong thi riéng, QLSR-
trong huyét thanh thé khéng khéng nguyén khay | thang 01 lo dung dich| 0741413
hodc huvét tu Dengue (1,25pg); . dém (SmL),
gt My Song - Vach chimg: Khang thé dé 01 huéng dén
nguoi) khang IgG chudt (0,5pg). str dung
2. Cong ty ding ky: MP Biomedicals Asia Pacific Pte. Ltd (Dia chi: 2 Pioneer place MP Biomedicals
Headquarters, Singapore (627885)) )
Nha san xudt: MP Biomedicals Asia Pacific Pte. Ltd (Pia chi: SO 2 Pioneer place, Singapore
627885-Singapore)
- . A
T chgﬁ“df::: i';":i't“m : Hoat chit chinh- Dang | Tubi | Tiéu | Quycich | S6ding
Téc dung chinh Ham lugng baoché | tho | chuin | dong goi Ky
MP Diagnostics : A s
Assure Ig'l Pylori . Protem'khang ngues
Rapid Test (dinh %IPD;‘I‘;"O({’&?‘%'; 9‘;‘ % the‘
, . . s.11):0,108-0, rotein
g | S SE hekhing | o8 A gr007- 00t | D8 | 15 | nsx | Hep2otest | QS
vi khuan H Pylori tein t4i téhgpA 0.0048 - long thang 0668413
trong huyét thanh, grgosg ) e
huyét tuong, mau AN
toan phén ngudi)
- Protein tai to hop HTLV-I
va HTLV-II (protein tai t
hop GD21 (E805): 021 pg;
protein téi t& hop rgdd6-1
MP Diagnostics (MTA-1) (E803): 0,06pg;
HTLV - V1 Elisa4.0 | protein tai t0 hgp rgp46-I1
(Dinh tinh HTLV-UIT) | (K55) (E804): 0,04pg). .
- Huyeét thanh ngudi, khon Dang 15 . LSP-
3 b tmg v6i anti-HCV. ®| long | thing | NSX | HOp192test | ogeolis
anti-HIV-1/2, anti-HTLV-I/11
va HBsAg: 1,8ml;
- Huyét thanh ngudi bat
hoat, chira ham lugng cao
khéng thé IgG dic hiéu va
ai luc cao v&i HTLV: 1,8ml;
- Khing nguyén HTLV
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' tri-fusion dugc gin két vdi
peroxidase cli cai ngura: 160pl.
3. Cong ty dang ky: F. Hoffmann-La Roche Ltd. (Dia chi: Grenzacherstrasse, CH-4070, Basel, Thuy S¥)
Nha san xuit: Roche Diagnostics GmbH (Dia chi: Sandhofer 116, D-68305, Mannheim, Puc)
Tén sinh pham £
STT!| chin dosn in vitro/ Hoat chét chinh- Dang | Tudi Tle:u Ql‘ly cacl_l So dipg
2 ; Ham lwong baoché | thg | chuin | doéng goi kyl
Tac dung chinh
Elecsys Anti-HCV II | - Khdng nguyén déc hiéu
(dinh tinh khang thé HCV danh dau Biotin:
khang vi rat viém 300ng/ml;
gan C (HCV) trong - Khéng nguyén déc hi¢u
4 | huyétthanhvahuyét | HCV danh dau phirc hop Dang 9 Nsx | HOP100xét QLSP-
turong ngudi) ruthelgium: 300ng/ml; léng théng nghiém 0713H13
- Huyét thanh ngudi: 1,3ml;
- Huyét thanh ngudi duong
tinh véi khéng thé khang
HCV: 10U/ml.
Elecsys Anti-HCV II | - Khang nguyén dic hiéu
(dinh tinh khang thé | HCV danh du Biotin:
khang vi rat viém 300ng/ml;
gan C (HCV) trong - Khéng nguyén déc hi¢u
s huyét thanh va huyét | HCV dénh dau phirc hop Dang 9 Nsx | HOp200xét QLSP-
tuong ngudi) ruthenium: 300ng/ml; long thang nghiém 0712413
- Huyét thanh nguoi: 1,3ml;
- Huyét thanh ngudi duong
tinh v&i khéng thé khéng
HCV: 10U/ml.
Elecsys CMV IgG -Khang nguyén dic hi¢u
Avidity (dinh tinh CMV gin véi biotin (tai tb
in vitro ai luc cla hgp, E. coli): > 400ug/1;
khang thé IgG - Khéng nguyen déc hi¢u
khang CMV (tal t6 hop, E. coli)
cytomegalovirus danh diu bing phirc hop
trong huyét thanh va | ruthenium: > 400ug/l;
¢ | huyéttuong ngudi) | - Huyét thanh ngudi, khong | Dang 12 | \ox | Hop100xét QLSP-
phan (mg véi khang thé Iong thang nghi¢ém 0715Hl3
khang CMV IgG: <0,1U/ml;
- Huyét thanh ngudi, phan
{mg v&i khang thé khang
CMV IgG: khoang 40U/ml;
- Khang nguyén déc hi¢u
CMV (tai td hop, E.coli):
2,5pg/ml.
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