BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
Doc lap - Tu do - Hanh phuc

Sé: /313 IQP-BYT Ha Néi, ngay 27 thdng 12 ndm 2014

QUYET PINH
Ve viée ban hanh danh muc 22 sinh pham chén do4n invitro
dwge cap s6 diang ky lru hanh tai Viét Nam - Dot 26

BO TRUONG BQ Y TE
Can ct Luat Duoc ngéy 14 thang 6 nam 2005;

Can cir Nghi dinh sb 63/2012/NDb-CP ngay 31/8/2012 cua Chinh phu quy
dinh chirc nang, nhiém vu, quyén han va co ciu to chirc cia B§ Y té;

Cén ctr Thong tu s6 22/2009/TT-BYT ngay 24/11/2009 cta B Y té quy
dinh viéc dang ky thudc;

Can ctry klen ctia Hoi ddng tu van cap s6 ding ky Iuu hanh véc xin va sinh
phim y té -Bo Y té;

QUYET PINH:

Piéu 1. Ban ha.nh kéem theo Quyét dinh nay danh muc 22 sinh phém chan
doén invitro duge cap so dang ky luu hanh tai Viét Nam - Dot 26.

Piéu 2. Cac don vi c6 sinh pham chén doan invitro dugce phép luu hanh tai
Viét Nam qui dinh tai Diéu 1 phai in so dang ky duge B6 Y té Viét Nam cap 1én
nhén va phai chap hanh ding cac quy dinh cta phap luét Viét Nam vé san xuit va
kinh doanh vac xin, sinh pham y té. Cac s6 dang ky c6 ky hiéu SPCD-TTB-...-14
co gia tri 05 nam ké tir ngay cap.

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

Pidu 4. Giam déc SO Y té cac tinh, thanh phd truc thude trung uong va
Giam dbc cac don vi ¢6 sinh phdm chdn dodn invitro néu tai Diéu 1 chiu trach
nhiém thi hanh quyét dinh nay./.

Ng}il nig’in:4 TUQ. BQO TRUONG
u Diéu

- BT. Nguyen Thi Kim Tién (de b/c); VU TU‘UNG
- TT. Nguyén Thanh  Long (dé ble); v
-TT.Nguyén Viét Tién (dé b/c);

- Vu Phap ché, Cuc Quan 1y duge,
CucY té du phong, Cuc phong
chéng HIV-AIDS, Cuc Quan ly
kham chira bénh, Thanh tra B Y té;

- Vién Vé sinh Dich té Ttrung uvong,
Vién Kiém dinh Quéc gia Vic xin va
Sinh phim y té;

- Téng Cuc Hai quan - Bo Tai chinh;
- Website cia B) Y té;

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

Nguyén Minh Tuén



BOYTE

CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap — Tw do — Hanh phiic

DANH MUC 22 SINH PHAM CHAN POAN INVITRO BUQC
CAP SO PANG KY LUU HANH TAI VIET NAM - POQT 26

(Ban héanh kém theo Quyét dinh sé6 5343 /QD-BYT, ngay 25 /12/2014)

1. Cong ty diing ky: Abbott Laboratories (Singapore) Pte. Ltd (Dia chi: 1 Maritime Square, # 11 - 12 Day
B, HarbourFront Centre, Singapore 099253 - Singapore)

1.1 Nha sén xuét: Abbott GmbH & Co.KG (Dia chi: Max - Planck - Ring 2, 65205 Wiesbaden - Germany)

huyét thanh va huyét
tuong ngudi)

, A .
danh dau murine
arcidinium

Tén sinh phdm chin £ bl Tudi ” g
STT|  dodn invitro/ N iy e Tl | Quy B | 56 dung ky
Téc dyng chinh am luong ao che (thang) chuin ong goi
Huyét trong ngudi
dugc voi hda, khong
c6 phan tng véi
HBsAg, HIV-1 Ag
Architect HAVAb-IgG hay HIV-1 NAT,
Controls (Udc tinh d9 ldp anti-HCV, anti-HIV-
lai;v!a phét I}ién §ai soO hé 1/HIV-2, va anti- Dang
1 gi%%n?ﬁ?;ﬁekc]i;jgifén HAV; Huyét twong long, 10 NSX 2 chai x SPCD-TTB-
I¢G khéng virus viém gan ngudi d"ug? voi pha san | thing 4ml 0031-14
A (IgG anti-HAV) trong hda,co p}?an g v\m
hyét thanh va huyét IgG anti-HAV va
twong ngudi) khéng c6 phan g
véi HBsAg, HIV-1
Ag hay HIV-1 NAT,
anti-HCV, anti-HIV-
1/HIV-2.
Architect Pepsinogen I
Controls (Udc tinh d6 1ap
. Xétlzlgltﬁ@m \ipzét o ?ﬁmg 12 3 chai SPCB-TTB-
sai s0 h¢ thong Architect i ! 2 ong, chai x - .
2 system trong Eét nghiém Pepsinogen I (nguoi) pha sgﬁn thdng NaX 8ml 0032-14
dinh luong pepsinogen I
trong hyét thanh va huyét
tuong ngudi)
J%II}EHITE‘:C;_S{IE;’%“S Vi hat: pht TP khéng
P ReagentKit (Phit | poyyen (E.colitditd | Dang "
s g*;lr’eggg'e"mh:“g thé-—iop). Chét kéthop: | lomg, | 107 | yoy ti‘t’sp ggp SPCH-TTB-
pallidum (TP) trong anti-IgG/anti-IgM ¢6 | phasan | thing 500 ,tesis 0033-14

1.2 Nha san xuit: Abbott Ireland - Diagnostics Division (Dia chi: Finisklin Business Park

Sligo - Ireland)

Tén sinh phim chan B R | Tudi » ;
STT| | doin i | Mogiebitm | Do | mo | D0 | G | ssoimels
Tic dung chinh ong (thing) g8 1
Architect CEA Controls Dang : g i
4 | (Uée tinh db Lap Tai xét CEA (ngudi) B | 2% [ mex | Somw | SECRIIE
o 2 | thing 8ml 0034-14
nghiém va phat-hién sai pha sin

1



s6 hé théng Architect i
system khi dinh lugng
khang nguyén
Carcinoembryonic (CEA)
trong huyét thanh va
huyét tuong ngudi)

ARCHITECT Free T3
Controls (D& uéc tinh do
léip lai va phat hién sai s6 hé
thong ARCHITECT i
System (thudc thr, mau
chuén va thiét bj) khi thuc
hién dinh luong
triiodothyronine tir do (Free
T3) trong huyét thanh hay
huyét twong ngudi)

T3 trong huyét thanh
nguoi

Dang
long,
pha sdn

08
thang

NSX

3 chai x
8ml

SPCD-TTB-
0035-14

1.3 Nha san xuat: Abbott Ireland - Diagnostics Division (Dia chi: Lisnamuck, Longford Co. Longford -

Ireland)
Tén sinh phﬁm chan £l a Tudi ok i
STT doan invitro/ H°I‘§‘;. c'“;t e bI,"-‘“E‘ tho i'ez“ g',‘y cich | o ding ky
Tic dung chinh am lugng ao che (thang) chuan ong goi
Architect LH Calibrators
(Hiéu chuén hé théng Dang
Architect i system khi Hormon kich thich, 160 10 6%haix | SPCRTTB-"
6 | dinh lugng hormon tao thé vang (tir tuyén h gé thi NSX &l 0036-14
thé vang & ngudi (LH) yén ngudi) e W5 m )
trong huyét thanh va
huyét tuong ngudi)

1.4 Nha sin xut: Biokit S.A (Pia chi 08186 Llica d' Amunt Barcelona, Spain) cho Abbott GmbH &
Co.KG (Dia chi Max-Planck-Ring 2, 65205 Wiesbaden, Germany) ]

Tén sinh pham chan £ o Tuoi - .
B Hoat chat chinh- Dang Tiéu | Quy cach F. ;
SRRl doln ingwy Ham lwong baoché | ,.M® | chudn | denggei | S0 daneky
Tiéc dung chinh (thang)
Architect Intact PTH
Controls (Theo doi do
xac thuc va dg lap lai cua o Dang _

7 xét nghiém Architect PTH (peptide tong B 10 NSX 3 chaix SPCH-TTB-
Intact PTH trén hé théng hop) b | thing 8ml 0037-14
Architect i system trong phd san
huyet thanh va huyét
tuong ngudi)

Architect SHBG Controls
| (Klél'l’l tra df) Xéac thlI:C va SH i) khodn
| dolaplai cuahé thong iiﬁﬁﬁ‘im; véi ®| Dang 12 3 chaix | SPCD-TTB-
8 Architect I System cho ; long, h4 NSX 4ml 0038 14
xét nghiém dinh lugng HBsAg, @t]—ﬁIV- pha sin thang m A
"SHGB trong hl.lyét thanh 1/HIV-2 va anti-HCV
va huyét tuong ngudi)

1.5 Nha sin xuét: Fujirebio Diagnostic, Inc. (201 Great Valley Parkway, Malvern, Pensylvania, USA) cho
Abbott Laboratories Diagnostics Division (Pia chi: 100/200 Abbott Park road, Abbott Park, IL 60064 - USA)

Tén sinh phdm chan £i o2 Tudi - .
STT doan invitro/ Hoflt‘ ChTt dhiohs bl‘):_mﬁ‘ tho :le;l ?juy Ca(“:l:l S6 dang ky
Tie dnng thish am lwong ao che (théing) chuan ong goi
9 Architect CA 12511 Khéng nguyén xac Dang 10 TCCS 6 chai x SPCD-TTB-
Calibrators (Higu chuadn dinh OC125 (tir long, thang 4ml 0039-14

t)



hé thong Architect i
system khi dinh lugng
khang nguyén xéc dinh
OC 125 trong huyét thanh
va huyét tuong ngudi)

ngudi)

pha san

10

Architect CA 19-9XR
Calibrators (Hiéu chuén
hé théng Architect i
system khi dinh luong
chit phan (mg 1116-NS-
19-9 trong huyét thanh va
huyét tuong ngudi)

Chit xéc dinh phan
{mg 1116-NS-19-9
(nguoi)

Dang
long,
pha san

10
thang

TCCS

6 chai x
4ml

SPCD-TTB-
0040-14

1.6 Nha san xuét: Fisher Diagnostics — A Division of Fisher Scientific Company, LLC. A Part of
Thermo Fisher Scientific, Inc. (Dia chi: 8365 Valley Pike, Middletown, VA 22645, USA) cho Abbott
Laboratories Diagnostics Division (Dia chi: 100/200 Abbott Park road, Abbott Park, IL 60064 - USA)

huyét tuong ngudi)

anti HIV-1/HIV-2

Tén sinh pham chén £ ac Tubi - .
STT|  dodn invitro/ H“ﬁtéf:*l‘:r;';‘“h‘ oo T o %‘fl’]’ cich | o 3ing Ky
Tac dung chinh ng © (thang) i ong go1
ARCHITECT Anti-Tg | Huyét tuong ngudi da
E:I?_'{brat};”? - dugc kiém tra phét
I54 Chus e SRONE, hién c6 phan tmg béi | Dang
. ;iii‘t‘?‘frni i anti-Tg, khong c6 | léng, 15 | ygx | Gchaix | SPCD-TTB-

hrbmg 1 g(% e urkhing | Phdn img véi HBsAg, | phasin | thing 4ml 0041-14
thé thyroglobulin (Anti- HIV RNA: hay HIY'
Tg) trong huyet thanh va 1Ag, Anti-HCV va

2. Cong ty dang ky: F. Hoffmann-La Roche Ltd (Dia chi: Grenzacherstrasse, CH-4070 Basel, Thuy S9)
2.1 Nha san xuat: Roche Diagnostics GmbH (Dia chi: Sandhofer 116, D 68305, Mannheim, Dtrc)

mién dich Elecsys va
cobas e)

Tén sinh phim chin P Tudi (2 ;
STT|  doén invitro/ o s gl 10 s ™ Tiew | Quy cAeh | 54 ing ky
Téc dyng chink am lrong 40 ¢he | o ino) chuan ong goi
Vi hat pht
streptavidin; khang thé
: don dong khang CA
CA 19-9 (Db legng CA- | 14,9 déh ddu biotin |  Ché 21 Hép 100 | SPCH-TTB-
12 | 19-9 trong huyét thanh va X ) 2 : : TCCS : A
huyét twong nguoi) (chuqt); kha&ng the long thang xét nghiém 0042-14
don dong khang CA
19-9 (chudt) danh dau
phirc hgp ruthenium
Vihatphu
streptavidin; khang
B e fon ddng khing
g MD st | oAb SR ol | Hop 100 | SPCB-TTB-
131 4 X biotin (chudt); khang . “ TCCS | A
inase trong huyét thanh 2 ; : long thang xét nghiém 0043-14
va huyét trong ngudi) the don dong khéng
CK-MB (chudt)
danh déu phirc hop
ruthenium
Folate RBC Calset
(Chuin xét nghiém dinh " 5
lugng Folate RBC trén Folate trong huy¢ct ong 21 . SPCDH-TTB-
14 may pEﬁn tich xét nghiém thanh nggu’i)‘iy khé thang TCCS | 2x2ximl 0044-14




15

Toxo IgG (Pinh lugng
khéng thé 1gG khang
Toxoplasma gondii trong
huyét thanh va huyét
tuong nguoi)

Vi hat phu
streptavidin; khang
nguyén dic hiéu
T.gondii (tai t& hop,
E.coli) danh dau
biotin; khang nguyén
dac hi¢u T.gondii (tai
t6 hop, E.coli) danh
dau phtrc hop
ruthenium; huyét
thanh nguoi, khéng
phan img v&i khéng

thé IgG khang
Toxoplasma; huyét
thanh ngudi, phan img
v6i khang thé 1gG
khang Toxoplasma

Chit
long -

14
thang

TCCS

Hop 100

x¢ét nghiém

SPCD-TTB-
0045-14

2.2 Nha sén xuit: Roche Diagnostic International Ltd (Dia chi: Forrenstrasse 2, 6343, Rotkereuz, Thuy
S¥) cho Cong ty Roche Molecular Systems, Inc (Dia chi: 1080 US Highway 202, Branchburg, New
Jersey 08876-3771, M¥)

Tén sinh phﬁm chan £ 4 Tudi - .
STT|  doan invitro/ R ool Pris BT e Quy cielt |56 dsing ky
Thc djng b am lwong d0che | hing) chuan ong goi
Cau tric armored
HCV RNA chira doan
mdi HCV va mot
ving gin két doan dod
phat hién duy nhat
(RNA khong lay
COBAS®AmpliPrep/CO | nhiém trong trong thé
BAS” TagMan™ HCV thue khuan MS2);
Quantitative Test, V2'.0 Doan mél HCV & dﬁu
& v(i?ﬁ‘t“f}ié‘fggn Ré‘“(”;{‘g‘s va cubi dong v6i ' | Chét 18 | poes | HOP72xét | SPCD-TTB-
RNA) kiéu gen 1 dén 6 UT‘R cua HCV; }?oa_m long thang nghiém 0046-14
trong huyét tuong hay do pllgogucle?tlde
huyét thanh ngudi ¢6 danh dau huynh
chéng dong EDTA) quang ddc higu véi
HCV va Chuén Dinh
luong HCV; Armored
RNA HCV chira doan
HCV (RNA khéng
lay nhiém trong thé
= thire-kinlin: M82)f— e e e

2.3 Nha sin xuit: Roche Molecular Systems, Inc (Pia chi: 1080 US Highway 202, Branchburg, New
Jersey 08876-3771, M¥)

Tén sinh pham chan

Tuoi

A - o -
STT|  doén invitro/ H"I‘?Itﬁ:‘:;“'““h' LoMmE | the v ol caeh | 56 dang ky
Tic dung chinh ong (thing) 88
i coll?tés t‘?gl?!?) HtP\i' Poan mbi HPV lén va
mplification/Detection Loy A )
Kit (240 Test) (Dinh tinh | yooo’ doanmoi - | o 24 Hoép 240 | SPCD-TTB-
i o globin 1én va xudng; . : TCCS . .
in vitro phét hién Human 4oan do HPV dénh 16ng thang xét nghiém 0047-14
Papillomavirus (HPV) ";'?mh S : Sk
trong ¢a¢ mAubénh dau huynh quang;




phém)

doan do p-globin
d4nh dau huynh
quang

cobas® 4800 HPV
Controls Kit (Pinh tinh

Plasmid DNA khong
nhiém (lfi khuan)
chira chudi HPV 16,

phét hign Human 18, 39; Plasmid DNA | Chit 24 . . | SPCD-TTB-
18 | papillomavirus (HPV) | khongnhidm (vi | long | thang | 1CC | HOP1ORO 1 Too4g.1
trong c4c mdubénh | khudn) chira chudi p-
pham) globin ngudi; poly rA
RNA (téng hop)
RNA HIV-1 Nhém M
khong 1ay nhiém, tong
hgp trong thuc khudn
thé MS2 pht protein;
cobas® TagScreen MPX DN:A H]?V khéng ldy
Control Kit, v2.0 (Phat | Mhiem, tong hop trong
hién RNA viruts gy suy thyc khuan the
giam mién dich o nguoi | Lambda phu protein;
tip 1 (HIV-1) nhém RNA HCV khong lay .
M,RNA HIV-1nhém O, | nhiém, tong hgp trong Chat 24 . X SPCB-TTB-
19| RNA virut gay suy giam | thye khudn MEMS2 | long | thang | TOCS | HOPSBE | “gg49.14
mién dich & ngudi tip 2 phﬁ protein; RNA
(HIV-2), RNA virut viém HIV-1 Nhém O
gan C (HCV) VaDNA | ypyong Jay nhidm, tong
virut viém gan B (HBV) hop trong thue khudn
trong huyet twong ngudi) | & 193 phii protein;
RNA khong lay
nhiém, tong hop HIV-
2 trong thé thyuc khuén
phu protein
cobas® TaqScreen MPX HIV-1 Nhom M,
Test, v2.0 (Phét hién HIV-1 Nhém O,
RNA viruts gdy suy giam | HIV-2, HCV, HBV
mién dich & ngudi tip 1 va cac doan mdi
HIV-1) nhom M, RNA . A PR
(HIV-l)nhém ORNA | Chimgndixudiva | - cpg 24 Hop 2x48 | SPCD-TTB-
20 i . N .x nguoc; Poan do HIV- : . TCCS , 24
virut gy suy giammien |\ “roy; 5 ey HBY long thang xét nghiém 0050-14
dich & nguoi tip 2 (HIV- MR 2
2), RNA virut viém gan ¢ | ddnh dauhuynh
(HCV) vaDNA virut | quang; Poan do Mau
viém gan B (HBV) trong chirmg ndi danh dau
huyét tuong ngudi) huynh quang

3. Céong ty diing ky: Cong ty TNHH Mgt thanh vién Ve xin va Sinh phim Nha Trang (Dia chi: 26 Han
Thuyén, Thanh ph6 Nha Trang, tinh Khanh Hoa, Viét Nam)
Nha sin xuit: Cong ty TNHH MTV Vic xin va Sinh phdm Nha Trang (Dia chi: Thon Cay Xoai, xa
Sudi T4n, huyén Cam Lam, tinh Khanh Hoa, Viét Nam)

A . A A As
STT Ten;c:g: Fnl:vz;::ocfhan Hoat chét chinh- | Dang, Tt;g] Tiéu | Quycich | g 00 by
Tic dung chinh Ham luwong bao che (thé;:g) chuan | déng goi
Kit Versatilis " xét " ; 18
nghiém HBV b‘éng Hoén hO‘p moi va do thzing
21 phuong phép R%]%!I Time | dichiéu HBV;chimg | Dung (-25 TCCS Hép 200 SPCP-TTB-
PCR (Versatilis~ HBV | duong HBV; Chimg dich 4 xét nghiém 0051-14
Realtime PCR Test Kit) am HBV %n R
(Pinh luong DNA cua 15°C);




kiéu gen HBV (A dén H) 06
trong huyet thanh hodc thang
. huyét tuong nguoi) (2-800)

4. Cong ty ding ky: Cong ty TNHH Thwong Mai - Dich Vu K¥ Thuit Luc Tinh (Pia chi: 849 Tran
Xuan Soan, P. Tan Hung, Quan 7, Tp. Hb Chi Minh)
Nha san xuit: Siemens Healthcare Diagnostics Inc. (Dia chi san xudt: 333 Coney Street, East Walpole
MA 02032, USA; Dia chi vin phong: 511 Benedict Avenue, Tarrytown, NY 10591 - 5097, USA)

“Tén sinh phim chan oy Tudi ik .
STT dohn iositen/ Holz_‘ilt‘chat chinh- ]‘)ang‘ tho ';wxu (guy caffl.l $4 diing ky
Tic dung chinh am lwong bao che (théng) chuan ong goi
Vi hat nhiém tir pht
Streptavidin dinh hinh
san véi khang nguyén
Tpl15 tai td hop biotinyl
ADVIA CENTAUR® | hoa va khang nguyén
'SYPH (x4c dinh dinh tinh T% 17 tilé;ﬁ hop biotinyl
khéng thé doi voi oa; Khang nguyén .
2 Trepopemga pallidum trong | Tpl5 ti td hop va lﬁi‘g thﬁ NSX Hc_t}gstzsoo SPO%%_TIEB'
huyét thanh hodic huyét | khang nguyén Tp17 ti g g
tuong sirdyng hé thong | 3 hop dénh dau véi
ADVIA Centaur CP) acridinium esters;
Huyét tuong ngudi
duong tinh véi khang
thé Treponema
pallidum
TUQ. BQ TRUGNG
VUTRUONG
VU TRANG THIETE _A CONG TRINH Y TE
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