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S6:/966 IQD-BYT Ha Ngi, ngay /9 thing 3 nam 2018

QUYET PINH
Vé viéc ban hanh danh muc 21 sinh pham chin do4n in vitro
dwgc gia han s6 ding ky luu hanh tai Viét Nam - Dot 01

BO TRUONG BQ Y TE

Can cir Nghi dinh s6 36/2016/ND-CP ngay 15/5/2016 ctia Chinh phu vé quéan
ly trang thiét bi y té;

Cin cir Nghi dinh sé 75/2017/ND-CP ngay 20/6/2017 cua Chinh phu quy
dinh chirc ning, nhiém vu, quyén han va co cu t6 chirc cia Bo Y té;

Can ctr Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 ciia B Y té quy
dinh viéc dang ky thuoc;

Xét dé nghi clia Vu truong Vu Trang thiét bi va Cong trinh y té;

QUYET PINH:

Piéu 1. Ban hanh keém theo Quyét dinh nay danh muyc 21 sinh phdm chén
doan in vitro dugc gia han so ding ky Iuu hanh tai Viét Nam - Dot 01.

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

Piéu 3. Cac don vi c6 sinh phém chén doan in vitro dugc phép luu hanh tai
Viét Nam qui dinh tai Diéu 1 phai in sé ding ky dugc Bo Y té Viét Nam cap 1én
nhin va phai chip hanh dung céc quy dinh cta phéap luat Viét Nam vé san xuét va
kinh doanh sinh phdm chén doan in vitro.

Diéu 4. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 5. Giam dbc S&'Y té cac tinh, thanh phé tryc thude trung wong va Gidm
doc cac don vi co6 sinh pham chan doén in vitro néu tai Piéu 1 chiu trach nhiém thi
hanh quyét dinh nay./. e
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BO YTE

CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap — Ty do — Hanh phic

DANH MUC 21 SINH PHAM CHAN DOAN IN VITRO
GIA HAN SO PANG KY LUU HANH TAI VIET NAM - PQT 01
(S0 ding ky hi¢u lwc 05 niim ké tir ngay ky Quyét dinh)

(Ban hanh kém theo Quyét dinh sé'/(géé/QD-BYT, ngay A g / £/2018)

1. Cong ty dﬁng ky: F. Hoffmann-La Roche Ltd (Pia chi: Grenzacherstrasse, CH-4070 Basel, Thuy S¥)
Nha san xuit: Roche Diagnostics GmbH (Dia chi: Sandhofer 116, D 68305, Mannheim, Dtc)
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STT chazndil:: ll; ::::_0 / Hoat chit chinh- Dang | Tudi | Tiéu Quy cach S6 ding
Téc dung chinh Ham lugng bao ché tho chuan déng goi ky
: o Vi hat phii streptavidin
BIEAVEACTR. o 0,72mg/mL, Khéng thé don
(dinh lugng ndi tiét to dong khéng ACTH cb of
kich thich vo thuqng thén ong Khang A 0 jan . 3
1 (ACTH) t Biotin (tir chuét) 0,3 mg/L, Dang 09 Hop 100 xét QLSP-
rong huyet khéng thé don d = . ; TCCS i
twong nguo chéng déng idng the don C:ug khang long thang nghi¢m 0512-12
bing EDTA.) ACTH déanh dau bang
& phtre hgp ruthenium (tir
chudt) 0,3 mg/L
Vi hat phu Streptavidin 0,72
mg/mL, c4c peptide (tong
Elecsys Anti-CCP hop) vong g{m vcn cjtrullin,
(ban dinh lugng ty khéng duge gin v b;lmm l’,l
thé IgG ngudi khang thg/él;l L} k(l;a::g the ((:um }(11 01‘13 Dang

, | peptide citrulline héa Vink i ruthenium 075 | 1678V& | 07 | .o | Hop100xét | QLSP-
dang vong trong huyét ug/mL, huyét thanh n - dong thang nghiém 0514-12
thanh va huyét tuong A e kho
ngudi) chira khang the Anti-CCP

(tir ngudi) 20 U/mL, huyet
thanh ngudi chira khang thé
Anti-CCP (tir nguoi) 200
U/mL
Elecsys Cortisol Wikypha S}repta\;idin 9’?2
(d& dinh lugng cortisol mgh':} K}r‘:‘.“g]ﬂ? ‘f]acf?“g

;| trong huyét thanh, huyét | %08 S8 9;‘" oL | Dang 09 Hop 100 xét | QLSP-

tuong, nudce tiéu va nud Motin. (i eind) 0 el ] thé Teos i -
g, é WOC | Nz At cortisol (thne h long ang nghiém 0516-12

bot nguoi) i (tong hop)

danh dau phirc hop

ruthenium 25 ng/mL
Elecsys C-Peptide Vit phil S n'eptiwidin {?’72
(dé dinh lugng C-peptide ng/'m . khang‘the o t;lor.lg

khang C-Peptide gin biotin A :

4 tron ) (tr chudt) | mg/L, Khan Dang 09 TCCS Hop 100 xét QLSP-
huyét thanh, huyét tuong thé don ddng khéng C—g long thang nghiém 0517-12
va nirde tiéu ngudi) peptide (ti chudt) dénh din

ruthenium 0,4 mg/L
Vi hat pht Streptaviciin 0,72
Elecsys Digoxin db‘:}‘gﬁ’éﬁn:ﬁi%iiinm)
(dinh lugng digoxin trong t4nh déu v6i ph Dang 09 Hop 100 xét QLSP-

2 huyét thanh va huyét dmmmcnﬁla; T?ﬁgh;ic e long thang TeCs nghiém 0518-12

feomg ngwin) Digoxigenin gin biotin 1,06
ng/mL
ue e




Vi hat phu Streptavidin 0,72
mg/mL, Khéng thé don

dong khang HBsAg gén voi

biotin (tir chudt) 0,5 pg/L,

Khéng thé don dong khang

HBsAg giin véi biotin (tir

chudt) 0.3 pg/L, Khang thé
Elecsys HBsAg Il quant | don dong khang HBsAg (tir
(dinh lugng khéng nguyén | chudt) danh diu bing phirc

6 bé mit viém gan B trong hop ruthenium 1,3 pg/L, Dang 12 TCCS Hop 100 xét QLSP-
huyét thanh va huyét Khang thé da dong khéng long thang nghiém 0476-12
twong ngudi da xéac dinh HBsAg (tir ciru) danh déu
duong tinh HBsAg) bang phirc hop ruthenium

1,0 pg/L, Huyét thanh ngudi
am tinh HBsAg 0,125 mL,
HBsAg trong huyét thanh
ngl.r(;)'i khoang 0,5 IU/mL,
Huyeét thanh nguoi am tinh
véi HBsAg va khang thé
khang -HBs 0,125 mL
Vi hat phu Streptavidin 0,72
Elecsys Folate ITI mg/mL, Protein gén két

5 | (dinh lugng folate trong folate dugc danh ddu bang | Dang 09 | rccs | 1p100xét | QLSP-
huyét thanh va huyét ruthenium 75 pg/L, Folate | long | thang nghiém 0519-12
tuong nguoi) gén biotin 17 pg/L, Biotin

120 pg/L
Vi hat phu streptavidin 0,72
Elecsys PTH mg/mL, khang the don dong
(xac dinh ham lugng khang PTH (tir chudt) gan "

8 | hormone cén gidptrong | biotin 2,3 mg/L, khéng th ]zf“g 2 | Togs | RS [ Rt
huyét thanh va huyét don dong khang PTH (tr ng thang OEpig d
tuong ngudi) chugt) danh dau phirc hop

ruthenium 2,0 mg/L,

Vi hat pha sueptaxvidin 0,72

Elecsys Testosterone II mglfl?an}’ ktI:aZtng stthe don Elong
9 Edinh lumlg tcstoste‘rone biotin %tir ci?u)eigze g/g:nlL, Dang Q? TCCS Hop 19”0 xét QI1.SP-
rong huyét thanh va dAn chi : .| long thang nghiém 0427-11

huyet tuong nguoi) an ¢! R B0 10l

phtrc hop ruthenium 1,5
ng/ml.

Vi hat phu Su'eptaxvidin 0,72

Elecsys total PINP r:g/mL ,Pk]hNagg ﬂle:o'n dor‘lg
(dinh lugng PINP toan ang PINP gnbiotin(tx | 0 | g9 Hop 100 xét | QLSP-

w phén trong huyét thanh va <o) 2,5 mpll, Bhdng & long thang Lt nghi¢m 0526-12

huyét trong ngudi) Son dbug khé}‘lg LINE
chu¢t) danh dau bang phirc
hop ruthenium 2,5 mg/L
Vi hat phu streptavidin 0,72
mg/mL, hai khang thé don
. dong khang troponin [ tim
Elecsys Troponin I P T T
(dinh lugng troponin I tim gan val blc:tm (& Cht,l:m) 0.8 Dang 07 Hop 100 xét QLSP-

11 i : mg/L, hai khéng thé don : ; TCCS ia
trong huyet thanh va . ; = long thang nghiém 0527-12
N - Ad—— dong khang troponin I tim

Y gng (tir chudt) danh du bing
phirc ruthenium tuong tmg
0,8 mg/L va 0,005 mg/L
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Dithiothreitol 1,028 g/L, vi
Elecsys Vitamin B12 hat phu Streptavidin 0,72
|5 | (dinh luong vitamin B12 | mg/mL, yéuto ngi danh dau | Dang 09 | 1ocs | HOp 100 xét QLSP-
trong huyet thanh va ruthenium (tir heo) 4 pg/L, long thang nghiém 0531-12
huyét twong ngudi) Vitamin B12 gan Biotin 25
nglL
Vi hat phu Streptavidin 0,72
Elecsys B- mg/mL, khang thé don dong
CrossLaps/serum khéng B crossLaps gén
13 (dinh lugng san pham Biotin (tir chudt) 2,5 mg/L, Dang 09 TCCS Hop 100 xét QLSP-
giang hoa cia collagen tip | Khéng thé don dong khang long thang nghiém 0515-12
I trong huyét thanh va B -CrossLaps (tir chugt)
huyét twong ngudi) danh dau bing phirc hop
ruthenium 2,4 mg/L

2, Cong ty ding ky: Cong ty ¢d phin A Chiau (Pia chi : S6 9, 16 11A, phé Trung Hoa, Ciu Gidy, Ha Noi,
Viét Nam)
Nha sin xuat: ABON Biopharm (Hangzhou) Co., Ltd. (Dia chi: 198 12th Street East, Hangzhou Economic
& Technological Development Area, Hangzhou, P.R. China 310018)

~ . 2
STT chgzn;::: il:xh:iltl:-o / Hoat chit chinh- Dang | Tudi Tiézu Quy cich S6 ding
Téc dyng chinh Ham lugng baoché | tho | chudn | déng goi ky
Hop gom 25
que thir trong
tui riéng, 25
dng dung dich
- Viing cong hop: IgG chiét mau
FOB One Step Fecal Cho“g;khé"g L 1204 {mllong), 2>
Occult Blood Test (0,371g), 1gG chudt Dang Ong pli e
14 (Dinh tinh phat hién sy c6 (0’} 2ug?, que, 24 : hfréng g QLSP-
mit cia mau &n trong - Vaﬂch k?t qua: IgG Dang thang TCCS sur dung; 0616-13
A X huét khang Hb-7202 g Hop gom 25
phan cta nguoi) ¢ khay 3
(0,64pg) khay thir trong
- Vach chimg;: 1gG dé tui riéng, 25
khéang chudt (0,48pg) émg dung dich
chiét mau
(2ml/éng), 1
huéng dan str
dung
Hop gom 50
que thir trong
‘tﬁi riéng, 50
HBsAg Hepatitis B ;’?gc'l‘hr? e
Surface Antigen Rapid - Vung cdng hop: IgG d.o l;n%]fl
Test chudt khéng HBsAg ittt
(Dinh tinh phat I:ién B-59 (0,09ug) Dang ohéi. 1 bt
s khang nguyén bé mit vi - Vach ket qua: IgG que, 24 TCCS dgn;u A & QLSP-
rut viém gan B trong mau chudt khang HBsAg Dang thang Hop 2 v 4% 0617-13
toan phan, huyét thanh B-15 (0,32ug) khay kh"p‘%‘?“;
hodc huyét tuvong clia - Vach ching: IgG tho- tt;yﬁé: ggg
nguoi) streptavidin (0,096pg) bng nhég’mﬁu
2 lg dung dich
dém (3ml/lg),
| hudng dan
sir dung
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Hop gom 50
que thir trong
tii riéng, |
hudng dan sir
- Ving cfng hop: IgG durlg;
chudt khang hCGB-7 Dan Hop gom 40
S Ome 0t (0,225 ].l.g);g IgG-tg{_’J que:,g khay thir trong
Trognancy Hest 0,143pg). - D 24 tliriéng, 40 | QLSP-
16 | (Pinh tinh phathignhcG | (143D ang | 24 | pocg | fuiriéng,
trong mede tidy o - ’ach két qua: IgG dé khay, thang dngnhomdu, | 0618-13
tigiedi) khang hCGa (0,748pg). | Dang 1 huéng dan
- Vach chimg: 1gG-dé but str dung;
khéng tho (0,660pg). Hop gom 1
but thir trong
tui riéng, 1
hudng dan sir
dung
Hop gom 50
- Ving cfng hop: 1gG que thir trong
chuét khang LH 5301 tai riéng, 1
LH One Step Ovulation SP-5 (0,267ug); IgG- b hudng dan sir
Test tho (0,130pg). g 24 dung; LSP
17| (Dinh tinh phit hign dinh | - Vach két qui: IgG chuot | & | 24 | 1ccs | Hopgomdo | DS
LH trong nuéc tiéu cia khang LH 5304 SP- k;mg s khay thir trong )
nguoi) 5(0,528pg) e tul riéng, 40
- Vach chimg: 1gG-dé ong nho mau,
khang tho (0,132pg) | huéng dan
sir dung

3. Cong ty ding ky: Cong ty C phan Y té Pirc Minh (Pja chi: sb 51, ngd 205, ngach 323/83, dudong Xuéan
Dinh, phuong Xuén Pinh, quén Béc Tir Liém, Ha Nbi, Viét Nam)
Nha sin xuit: DiaSorin S.p.A- UK Branch (Dja chi: Central Road, Temple Hill, Dartford, Kent, DA1 5LR,

United Kingdom).
. Tén sinh phim Hoat chiit chinh- Dang | Tudi | Tiéu | Quycich | S&ding
chin dodn in vitro/ Ham | baoché | th huidn | d6 .s ky
Tac dung chinh rong o che 0 | chu 6ng goi
- Giéng phti trudc khéng thé:
Khéng thé don dong chuét
khang HBsAg (< 0,001%) ;
Murex HBsAg Version 3 | ~ Cluting fen: Basebelatriy. S
(phat hién khang nguyén (huy<t thanh ngudi)
18 | bé mat virus viém gan B (52,03%); Dang = TCCS 1090 tost; qLaL-
Ll s - Chimg duong: Huyét thanh | Iong | théng Hop 480 test | 0625-13
trong mau huyét thanh : :
hodc huyét twong ngudi) Bgyi duong tinh HbsAg 48
bi bat hoat (0,003%) ;
- Cong hop: Khang thé dé
khang HBsAg cong hop voi
HRP (0,028%).
- Giéng phti truée khang
nguyén: Khang nguyén HIV
dugc tach chiét trong dung
dich dém (< 0,001%) ;
Murex HIV = 1.2.0 (phét | - Chimg dm: BaseMatrix 5
hién khang thé khéng (huyét thanh ngudi) : , 1
19 | HIVI, HIV1 nhom O va (49,410%); ?g‘r‘l‘g th‘ﬁg TCCS ggg fgotf:; 0%’565_113
HIV2 trong huyét thanh - Chimg duong HIV1 : &
hodc huyét tuong ngudi) Huyét thanh dwong tinh
HIV1 (0,0015%);
- Chimg dwong HIV2 :
Huyét thanh dwong tinh
HIV2 (0,0046%);
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- Cong Hop: khing nguyén
HIV cdng hop véi HRP
(0,013%);

- Dung méi pha cong hop:
Albumin huyét thanh ha
(12,773%).

4. Cong ty ding ky: Cong ty TNHH Avanta Dlagnostlcs (Dia chi: S6 286 Pudng Giai Phong, Phuong
Phuong Liét, Quan Thanh Xuén, Ha N6i)
Nha sian xuit: InTec Products Inc. (Xiamen) (Pia chi: #332 Xinguang Road, Xinyang Industrial Area,
Haicang, Xiamen, P.R. China 361022)

STT ch:"iﬁndf::: ill)lh:il':;o / Hoat chit chinh- Dang‘ Tubi Tié:u Quy cach S6 ding
Tic dyng chinh Ham lugng baoche | the | chuan | doéng goi ky
Hop gom 50
- Ving cong hop: IgG que thir trong
%‘:ﬁ::m ’;f;tgié:“t chut khang HBsAg-04 tiriéng, 1
kh:;mg nguyén bé mit siéu (0,16pg). Dong g din i
< & A X, A :
20 | viB (HBsAg)trongmdu |~ Yech ket qui: IgG chuft | que, 24 | 1ecs | 908 Qlske
toan philn, huyét thanh khang HBsAg-B20 Dang thang Hop gom 40 0621-13
hoic huyét tuong ciia (0.2p2). ; x khiny khay t'h”u HOng
ngudi - Vaf:h chmg: IgG dé ti riéng, 1
khang chudt (0,2ug). hudng dan sir
dung

Hop gom 50
que thir trong
tii riéng, 5 lo

Rapid Anti-HIV Test - Ving cgng hop: Cong dung dich
(Pinh tinh phat hién hop vang HIV-Ag tai to dém (2mVlog),
khang thé khang virus hop (0,16pg). Dang 1 hudng dén

21 HIV tuyp 1(bao gom - Vach két qua: Khang que, 24 TCCs str dung; QLSP-
nhom O) va/hodc HIV thé nguoi IgG-Fc McAb | Dang thang Hop gom 40 0563-12
tuyp 2 trong mau toan (0,2pg). khay khay thir trong
phan, huyét thanh hoc - Vach chimg: Anti-HIV ti riéng, 4 lo
huyet tuong ctia ngudi) McAD (0,2pg). dung dich

dém (2mVlg),
1 huéng dan
str dung %\,
TUQ. BQ TRUONG
A4l TRUUNG
VU TRANG THIE VA CONG TRINH Y TE
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