BO YTE CONG HOA XA HOI CHU NGHIA VIET NAM
Doe lap - Tw do - Hanh phiic

S6:3226 /QD-BYT Ha Ngi, ngay 03 thang § nim 2015

QUYET PINH
Vé viée ban hanh danh muc 17 sinh phidm chin doan invitro
dwgc cap so ding ky lwu hanh tai Viét Nam - Dot 28

BO TRUONG BQ Y TE
Cén cir Ludt Duogc ngé.y 14 thang 6 nam 2005;

Cin ctr Nghi dinh s 63/2012/ND-CP ngay 31/8/2012 ctia Chinh pht quy
dinh chirc niang, nhiém vu, quyén han va co ciu t6 chirc ctia B Y té;

Cén ctr Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 ctia B§ Y & quy
dinh viéc dang ky thuoc;
- Cancuy klen ctia Hoi dong tu van cap sé ding ky luu hanh véc xin va sinh
pham y té-Bo Y té;
QUYET PINH:
Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 17 sinh phém chin
doén invitro dugc cap so dang ky luwu hanh tai Viét Nam - Dot 28.

Piéu 2. Céc don vi b sinh pham chén doén invitro dugc phép luu hanh tai
Viét Nam qui dinh tai Diéu 1 phai in s6 dang ky dugc B§ Y té Viét Nam cap lén

nhén va phai chap hanh ding céc quy dinh cta phép luat Viét Nam v& san xuét va |

kinh doanh véc xin, sinh pham y té. Cac sb dang ky c6 ky hiéu SPCD-TTB-...-15
c6 gié tri 05 nam ké tir ngay cap.

Pidu 3. Quyét dinh nay c6 hidu lyc ké tir ngay ky ban hanh.

Piéu 4. Gidm dbc S& Y té céc tinh, thanh phé truc thude trung vong va
Giam déc céc don vi c6 sinh phdm chédn doan invitro néu tai Diéu 1 chiu trach
nhiém thi hanh quyét dinh nay./. p.~

Noi nhin: TUQ. BQ TRUONG

- Nhu Diéu 4; N
-BT. Nguyen Thi Kim Tién (de b/e); i TRUG G

]__;-awﬁoft # Tel: +84-8-3930 3279 * www.ThuVienPhapLuat.vn

- TT. Nguyén Thanh Long @by, YU TRANG THIET BI VA CONG TRINH Y TE

-TT.Nguyén Viét Tién (dé blc);

- Vu Phép ché, Cuc Quan ly duge,
Cl,lc Y té dy phong, Cuc phong
chéng HIV-AIDS, Cuc Quén 1y
khém chita bénh, Thanh tra B6 Y té;
- Vién V& sinh Djch t& Ttrung vong,
Vién Kiém dinh Quéc gia Vic xin va
Sinh pham y té;

- Téng Cuc Hai quan - B§ Tai chinh;
- Website cia B6 Y té;

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




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

BO Y TE

DANH MUC 17 SINH PHAM CHAN POAN INVITRO DU QC
CAP SO PANG KY LUU HANH TAI VIET NAM - DQT 28

(Ban hanh kém theo Quyét dinh s6 3226 /QP-BYT, ngay 03 /8/2015)

CONG HOA XA HQI CHU NGHIA VIET NAM
Hanh phic

Poc lap — Ty do -

B, HarbourFront Centre, Singapore 099253 - Singapore)
1.1 Nha sin xuit: Abbott GmbH & Co0.KG (Pia chi: Max - Planck - Ring 2, 65205 Wiesbaden - Germgny)

ThuVienPhapLuat.vil
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Tén sinh pham chén
dodn invitro/
Téac dung chinh

Hoat chit chinh-
Ham lwgng

Dang
bao ché

Tudi
tho
(thang)

Tiéu
chuiin

Quy cich
dong goi

S6 ding

ARCHITECT Anti-HBe
IgM Controls (dinh
lugng khéng thé IgM
khang khang nguyén 156i
virus viém gan B (anti-
HBc IgM) trong huyét
thanh va huyét tuong
ngudi.)

Mau chitng Am khong
c6 phan ting véi
HBsAg, HIV-1 Ag,
hay HIV-1 NAT, anti-
HCV, va anti-HIV-
1/HIV-2. Méu chimg
Duong cé phan img
véi HBsAg va anti-
HBc-IgM, va khéng
¢6 phan tmg vé&i HIV-
1 Ag hay HIV-1 NAT,
anti-HCV, va anti-
HIV-1/HIV-2.

Dang
léngﬂ,
pha sin

8 thing

NSX

2 chaix
8ml
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ARCHITECT Anti-HB¢
II Calibrators (dinh
lugng khang thé khang
khang nguyén 16i virus
viém gan B (anti-HBc)
trong huyét thanh va
huyét twong ngudi.)

Huyét twong ngudi di
voi hoa va nhudm, cod
phan {mg véi anti-HBc
va khong co phan tmg
véi HBsAg, HIV-1
Ag, hay HIV-1 RNA,
anti-HIV-1/HIV-2, va
anti-HCV

Dang
long,
pha san

10
thang

NSX

1 chai x
4ml

SPCD-TTB-
0092-15

(%]

ARCHITECT HAVAb-
IgM Calibrators (dinh
khang thé IgM
khang virus viém gan A
(IgM anti-HAV) trong
huyét thanh va huyét
tuong nguoi.)

tinh

Huyét tuong ngudai di
voi héa ¢6 phan lng
v6oi IgM anti-HAV, va
khéng cé phan tng véi
HBsAg, HIV-1 Ag,
hay HIV-1 NAT, anti-
HCV, va anti-HIV-1/
HIV-2.

Dang
long,
pha sin

10
thang

NSX

I chai x
4ml

SPCD-TTB-
0093-15
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1.2 Nha sin xuit: Abbott Ireland - Diagnostics Division (Pia chi: Finisklin Business Park Sligo - I[Llﬁﬁ 1)

STT Té“ds;:: E’nh::xot;han Hoat chét chinh- Dang Tusi Tiéu | Quy cich Ko
3 £ tho 2 8 So ding k
Téc dyng chinh Ham lwong bao che (thang) chuin | dong goi =
Architect Rubella IgM =
Calibrator (Hiéu chuén =
cho h¢ théng Architect i : Dan e
4 | Systemkhi thyc hign xét | Huyét twong ngudi da 161 g 10 TCC 1 chai x SPCB-1 Ig-’n
nghiém dinh uong khéng v6i hoa & | thing ST ami 0094-195
thé IgM khang virat pha san

Rubella trong huyét thanh H
va huyét tuong nguii) E

1.3 Nha sin xuét: Abbott Ireland - Diagnostics Division (Pia chi: Lisnamuck, Longford Co. Long{ords

Treland) =
Tén sinh pham chén g Tudi ) ' el ]
STT|  doén invitro/ Hogtclionclinks | DS | g [ T QR | op g £
Téc dung chinh Ham lugng bao ché (thing) chuin | dong goi =
ARCHITECT Urine A
NGAL Calibrators o
(dinh lugng lipocalin : Dang -+
5 |tung tinh lién hé véi | NGAL ngudi tai b 1ong, 15 Nsx | 6chaix | SPCH-TTH
gelatinase  (neutrophil hop phasin | thing 4,0 mL 0095-154.-
gelatinase-associated ﬁ
lipocalin (NGAL) trong
nude tiéu ngudi.) a |
ARCHITECT Free T3 e
Calibrators (dinh lugng Dang b
triiodothyroxine tir do 2 s long, 2 chai x SPCH-TF
6 (Free T3) trong huyét el L pha san Bitharigs |- WSX 4,0 mL 0096-13
thanh va huyét twong =~
ngudi) . -
[—
1.4 Nha sin xuét: Fisher Diagnostics, 8365 Valley Pile, Middletown, VA 22645, USA cho Abbott
Laboratories, 100 Abbott pack Road, Abbott Park, II 60064 USA)
Tén sinh pham chin e Tudi i :
L5 Hoat chat chinh- Dang Tiéu | Quy cich .
STT dodn invitro/ Lk tho x S v S$6 dang ky
Tke:duytigohinb Ham luwgng bao ché (théng) chuin | dong goi
ARCHITECT STAT - 2/
: g Myoglobin nguoi
Myoglobin Calibrators | g c6 phan imgvéi | e | 15 | yoo | Gehaix | SPCD-TTB-
7 | (inh luong myoglobin | i Fian gan B, C,| 1%"& | thing 4ml 0097-15
trong huyét thanh va HIV-1. va HIV-2 pha san
huyét twong nguoi) r i

2. Cong ty ding ky: BioMérieux SA (Pia chi: Chemin de I’Orme, 69280 Marcy L’Etoile - Phap)
2.1 Nha san xuit: Shanghai bioMérieux Bio-engineering Co.,Ltd (Dia chi: 1181 Qinzhou Road (North),

Shanghai, 200233, Trung Quéc)

- . A
STT Tcndsn}h ?hﬁ.:not;hﬁn Hoat chét chinh- Dang Tt;m Tiéu | Quy cich S diing ky
e Ham lugng bao ché =2 chuiin | déng géi g
Téac dung chinh (thang)
Vironostika® HIV | Hon hop HIV-1 gp 160,
env (aa 592-603) va o
hién dién ctia khang thé { . Thanh 12 Hép 576 SPCB-TTB-
8 anti-HIV-1 p24. Cong : P TCCS
khéng wrgt gdy suy hop déng khé HIV-1 gp thir thiang test 0098-15
gisgmmiendich & | 160, HIV-1 ANT70,
ngudi (anti HIV-1, | HIV-2 env va anti-HIV-
2



anti-HIV-2 va anti-
HIV-nhém O) va
khéng nguyén HIV-1
(khang nguyén HIV
p24) trong huyét thanh
va huyét tuong ngudi)

1 p24 (khang thé don
dong tir chudt) duoe
gin véi enzyme HRP;
Huyét thanh ngudi
khéng chita khang thé
va khéng nguyén HIV;
Huyét  thanh ngudi
chira khiang thé don
dong anti-HIV-1 cua
ngudi; Huyét thanh
ngudi chira khing thé
don dong anti-HIV-2 tir
chudt; HIV-1 p24 (bt
hoat).

2.2 Nha san xudit: Diesse Diagnostica Senese SpA (Pia chi: Via Delle Rose 10 I-53035 Monteriggion

3279 * www. ThuVienPhapLuat.vi

thanh hogc huyét tuong
nguoi)

khing thé khing T.
Pallidum; Céc khéing
nguyén T. pallidum tdi
té hop dugc gin nhin
véi HRP trong dung
dich dém phosphate,
v6i phenol 0,05% va
Bronidox 0,02%.

Siena, Italy)
- . A A ~ e
STT Tends;:: ?nh:i:l;;‘han Hoat chét chinh- Dang 'It‘::l Tiéu | Quy cach S& ding a
Tic dung chinh Ham lwong bao ché (théng) chufin | déng goi TR
Khéng  nguyén T. ﬁ
pallidum tdi 16 hop; o
Huyét thanh bd  vdi i+
phenol  0,05%  va %
Bronidox 0,02%; Huyét =
Trepanostika® TP | thanh ngudi duoc pha =
recombinant (X4c dinh | 104ng :;?:86 dlg}ghd!f;’i o
. ’ P A CO proter n dinn v H |
’ d*n]?h;.':;’ ;f:pih::nf;hé Bronidox 0,02% va| Thanh | 12 | ;oog et Plézp SPCD-TTR-
: l .05%, chira cd i g 2 0099-
allichion ol huybe. || Doy s eae thr | thing 576 test Y

LawSaf

3. Céng ty diing ky: Cong ty ¢d phan Y t€ Dirc Minh (Dia chi: sé 51, ngd 205, ngach 323/83, dudng Xuan
Pinh, phuong Xuén Dinh, quan Bac Tir Liém, Ha Noi)
Nha sin xuat: Standard Diagnostics Inc (65, Borahagal-ro, Giheung-gu, Yongin-si, Gyeonggi-do, Republic *

of Korea) 1
Tén sinh phdm chin s s Tudi 2 .
pRsg Hoat chat chinh- Dang Tiéu | Quy cach e .
STT doan invitro/ S tho hui d6ms 661 So diing ky
Tée dqng chinh Ham lugng : bao ché (thing) chuan ng goi
Vach thi: Khéng thé
don dong tir chudt
SD Bioline khﬂl‘lg Chlamydla,
z g2 Cong hop vang: khing A TTB-
jo | Chlamydia (Phathién | & gon" gang fir chudt Th]ff‘h :: TCCS H?:SSS SP{ﬁgo-TlTs
khing negnyen khac Chlamydia - keo 1 ang
Chlamydia) vang; Vach chimng:
huyet thanh dé khing
Immunoglobulin chudt
SD Bioline Dengue | Cong hop vang: khang A e
11 | 1gG/IgM (Phét hién | thé don dong chudt khing T{‘}':‘lfr‘h thzéi TCCS H‘f&t” SPOﬁE’ITI'gB
dinh tinh va phan biét | Dengue Ab - keo vang; g
5

..--""'"-'-_.‘



khéng thé IgG va
IgM khang virus
Dengue)

IgG chudt - keo ving;
Vach thir G: khdng thé
don dong chudt khéng
1gG ngudi; Vach thir M:
khéng thé don dong chudt
khing IgM ngudi;Vach
chimg: huyét thanh dé
khing IgG chudt; Dém

khing nguyén: khing
nguyén  khéng  virus
Dengue bat hoat.

Phién vi lugng pha:
khang nguyén tdi tb hop
HIV-1(gp41, typ phu

0,p24); khang nguyén téi
% hop HIV-2 (gp36);

3930 32'}") * www. ThuVienPhapLuat.vi/

SD HIV 1/2 ELISA | Khéng nguyén tii to hop Hop 96
12 3.0 (Phat hién dinh | HIV-1 gp4l (gdm typ | Dang 12 TCCS test; SPCD-TTB
tinh khang thé khang | phu O), p24, HIV-2 gp36 |  1ong théng Hop 480 0102-15
HIV) lién két voi peroxidase test
ci cai ngya (HRPO), '
Huyét  thanh ngudi 0|
duong tinh khing thé -+
HIV bét hoat; Huyét 'f
thanh ngudi thudmg. =
Cong hgp vang: keo E
Bioline HCV ving- protein A; Vach
('igt hién di’ﬁ'cﬁnh Lhﬂu kl::é{‘fga?fal;yen 0 Thanh 24 H? 1?5130 SPCD-TTB..|
: 22 . op H g nguyén an est: ? -
13 | khingthé dgchidu | " NG3 “Nsa NSy | thir | thang | TCC> | Hop100 | 0103- lsa‘:"
khang HCV) Vach chimg: khng thé st i=1
khang Immunoglobulin ¥ 9]
ngudi tir dé E
= Cong hop vang: khing
SD Bioline HIV‘UZ ngu)%en tai tﬁ hgp HIV-1 DJ
3.0 (Phét hién dong | gp41, p24, HIV-2 gp36 - g
thoi dinh tinh va keo vang; Vach thir 1: Hégp 30
phén biét céc khang | khing nguyén t4i t6 hop | Thanh 24 TCCS test; SPCH-TTB-
4 thé dic hiéu véi HIV- | HIV-1 (gp41, p24); Vach thir thang Hép 100 0104-15
1 (IgG, IgM, IgA) | thir 2: Khang nguyén tii test
bao gdm typ phu O | © hop HIV-2 (gp306);
va HIV-2) Vach chimg: huyét thanh
dé khang HIV
Céng hop vang: Khing
nguyén tai t6 hop HIV-1 -
keo vang; khdng nguyén
@ 5 hop HIV-2-keo
vang; khéng nguyén tai tb
hop Treponema pallidum-
SD Bioline keo vang; Vach thir HIV:
HIV/Syphilis Duo | khéng nguyén tai t6 hop
(Phat hién dong thoi | HIV-1 - (gpdl); khang | Thanh 24 TCCS Hép 25 SPCDB-TTB-
5 khéng thé khéng nguyén tai o hop HIV-2 thir thang test 0105-15
HIV-1/2 va khang thé | (gp36); khing nguyén tai
khang T.Pallidum) | t0 hop HIV-type phu O;
Vach thi Treponema
pallidum: khing nguyén
i t6 hop Treponema
pallidum; Vach chimg:
khang thé don dong chudt
khang IgY ga
i
4 b
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SD Bioline PSA
(Phét hién dinh tinh
PSA)

Céng hop vang: khing
thé tho khang PSA — keo
vang; Vach thir: khing
thé don dong chudt
khing PSA; Vach chimg:
khang thé dé khdng
Immunoglobulin thé

Thanh
thir

14
thang

TCCS

Hop 30
test;
Hop 100
test

SPCH-TTB-

0106-15

4. Cong ty ding ky: F. Hoffmann-La Roche Ltd (Dia chi: Grenzacherstrasse, CH-4070 Basel. Thuy 5%)
Nha san xuit: Roche Diagnostics GmbH (Dia chi: Sandhofer 116, 68305, Mannheim, Dirc)

Tén sinh phdm chin s Tubi N z
e Hoat chat chinh- Dang Tiéu | Quy cach e 2
STT doén invitro/ ; : £ tho 2 5 S0 diing ky
Téc dung chinh Ham lwong bao ché | 4oy chufn | déng goi
Elecsys Folate RBC "5&?2;?;%1‘1‘321‘?3?2:2; ‘ s b
T I:gmlg folate | 44nh déu ruthenium; (ljéha‘ thlés TCCS l,'i‘i’P :}9.0 ‘”PUC]' ?r : |1ﬁn-
trong hong cau (1€ | pojae danh déu biotin; ng ng XEbNET v ==
béo mau, hong cau)) Huyét thanh ngudi
N
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