BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
Dge lap - Tw do - Hanh phiic

S6:4404 /QD-BYT Ha NGi, ngay 09 théng 4o ndm 2014

QUYET PINH

Ve vige ban hanh danh muc 30 sinh phdm chin do4n invitro
dwgc cap sb dang ky luu hanh tai Viét Nam - Dot 25

BO TRUONG BO Y TE
Can cit Luét Duogc ngz‘iy 14 thang 6 nam 2005;

Can ctt Nghi dinh sb 63/2012/NB-CP ngay 31/8/2012 cua Chinh pht quy
dinh chirc ning, nhiém vu, quyén han va co cAu tb chiic ciia B6 Y té;

Can cit Thong tu s 22/2009/TT-BYT ngay 24/11/2009 cita B§ Y té quy
dinh viéc dang ky thudc;
Cin oty kién ctia Hoi ddng tw vén cp sb déng ky Tuu hanh véc xin va sinh
pham y t€ - BO Y té;
QUYET PINH:

Pidu 1. Ban hanh kém theo Quyét dinh nay danh muc 30 sinh pham chén
dodn invitro duoc cip s6 déng ky luu hanh tai Viét Nam - Dot 25.

Piéu 2. Céc don vi co sinh pham chén doan invitro duoc phep luu hanh tai
Viét Nam qui dinh tai Diu 1 phai in s6 ding ky duoc Bo Y té Viét Nam cap lén
nhén va phai chap hanh dung céc quy dinh ctia phap luat Viét Nam vé san xuat va

kinh doanh véc xin, sinh pham y t&. Céc s6 ding ky ¢6 ky hiéu SPCD-TTB-...-14
¢6 gid tri 05 nam ké tir ngay cép.

Pitu 3. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Pitu 4. Giam dbc S& Y té cdc tinh, thanh phd truc thudc trung uong va
Giam dbc cac don vi ¢6 sinh phdm chén doan invitro néu tai Didu 1 chiu trach
nhiém thi hanh quyét dinh nay./.

Not nhin: TUQ. BQ TRUGNG

- Nhu Bigu 4; A

- BT. Nguyén Thi Kim Tién (dé b/c); YU TRUJ‘UNQ . .

- TT. Nguyén Thanh Long (dé brcy; Y& TRANG THIET BI VA CONG TRINH Y TE

-TT.Nguyén Viét Tién (dé brc); 7
-Vu Phap ché, Cuc Quan ly dugec,

CucY té dy phong, Cuc phong

chéng HIV-AIDS, Cuc Quén ly

kham chifa bénh, Thanh tra B3 Y té;

- Vién V¢ sinh Dich t& Ttrung wong,

Vién Kiém dinh Quéc gia Vic xin va

Sinh phim y té;

- Téng Cuc Hai quan - B& Tai chinh;

- Website ciia B4 Y té;

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




1. Cong ty ding ky: Abbott Laboratories (Singapore) Pte. Ltd (Dia chi: 1 Maritime Square, # 11 - 12 Day

CONG HOA XA HQI CHU NGHIA VIET NAM

Doc lap — Tw do — Hanh phic

DANH MUC 30 SINH PHAM CHAN DOAN INVITRO BUGQC
CAP SO PANG KY LUU HANH TAI VIET NAM - DOT 25

(Ban hinh kém theo Quyét dinh s6 4404  /QD-BYT, ngay 03 /10/2014)

B, HarbourFront Centre, Singapore 099253 - Singapore)

1.1 Nha sian xuit: Abbott Ireland - Diagnostics Division (Dia chi: Finisklin Business Park Sligo - Ireland)

A . A H A
g Tea suh ‘pha.m chin Hoat chit chinh- Dang Luoz Tiéu | Quy cach X ax ,
TT dodn in-vitro/ Ham | bio ché tho hud a6 . | S0dang ky
Téc dung chinh wong AOCHE | (thang) | MMAn | donsEol
ARCHITECT HBsAg Vi hat: phu anti-HBs
Qualitative Il reagent kit | (12M, IgG, ,Chlle)ts don | o o Hop 100
(Dinh tinh khing nguyén | dong). Chat két hgp: 11 o 06 test, hop SPCH-TTR-
1 | bdmatviémgan B anti- HBs(IgG, chudt, | & s NSX | 500 test, ity
(HBsAg) trong huyét don dong) va anti~ | Phasan | thang Hap 4x500 g
thanh va huyét tuong HBs (IgG, dé€) co test
ngudt) d4nh déu acridinium

1.2 Nha sin xuit: Abbott Ireland - Diagnostics Division (Dia chi: Lisnamuck, Longford Co. Longford -

Ireland)
Tén sinh phim chin £i %5 Tudi -
STT|  dodn in-vitro/ Hoat chatchinh- | Dang, | gy | P | QuYAh | of ding Iy
Tic dung chinh bng (thang) Bh
QRCHIE?BFT&"I T4 Vihat: pht anti-T4 | Dang g‘;’f 11120
2 | Tryiovine oy db (Freg | (rci). Chitkée | long, | 10 | o | (LR SPCD-TTB.
T4) trong huyét thanh va hop: T3 ((:jo c'ianh dau | phasin | thing hép 4x5 00’ 0002-14
huyét trong ngudi) DL test

1.3 Nha san xudt: Axis-Shield Diagnostics Limited (Dia chi: Luna Place, The Technology Park, Dundee,
DD1 1XA, United Kingdom) cho Abbott GmbH & Co.XG (Pia chi: Max-Planck-Ring 2, 65205 Wiesbaden,

Germany)
Tén sinh pham chan iy % Tudi - ;
STT|  dosn in-vitro/ Hoat ched chinh- | Dang, | ghg c{:fg‘n %331’ caet | 56 dang ky
Tac dung chinh Tie {thang) 580
Vi hat: phu Anti-
ARCHITECT Active- Holotranscobalgmin
B12 (chudt, khéfng thé don | Dang Hop 100
3 {Holotranscobalamin) dong). Chat két hop: 1ong, 10 NSX |t tp ha SPCB-TTB-
Reagent kit (Dinh lugng Anti-transcobalamin | phasan | thang ; (S} 6 te?:: 0003-14

Holotransgobalamin
trong huyét thanh ngui)

c6 danh diu
acridinigm (chudt,
khang thé don dong)

Ay



1.4 Nha san xuat: Denka Seiken Co., Ltd (Dia chi:
Japan) cho Abbott Laboratories - Diagnostics Division (Dia chi:

1-2-2 Minami-honcho, Gosen-shi, Niigata, 959-1685,
100/200 Abbott Park Road, Abbott Park,

[llinois 60064, USA)
Tén sinh pham chan X Tudi
L Hoat chét chinh- ie ;
STT doan in-vitro/ O%hilﬁu;l;mh bgaléﬁ‘ tho '};le;“ %uy cac,l.l $6 dang ky
Téc dung chinh ong oche | iy sngy | CMUEM | COTE goi
. Vi hat: pha Anti-
‘?dCHITEC;Tk’:ngO:’ valproic acid (chut, | Dang
) f“;ngziigjialérﬁc g | Khing thé don dong). | 1éng, 15 | wgx | Hop100 | SPCD-TTB-
huyét thanh hay huyét Ch?t ke.t hgp: ’ phasan | thang test 0004-14
trong ngudi) Valproic acid co danh
dau aricidinium.

1.5 Nha san xuit: Denka Seiken Co., Ltd (Pja chi: Kagamida

shi, Niigata, 959-1695 Japan) cho Abbott Laboratories - Diagnostics Division (Dia chi: 100/200

Park Road, Abbott Park, Illinois 60064, USA)

Factory, 1359-1 Kagamida, Kigoshi, Gosen-

Abbott

1.6 Nha sin xuat: De
shi, Niigata, 959-1695 ] apan) cho Abbott Gm

"Tén sinh phdm chin Gooa Tudi in .
STT|  doén in-vitro/ H%’*};;f:‘:;;‘:l‘“h' Dang, | thg e 2 cich | of aing ky
Tac dung chinh ng (thang) BEO
Vi hat: phii khéng thé
khéng insulin ngudi
ARCHITECT Insulin (chut, khang the don | pong
(reagent kit) (Dinh lugng dong}. Cha} ket’hgrp. Tz, 10 Hop100 | SPCH-TTB-
5 | isulin ngudi trong huy&t khang the khang hasin | than NSX tost 0005-14
thanh va huyét tuong insulin ngudi ¢6 danh P &
nguoi) diu acridinium
(chudt, khang thé don
dong).
ARCHITECT Vi hat: phi anti-
iPhenobarbital (Reagent phenobarbital (chudt, Dang
6 kit) (Dinh lugng ) khéng thé dom dong). | long, 15 NSX Hop 100 | SPCD-TTB-
phenobarbital trong huyét Chat ket hop: phasan | thang test 0006-14
thanh hay huyet wong phenobarbital ¢é danh
ngudi) diu aricidinium.
L _

Deikenheim, Germany)

nka Seiken Co., Ltd (Pia chi: Kagamida Factory,
bH & Co.KG (Pia chi: Max

1359-1 Kagamida, Kigoshi, Gosen-
- Planck - Ring 2, Wiesbaden,

Tén sinh pham chin Hoat chit chinh- Dang 'I;;éi Tiéu | Quy cich $& ding ky |
STT doan in-vitro/ < e o 0 2 : - o ding ky
bao ch iy ch do
B Tic dung chinh Ham lugng ao che (thing) uan ng goi
ARCHITECT HCV Ag Huyét tuong ngudi da
Controls (Dinh lugng: voi hoa, khong co
Kidm tra d6 xac thye va phan img vl HBsAGg, Dan
tap lai cho hé thd HIV-1 Ag holic HIV- | 1.0°
3p lai cho Ng Thong B 1o 16ng, 10 3chaix | SPCH-TTB-
7 | ARCHITECT i system 1 RNA, anti-HIV- hasin | théng NSX - 0007-14
khi dinh tugng Khang 1/HIV-2 va anti P
nguyén 161 vi rﬁt‘viém HCV: khang nguyén
gan C trong huyet thanh | | t4i t hop vi rit
va huyét tuong ngudi) viém gan C
L i




1.7 Nha sin xuit: Fujirebio Diagnostic, Inc. (201 Great Valley Parkway, Malvern, Pensylvania, USA) cho

Abbott Laboratories Diagnostics Division (Dia chi: 100/200 Abbott Park road, Abbott Park, IL 60064 -

USA)
Tén sinh phim chan £ Tubdi
g Hoat chat chinh- D ié 3
STT doan in-vitro/ Ham ltrg’nm bﬁjzﬁ 5| the ?exu g:,:y ca(,:l.] S6 ding ky
Téc dung chinh g (thang) | 'UN | COngEN
J— Vi hat: phit Anti-
5 Cyclosporme {chudt, 5
Cyclosporine (Reagent | (e ihd aondong), | 278 | 10 Hop 100 1 opep.11B-
8 | kit (D;nhllm;mg ’ Chit Kt h longn, thén NSX | tests, hdp 0008-14
cydosﬁ g tr;;r)]g e Cyclosporine g)p danh pha sin : 200 test
fodn phan nguwdi ;
Pt diu aridinium
ARCHITECT Tacrolimus
Calibrators (Higu chudn Dang
] g;;&?iﬁgﬂﬁg ! | Méu toan phin di qua | long, 5 b gloflll‘]a' 5 | SPCD-TTB-
dinh lwgng Tacrolimus xur 1y; tacrolimus phasin | thang che’xi 4,§ml. 0009-14

- A Ao
trong mau toan phén &

nguoi}

2. Cong ty ding ky: Cong ty C6 phin Y té Dlrc Minh (Dia chi : S6 51, ngd 205, ngéch 323/83 Xuén
Dinh, Tir Liém, Ha Néi, Viét Nam) Nha san xuat: DiaSorin S.p.A - UK Branch (Dia chi : Central Road,
Dartford, DA1 SLR, United Kingdom)

huyét turong nguti)

dong kho cting vai
HRP. Dung moi cbng
hgp: protein bo

Tén sinh pham chin o sy o Tubi 4
ol Hoat chat chinh- & A
STT doan in-vitro/ OI?Iﬁ:n ?tr;nm bl‘:jlgﬁ & tho c::fél S Qﬂuy cagl.l $6 diing ky
Tac dyng chinh g (thang) ong gol
Giéng vi lwong phu
khang nguyén tai té
ICE* Syphilis (Dinh alll‘i‘fj'; iregggimgm‘
tinh phat hién khang | PA1ICUML LAUmg am:
thd s : huyét thanh ngudi. .
¢ [gM va IgG khéang Chi R Hgp 96
: s g duong: huyét | Dang 11 A SPCD-TTB-
10 | khang nguyén thanh 5i bt hoat 15 ha NSX | tests; Hop
Treponema pallidum AnM AELIOL bal hoat. ong thang 480 tests e
£ Céng hop: protein tai
trong huyet thanh va 2 :
t6 hgp T.pallidum

3. Cong ty dang ky: F. Hoffmann-La Roche Ltd (Dia chi: Grenzacherstrasse, CH-4070 Basel, Thuy S¥)
Nhi san xuit: Roche Dlagnostlcs GmbH (Pia chi: Sandhofer Str.116, D 68305, Mannheim, Dirc)

Tén sinh phim chin Tudi
STT dodn in-vitro/ HOI?It,Ch?t ohinh- Paﬂg‘ tho Tle}l Ql.ly ca?l.l 86 dang ky
Tic dung chinh am lwong bao che (thiing) chuén | dong goi
Vi hat phut
streptavidin; khang
Elecsys AFP (Binh thé don dong khéng D
1 luong al-fetoprotein AFP d4nh diu biotin 16@;8 21 NSX Hop 200 | SPCD-TTB-
trong huyét thanh va |  (chudt); khang thé ! théng tests 0011-14
huyét twong ngudi) | don dong khang AFP
(chudt) danh dau
phiic hgp ruthenium
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Vi hat phu
Streptavidin, HAV Ag
(ngudi); khang thé don
dong khfmg HAV
Elecsys Anti-HAV h dé:lhk‘f u b'g?;n 4
(Bmh lucmg khing ¥ ;o(;}?g,’ kh::gg HziVUn lglagnsé
12 th‘f’l :_‘::‘;{’c':ﬁ‘l“ ‘;ﬂaA“g (chudt) dénh dhu phitc | chit 2| NSX HapRy | SEUR
——— tl%anh Vi hop ruthenium; huyet | dong thang VeSS 06124
huyét tuong ngudi) thanh ngudi &m tinh kho
v6i khing the khéng
HAV; khéng thé
khang HAV (nguoi)
trong huyét thanh
ngudi.
Vi hat pha
Streptavidin; khang
thé don dong khang
Blecsys Anti-HAV H‘z:u(cﬁ‘;‘;%d“h
Igh:l (Binhizh kt.lél,]g ruthemup;n khacl?; thé
13 the [gM khang virut | o dong khang 1gM Dang 12 NSX Hop 100 | SPCD-TTB-
viém gan A trong, udi dénh diu 1éng thang tests 0013-14
huyét thanh va huyét b ng
trong ngudi) iotin; huyét thanh
ngudi, dm tinh vat
khéng thé IgM khang
HAV; khang thé IgM
khang HAV (ngudi)
| Vi hat phti
Streptavidin; 1,4-
dithiothreitol, HBcAg
s it | EOHDV
(Dinh tinh Khang thé Khang HBc danh diu
1gGva IgMkhing | i (chuot); khang | De"8 | 13 Hon 100 | SPCH-TTB-
14 | khang nguyén 151 clia ghi d 4o ’kh’ & long tha NSX 'tpl 0014-14
vi rat viém gan B Be on €ong a(r;g n& Rt
trong huyét thanh va HBe (chufi) aanh dau
huy&t twong nguds) phire hop ruthenium;
huyét thanh ngudi;
khang thé khang HBc
(nguot) trong huyét
thanh nguoi
~ Vihatphu
Streptaviding Khang
th khang Fdy ngudi
Elecsys Anti-HBe (cm‘l)’ khér}g thé don
g (i tioh Khing | Sn8 KhAS e
the 1gM khang khang ng‘i?ﬁuig H%ucﬁgtm Dang | 45 Hop 100 | SPCD-TTB
I3 n%:gggl;(;;?rg‘;m (E.coli, rDNA) dénh long thang L tests 0015-14
huyét thanh va huyét (:Eu phre :Up
tuong ngudi) u emurfl- uy'ct
thanh ngudi, khang
thé IgM khéng HBc
(ngudi) trong huyét
thanh ngudi




Vi hat phu
Streptavidin; HBeAg
: (E.Coli, r.DNA);
Elecsys Anti-HBe . % .
(Dl khgngnd | P28 hedon dong
ciia ngudi khang l;!m.]g HBeﬂdank}Lc'iau D
Kidiig nevyehe ey | D (enuot; khang, | Dang |, Hop 100 | SPCP-TTB-
16 P thé don dong khéng long NSX
virit viém gan B HBe (chudt) dénh diu thang tests 0016-14
(HBeAg) trong huyét ek © e
thanh va huyét tuong P hucx P ruthenu‘n.-n,
ngudi) huyét thanh ngudy;
g khang thé khang HBe
(ngudi) trong huyét
thanh ngudi
Elecsys Anti-HBs Sty t\;iz::ia;lpll]-‘ﬁBs A
(Dinh lugng khang = e
27y = ngudi (ad/ay) danh dau
the cim.nguo kg biotin; HBsAg ngudi Dan
khang nguyén bé mit i RE BEE ang 15 Hép 100 SPCH-TTB-
17 R (ad/ay) danh dau phic long 4 NSX 5
clia vi ritt viém gan B Lo mitherimigt khia thang tests 0017-14
(HBsAg) trong huy€t P SR
b vl el thé khang HBs (nguoi)
ani va lgl) £ trong huyét thanh
he ngudi
Elecsys Anti-TPO
CalSet (Chuén dinh
xét nghiém dinh luong Kha " .
Y o ang thé khang béng 18 4 chai x SPCB-TTB-
18 Eliiispmigl?ggm TPO (ctru) khs | théng | T°% | 1,5ml 0018-14
nghiém mién dich
Elecsys va Cobas ¢)
Vi hat phii .
2 streptaviding khang the
]Elccsylfh(;EA (Dm‘h don dong khéng CEA b
1o | B ETE Y | danhddu biotin |18 | oy | HOP200 | SPCD-TTB-
hlllln%t thzgh(:z‘l l}.:_lngé ; {chudt/ngudi); khang £ thang tests 0019-14
A . ,
Y furane npu) 4 thé don dong khan%
gng CEA (chut) dénh dAu
phue hop ruthenium
Vi hat phu i
streptavidin; khang the
Elecsys Ferritin (Dinh don dong khang Dan
20 lirong ferritin trong | ferritin danh déu biotin 160 g 18 NSX Hgp 200 | SPCB-TTB-
huyét thanh va huyét | (chubt); khang thé don & | thang fests 0020-14
tuong ngudn) dong khéng ferritin
chudt) danh dau phire
( dénh déu pht
hop ruthenium
Vi hat phu ‘
Streptavidin; khang thé
Elecsys HBeAg I—(;gne iondgéﬁhha;égu
(Bjnh b Khang biotin (cﬁuﬁt)' khing Dang
nguyén e cuia vi riit 2 K e ; 24 Hop 100 | SPCH-TTB-
21 ok the don dong khang long . NSX g
viém gan B (HBeAg) HBeAg (chudt) dénh thang tests 0021-14
trong huyét thanh va daf fite b
huyét tuong ngudi) P P

ruthenium; huyét thanh
ngudi, HBeAg (E.coli,
rDNA)




Elecsys HE4 Calset
(Chuéan xét nghigm

dinh lwong Elecsys e v s Pén .

22 | HEAwn méy phn Hlff é{lglg:ngu dong | Do | 15 | gy | 4chaix | SPCD-TTE-
tich xét nghiém mién € bio OvCar-3) thang Iml 0022-14
dich Elecsys va cobas

¢)
Elecsys hGH CaSet
(Chun dinh xét
nghiém dinh luon .

25 | Eicesps HGE e miy | NGH (pﬁpﬁd"‘ gith | Do | U [ ooy | 4cheix | SPCRTIB-
ohan tich xét nghiém op) théng 1ml 0023-14
mién dich Elecsys va

cobas €}
Vi hat phii
Streptavidin; hai
khang thé don dong
khiang HBsAg dénh
Elecsys HBsAg Il d4u biotin (chuft);
(Dmh tinh khang khang thé don dong D
24 nguyén bé mit viém | khing HBsAg (chudt) { g:g 12 NSX Hop 100 | SPCB-TTB-
gan B (HBsAg) trong va khéng thé da dong 5 thang tests 0024-14
huyét thanh va huyet khing HBsAg (clru)
tuong nguoi) dAnh déu phic hop
ruthenium; huyét
thanh ngucn HBsAg
trong huyet thanh
ngudn
Elecsys PreciControl
CMV IgG Avidity Huyét thanh ngudi,
(Kiém tra chét ltrgmg duong tinh v&i khang
cha xét nghigém midn | thé khang CMV IgG, . .
25 | dich Elecsys CMV IgG ai luc thap, huygt Bk%ng th2'1 NSX s ihal % SPCR-TTB-
Avidity trén may phan | thanh ngucn duong 0 ang il 0025-14
tich xét nghiémmién |  tinh voi khang the
dich Elecsys va Cobas | CMV IgG, 4i lyc cao
e)
ACTH (tong hop); C-
Peptid (tong hop),
Elecsys PreciControl hGH (tai to hop tir
Multlmarker (Kiém E.coli); lnsulm
tra chét lugng xét (ngum t4i 10 hop, tir . . :
26 | nghiém mién dich dge | ném men); IL-6 ey | NSX S SPCRRTTE:-
hiéu trén may xét (ngudi, tai t6 hop); © ARg 2m gas-14
nghiém min dich | PIGF-1 (ngudi, tai t
Elecsys va Cobase) | hop, E. Coli); sFli-1
(phén doan, ngudi, tai
t6 hop)
Elecsys Prec;1C0ntrol
HE4 (Kiém tra chat
lugng xét nghifm | 1ipg o, tirdong | Dong | 1S 4chaix | SPCP-TTB-
27 | migndichBleesys | U paoovcars) | | kho | thing | oo | ml 0027-14
HEA4 trén mdy xet

nghiém mién dich
Elecsys va cobas €)

|




Elecsys PTH STAT
CalSet (Chuin xét
nghiém dinh lugng
Plecsys PYLSTAT 1 pri (peptide tbng | Bong | 18 4chaix | SPCD-TTB-
xac dinh PYH pguyen | = o ngud) khd | thang | O | Iml 0028-14
ven (ndi tiét to tuyen P, nguol 9 ang m
cén gidp) trén may
xét nghiém mién dich
Elecsys va Cobas ¢)
Elecsys total PSA Vi hat phu
(Dinh luong khang streptavidin; khang
nguyén dic hi¢u thé don dong khéng
99 tuyén tién liét toan PSA danh dau biotin | Dang 18 NSX Hép 200 | SPCD-TTB-
phin (tr do va phirc (chudt); khéng thé long thang tests 0029-14
hop) trong huyét don dong khdng PSA
thanh va huyét trong (chudt) dénh déu
ngudi) phire hop ruthentum
Elecsys Vitamin D
total CalSet (Chudn
xét nghiém dinh
lrgng Elecsys 25-Hydroxyvitamin Pong 15 NSX 4 chai x SPCD-TTB-
Vitamin D total trén D3 (téng hop) khd théng 1m} 0030-14
méy xét nghiém mién
dich Elecsys va
Cobas e)
TUQ. BQ TRUONG
VU TRUONG ‘
VU TRANG THI VA CONG TRINH Y TE
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