BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lip - Tw do - Hanh phic

$6:/1966 /QD-BYT Ha Néi, ngay /9 thang 3 nam 2018

QUYET PINH
Vé viée ban hanh danh muc 21 sinh pham chén dodn in vitro
dwge gia han s6 ding ky lwu hanh tai Viét Nam - Dot 01

BQ TRUONG BQ Y TE

Can cir Nghi dinh 50 36/2016/ND-CP ngay 15/5/2016 cta Chinh phu vé quan
ly trang thiét bj y té;

Cin cir Nghj dinh s6 75/2017/ND-CP ngay 20/6/2017 cua Chinh phu quy
dinh chirc ning, nhi¢m vy, quyén han va co ciu to chirc cia B3 Y té;

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

Xét dé nghj cta Vu truéng Vy Trang thiét bj va Cong trinh y té;

QUYET DPINH:

Piéu 1. Ban hanh kem theo Quyét dinh nay danh muc 21 sinh phim chan
doén in vitro dugc gia han ) ding ky Iuu hanh tai Viét Nam - Dot 01.

Diéu 2. Thoi gian gia han s6 ding ky 1a 05 nam ké tir ngay ky Quyét dinh.

Piéu 3. Céc don vi c6 sinh pham chan dodn in vitro dugc phép luu hanh tai
Viét Nam qui dinh tai Piéu 1 phax in s6 dang ky dugc B§ Y té Viét Nam cap Ién
nhan va phai chép hanh duing cdc quy dinh cia phap luat Vit Nam vé san xuat va
kinh doanh sinh phdm chan doan in vitro.

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

Piéu 5. Giam doc S0 Y té céc tinh, thanh ph6 tryc thuoc trung vong va Giam
doc cac don vi c6 sinh pham chin doén in vitro néu tai Piéu 1 chju trach nhiém thi
hanh quyét dinh nay. /

Noi nhin: TUQ. BQ TRUONG
V TRU ONG

- Nhu Piéu 4;

-BT.N uyén Thi Kim Tién (dé blc);
- Céc Dong chi Thir trudmg Bo Y té
(dé blc);

-Vu Phép ché, Cuc Quin ly duge,
Cuc Y té dyr phong, Cyc Phong
chéng HIV/AIDS, Cuc Quan ly
kham chira bénh, Thanh tra B3 Y té;
- Vién V¢ sinh Dich t& Trung wong, .
Vién Kiém dinh Qubc gia Vac xin va yveh Minh Tudn
Sinh phim y té; -

- Téng Cuc Hai quan - B§ Tai chinh;
- Website ciia B§ Y té;

- Luu: VT, TB-CT (4 ban).



https://tailieuluat.com/quyet-dinh-1866-qd-byt-bo-y-te-vb3558.html

BOYTE

CONG HOA XA HOI CHU NGHIA VIET NAM
Dic lip — Ty do — Hanh phiic

DANH MUC 21 SINH PHAM CHAN DOAN IN VITRO
GIA HAN SO PANG KY LUU HANH TAI VIET NAM - PQT 01
(S6 diing ky hiéu lye 05 nim ké tir ngay ky Quyét dinh)

(Ban hanh kém theo Quyét dinh so/§bb/OP-BYT, ngay A9 /3% /2018)

1. Cong ty ding ky: F. Hoffmann-La Roche Ltd (Dja chi: Grenzacherstrasse, CH-4070 Basel, Thuy S¥)

Nha sin xuit: Roche Diagnostics GmbH (Dja chi: Sandhofer 116, D 68305, Mannheim, Dirc)

T'én sinh pham

e Hoat chit chinh- Dgng | Tudi | Tiéu Quy cich S6 dang
STT| chin dodn in vitro/ :
Téc dyng chinh Ham lugng baoché | tho | chufn dong goi ky
: = Vi hat phil streptavidin
Elecsys ACTH = 0,72mg/mL, khéng thé don
(dinh lugng ndi tiét to dong khang ACTH c6 gAn
L | et huong N | Biotn (tr chudt) 03 mg/L, | Dang | 09 Hop 100 xét | QLSP-
g huyet 5 TCCS X
B A khang thé don dong khang long thang nghi¢m 0512-12
tuong ngudi chong dong ACTH dénh ddu bing
bing EDTA.) phitic hop ruthenium (t
chudt) 0,3 mg/L
Vi hat phu Streptavidin 0,72
mg/mL, céc peptide (tong
Eleesys Anti-CCP Mg&ﬁ%‘g‘;ﬂ“ﬁ
(bén dink luong typ khidng | it hing th Ao ding
the lgG n‘gm‘n.khéng khang IzG ngubi (tr chude) Dang
= peptide citrulline héa X long va 07 Hop 100 xét QLSP-
- 1 I amm p dénh ddu ruthenium 0,75 TCCS :
ang vong trong huyét pg/mL, huyét thanh ngudi dong thing nghiém 0514-12
thanh_ va huyét tuong chira khéng thé Anti-CCP khd
nguot) (tir ngudr) 20 U/mL, huyét
thanh ngudi chira khang thé
Anti-CCP (tir ngudi) 200
U/mL
Vi hat pha Streptavidin 0,72
3 trong huyt‘ft th.x}nh,:uyitc bioting(tl'r cu;’:; 90 ng/ m;: Dang 09 TCCS Hop 100 xét QLSP-
twrong, nude t . 3 ; i -
. ng'ubi) i€u va nur Din xuét | (tng hop) long thing nghi¢m 0516-12
g dénh ddu phirc hop
ruthenium 25 ng/mL
Blesys Ceptide | o g
(de dinh lugng C-peptide khéing C-Peptide gin biotin
4 tron (tir chudt) 1 mg/L, Khén Dang 09 TCCS Hop 100 xét QLSP-
huyet thanh, huyéttwomg | “44 00 BE S P | Jong | thang nghi¢m 0517-12
va nurére tiéu ngurévi) peptide (ti cht?ét) d:inhg d}m
ruthenium 0,4 mg/L
Vi hat phi Stwpta;igin 0,72
Khang thé don
Elecsys Digoxi Mgk, Khing {
(dinh lugng digoxin trong | done khing digoxin chu®®) | ) 09 Hop 100 xét | QLSP-
5 ¢ : duoe danh ddu véiphichgp | o8 . TCCS P
huyet thanh va huyet ruthenium 15 pg/L, long thang nghi¢m 0518-12
I g Digoxigenin giin biotin 1,06
ng/mL
s g




Vi hat phis Streptavidin 0,72

mg/mL, Khéng thé don

dong khang HBsAg giin véi

biotin (tir chuét) 0,5 pg/L.,

Khéing thé dom dong khing

HBsAg giin véi biotin (tir

chugt) 0,3 ug/L, Khing thé
Elecsys HBsAg Il quant | don dong khang HBsAg (tir
(dinh lurgng khang nguyén | chudt) dinh diu bing phirc

g bé mat viém gan B trong hop ruthenium 1,3 pg/L, Dang 12| rces | HOp100xét | QLSP-
huyét thanh va huyét Khéng thé dadongkhdng | long | thang nghiém 0476-12
twong ngudi da xic dijnh HBsAg (tir ciru) dénh ddu
dwong tinh HBsAg) béing phirc hop ruthenium

1,0 pg/L, Huyét thanh ngudi
&m tinh HBsAg 0,125 mL,
HBsAg trong huyét thanh
ngudi khodng 0,5 TU/mL,
Huyét thanh ngudi dm tinh
véi HBsAg va khing thé
khéang -HBs 0,125 mL
Vi hat phi Streptavidin 0,72
Elecsys Folate IT1 mg/mL, Protein giin két

5 | (dinh luong folate trong folate duge dinh ddubing | Dang 09 | rccs | 110 100xét | QLSP-
huyét thanh va huyét ruthenium 75 pg/L, Folate long | thang nghiém 0519-12
twong ngudi) gin biotin 17 pg/L, Biotin

120 pg/L
Vi hat phi streptavidin 0,72
Elecsys PTH mg/mL, khiing thé don dong
(xac dinh ham lugng khéang PTH (tir chut) gin 5

8 [ hormone cin gidptrong | biotin23 mg/L,khingthé | D€ | O | recs “‘;"gl',?:m"é‘ S
huyét thanh va huyét don dong khang PTH (tir ng &
trong ngudi) chudt) danh dau phirc hop

ruthenium 2,0 mg/L,
Vi hat phi streptavidin 0,72
Elecsys Testosterone Il mg/mL, khing the dmg::ng

9 (dinh lugng testosterone bioul' ‘n" s(mlimi[ﬂs)llwl c': oL, Dang 07 TCCS Hop 100 xét Q1.SP-
trong huyét thanh va : .| long thang nghi¢m 0427-11
huyét twong ngudi) ; wostameginvdl

phirc hgp ruthenium 1,5
ng/ml.
Vj hat phii Streptavidin 0,72
Elecsys total PINP "‘kﬁ’i’n‘“p'i'ﬁ?ﬁn‘éﬁﬁ;"?&“

1o | (inh lugng PINP toan Mfz S Khanethe | Dtng | 09 | ..o | Hop100xét | QLSP-
phén trong huyét thanh va gk, Klidng t long | thing nghi¢m 0526-12
huyét trong nguiri) dondbngkh&lglleP ek

Y gng chut) danh déu bing phirc
hop ruthenium 2,5 mg/L
Vi hat phu streptavidin 0,72
mg/mL, hai khing thé don
. (dinh lugng troponin | tim 3 X Dang 07 Hop 100 xét QLSP-
: mg/L, hai khing thé don TCCS :
trong huyet thanh va ddng khing troponin 1 tim long thang nghi¢m 0527-12
huyeét trong ngudi) (tir chugt) déinh déu bing
phirc ruthenium tuong img
0,8 mg/L va 0,005 mg/L
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Dithiothreitol 1,028 g/L, vi
Elecsys Vitamin B12 hat pha Streptavidin 0,72
|7 | (dinh lugng vitamin B12 | mg/mL, yéutd ndidinhdiu | Dang 09 | recs | HOp100xét | QLSP-
uong huyét thanh va ruthenium (tir heo) 4 pg/L, long thang nghiém 0531-12
huyét twong ngudi) Vitamin B12 gin Biotin 25
ng/L
Vi hat phu Streptavidin 0,72
Elecsys p- mg/mL, khing thé don dong
CrossLaps/serum khiing B -crossLaps gin
13 | (dinh leong sin phim Biotin (tir chut) 2,5 mg/L, | Dang 09 | rces | Hop100xét | QLSP-
gidng hoa cuia collagen tip | Khang thé don dong khang long thing nghiém 0515-12
I trong huyét thanh va B -CrosLaps (tir chudt)
huyét twong ngudri) danh déiu bing phirc hop
ruthenium 2.4 mg/L

2, Cong ty ding ky: Cong ty ¢b phin A Chiau (Dia chi: S6 9, 16 11A, phé Trung Hoa, Ciu Gidy, Ha Noi,
Viét Nam)
Nha sin xuit: ABON Biopharm (Hangzhou) Co., Ltd. (Dja chi: 198 12th Street East, Hangzhou Economic
& Technological Development Area, Hangzhou, P.R. China 310018)
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Thnsiah yitm Hogt chit chinh- | Dang | Tudi | Titu | Quycich | SGdang
STT| chin dodn in vitro/ Ham | bao ché | th hud déne 96i 2
Tic dyng chinh csms o i |5 ng go! ky
Hop gom 25
que thir trong
tun riéng, 25
dng dung dych
- Ving cong hop: 1gG chiét miu
FOB One Step Fecal cl:)ug;khﬂnlg Hb-l;l 294 .ml/ong): =3
Occult Blood Test ©, “g’;zgﬁ ¢hudt | Dang : fu‘t"én““ g
14 | (Dinh tinh phat hign sy c6 O que, | 24 uong QLSP-
YRR - Vach két qua: IgG TCCS str dung;
mdt clia mdu dn trong h Dang thiang 5 0616-13
i chudt khing Hb-7202 iy Hjp gom 25
(0,64pg) khay thir trong
- Vach chimg: 1gG dé un riéng, 25
khang chudt (0,48ug) ng dung d|ch
chiét mau
(2mléng), 1
hwdmg dan sir
dyng
Hjp gdbm 50
que thir trong
6(:‘11 riéng, 50
nho
HBsAg Hepatitis B 2o dmg":’:,;
Surface Antigen Rapid - Ving cong hop: 1gG dém Gmlo),
Test chudt khing HBsAg 50 thé bénh
(Dinh tinh phat hién B-59 (0 09ug) Dang nhan. 1h
5 khang nguyén bé mit vi - Vach két qua: IgG que, 24 TCes | dan si d:ﬂang QLSP-
rut viém gan B trong mau chudt khing HBsAg Dang thang Hop gdm 4% 0617-13
toan phén, huyét thanh B-15 (0,32ug) khay o i
hodc huyét twong cia - Vach chimg: IgG tho- 4 8
x ti riéng, 40
nguoi) streptavidin (0,096g) &ng nho miu,
2 lo dung dich
dém (3mllo),
| hudmg din
sir dung



Hop gom 50
que thir trong
thi riéng, |
hudng dan sir
- Ving cfng hop: IgG dung:
hCG One Step chudt khang hCGp-7 Dang Hop ge_»m 40
Treghaney Teut (0'2%(5)'%;3)0 - e | 2 "i"aiy.s'i.'.‘;,"?&g QLSP
19 Lﬁ:‘:;ﬁ‘;‘cﬁg MEnhCG | vechkétqu:IgGdé | khay, | thing | TCCS | dngaho miu, | 0618-13
ngud) khdng hCGa (0,748pg). | Dang | hudng din
- Vach chimg: 1gG-dé bit sir dung:
khéng thé (0,660ug). bl‘-:tégi gdm 1
at thir trong
i néng. 1
huéng dén sir
dung
Hop gom 50
- Ving cdng hgp: 1gG que thir rong
chut khang LH 5301 tGi riéng, |
LH One Step Ovulation SP-5 (0,267pg); 1gG- Dan huémg dan sir
Test . th (0,130pg). quef 4 dung: QLSP-
17 | (Dinh tinh phat hi¢n dinh | - Vach két qua: IgG chudt D thén TCCS | Hop gbm 40 0619-13
LH trong nude tiéu cia khang LH 5304 SP- u::g g khay thir trong :
nguoi) 5(0,528pg) Y tiii riéng, 40
- Vach chimg: IgG-dé bng nhé méu,
khang thé (0,132ug) | huémg din
sir dung

3. Cong ty diing ky: Cdng ty C phin Y té Dirc Minh (Dja chi: s6 51, ngd 205, ngich 323/83, duémg Xudn
Dinh, phuémg Xuédn Pinh, quin Bic Tir Liém, Ha Ngi, Viét Nam)
Nha sin xuit: DiaSorin S.p.A- UK Branch (Dja chi: Central Road, Temple Hill, Dartford, Kent, DA1 5LR,

United Kingdom).
. ch}:“dﬁﬁ' i‘l’l"fi't“ o Hoat chiit chinh- Dgng | Tudi | Tiéw | Quycich | S&dang
Téc dyng chink Ham lugng baoché | thg |chudn | déng goi ky
- Giéng phii trude khéng thé:
Khang thé don dong chudt
khng HBsAg (< 0,001%);
Murex HBsAg Version 3 | ~ Chimg &m: BaseMatrix 5
- (huyét thanh ngurdi)
(phat hi¢n khang nguyén . . = LSP
18 | b mit vires viém gan B (52,03%); Dgng | 11 | pocg | 1p96test; | QLSP-
o man hovét thoh | - Chimg duong: Huyétthanh |  léng | thing Hop 480 test | 062513
hoacg huyét tu{m ngudri) ngui duong tinh HBsAg da
e bi bt hoat (0,003%) ;
- Cong hop: Khing thé dé
khang HBsAg cong hop vai
HRP (0,028%).
- Giéng ph trude khang
nguyén: Kannguyén HIV
duge tach chiét trong dung
dich d¢m (<0,001%) ;
Murex HIV - 1.2.0 (phit -ammy;a am: BaseMatrix 5
hi¢n khang thé khing (huyeét thanh ngudi) . " ”
19 | HIVI, HIVI nhém O va (49,410%), S | . | Mg | SRR |
HIV? trong huyét thanh -ChimgduwongHIV]: | 'on8 | thing PR et
hodc huyét twong ngudi) Huyét thanh duong tinh
HIV1 (0,0015%);
- Chimg duong HIV2 :
Huyét thanh dwong tinh
HIV2 (0,0046%);
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- Cong Hop: khing nguyén
HIV cng hop véi HRP
(0,013%);

- Dung mdi pha cng hop:
Albumin huyét thanh bd

(12,773%).

4. Cong ty ding ky: Cong ty TNHH Avanta Diagnostics (Dia chi: S6 286 Puong Giai Phong, Phudng
Phuong Liét, Quan Thanh Xuén, Ha N§i)
Nha sin xudt: InTec Products Inc. (Xiamen) (Pija chi: #332 Xinguang Road, Xinyang Industrial Area,
Haicang, Xiamen, P.R. China 361022)

o ch}i“df:‘“: i'l""i':: P Hoat chiit chinh- Dang | Tudi Tié; Quycich | Séding
Tic dyng chinh Ham lugng baoché | tho | chuén | déng goi ky
Hépmgt’)m 50
- Ving cng hop: 1gG que thir trong
O'fe Step HBaAg_Test chudt khing HBsAg-04 tii riéng, |
(i (I8 PRMIS s | G160, Dang huéng din si
20 k!léBngP;\guxén martns;cu - Vach két qua: 1gG chudt |  que, 24 TCCS dung; QLSP-
20 | viB(HBsAg)trongméu | 40 HReAg-B20 Deng | thing Hopgdmd0 | 0621-13
toan phﬁn‘. huyét thanh (0212). khay eyt cng
hojc buyCttuongcle | | yosk chimg: 1gG d ti riéng, |
o khang chudt (0,2pg). hudmg dan sir
dung
Hdp gom 50
que thir trong
tii riéng, 5 lo
Rapid Anti-HIV Test - Viing cfng hop: Cong dung dich
(Dinh tinh phat hién hop vang HIV-Ag tdi to dém (2mllg),
khang thé khang virus hop (0,16pg). Dang 1 hudmg dén
5; | HIV tuyp 1(bao gbm - Vach két qua: Khéng que, 24 | yocg | sirdung QLSP-
“" | nhém O) vivhosic HIV thé ngudi IgG-Fc McAb | Dang | thing Hopgom40 | 0563-12
tuyp 2 trong mau toan (0,2ug). khay khay thir trong
phin, huyét thanh hodc - Vach chimg: Anti-HIV ti riéng, 4 lo
huyét trong ciia ngudi) McAb (0,2pg). dung dich
dém (2mllo),
1 huémg dén
sir dung "
TUQ. BQ TRUONG
VU TRUONG
VU TRANG THIE VA CONG TRINH Y TE

5/5




