BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
Pgc lap - Ty do - Hanh phuc

$6:945/QP-BYT Ha Ngi, ngay AF thing 3 nam 2017

QUYET PINH
Vé viéc ban hanh danh muc 234 sinh phim chin dosn invitro
dwoc cap s6 ding ky lwu hanh tai Viét Nam - Dot 32

BQ TRUONG BQ Y TE

Cén cu Nghi dinh 36/2016/ND-CP ngay 15/5/2016 cua Chinh phu vé quan
ly trang thiét bi y te;

Can cir Nghi dinh sb 63/2012/NDb-CP ngay 31/8/2012 cua Chinh phu quy
dinh chirc ndng, nhiém vy, quyen han vacocautdo chicciaBo Y té;

Cén ctr Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 cia By Y té quy
dinh viéc ddng ky thudc;

Cancay klen ctia Hoi ddng tu vén cip s6 ding ky luu hanh véc xin va sinh
phdm y té - Bo Y té;

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 234 sinh phdm chén
doan invitro dugc cép sé dang ky Iuvu hanh tai Viét Nam - Dot 32.

Piéu 2. Céc don vi c6 sinh pham chan doén invitro duge phép luu hanh tai
Viét Nam qui dinh tai Diéu 1 phai in sb ding ky dugc B§ Y té Viét Nam cap 1én
nhan va phai chap hanh dung cac quy dinh cta phép lut Viét Nam vé san xuat va
kinh doanh véc xin, sinh pham y te. Cac s6 ding ky c6 ky hiéu SPCD-TTB-...-17
c6 gia tri 05 nam ké tir ngay cap.

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

Piéu 4. Giam déc S¢ Y té cac tinh, thanh phé truc thude trung wong va
Giam déc cac don vi ¢6 sinh phdm chin doan invitro néu tai Piéu 1 chju trach
nhiém thi hanh quyét dinh nay./. -

Noi nhin: TUQ. BQ TRUONG
- Nhu Diéu 4; VU T RUONG

il HKimTon (0D Y IRANG THIET B] VA CONG TRINH Y TE

(dé blc);

- Vu Phép ché, Cuc Quan Iy dugc,
Cuc Y té dy phong, Cuc Phong
chéng HIV/AIDS, Cuc Quanly
kham chira bénh, Thanh tra B Y te;
- Vién Vé sinh Dich té Trung vong,
Vién Kiém dinh Quéc gia Vic xin va
Sinh phim y té;

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

- Luu: VT, TB-CT (4 ban).
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CONG HOA XA HQI CHU NGHIA VIET NAM

BQ Y TE
Poc lap — Ty do — Hanh phic

DANH MUC 234 SINH PHAM CHAN DPOAN IN-VITRO
CAP SO PANG KY LUU HANH TAI VIET NAM - POQT 32

(Ban hanh kém theo Quyét dinh sé 94( /OD-BYT, ngay AF / 3/2017)

1. Cong ty ding ky: Abbott Laboratories (Singapore) Pte. Ltd (Pia chi: 1 Maritime Square, # 11 - 12 Diy
B, HarbourFront Centre, Singapore 099253 - Singapore)
1.1.Nha sin xuit: Abbott GmbH & Co.KG (Pia chi: Max - Planck - Ring 2 65205 Wiesbaden - Germany)

Tén sinh pham £ i z. : i
STT| chén dodn in-vitro/ H"ﬁ‘;"?‘ rsiacs -4 e :‘éﬁ“ Qd‘,”' cich | o ding ky
Téc dung chinh m lwgng o che ¢ | chuan ong goi
Architect Anti HBc II Hop 100 xét
Reagent Kit (phat hién djnh : 5 amr el nghiém, hdp
tinh khang thé khang khang | ‘hangnguyénloivirit | o o | o6 500 xét | SPCD-TTB-
1 e A viém gan B (E.coli tai to : NSX sx o aa
nguyén 13i virus viém gan B h long thang nghiém, hop 267-17
(anti-HBc) trong huyét thanh op) 4x500 xét
hodc huyét tuong ngudi) nghiém
Architect HAV Ab-IgG Huyét twong ngudi da voi
Calibrator (hi¢u chuén hé héa c¢é phan img vai IgG
thong Architect i system khi | anti-HAV va khong c6 . TTR.
2| dinh tinh khing the 1gG phan ing v6i HBsAg, | oer® | 10 | nsx | ! Chaixo | SPCB-TTB
khéng vi it viém gan A HIV-1 Ag, hay HIV-1 ong g ;
(IgG anti-HAV) trong huyét | NAT, anti-HCV, va anti-
thanh va huyét tuong ngudi) HIV-1/HIV-2.
Architect HIV Ag/Ab
Combo Calibrator (hiéu
chuén cho xét nghiém dinh
tinh phat hién khang nguyén
3 HIV p24 va céc khang thé Vi rt HIV tinh sach ly Dang 04 NSX 1 Chai x SPCD-TTB-
khang vi rut gdy suy giam giai. léng thang 4.0mL 269-17
mién dich & ngudi loai 1
va/hoic loai 2 )
(HIV-1/HIV-2) trong huyét
thanh va huyét trong ngudi)
Architect HIV Ag/Ab
Combo Control (udc tinh
d¢ 1ap lai cuia xét nghiém va £ i
phat hién sai s6 hé %hhéng 4 Huy=t iaomg ngul 45
i s : ugc vOi hda cé phan ing
Architect i System cho xét véi anti-HIV 1: Huvét )
4 nehitay dioh trth phat bitn tuong ngudi da ziu cyvai Ugng i NSX 4 Chalx ol
khing nguyén HIV p24va | ¢ SRBUOL FRCURO VOl | 1ong | théng 8.0mL 270-17
. s 3 o a cO phan ng vdi anti
céc khang the khdng virit |y o "H1v tinh sach da
gdy suy giam mien dich & due ly gidi
ngudi loai 1 vahodc loai 2
(HIV-1/HIV-2) trong huyét
thanh va huyét tuong ngudi)
Architect i Gentamicin
Ca‘librators (hi¢u chuén hé . . 1 Chai x
thqng Arc‘hltecl i syste::n Gentamicin t;ong huyf:t Dang 06 6.0L SPCP-TTB-
5 v6i quy trinh STAT k}n tuong ngudi da canxi l6ng thing NSX 5 et 271-17
dinh luong Gentamicin héa. 4.0mL
trong huyét thanh va huyét
tuong ngudi) 2




Architect Pepsinogen IT
Controls (udc tinh d 13p
lai va phat hién sai sé cho

nguyén téi tb hop HTLV-
I ¢6 danh dau acridinium.

hé théng ARCHITECT i ; 2 Dang 14 3 Chai x SPCD-TTB-
6 | System cho xét nghiém Pepsinogen Iltngadl) | g’ | whamp | ™% | momL 272-17
dinh lugn% pepsinogen 11
trong huyét thanh, huyét
fuong ngudi)
Khéng thé IgM khéng
khang nguyén
Architect Toxo IgM Toxoplasma p30 (nguoi,
Calibrator (hi¢u chufn cho | khang thé don dong) duoc
hé thong Architect i diéu ché trong huyét
7 Systems khi thyc hién dinh | twong ngudi dugc canxi Dang 07 NSX 1 Chai x SPCB-TTB-
Iugng cac khang thé IgM héa. Mau chuin c6 phan long thang 4.0mL 273-17
khang Toxoplasma gondii ung véi anti-Toxo [gM va
trong huyét thanh, huyét khéng c6 phan tng véi
fuong ngudi). HbsAg, HIV-1 RNA hoic
HIV-1 Ag, Anti-HIV-
1/HIV-2 va anti-HCV.
Huyét tuong ngudi di voi
Architect Toxo IgG non k_hon_g o6 phis fag
o s = voi anti-Toxo IgG,
Controls (udc tinh d9 ldp
lai i R HBsAg, HIV-1 RNA,
ai va phat hién sai s6 cho A
ik ; HIV-1Ag, anti-HIV-
hé thong ARCHITECT i ; . 10 3 Chai SPCD-TTB-
8 System cho xét nghigm 1ﬂ-£1V-2 Vi 5t I:ICV 2 e Dang NSX i ]
: g e X Huyét tuong ngudi dad voi léng thang 8.0 mL 274-17
dinh lugng cédc khéng thé b Sl RS
2 ho6a c6 phan tng vdi anti-
IgG khang Toxoplasma i
gondii trong huyét thanh Toxo 135, kiong oo phén
huyét twong ngudi) : ung HBsAg, HIV-1 RNA,
HIV-1Ag, anti-HIV-
1/HIV-2 va anti HCV
Vi hat peptide tong hop
HTLV-VHTLV-II va
: X khang nguyén tai t6 hop B§ 100 xét
it HTLV-I1 phi vi hat thuat nghiém, B
o | e hd Khane HTLY pp | 15 Chét két hop peptide |  Dang 06 | \sx 500 xét SPCD-TTB-
o ghu 7 & vatuvée | 1008 hop HTLV-VHTLV- | long | thing nghiém, B¢ 4 275-17
e ) et i v by 11 dwgc dénh déu X 500 xét
& acridinium va khang nghiém

1.2. Nha san xuét: Abbott Ireland - Diagnostics Division (Dia chi: Finisklin Business Park, Sligo - Ireland)

Tén sinh pham

L T Hoat chét chinh- Dang | Tudi | Tiéu | Quy cich T
STT| chén do4n in-vitro/ E 2 z 7z So dang ky
dong goi
Tée dung chink Ham lwgng baoché | tho | chuén ngg
Architsct QFP Celibeors | A¥p trong hdn hop huyét
(hlcu'chu i h§ thongl thanh ngudi, khéng cd
Architectisystemkhithwe | 1. oo vsiHBsAg, | Dang 10| Nex 2chaix | SPCD-TTB-
10t | kit dinh hong 2 phe- HIV-1 RNA hay HIV-1 | long | théng 4.0mL 276-17
fetoprotein (AFP) trong b .
X W Ag, anti HIV-1/HIV2 va
huyét thanh va huyét tuong anti-HCV
ngudi hay mang 0i)
B 100 xét
i nghiém, B
Architect CEA Reagent kit 4x%100 xét
(dinh luong khdng nguyén |, i cEA (chug higm, B | SPCD-TTB-
: ; - oOt, khan Dang 15 nghi¢m, B9
L1 |carcinoembryonic (CEA) thé dcsn dong) ® | \ong | thang | NSX | 500 xét 27717
trong huyét thanh va huyét nghiém B6 4
trong ngi) x 500 xét
,_nghiém
FY.
2 > M




Huyét thanh ngudi da véi
héa. Huyét thanh ctru va
Architect CMV IgG b =Ly i
Controls (x4c dinh d6 13p HIV-1 RN f h; HIV _g],
Lo v sai 5 1 thoug Ag, antiHIVIZ vaanti- | Dan
12 Architect i System khi dinh H g’v_ Huvét thanh neudi o1 g 10 NSX 3 chaix SPCDB-TTB-
tinh va ban dinh lugng IgG Y S TRIMAGIN | 29 | thang 8.0mL 278-17
: da vbi héa c6 phan ing voi | pha sén
khéng Cytomegalovirus g anti-CMV IgG, va khon
trong huyét thanh va huyét o6 phii g V(;I’i HBs Ag%
trong BENoT) HIV-1 RNA hay HIV-1
Ag, anti-HIV-1/HIV-2, va
anti-HCV
Q{f?é?ﬁatlHBSAfhg‘n"agem Vi hat ph anti-HBs B§ 100 xét
5 | s bé‘:nqgtgviém € B | (chudt dondongIgM, | Dang 08 | \gx |nehiém,Bo4 | SPCD-TTB-
(g‘g i i LS | 120). Anti-HBs (d8,1gG) | long | thang x 100 xét 279-17
S e danh dau acridinium. nghiém
va huy€t tuong ngudi)
Architect Total PSA . 3 ¥ B9 100 xét
ReagentKit (finhfoong: |  A05-PSA (chnibt, Khdng nghiém, B 4
thé don dong) pht vi hat
14 | PSAtodnphan caPSAty | 0 EON hp. thine | Deng 10 NEX x 100 xét | SPCD-TTB-
do va phirc hgp PSA va OU-ESA (GO, KOARg: | théng nghiém, Bo4 |  280-17
thé don dong) c6 danh g
alpha 1-antichymotrypsin) P x 500 xét
£ d4u acridinium
trong huyét thanh ngudi) ' nghiém

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

Ireland)
Tén sinh pham Hoat chit chinh D Tudi | Tie 0 sch
STT| chén doén in-vitro/ O;;,C :e; e ba "'mﬁg t:m hlef ﬂ',ly caz. S6 dang ky
Téc dung chinh am lwgng o che 0 | chuan ong goi
B 100 xét
Anti-BFSH (chudt, khéng “g:‘fgf(‘; - 4
Architect FSH Reagent Kit | thé don dong) phu vi hat, e i
15 | (dinh lugng FSH Etlrgong Anti-aFSH (gc)h?:@t, khang | D€ 12 Nsx | Dehiém, Bo Spggﬂl'TgB'
huyét thanh ngudi) thé dondong)cd dhah | 1078 | theos i .
ye R £ ne) ¢ nghiém, B 4
dau acridinium. % 500 xét
nghiém
Architect Folate )
Calibrators (hiéu chuan hé ; . .

16 | théng Archi(teci { gystin Acid pteroylglutamic Dua.ng 15 NSX 620{1)1& X SP(ZZSDZ-T;"B-
khi thure hién dinh lrgng (PGA). long | thang i, i
Folate trong huyét thanh)

Architect Prolactin
Controls (Udc tinh d9 13p
lai ctia xét nghi¢m va phét : " )

17 | hién sai s6 hgéhtlhéng ; Prolactin (ngudi) Dang hl(() NSX 380{? ale bP;,S{:;-:IF;['B
Architect i System khi dinh long | ‘thing o
lugng prolactin trong huyét
tuong va huyét thanh ngudi)

Architect STAT High
Sensitive Troponin-I
Calibrators (hi¢u chufn hé

18 thong Architect i system Troponin IC (nguditéitd | Dang 06 NSX 6 chai x SPCH-TTB-
khi thye hién dinh lugng hgp) long thang 4.0mL 284-17
Troponin tim (¢ Tnl) trong
huyét thanh va huyét tuong
nguoi)

Architect STAT High
5 | U o g it | TrSposin IC (ngubi | Damg | 06 | o | 3chaix | SPCD-TTB-
O A ER T op) long | théng 8.0mL 285-17
cuia xét nghiém va phat hién
sai s0 hé thong Architect i P
3 y ﬂ/




System khi dinh lugng

Troponin tim (¢ Tnl) trong
huyét thanh va huyét tuong
ngudi)
Architect STAT High Anti-troponin I (chugt,
Sensitive Troponin-I khang thé don dong) phu B9 100 xét
20 Reagent Kit (dinh lugng trén vi hat; Anti-troponin I Dang 07 NSX nghig¢m, by SPCD-TTB-
Troponin tim (¢ Tnl) trong (khang thé don thé kham léng théng 500 xét 286-17
huyét thanh va huyét tuong | chudt-ngudi) duge dénh nghiém
ngudi déu Arcidinium
B§ 100 xét
Architect Total B-hCG ' > nghi¢m, B§ 4
Reagent Kit (djnh lugng va ﬁfé“ﬁign‘-")h“ff’ iy x 100 xét
dinh tinh beta human : g)PIVIAL | pang 08 nghiém, B | SPCD-TTB-
21 o . Anti-BhCG (chudt, khéng . NSX : :
chorionic gonadotropin thé don dong) c6 danh d4u long thang 5'90 xeta 287-17
(B-hCG) trong huyét thanh < dini nghiém, B 4
ngudi) ARG x 500 xét
nghiém

1.4.Nha san xuét: Axis-Shield Diagnostics Limited (Pia chi: Luna Place, The Technology Park, Dundee,
DDI 1XA, United Kingdom) cho cong ty Abbott GmbH & Co0.KG (Pia chi Max-Planck-Ring 2, 65205

Wiesbaden, Germany)

Tén sinh phim
chin doan in-vitro/
Téc dung chinh

STT

Hoat chit chinh-
Ham lwong

Dang
bao ché

Tubi
tho

Tiéu
chuin

Quy cich
dong goi

S6 ding ky

Architect Anti-CCP
Calibrators (hiéu chuén cho
hé théng Architect i
Systems cho xét nghiém
ban dinh lugng khang thé
IgG cua tu khang thé dic
hiéu vai Cyclic
Citrullinated Peptide (CCP)
trong huyét thanh va huyét
tuong ngudi)

22

Anti-CCP duong tinh
trong huyét tuong nguoi.

Dang
léng

10
thang

NSX

6 chai x
4.3mL

SPCDB-TTB-
288-17

Architect Homocysteine
Controls (kiém tra do lap lai
clia xét nghiém va phét hién
sai s hé théng Architect i
System khi djnh lugng L
homocystein trong huyét
thanh va huyét trong ngudi)

23

L-homocysteine trong
huyét thanh ngudi d3 xir
Iy (khéng c6 phan tmg
voi HBsAg, HIV-1 RNA
hay HIV-1 Ag, anti-HIV-
1/HIV-2, va anti-HCV)

Dang
l1éng

53 tudn

NSX

3 chai x
7.7mL

SPCD-TTB-
289-17

Architect 2™ Generation
Testosterone Calibrators
((hiéu chuén cho hé théng
Architect i Systems cho xét
nghiém dinh lugng
Testosteron trong huyét
thanh va huyét tuong
ngudi)

24

Testosterone ngudi

Dang
long

305
ngay

NSX

6 chai x
4.0mL

SPCD-TTB-
290-17

Architect 2™ Generation
Testosterone Reagent Kit
25 | (dinh lugng Testosteron
trong huyét thanh va huyét
fuong ngudi)

Anti-Testosterone (ciru,
khéng thé don dong)

Dang
long

214
ngay

NSX

Bo 100 xét
nghi¢m, B 4
x 100 xét
nghiém,

SPCB-TTB-
291-17

P




1.5.Nha san xuit: Denka Seiken Co., Ltd (Pia chi:, 1359-1, Kagamida, kigoshi Goshen-shi, Niigata 959-1695,
Japan) cho cdng ty Abbott Laboratories (Pia chi: 100 and 200 Abbott Park Road, Abbott Park, IL 60064, USA)

Tén sinh pham Ay Z. on .
STT| chén doén in-vitro/ Hoﬁt\chit Slithis- bganlgl‘ 1;:01 ']I;le;l g:z ca:;lil S6 diang ky
Téc dung chinh am lrgng o che Q | chuan gg
Architect i Valproic Acid
Calibrators (hiéu chuin cho | Huyét thanh ngudi khéng
hé théng Architect i c6 phan tng véi HBsAg,

26 Systems c6 quy trinh chay HIV-1 RNA hay HIV-1 Dang 15 NSX 6 chai x SPCD-TTB-
mau khin STAT cho xét Ag, anti-HCV va anti long thang 4.0mL 292-17
nghiém dinh lugng HIV-1/HIV-2; valproic
valproic trong huyét thanh acid
va huyét tuong ngudi)

1.6.Nha san xuit: Fujirebio Diagnostic, Inc. (Dia chi: 201 Great Valley Parkway, Malvern, Pensylvania,
USA) cho cong ty ABBOTT GmbH & Co.KG, (Dia chi:Max-Planck-Ring 2, 65205 Weisbaden, Germany)

STT

Tén sinh pham chin
doan in-vitro/
Tac dung chinh

Hoat chat chinh-
Ham lwgng

Dang
bao ché

Tubi
tho

Tiéu
A
chuan

Quy cach
dong goi

S6 dang ky

27

Architect CYFRA 21-1
Controls (kiém tra do 13p lai
cua xét nghiém va phat hién
sai s hé théng Architect i
System khi dinh lugng
Cytokeratin 19 trong huyét
thanh va huyét twrong ngudi)

Cytokeratin 19 (ngudi)

Dang
long

06
thang

3 chai x

Ll 8,0 mL

SPCD-TTB-
293-17

1.7.Nha san xuét: Fujirebio Diagnostic, Inc. (Dja chi: 201 Great Valley Parkway, Malvern, Pensylvania, USA)
cho Cong ty Abbott Laboratories (Dia chi: 100 and 200 Abbott Park Road, Abbott Park, IL 60064, USA)

STT

Tén sinh pham chin dodn
invitro/
Téc dyng chinh

Hoat chit chinh-
Ham lugng

Dang
bao ché

Tubi
tho

Tiéu
chuén

Quy cach
dong goéi

$6 ding ky

28

Architect BNP Calibrators
(hiéu chufn cho hé théng
Architect i Systems cho xét
nghiém dinh lugng peptid
tang bai tiét natri typ B
trong huyét thanh va huyét
tuong ngudi c6 chat chong
dong EDTA)

BNP ngudi

Dang
long

07
thang

6 chai x

NSX 4.0mL

SPCD-TTB-
294-17

2. Céng ty diing ky: Céng ty ¢b phin A Chau (Dia chi : $6 9, 16 11A, phé Trung Hda, Ciu Gidy, Ha N§i -
Viét Nam)
Nha san xuit: ABON Biopharm (Hangzhou) Co., Ltd (Dja chi: 198 12" Street East, Hangzhou Economic
& Technological Development) Area, Hangzhou, 310018, P.R. China)

Tén sinh phadm o 2. " .
Hoat chat chinh- Dang | Tud6i | Tiéu Quy cich £ 2o .
STT| chén dodn in-vitro/ e e | z .. | SO ding ky
: Ham 1 bao che | th chuan dong géi
Tac dung chinh LI ng ? gAg
Hop gobm 20
Chlamydia Rapid Test khay gartng
e SAPE S5 ling cf : khi tlii riéng, 20
Device (Swab/UHEXDIAK tt?éulr;g(ﬁggﬁal:?iizgnh;n né bng nhégagiot,
tiih gt kken khing: chudt khéng Chlamydia 20 que phét
nguysn Ch!amydla . 2 Trachomatis; Vach két Khay 24 NSX mau co tir ) SPCB-TTB-
- 'I:rachoma}tls tr“on‘g_ d 1c?1 o qua: khang thé chudt thir thang cung, 1 lo chat 295-17
Ui enng CaR e §IR (.iECh khang Chlamydia LPS; phan tmg A
niéu dao hodc nudc tieu Vach chitag: (10ml), 1 lo
olka i 300 Streptavidin-IgG tho chét phén tmg
B (8ml), 1 gi4
da 6ng nghiém

i~




Viing cdng hop: khang thé

chuft don dong khéng
CRP C-Reactive Protein CRP (Anti-h CRP 6405
Semi-Quantitative Rapid SP-1); Khang thé chugt Hop gdm 20
Test Device (Whole Blood/ don dong khéng CRP test thir trong
Serum/ Plasma) (Anti-h CRP 6404 SP-2); thi riéng, 20
30 | (Bén dinh lugng phathién | Vachkétqua T: Khingthé | o0 | 2! | NSX | éngnho giot, o
nong d§ CRP trong mau chudt don dong khang ang 1 1o dung
toan phan, huyét thanh CRP (Anti-h CRP 6405 dich dg¢m
hodc huyét tuong cua SP-1); Vach tham chiéu (3ml)
nguoi) R1: IgG-dé khang thé;
Vach tham chiéu R2: IgG-
dé khéng tho
Hop gom 20
test thir trong
; tu1 riéng, 20
Goanrrhea Rapid Lew Ving cdng hop: Khéng bng nhé giot,
Device (Swab) 1ot e
S Lises 2 thé tho khang Neisseria 20 que hét
(Pinh tinh Phat .hlen khang Gonnbes: ik o i
3) |meuyénNeisseria | gop b ous Khangthé | <02 24 | owex | oamgtie | Foo B
Gonorrhocac trong dich co R thir thang s 7 297-17
: gt tho khang Neisseria chét phan mg
tir cung cua nir gidgi hodc :
dicknidu oo clinam Gonorrhea; Vach chimg: A (10ml), 1
) Streptavidin-IgG thd. lo chat phan
g ung B (8ml),
1 gi4 d& 6ng
nghiém
\;hng cong hop: khang
; thé thé khéang vi rit Rota;
One Step Rotavirus and khang thé tho kh P Hop gbm 25
Adenovirus Combo Test ; T .
Device (Feces) rit Adeno; Vach ket qua test thir trong
32 | (Dinh tinh phat hién ddng R_: k,héng tt}e chudt khang Kh%}y :{4 NSX tui riéng, 25 | SPCD-TTB-
A e vi rit Rota; Vach két qua thir théang 6ng nho giot, 298-17
thoi va phén biét khang A: khéng thé chudt khan 25 6ne chist
nguyén Rota va Adeno ) vign'lt ‘: d:r?o & m%.u
trong mau phin ngudi) Vich chitmge
Streptavidin-IgG thd
: Ving cdng hop: khing Hop gom 25
gzsiie(‘;i‘::)"m Test | & thé khang vi rit Rota; tast thir trong
£ .. K 2 ey n ;.
33 (Dinh tinh phat hién khéng VacP ket’qua. 'kh'ang the Kha_ly %4 NSX }'Lll riéng, .25 SPCD-TTB
A x chudt khang vi rut Rota; thir thang ong nho giot, 299-17
nguyén Rota trong mau & clifiic 25 no chid
han ngudi) Vac h chimg: Ong chiet
P Streptavidin-IgG thd mau

3. Cong ty ding ky: Cong ty b phén san xuit kinh doanh Dwgc va Trang thiét bi y té Viét My (Pia chi:
1251 QL4 14 Ap 2, X4 Tlen Thanh, Thi xa Bong Xoai, Tinh Binh Phudec, qu:t Nam)
Nha sin xuit: Cong 1y cd phan san xuét kinh doanh Dwge va Trang thiét biy té Viét My (Pia chi: 1251
QL4 14, Ap 2, X3 Tién Thanh, Thi xa Bong Xoai, Tinh Binh Phudc, Viét Nam)

Tén sinh pham

A As A
inh- T ach s
STT| chén dodn in-vitro/ H"l‘;‘[‘éﬁ“};""'“" hg(?:ghé 1;:3' e %zzg“géi s diing ky
Tic dung chinh ong
d op gdm 25
Quick Test HBsAg (Bjnh Khéng thé don dong Hop gom
= S khiang HBsAg, Khan khay thtr, 25
tinh phét hién HBsAg trong % - Khay 24 £ 3 SPCD-TTB-
34 | huyét thanh hosic huyét e BEaE 0 b | e | TR | ooghiiv 300-17
e i) Y hop, Khang thé dé khang g huéng dan sir
B IgG chudt dung
Quick Test HCV (Dinh Khéng thé don dong Hop gdm 25
tinh phat hién khang thé khang HCV, Khé.ng khay thir, 25 SPCD-TTB-
35 | khang vi rit viém gan C nguyén HCV téi tb hop, Ktﬁ?ry thzéig NSX éng h1'1}r va 301-17
trong huyét thanh hogc Khéng thé dé khang 1gG huéng din sir
huyét tuong ngudi) chudt dung
6 > p#~




Khéng thé don dong

Quick Test Malaria P.f/P.v | khang pLDH, Khang thé Hop gbm 25
(Dinh tinh phat hign khéng | da dong khéng pHRP-II; khay thir, 01

36 | thé khing P.faciparumva | khéng nguyén ti t hop K$;y thzé‘.:; NSX | lo dungdich SP%%:EB—
P.vivax trong huyét thanh | pHRP-II, Khéng thé dé g va huéng din
hodc huyét twong ngudi) khang IgG chudt, khiang sir dung

a s R
nguyén tdi to hop pLDH
Quick Test PSA (Dinh tinh | Khéng thé don dong khang Pl!}?ﬁ gi’; 3:

37 | Phithién khéng nguyén PSA, Khang nguyénPSA | Khay % | e | % nivy | SPCD-TIB-
PSA trong huyét thanh ti td hop, Khang thé dé thr | thang P S dnsy | 30317
hodc huyét tuong ngudi) khéng IgG chudt dfm "

Quick Test Syphilis (D'glh Khéng thé don dong Hop gom 25
tinh phat hién khéang th khéng Syphilis, Khang khay thir va

38 | khang vi khuén giang mai nguyén Syphilis téi to Iil}:?ry thzz:-a NSX | 25 éng hut va SP;ZOf‘)i-}“;FB-
trong huyét thanh hogic hop, Khang thé dé khéng g huéng dan sir
huyet tuong ngudi) 1gG chugt dung

4. Cong ty ding ky: Céng ty cb phan Tanaphar (Dia chi: Cum Cdng nghiép Thanh Oai, xa Bich Hoa,
huyén Thanh Oai, Ha N¢i, Vit Nam)
Nha sin xuit: Cong ty cb phin Tanaphar (Pia chi: Cum Céng nghiép Thanh Oai, x4 Bich Hoa, huy¢n

Thanh Oai, Ha N§i, Viét Nam)
Tén sinh pham £ i e .
STT| chin doan in-vitro/ Hol?lt‘cha:t chinh- bpan.gl . lt:(ah 111&;1 Qduy cach S6 diing ky
Téc dung chinh am lwgng a0 che ¢ | chuan ong goi
Khéng thé don dong Hép gdm 01
AMESTICK (Pjnh tinh khang hCG-a, Khéng thé o que thir SPCD-TTB-
39 | phat hi¢n hCG trong nudc don dong khang hCG-B; | Que thir than NSX 78mm x 305-17
tidu) khéng thé khéng IgG g 3,0mm va 01
chudt cde
Khang thé don dong Hop gbm 01
CHIP-CHIPS (Pjnh tinh khang hCG-a, Khang thé 78 que thir SPCB-TTB-
40 | phat hign hCG trong nudc don dong khang hCG-B; | Que thir thén NSX 78mm x 306-17
tiéu) khéng thé khang 1gG & 50mmvaol | -
chudt coc
Khéng thé don dong Hop gom 01
TR (b 4 khang hCG-0, Khéng thé que thir e
41 f]g;’ Ll(%‘ﬁ)’;g‘; v 523; don dong khéng hCG-; | Que thir | NSX | 78mmx e la
khéng thé d& khang IgG & 4,7mm va 01
chudt cbe
Khang thé don dong Hop gdm 01
e khang LH-a, Khéng thé que thir e
Il el f!éiﬁ'ﬂﬂél"ﬁ u';"“ don dong khang LH-B; | Que thir mzaig NSX | 78mmx | SPe-TTB
- khéng thé khang IgG 3,Imm va 01
chudt coc
Khang thé don dong : Hop gbém 01
; khang LH-a, Khang the que thir A
43 EFDEIN{:) fld‘?lhug::“t‘ielgé‘ don dong khang LH-B; | Que thir thzai NSX | 78mmx SP%;_HB
v g khang thé khéng IgG & 3,0mm va 01
chudt cde
Khéing thé don dong Hop gbm 01
. khang LH-a, Khang the que thir “TTB-
44 | OVUTANA (dinh tinh phit | 4o, gong king LH-3; | Quethir | 4ot | NSX | 78mmx Al
én LH trong nudc ticu) khéng thé khéng 1gG g 5,0mm va 01
chudt cbe
Khéng thé don dong _ Hop gom 01
QUICKSEVEN (Pinh tinh | khéng hCG-a, Khang the 24 que thr SPCD-TTB-
45 | phét hién hCG trong nuéc don dong khang hCG-B; | Que thir théng NSX 78mm x 311-17
tiéu) khéng thé khang 1gG 3,2mm va 01
chudt , COC




Khéng thé don dong Hop gom 01
QuU lC!(STR]P (Pinh tinh khang hCG-a, Khéng the 24 que thir SPCP-TTB-
46 | phét hi¢gn hCG trong nuéc don dong khang hCG-B; | Que thir thén NSX 78mm x 312-17
tiu) khang thé khang IgG & 3, lmxré:é 01
chudt c
Khang thé don dong Hop gbm 01
QUICKTANA (Pinh tinh khang hCG-a, Khang thé 24 que thir SPCH-TTB-
47 pl;lét hi¢n hCG trong nuéc don dong khang hCG-B; | Que thir than NSX 78mm x 313-17
tidu) khéng thé khéng IgG & 4,9mm va 01
chudt cbe
Khang thé don dong R
§ o z X Hop gom 01
SURE' TEST (Bmh tmh, . khang hCG-a: Khéng thé Khay 24 khay thir SPCD-TTB-
48 pl}él hi¢n hCG trong nude don dong khing hCG-B; thir thén NSX $2%mm x 314-17
tiéu) khéng thé khang IgG & "
a ,imm
chudt
Khéng thé don dong O
3 1 Hop gom 01
4o | SURETRIP (Dinh tinh pht "dhoi“g bﬁil;n‘;hhéggfgf’ Khay | 24 | \o | Khaythr | SPCD-TTB-
hién hCG trong nudc tieu) khéng thé khéng IgG thur thang 852:211;111mx 315-17
chudt s -
Khéng thé don dong__ Hop gom 01
TRUS:T TEST (Pinh tinh khang hCG-a, Khang the Khay 24 khay thir SPCD-TTB-
50 | phat hi¢n hCG trong nudc don dong khang hCG-B; thir thén NSX B 316-17
tiéu) khang thé khang IgG g e
chudt :

5. Céng ty ding ky: Cong ty Cb phin Thiét bj SISC Viét Nam (Dia chi: S 48, ngd 245 Phé Mai Dich,
phuong Mai Dich, Quan Cau Gidy, Ha Ngi, Viét Nam)
5.1. Nha sin xuit: Ortho-Clinical Diagnostics (Dia chi: Felindre Meadows, Pencoed, Bridgend, CF35 5PZ,

United Kingdom)
. A A
Tén sinh pham chan |y o0 b4 chinh- | Dang | Tudi | Tiéu | Quycich :
STT dodn in-vitro/ Ham | ioekb| & bud Bonw o6 S6 diing ky
Téc dung chinh m lwgng 0 chne 0Q chuan ng goi
VITROS Immunodiagnostic
Products Anti HAV IgM
Calibrator (hiéu chudn céc
hé théng VITROS
ECVECIQ, VITROS 3600, £ .
VITROS 5600 d& dinh tinh Huy™t tuong ngyl Dang 3 Hop 1 éng x | SPCD-TTB-

ST | khéng thé 1gM déi véi duong “‘;h AiHAY | o | 31tan ) NSX 0,8ml 31717
khang nguyén virus viém eM
gan A (HAV) trong huyét
thanh hogic huyét tuong
ngudi (EDTA, heparin hodc
citrate))

VITROS Immunodiagnostic Hop 100
Products Anti HAV IgM Khéng thé ctia chudt giéng phu; 01
Reagent Pack (dinh tinh khang IgM ngudi gan chai 20,6ml

52 khang thé IgM dbi véi virus biotin; khang nguyén Dang 31tudn | NSX thudc thir SPCD-TTB-
viém gan A (HAV) trong HAYV; phirc hgp HRP véi long cong hop, 01 318-17
huyét thanh hoc huyét khéang thé don dong chai 19,4ml
tuong ngudi (EDTA, khéng HAV thudc thir
heparin hodc citrate)) biotin
VITROS Immunodiagnostic
Products Anti HAV Total
Calibrator (hiéu chufn cac .

53 | he théng VITROS Huyét tuong ngudi Dang | 3540 | nsx | HOP10ng x SPCD-TTB-
ECI/ECiQ, VITROS 3600, duong tinh Anti-HAV long 2,0ml 319-17
VITROS 5600 dé dinh tinh
khéng thé déi véi virus viém
gan A (anti-HAV) trong

[
8 fi”/M




huyét thanh hoac huyét
tuong ngudi (EDTA,
heparin hodc citrat))

54

VITROS Immunodiagnostic
Products Anti HAV Total
Reagent Pack (dinh tinh cac
khang thé dbi vai virus viém
gan A (anti-HAV) trong
huyét thanh hogic huyét
tuong ngudi (EDTA,
heparin hodc citrate))

Khéng thé khang HAV
don dong ctia chudt gén
biotin; khang nguyén
HAV; khéng thé khang
HAYV don dong ciia chudt
gan HRP

Dang
léng

32 tudn

NSX

Hop 100
gieng pha; 01
chai 12,0ml
thudc thir
cdng hgp, 01
chai 8,7ml
thudce thir
phén tich

SPCD-TTB-
320-17

55

VITROS Immunodiagnostic
Products Anti HBc
Calibrator (hiéu chudn céc
hé théng VITROS
ECI/ECiQ, VITROS 3600,
VITROS 5600 dé dinh tinh
khang thé khang khéng
nguyén 16i cla virut viém
gan B (anti-HBc) trong
huyét thanh ho3c huyét
tuong ngudi (EDTA,
heparin hoic citrat))

Huyét trong ngudi 4m
tinh véi Anti-HBc

Dang
long

78 tudn

NSX

Hop 1 1o x
2,2ml

SPCB-TTB-
321-17

56

VITROS Immunodianostic
Products Anti-HBc IgM
Calibrator (hiéu chuén cdc
h¢ thong VITROS
ECVECIQ, VITROS 3600,
VITROS 5600 d& dinh tinh
khang thé IgM khang khéng
nguyén 18i clia virut viém
gan B (HBc) trong huyét
thanh hozc huyét tuong
ngudi (EDTA, heparin hodc
citrat))

Huyét twong ngudi
duong tinh voi Anti-HBc
IegM

Dang
long

78 tudn

NSX

Hop1llo x
0,8ml

SPCB-TTB-
322-17

57

VITROS Immunodiagnostic
Products Anti-HBc IgM
Reagent Pack (dinh tinh
khéng thé IgM khéng
khang nguyén 16i cia virut
viém gan B (HBc) trong
huyét thanh hoac huyét
tuong ngudi (EDTA,
heparin ho#c citrat))

Khéng nguyén tai t hop
HBc; khéng thé don dong
khang HBc gén HRP;
khang thé don dong gin
biotin khang IgM ngudi

Dang
long

52 tudn

NSX

Hop 52 giéng
pht; 01 chai
7,6ml thubc

thir cgng hop,

01 chai
10,5ml thude
thir phén tich

SPCB-TTB-
323-17

58

VITROS Immunodiagnostic
Products Anti HBc Reagent
Pack (dinh tinh khang thé
dbi voi khang nguyén 18i
cla virus viém gan B (anti-
HBc) trong huyét thanh
hodc huyét tuong ngudi
(EDTA, heparin hodc
citrat))

Dijch dam dic Anti-HBc-
HRP; HBcAg téi td hop

Dang
long

52 tudn

NSX

Hop 100
giéng phu; 01
chai 20,6ml
thubc thir
cdng hogp, 01
chai 14,6ml
thubc thir
phén tich

SPCD-TTB-
324-17

59

VITROS Immunodiagnostic
Products Anti-HBe
Calibrator (hiéu chudn cc
hé théng VITROS
ECI/ECiQ, VITROS 3600,
VITROS 5600 dé ghét hién
dinh tinh khang thé khang
khang nguyén vo
(envelope) ctia virut viém
gan B (anti-HBe) trong
huyét thanh ngudi)

Huyét tuong ngudi 4m
tinh véi Anti-HBe

Dang
léng

52 tudn

NSX

Hép3lo x
1,0ml

SPCD-TTB-
325-17




Hop 52 giéng

VITROS Immunodiagnostic | HBeAg tai td hgp; khang hit: 01 chai

Products Anti-HBe Reagent | thé don dong khing HBe 1,35 :1,111 thubc
g0 | Pack (dinh tinh khing thé ctia chudt gan biotin; Dang | 50 e | Nsx | thir cong hop SPCD-TTB-

khéng khéng nguyén vo ctia Khéng thé don dong L long 01 chai 6 4mI, 326-17

virut viém gan B (anti-HBe) | khang HBe cua chuét gin thubc ﬂ; i

trong huyét thanh ngudi) HRP phén tich

VITROS Immunodiagnostic

Products Anti-HBs

Calibrator (hiéu chuan céc

hé théng VITROS
61 ECVECiQ, VITROS 3600, [-[uyét tuong ngudi Dang 52 tdn | NSX Hop3lo x SPCD-TTB-

VITROS 5600 nham dinh duong tinh vai Anti-HBs long 2,0ml 327-17

lugng ndng d6 anti-HBs

trong huyét thanh va huyét

tuong ngudi (heparin hodc

citrat))

VITROS Immunodiagnostic

Products Anti-HBs Reagent Hop 100

Pack (djnh lugng nong d§ giéng phu; 01

khang the khang khéang o chai 13,3ml
oy | nguyén bé mat viém gan B pichdam G HBSAL | Dang | ¢y | nsx | thudethir | SPCB-TTB-

(anti-HBs) trong huyét thanh | &7 ° o d% : g 16ng cong hop, 01 328-17

va huyét trong nguoi (P a ay) chai 6,2ml

(heparin hoc citrat) sau khi thude thir

tiém véc-xin hogc nhiém phén tich

virut viém gan B (HBV))

VITROS Immunodiagnostic

Products Anti HCV

Calibrator (hiéu chun céc

hé théng VITROS

ECV/ECIQ, VITROS 3600, % < TTR.
63 | VITROS 5600 dédinhtinh | , Fvettromgngwdi 1 Dane | 505, | nsx | HOP /o X el

céc khéng thé khang virut & g .

viém gan C (anti-HCV)

trong huyét thanh va huyét

tuong ngudi (EDTA,

heparin hoic citrat))

VITROS Immunodiagnostic gi éHnngl]gom

Products Anti HCV Reagent | Khang thé don dong cua “hai 20.6ml

Pack (djnh tinh khang thé chudt khang IgG ngudi - . 1
64 | khang virut viém gan C gin HRP; khang nguyén %Tg 52tudn | NSX cg:gch?lal SP?%_}H;HB

(anti-HCV) trong huyét ¢200; khang nguyén c22- o chai 18 2’ -

thanh va huyét tuong ngudi 3; khang nguyén NS-5 thubc ’thl:l'

(EDTA, heparin hodc citrat)) phén tich

VITROS Immunodiagnostic

Products Anti-HIV 1+2

Calibrator (hi¢u chuan cédc

hé théng VITROS

ECVECIQ, VITRXOS 3600, .

VITROS 5600 d€ phat hién Huyét tuong ngudi . A TTR.
65 | dinh tinh céc khdng thé d6i | duong tinh véi Anti-HIV [l)ffr?g 44 tudn | NSX H"g énl]‘i’ b .fﬁ _T?B

véi virus gy suy gidm mién 142 g ’

dich & ngudi tuyp 1 vashodc

2 (anti-HIV 1 & anti-HIV 2)

trong huyét thanh va huyét

twong ngudi (heparin hodc

citrat))

VITROS Immunodiagnostic | Khang nguyén Env-13; . Hop 190

Products Anti-HIV 1+2 Khéng nguyén Env-10; Diiia . giéng phi; 01 | op-py TrR.
66 | Reagent Pack (dinh tinh Khéang nguyén Env-AL; 1 f;ng 52tuan | NSX chai ;1 3,31:111 332-17

khéng thé dbi vai virus gdy | Khéang nguyén p24; Dich thudc thir

suy giam mién dich & ngudi dam dac HIV Env-13- CWQL

10 ﬁh/




tuyp 1 va/hogic 2 (anti-HIV 1 | HRP; Djch ddm dic HIV chai 6,2ml
& anti-HIV 2) trong huyét Env-10-HRP; Djch dam thude thir
thanh va huyet twong ngudi déc HIV Env-AL-HRP; phén tich
(heparin hodc citrat)) Dich ddm dic HIV p24-

HRP
VITROS Immunodiagnostic
Products CMV IgG
Calib;ators (hiéu chudn cic
hé thong VITROS
ECVECiQ, VITROS 3600, £ st ”

67 | VITROS 5600 dé xic dinh | H“y‘l?;;“";‘.g i DB | 26 tudn | NSX H‘-’gg l‘i’ * SP%‘T?'
bén dinh lugng uong tinh véi CMV IgG ong ,9m -
cylomegalovirus (CMV)

IgG trong huyét thanh va

huyét tuong ngudi (heparin,

EDTA hodc natri citrat))

VITROS Immunodiagnostic Hop 100

Products CMV IgG Reagent giéng phu; 01

Pack (x4c dinh ban dinh Thubc thir cdne hoo eG chai 20,4ml

luong céc khéng thé 1eG déi L e GJOR W8 Dang 5 thubc tht | SPCD-TTB-

68 By : ngudi; khang nguyén B 26 tuan | NSX 5
véi cytomegalovirus (CMV) CMV long cdng hgp, 01 334-17
trong huyét thanh va huyét chai 19,2ml
tuong ngudi (heparin, thude thir
EDTA ho#c natri citrat)) phén tich
VITROS Immunodiagnostic
Products HBeAg Calibrator
(hiéu chuan céc hé thong
VITROS ECI/ECiQ,

VITROS 3600, VITROS Huyét tuong ngudi

69 5600 d& phat hién dinh tinh dwong tinh véi HBeAg; bong 52 tudn | NSX Hop3 lo x SPCD-TTB-
khang nguyén vo (envelope) Huyét tuvong ngudi dm kho 1,0ml 335-17
cua virut viém gan B tinh vé1 HBeAg
(HBeAg) trong huyét thanh
va huy€t tuong ngudi
(heparin, EDTA ho#c natri
citrat))

VITROS Immunodiagnostic ; % . § Hop 52 giéng
Products H]}ElleAg Reagent iigi%% ﬁﬁ;ﬁg{dﬁ;ﬂf@? ];hil; (lllhch_ai
Pack (phét hién dinh tinh PR 5,4ml thube
70 khéng(l:lguyén vé e thé | Dang | 308, | NSX | thirconghop, | LoD 11D
Sl o5 on dong ctia chudt léng ; 336-17
(envelope) cuia virut viém khéng HBe cong hop véi 01 ch;au S,A:m]
gan B (HBeAg) trong HRP thudc thir
huyét thanh ngudi) phén tich
VITROS Immunodiagnostic
Products HBsAg Calibrator
(hi¢u chuén c4c hé théng
VITROS ECV/ECiQ,
VITROS 3600, VITROS . & TTR.

71 | 5600 dé dinh tinh khang | HBsAg ngudi tinh sach li_)alrgg s2tudn | Nsx | HOPIlOx | SF el
nguyén bé mat Viém gan B ’

(HBsAg) trong huyét thanh

va huyét tuong ngudi

(EDTA, heparin hoic

citrat))

VITROS Immunodiagnostic .‘Hép 1{.)0

Product_s HBsAg Reagout Khéng thé don dong ctia gl:;fi gh;m?l

PaCk,.(d!n{l tnh khfing chudt khang HBs; Khang S TTR.
nguyén bé mit Viém gan B 2 g " Dang | A thudc thir SPCD-TTB

7 £ thé don dong ctia chuft 52tuan | NSX ong hop, 01 338-17
(HBsAg) trong huyet thanh khang HBs cane h o long cong hop,

3 hifve oi B HBs Clg g vol chai 8,4ml
va huyet tuong nguoi HRP L5 )
(EDTA, heparin hosc thudc thir
citrat)) phantich _L-

11




VITROS Immunodiagnostic

Products HBsAg ES
Calibrator (hiéu chuén céc
hé théng VITROS
ECV/ECiQ, VITROS 3600,
73 | VITROS 5600 dé xét HBsAg ngui tinhsach | 4" | 52tudn | NSX o éﬂlﬁ X Spggf_}qf"
nghiém djnh tinh khing g ’
nguyén bé mat viém gan B
(HBsAg) trong huyét thanh
va huyét twong ngudi
e h dém 4. Hop 100
; . Dich dédm dic HRP- op
ggfﬁg th::‘g“’géag""m HBsAg ES (23); Dich giéng ph; 01
Reagent Pack (dinh tinh dam dic HRP-HBiAg ES chai’6,0ml
74 khang nguyén b3 mat viem (1B I); Khang thé don Dang s2tudn | NSX thudc thir SPCP-TTB-
; £ dong so6 38 khang HBs ¢6 léng cong hop, 01 340-17
gan B (HBsAg) rong huyet | 0 42otin: Khang thé chai 8,2m
thanh va huyét tuong ngudi gan bloun, & Mg
(herarin’} don dong so 16D khéng thuoc thir
part HBs ¢6 gén biotin biotin
VITROS Immunodiagnostic
Products Rubella IgG
Calibrators (higu chufn céc Huyét tuong ngubi
Eﬁgﬁgm%q 3600, Somgiae e Dang | e i | nsx | HOP3lo x | SPCB-TTB-
75| VITROS 5600 dé xét Rubella; HuySttuong. | 0 260 0,85ml 341-17
e ngudi dm tinh véi IgG
nghi¢m dinh tinh rubella 1gG Rubell
trong huyét thanh va huyét SR
twong ngudi (heparin,
EDTA hoic natri citrat))
VITROS Immunodiagnostic Hop 100 giéng
Products Rubella IgG Khéng thé khdng HBs phu; 01 Chi:i
76 Ehe:nge%g?;é(gﬂ?&iic don dong ciachugtgin | Dang | o¢ y, | NsX i?ii;ﬁg“ hop, | SPCE-TTE-
bel% sonp hvlethankiva HRP khang IgG ngudi; long 01 chai 19 4111,1 342-17
;u ¢ o g NS P khéng nguyén Rubella TR
uyet tuong ngudi (heparin, thude thir phén
EDTA hojc natri citrat)) tich
VITROS Immunodiagnostic
Products Rubella IgM
Calib}‘ators (hiéu chuén cac Huyét g g
}El%ﬁul"ggglg EIRT%%S 3600, duong Hish-vo 11 Dang | 40uin | nsx | HOP1éng x | SPCD-TTB-
77 | VITROS 5600 dé xét Rubelia; ByStoong. | j5np n 0,85ml 34317
A A ngudi dm tinh véi [gM
nghiém dinh tinh rubella Rubell
IgM trong huyét thanh va L
huyét twong ngudi (heparin,
EDTA hoéc natri citrat)) -
VITROS IS | g ok i i Ay gk
Reagent Pack (djnh tinh cgc | S92 chudt khéng IgM 13, 1ml thubc
78| Kinin thé 1M dbi véivirus | 18005 thude thircdng | Dang | 4o a0 | Nsx | thircong hop, | STCDTTB-
bell trong huyét thanh va | D9P khang thé Rubella; | léng 01 chaiigomt | SHFL
RN D WO : khang nguyén Rubella bc thi ,h“
huyet twong ngudi (heparin, K-S thude thir phan
EDTA hodc natri citrat)) : tich
VITROS Immunodiagnostic
Products Syphilis TPA
Calibrator (higu chun céc
b thing VITROS Huyét tuong ngudi
ECVECIQ, VITROS 3600 | yong tinh véi Syphilis | Dang | 5o | nsx | HOP1lo x | SPCB-TTB-
79/ | VITROS 5600 dishvtioh IgG; Huyét twong ngudi long =0 2,2ml 345-17
e khang the go vor am tinh v6i IgM va IgG
Treponema pallidum (TP)
trong huyét thanh va huyét
tuong ngudi (EDTA,
heparin va citrat)) il
12 " v




VITROS Immunodiagnostic

Products Syphilis TPA Hop 100
Reagent Pack (@& dinhtinh | Dich dam dic thudc thir giéng phu; 01
céc khang thé toan phén cdng hop biotin véi chai 20,4ml
20 (IgG va IgM) ddi véi cac khéng nguyén Syphilis Dang 52 tudn | NSX thuoc thir SPCD-TTB-
khang nguyén déc hiéu clia TP; dich ddm d#c thude léng cdng hgp, 01 346-17
Treponema pallidum (TP- thir cong hop HRP véi chai 13,1ml
giang mai) trong huyét thanh | khéang nguyén Syphilis thubc thir
va huyét tirong ngudi biotin
(heparin, EDTA va citrat))
VITROS Immunodiagnostic
Products Toxo IgG
Calibrators (hi¢u chuan céc
h¢ thong VITROS Huybt wiorig figitd
ECV/ECiQ, VITROS 3600, > 4 Dan A Hop2lo x SPCB-TTB-
81| VITROS 5600 d2 dinh tinh duaig inhvol léngg hiugn | NSX 0.85m! 347-17
5 toxoplasma IgG
va dinh lugng toxoplasma
IgG trong huyét thanh va
huyét tuong ngudi (heparin,
EDTA hodc natri citrat))
VITROS Immunodiagnostic Hop 100
Products Toxo IgG Reagent giéng phu; 01
Pack (dinh tinh va dinh Khéng thé don dong ciia chai 20,6ml
82 lugng céc khang thé IgG chudt khang IgG ngudi Dang 52 tudn | NSX thudc thir SPCD-TTB-
khang Toxoplasma gondii gan HRP; khéng nguyén long cdng hop, 01 348-17
trong huyét thanh va huyét Toxoplasma chai 19,4ml
twong ngudi (heparin, thudc thir
EDTA hodc natri citrat)) phén tich
VITROS Immunodiagnostic
Products Toxo IgM
Calibrators (hiéu chuén céc
hé théng VITROS ——_— 2
g3 | ECVECIQ, VITROS 3600, d{m ‘:i“ni'l%};“‘ Dang |y x| nsx | HOPLlo x | SPCD-TTB-
VITROS 5600 @ dinh tinh ]g loM long 0,85ml 349-17
va dinh lugng toxoplasma Toxaplasms. g
IgM trong huyét thanh va
huyét twong ngudi (heparin,
EDTA hoic natri citrat))
VITROS Immunodiagnostic Hop 100
Products Toxo IgM Reagent . % . gieng pha; 01
Pack (djnh tinh khéng th | D408 ;he. s Condong chai 20,4ml
IgM déi v6i Toxoplasma cuachspt kg IgM. | b ; thubc thr | SPCD-TTB-
84 = z ngudi gin biotin; khiang 26 tuan | NSX 5
gondii trong huyét thanh b long cong hop, 01 350-17
hodic huyét trong ngudi nguyén Toxo.plasma, chat chai 18,0ml
: : hop anti toxoplasma fo e
(heparin, EDTA hogc natri cong fop P thudc thir
citrat)) biotin

5.2. Nha san xuit: Ortho-Clinical Diagnostics, Inc., (Pia chi: 1001 US Highway 202, Raritan, New Jersey
08869, USA) san xuét cho Ortho-Clinical Diagnostics (Dia chi: Felindre Meadows, Pencoed, Bridgend,
CF35 5PZ, United Kingdom)

Tén sinh phim

A ’ A am r
STT| chén doan isn-viero/ | loatchitchinh- | Dang | Tuol | HEH | QW I | 5§ dang ky
Téac dung chinh L TRERE R ¢ g8
Anti-Human Globulin
Anti-IgG (Rabbit) (Green) IE;IG;; 120 T
Ortho BioVue System (IgG : Thanh ; thanh thur, = =
85 | Cassotte) (dinh finh phgtg Al ) e | Sthang | NSX | s 400 351-17
hién IgG gén véi céc té bao thanh thir
hdng ciu)
Blood Grouping Reagents Khéng thé don dong
| Anti-A (Monoclonal) Anti- | Anti-A (IgM) tir chu¢t | Thanh 09 NSX Hoép 100 SPCD-TTB-
86 | BMonoclonal) Anti-D (dong MHO4); Khing thé | thr | thang thanh thir 352-17
(Anti-RH1) (Monoclonal) don dong Anti-A (IgM) ; g 2 il
13 E_/"/




Ortho BioVue System
(ABD Confirmation
Cassette (dinh tinh xdc
nhan céc khang nguyén A
(ABO1); B(ABO2)vaD
(RH1) trén té bao héng ciu
nguoi)

tir chudt (dong A3D3);
Khang thé don dong
Anti-B (IgM) tir chudt
(dong NB1.19); Khang
thé don dong Anti-B
(IgM) tir chugt (dong
NB10.5A5); Khang thé
don dong Anti-D (IgM)
tir chudt (dong D7BR)

87

ORTHO HCV 3.0 ELISA
Test System with Enhanced
SAVe (d& phat hién khang
thé khang virut viém gan C
(anti-HCV) trong huyét
thanh hoac huyét tuong
ngudi)

Khang nguyén tai to hgp
NSS; Khéng nguyén téi to
hop c200; Khéng nguyén
ti t& hop ¢22-3; khang
thé don dong chudt khéng
IgG nguoi gén HRP;
huyét thanh hozc huyét
tuong ngudi chira anti-
HCV

Dang
long

12
thang

NSX

Hop 192 test;
hop 480 test

SPCD-TTB-
353-17

6. Cong ty ding ky: Céng ty Co phian Thiét bi Y té Vimec (Pia chi: DD26 Bach M4, Phudng 15, Quén 10,
Thanh ph6 H6 Chi Minh, Viét Nam)
Nha san xuit: Humasis Co., Ltd (Pia chi: Rm.114.502.504.604.604-1.B03-1.B03-2 88, Jeonpa-ro,
Dongan-Gu, Anyang-Si, Gyeonggi-Do, Republic of Korea)

Tén sinh phim

Quy cach

A , - A
STT| chin dodn in-vitroy | 108t chatchinh- | Dang | Tudi | Tieu | Quyedch | of 45,0 1y
Téc dung chinh Ham lwrgng baoche | tho | chuan dong goi
Hunasis HBsAg Card |0 SC Rl So8)
(d}-.nh t,l silphet ien Kisug Mouse anti-HBsAg Dang 24 Hop 25 khay, | SPCD-TTB-
88 | thé khang HBsAg trong ; 2 NSX hap 100 kh 354-17
huyét thanh, huy&t trong monoclqnal a:ntlbody 2, khay thang op ay -
hoc méu toan phin ngudi) Ragbit ati-sioue
immunoglobulin
Hop 30 khay
Humasis HCV Card (diPh va chai chat
tinh phat hign khang the Recombinant HCV pha loing TTB-
89 khang HCV trong huyét antigen; Goat anti-human Eﬁ:g th1;§181 NSX | Sml; Hop 100 SP;Z;E‘)S_%
thanh, huyet tuong hodc IgG Y & khay va chai
mau toan phan ngudi) chét pha
logng 5ml
(}({iunn;aflﬁh}{ Il:'; tlli? ‘Etﬁén HIV 2 antigen, gold Hop 30 khay
90 th}a khan IEIIV trgn huyét conjugate; Recombinant Dang 18 NSX va chai chat | SPCD-TTB-
thanh hg & iiion E 4 Y HIV-1 antigen; Goat anti- khay thang pha lodng 356-17
e T e e HIV Ag antibody S5ml

mau toan phan ngudi)

7. Céng ty ding ky: Cong ty C8 phéin Y té Pirc Minh (Dia chi: s6 51, ngd 205, ngach 323/83, duong Xuén

Dinh, phuong Xuén Dinh, quan Bac Tir Liém, Ha Noi, Viét Nam)

7.1. Nha san xuit: Alere Scarborough, Inc (Pia chi: 10 Southgate Road, Scarborough, ME 04074 USA)

Urinary phén nhém 1 trong
mau nudc tiéu)

chat keo vang lién két voi
khang thé tho khéng -

Legionella pneumophila
nh6m huyét thanh 1;

Tén sinh phdm - P 2. & .
x ci b oat chat chinh- Dang Tuoi | Tiéu Quy caich 5 ding kv
SET Ch;;cd;;:glzh‘i(:;w Ham lugng baoché | tho | chudn | déng goéi - gky
Khéng thé vach bit git :
khéang thé tho tinh khiét
Alere BinaxNOW khang - Legionella
Legionella Urinary Antigen neumophila nhém .
1 Ca%d (phat hién d?r:h tink hui;ét thanh 1; Cong hop | Thanh 24 — %ﬁg ‘hzétl?;’;h SPCD-TTB-
khang nguyén Legionella vach bat giir : cgng hop thir thang thz;nh thir 357-17
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Khéng thé vach chimg :
Khang thé IgY ga ; Cong
hop vach chimg : cdng
hop chét keo vang lién
két vdi khang thé lira

khang ga
Khang thé vach bat giir :
khang thé tho khang -
Streptococcus
pneumoniae C -
Alere BinaxNOW polysaccharide tinh khiét;
Streptococus pneumoniae Cong hop vach bat giir:
Antigen Card (phét hién cdng hop chit keo vang Hop 12 thanh p—
92 | dinh tinh khang nguyén lién két véi khang thé | oo | 24 ] ONSX | th, hop22 oy
Streptococus pneumoniae khéng - Streptococcus g thanh thir
trong mau nudc tiéu hodc pneumoniae; Khang the
dich ndo tity) vach chimg : Khang thé
IgY ga; Cong hgp vaf;h
chimg : cng hop chat
keo vﬁnF lién két vai
khéng the lira khang ga
Khéng thé vach bat gir :
khéang thé don dong chudt
khéng — protein bd may
nguyén phan nhén
AlereTM NMP22 (NuMA); Céng hop vach
BladderChek Test gl = x
ot A 4 . bit giir : cong hgp chat Hop 10 thanh
(ph4t hién djnh tinh protein nE ? : Thanh 22 gy SPCD-TTB-
93 oy 3 keo vang lién ket véi " NSX thir, h§p 24
bd may nguyén phén nhén 3 thir thang X 359-17
khang theé don dong chudt thanh thir
(NuMA) , trong miu nuéec G e
tidu) khéang — protein by may
nguyén phén nhin

(NuMA); Khang thé vach
chimg : Khang thé IgG dé
khéng chudt dic hi¢u

7.2. Nha san xuédt: DiaSorin South Africa (Proprietary) Limited (Pia chi: 22 Kyalami Boulevard,
Kyalami Business Park, Kyalami, 1684, South Africa)

Tén sinh pham chin

A - A . -
1| doimwi | Hogichitchink | Dung, | Tl | T | Qsteh | 6 i
Téc dung chinh mg' ¢ g8
Khéang nguyén tai to hop
Murex HCV Ag/Ab HCV, peptide va khang
Combination (phét hién thé don dong khéng HCV
dinh tinh khéng nguyén vi 16i ; huyet thanh nguoi Hop 96 phan rore
94 | rat viém gan C va khang bét hoat, pha loang trong %a;lg thlé}1 NSX | tmg, hop 480 Sng)I;‘B
thé khang HCV trong huyét |  huyét thanh ngudi va & & phén img
thanh hodc huyét tuong protein bo ; Dung dich
ngudi) chirng peptide chira
khang nguyén HCV
7.3. Nha san xuét: DiaSorin S.p.A-UK Branch (Dija chi: Central Park, Dartford, DA1 SLR, United Kingdom
Tén sinh pham chan x z. o
et = Hoat chat chinh- Dang | Tuoi | Tiéu Quy cich Yo ;
STT dodn in-vitro/ £ 2 ; . So ding ky
h d (V]
Téc dung chinh Ham lwong bao ché | tho chuan ong goi
Giéng vi lugng phu
Murex HTLV I+II (phét khéng nguyén HTLV-I va 96 phi
o5 | hién dinh tinh khing thé | 11; Huygt thanh ngudsi bit | Dang 12 — 51?; hé;f 43‘5 SPCD-TTB-
khang HTLV typ I va typ Il hoat dugc pha lodng léng thang pl;e'm big 361-17
trong méau ngudi) trong dung dich d¢ém
chira protein bd 2~
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7.4. Nha san xuit: Fujirebio Inc (Dia chi try s& chinh: 2-1-1 Nishishinjuku, Shinjuku-ku, Tokyo 163-0410
Japan; Dia chi nha méy sén xuat: 51 Komiya-cho, Hachioji-shi, Tokyo, 192-0031, Japan)

Tén sinh pham

A - As an
STT| chén dodn in-vitro/ H“f;.“"’;'t i b]f’?“ﬁg Tuoi | HiGu | Quy cAeh | of gang ky
Tac dung chinh AmrgRg sogne | the | chwdn i

SERODIA- TP.PA (phat Hat gelatin phu véi D

hién dinh tinh khéng thé Treponema pallidum; | ‘}‘lng. - Hop 100 phan | o5 1o
96 | khang xoin khuén giang Huyét thanh tho mién :;. b thi NSX | ung, hdp 220 362:l 7 )

mai trong huyét thanh, dijch khang Treponema kcglég RRg phan tng

huyét fuong ngudi) pallidum

7.5. Nha san xuit:

Gyeonggi-do, Han Quéc)

Standard Diagnostics Inc (Dia chi:65, Borahagal-ro, Giheung-gu, Yongin-si,

Tén sinh phdm chin

Hoat chét chinh-

Tubi

Tiéu

g Dang Quy cach £ .
STT doan in-vitro/ 3 5 = So dan
Tée dung chinh Ham lrong biaoché | the | chuidn | déng géi g ky
Khéng thé khang Dengue
NS1; Khang thé don
Panbio Dengue Early Elisa | dong ldléng Dengue NS1
(phat hi¢n dinh tinh khang | lién ket vdi peroxidase cii . . g ,
97 | nguyén NS1 cua vi rit céi ngya; Chimng duong [1)0@;3 thii?a NSX HQP;‘«? phan SP;:;.; _T;B
Dengue trong huyét thanh, chira khdng nguyén & & g
huyét tuong ngudi) Dengue NS1 tai t6 hop;
Chimg Am chira huyét
thanh ngudi thudng.
Khéng nguyén tai td hop
Dengue type 1-4; khang
Panbio Dengue IgG thé don dong lién két véi
Capture Elisa (phat hién peroxidase ct cai ngya;
gg | dinh tinh khing théIgG | chimgduongchirahuyét | Dang 24 Nsx | HOp96phan | SPCD-TTB-
cua vi rut Dengue typ huyét | thanh nguoi duong tinh léng thang ung 364-17
thanh 1-4 trong huyét véi khang thé IgG khing
thanh, huyét tuong ngudi) virus Dengue; chimg &m
chira huyét thanh nguoi
thudng
- Thanh phan ciia thanh
thir Dengue NS1 Ag: Céng
hyp vang: Chét keo vang -
khang thé don dong chudt
khéang- Dengue NS1; Vach
thir: Khang thé don dong
chudt khang - Dengue
SD Bioline Dengue Duo NS1; Vach chirng: IgG dé
(phat hién khéng nguyén vi khéng - chudt a
rit Dengue NS1 va phén - Thanh phén ctia thanh Thanh 24 Hopﬁlr?; han SPCD-TTB-
99 [ bié¢t khang the IgG va IgM thir Dengue IgG/IgM: thir théng NSX Hop 25 ;ah - 365-17
khang vi rut Dengue trong Cdong hgp vang: chit keo g
huyét thanh, huyeét tuong vang - protein vo virus
hay méu toan phén ngudi) Dengue t4i td hgp; Vach
thir ‘G’: Khéng thé don
dodng chuft khang — IgG
nguodi; Vach thir ‘M’
khang thé don dong chudt
khang - IgM ngudi; Vach
chimg: IgG tho khang —
Dengue
Khang the don dong
SD Bioline HBsAg Fast chudt khang-HBs- Chat Hop 100 que
(dinh tinh HBsAg trong keo vang; Khang thé don . 24 . SPCDH-TTB-
100 | }uyét thanh hosc huyét dong chugt khang- HBs; | ™Y | thang | NOX m‘;&: L‘;‘ 1.;‘)25 366-17
tuong ngudi) Khéang thé dé& khéng s
Immunoglobulin chugt Aﬁ(/
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Cong hop vang: Céng hop

chét keo vang khéng thé
don dong chudt khang -
SD Bioline H.Pylori Ag Helicobacter pylori;
a . r - ~ A 3
(phét hi¢n dinh tich khang | ‘Conghopchatkeoving | 0 | 54 Hop 20 thanh | SPCD-TTB-
101 | nguyén Helicobacter pylori khéng thé da dong tho thir than NSX thir 367-17
trong mau phan ngudi) khéng-LDH; Vach thir: g
Khang thé don dong chudt
khang-Helicobacter pylori;
Vach chimg: Khéng
nguyen téi t6 hop LDH
Cong hop vang: Khang
SD Bioline Influenza 1}1e' don dung‘ chudt khing
Antigen (phét hién dinh cum A - chzat keo vang;
e B A Khéng thé don dong
tinh va phan bigt khang X £
P : chudt khdng cim B - chat
nguyen cua virus cum type keo vang; Hép 10 thanh —
A va type B truc tiép tir S e 4 Thanh 24 thir; PCD-TTB-
102 | &y tim béng dich Vachthr Askhangthe | "y " | gane | NSX | pasosthanh | 36817
- X don dong chudt khang ;
miii/hong/hdu hong hodc N P thir
O P L cum A ;Vach thir B:
mau dich hit tir miii/hau : X . =
hong) khang thé don dong chudt
khang ciim B; Vach
chimg : Immunoglobulin
G dé khang chudt
Cong hop vang : khang
thé don dong chuét khéng
SD Bioline MOP (phét morphine - keo vang; . _TTR.
103 | hién dinh tinh morphin Vach thir: cong hop Tgfgh thzéi Nsx | Hop th];ha"h sp‘%)g;ra
trong nudc tiéu) Morphine - BSA; Vach g
chimg: immunoglobulin
dé khéng chudt
Cong hop vang: Cong
& hop keo vang gan khang
(Slljaag ien dinh tinh v rgt | thé chudt dom dong khéng
104 hp bao¢h6 ;15 (RSV) ti RSV; Vach thir: Khang | Thanh 21 Nsx | HOp25 thanh | SPCD-TTB-
op a0 10 NAp (RSV) | thé chugt don dong khang |  thir | théng thir 370-17
bénh pham trong vom mii RSV: Vach chime:
Hotig) ; Vach chimg:
Khéng thé Dé khéng IgG
chuét
Khang thé chugt don
dong khang HBs; Khang
thé dé khang-HBs lién két
SD HBsAg Elisa 3.0 (phéat v@i peroxidase cti cdi Hép 96 phan
Los | hién dinh tinh HBsAg ngya (HRPO); Huyét Dang 12 N s pHép 480 | SPCD-TTB-
trong mau huyét thanh thanh ngudi duong tinh léng thang gl:lém 1l;n 371-17
hodc huyét tuong) v6i HBsAg bit hoat P -
(twong duong HBsAg

10mg/ml); Huyét thanh
ngudi binh thudng

8. Cong ty ding ky: Cong ty TNHH Avanta Diagnostics (Dia chi: s6 286 Pudng Gidi Phong, Phudng
Phuong Liét, Quan Thanh Xuén, TP. Ha Noi, Vi¢t Nam)
Nha san xuit: CTK Biotech, Inc (Dia chi: #10110 Mesa Rim Road, San Diego, CA 92121, USA)

Tén sinh phim

F P Hoat chit chinh- Dang Tubi Tiéu Quy cach S& ding kv

s ch'ra:cd‘;t;:glzh\;:;o! Ham lugng bao ché | tho | chuan dong‘ goi g ky

OnSite Duo Dengue Ag- - Bén trdi (Dengue Hop gobm 30

IgG/IgM Rapid Test (Dinh | 1gG/IgM): Viing cOng hop: test thir trong

tinh phat hién khang thé Cong hop vang khéng Kty 18 tuiriéng, 30 | ¢pep TR
106 | IgG/IgM khang Dengue va | nguyén Dengue, cong hop thir théng NSX | ong L}ho mau, 372-17

khang nguyén Dengue vang khéng thé TgY- 30 ong hit

trong mau toan ph?m, huyét | ga;Vach két qua G: Khéng mao dan 5pl,

thanh hodc huyét twong cua | thé chudt khéng IgG-ngudi; 1 1o dung. =
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ngudi) Vach két qua M: Khéng thé dich pha mau
chudt khang IgM-ngudi; 5ml.
Vach chimg: Khéang the dé
g g
khang IgY-ga
- Bén phai (Dengue Ag):
Ving cong hop: Cong hop
vang khang thé khang
Dengue NS1, cdng hop
vang khang thé IgY-ga;
vach két qua: Khang thé
chuft khang Dengue NS1;
Vach chimg: Khéng thé dé
khang IgY-ga
- Bén trdi (Dengue
IgG/IgM):Vung cdng hop:
Cong hop vang khang
nguyén Dengue, Cong
hop vang khéilg thé IgY-
: g4; Vach ket qua G:
e DU DETEL i | Kb huk K
Tgest (Dinh tinh E 4t hiﬂg IgG-ngudi; Vach két qua test thir trong
han biét khé pmé ¥ M: Khéng thé chudt tdi riéng, 30
P el SENg . | khéng IgM-ngudi; Vach 6ng nho mau,
| IgG/1gM khang Dengue va Sl A Khay 18 . SPCD-TTB-
07 f chimg: Khéng thé dé : : NSX | 30 dnghat
khéng thé IgM khang thir thang 373-17
Ol ot sk khang IgY-ga mao din Spul,
s 8 e v ey - Bén phai (CHIK IgM): 1 o dung
L Pty e L Viing cdng hgp: Cong dich pha miu
goagil;uyet Wong cua hop vang khing nguyén 5ml.
g CHIK, Cong hop vang
khéng the IgY-ga;Vach
két qua: Khang thé chudt
khang IgM-ngudi; Vach
chirng: Khang dé khang
IgY-ga
- Ving cong hop: Khang
ﬁlgeum ki_lanl g hemoglogin Hop gbm 25
OnSite FOB Rapid Test X A 2 test thir trong -TTB-
108 | (Dinhtinh phéthignmau | - YechketquiKhingthe | Khay | 18 | oy |ginang 25 | SPSDTIB
1 4 s khang hemoglobin thir thang £ 2 374-17
an trong phén cla ngudi) ngudi 2 ong chict
- Vach chimg: Khéng thé e
dé khéang 1gG-chudt
- Ving cdng hgp: Cong
hgp vang khéng thé
khang vi rit clim A, g
: cong hop vang khang Hop gdm 25
Onane Iotuaios 28 thé khang vi rit cim B test thir trong
Rapid Test (Dinh tinh phdt | v,y &0ua T1: Khing tiriéng, 25 | <oop rTh
109 hqu:n Khang nguyCe i rit thé khang khang nguyén | Que thir 2,4 NSX | bng chiét 37 5_ 17 i
Gl A s/ I ting virit ctim A thing méu, 25 que -
dich mili hoge dich hong | _ vy kér qua T2: Khéng phét mAu tiét
S8 ngudi) thé khang khang nguyén tring.
virit cim B
- Vach chimg: Khang thé
dé khang IgG-chudt
: ; - Vung cdng hgp: Cdng
OnSite Malaria PUPYAZ | 1,00y Vang Pv-LDH, cong Hop gdm 30
R.a:p;d ;1' o~ (D}n}} tml} ph.af hgp vang pHRP-11 test thir trong
hicn dong thoi va phan bICt | _ yach két qua Pv: Khing tGi riéng, 30
céc ching ky sinh trun, e Khay 18 z SPCD-TTB-
110 G g thé khang Pv-LDH : . NSX | dung cy ly
4y bénh sét rét P .8 . thir thang - 376-17
gay % ; - Vach két qua Pf: Khang mau Spl, 1 1o
fz}lmparum vé{ hoic P. thé khéng pHRP-II dung dich li
vivax trong méu tod phaN | _ yach chime: Khéing thé giai 10ml.
euaTgut) dé khéng IgG-chudt -~
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Hop gom 25

test thir trong
tm riéng, 25~
ong chiét mau,
25 que phet
Vung cong hop: Khang madu tiét tring,
. . thé khang Strep A, cong 1 19 dung dich
OnSiteStrep A Rapld Test' | | vang Wing 80 T chidt miu A
(Pinh tinh phét hi¢n khang A
111 | nguyén lién cdukhudnA | D905 the | 18 | nsx [ 1O0mblle g
tr%ny dich cb h : Vach két qua: Khang thé QueBe thang dung djch 377-17
0 gi) ' g bR khéng Strep A; ; chiét mau B
gur Vach chimg: Khéng thé dé 10ml, 1 I
khéng IgG-chudt dung djch
chimg duong
Strep A 200ul,
1 lo dung dich
chimg 4m
Strep A 200pl.
Ving cong hgp: Cong hop Hop o
: : Op gbm 25
OnSite Rotavirus Ag Rapid :uatnfg{cmllg m‘% ¥1Y test thir trong
Test (Pinh tinh phat hién X P B YIC 8 | Khay 18 thi riéng, 25 | SPCD-TTB-
112 . o ga; Vach két qua: Khang : NSX |z x
khang nguyén vi rit Rota Foyii g A thir thang ong nhé mau, 378-17
AN .+ | the khang vi rat Rota #2; % . £
trong mau phén ctia ngudi) Vach chimg: Khéng th dé ZSXong chiét
khéng IgG-ga —_
Ving cdng hop: Cong hop
vang khang thé khang vi
; rut Rota #1, cong hop vang 5
gnS_lte Rota/Adeno Ag khéing thé Khéng vi rit Hop g@m 25
apid Test (Dinh tinh phat Adeno #3. khéne the IeY- test thir trong
hién déng thi va phan bigt | ©-C s SRR TN B Khay 18 thiriéng, 25 | SPCH-TTB-
113 . i ga; Vach két qua R: Khéng 2 NSX x
khang nguyén vi rit Rota et thir thang éng nhd mau, 379-17
3 % = thékhang virtit Rota #2; 1 it
va Adeno trong mau phén Vach két qui A: Khing tha 25 ong chiet
clia ngudi) A qub A By 0 mau.
khéng vi rat Adeno #4;
Vach chimg: Khang thé dé
khing IgG-ga
Ving cdng hop: Cong
OnSite TB IgG/IgM hop vang M.TB, khéng "
Combo Rapid Test (Dinh m(fépIgY-ga; Vach két qua tHétP tﬁ‘"*‘“; B
tinh phat hién khang thé M: Khéng nguyén tai td TR
] 18 tlii riéng, 30 SPCD-TTB-
114 | IgM va IgG khéng lao hgp M.TB 1; Vach két Khay thir théng NSX éng nho miu 380-17
M.TB trong méu toan ua G: Khang nguyén tai 3
2 g q 1 lo dung dich
phan, huyét thanh hodc t0 hgp M.TB 2; Vach pha miu 5[1111_
huyét tuong clia nguoi) chimg: Khang thé dé
khing IgY-ga
OnSite Troponin I Rapid Ving cdng hg'g): Cong hgp "
Test (Pinh tinh phat hig¢n vang khéng thé khéng Hop gom 30
115 | €Tnl va phitc hgp cia né ¢Tnl 1; Vach két qué: Khay 18 Nsx | testthirtrong | SPCD-TTB-
trong trong huyét thanh Khang the khang cTnl 2; thir thang tli riéng, 39 381-17
hozc huyét turong clia Vach chimg: Khéng thé dé ong nho mau.
nguoi) khang IgG-thé

9. Cong ty ding ky: Cong ty TNHH Giai Phap Khée Thai Dwong (DPia chi:

Khanh, Giang V6, Ba Dinh, Ha Ni)
9.1.Nha sin xuit: Artron Laboratories Inc (Pia chi: 3938 North Fraser Way, Burnaby, BC V5J 5H6, Canada)

Sé 8, ngach 112/59, Ngoc

Tén sinh pham

E

Hoat chét chinh- Dang | Tudi | Tiéu | Quy cich Y.
STT| chén doan in-vitro/ : ¢ 2 y . | So dang ky
h th chuén dong goi
Téc dung chinh Ham luwgng bao che Q gg

Helicobacter Pylori (HP) %

Antibody Test (dinh tinh . .- Que Hop 50 que y y
116 | phat hién khang thé ;"Pyﬁgiﬁ)ai‘t’;n;“c nhing v thglg NSX | thir; Hop 25 Spgg_gﬂ

H.pylori trong huyét thanh s g khay thir khay thir

hogc huyét twong ngudi) A
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9.2. Nha san xuit: Eldon Biologicals A/S (Dia chi: Sandtoften 10, 2820 Gentofte, Denmark)

Tén sinh phém

A r A . A .
STT| chén doén in-vitro/ Hoa;cha;ltr;l;mh- b{i)alcl:ﬁ‘ '1;:0' Ele;]n g:;y cagl_l S6 ding ky
Tac dung chinh BREWERE i A R ng got
iy A
Anti A monoclonal l-tll?g ﬁéih;%n
i | B Antibody; el 8 Phién | 24 phién thir, | SPCD-TTB-
(xét nghiém dijnh nhém monoclonal Antibody; . NSX 3 .%
; thir thang Hop 75 phién 383-17
méu) Anti D monoclonal thir. Hop 100
Antibody e
phién thir

9.3. Nha sin xuit: Qualpro Diagnosics (Dia chi: Plot Nos 88/89, Phase Il C, Verna Industrial Estate, Verna-
403 722, Goa, India)

Tén sinh pham £ % iz i
STT| chin doén in-vitro/ H"I?It‘ °'“l‘t ERluk- b]?@“ﬁx 'I;E‘“ :'e}' %(‘;y cch | & ding ky
Téc dung chinh am lwgng a0 che o | chuan ng goi
Qualisa HCV Elisa Core antigen; NS3 Phién Hop 96 phan
(dinh tinh phat hi¢n khdng | recombinant antigen; thir va 12 ung, Hop 192 SPCP-TTB-
118 | the khang vi rat viém gan NS4 recombinant thude than NSX phan tng, 384-17
C trong mau huyét thanh antigen; NS5 thir dang & Hop 480 phan
hogc huyét twong ngudi) recombinant antigen long ung,

9.4. TULIP Diagnostics (P) Ltd (Dia chi: Plot Nos 92/96, Phase II C, Verna Industrial Estate, Verna- 403
722, Goa, India)

Tén sinh phim

A r A A -
STT| chén dodn in-vitro/ Hol?lté;l:?::hmh' b]a‘::gl;lgl & Tt:m c::féu . 3:;;’ caf,)lil S6 dang ky
Tac dung chinh ong ? g8
Eryclone Anti-A . Dung 24 Lo 10ml, hép | SPCD-TTB-
119 | Binh nhém méu he ABO) | ARti-A monoclonal dich | thang | "X | 6lox10ml 385-17
Eryclone Anti-B ; Dung 24 Lo 10ml, hgp | SPCB-TTB-
120 | inhilism méansane) | 478 manoclenal dich | thang | N5X | 61ox 10ml 386-17
121 Eryclone Anti-D IgM Anti D IgM monoclonal Dung 24 NSX Lo 10ml, hép | SPCD-TTB-
(dinh nhém mau hé Rh) Antibody djch thang 6lo x 10ml 387-17
Matrix Forward & Reverse
Grouping Card with ; : ;
Autocontrol (djphnhom | An-A monoclonal Anti- | g, 12 Hop 24 khay | SPCD-TTB-
122 PR > B monoclonal; Anti-D . NSX 2
méu bing hai phuong phdp oM manoclanal thir thang thir 388-17
huyét thanh mau va hong g
ciu mau)

10. Cong ty ding ky: Cong ty TNHH Thwong Mai - Dich Vu Ky Thuat Luc Tinh (Dia chi: 849 Tréan
Xuan Soan, P. Téan Hung, Quén 7, Tp. H6 Chi Minh, Viét Nam)
10.1. Nha sin xuét: Alere Medical Co., Ltd. (Pia chi: 357 Matsuhidal, Matsudo-shi, Chiba-ken 270-2214,

Japan)
Tén sinh phim chin £ z. in
STT Rokn da-vitiol Hoat chat chinh- Dang Tuoi | Tiéu Quy céach $6 diing ky
ek Ham lugng baoché | tho | chudn | donggéi
Téc dung chinh

Alere Determine HBsAg :

(il tinh phat hign khdng | APE-HBsAS 180 (H3)

nguyén bé mat vi it viém f“é‘b"d%’ s 535{6@ v | 18 | nsx | HOP100que | SPCD-TTB-
123 | can B (HBsAg) trong huyét | 186 (F33) Antibody; Quethir | 4 ing thir 389-17

i Anti-HBsAg IgM
thanh, huyét tuong hoéc Anfi d
; 2 A ; ntibody Mixture

méu toan phan ngudi)

Alere Determine Syphilis

TP (dinh tinh phat hién Hép 100

: P que _TTB-

|p4 | Khéng thé khéng Treponema pallidum Que thir 15 NSX | thir: Hop 30 SP;Z;E{)) ’11“;"8

Treponema pallidum trong | Antigen thang que thir

huyét thanh, huyét tuong

hozc méu toan phin ngudi) e
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125

Alere HIV Combo

(dinh tinh phét hi¢n nguyén
p24 va khang thé khang
HIV-1 va HIV-2 trong
huyét thanh, huyét tuong
hodc méu toan phin ngudi)

pTB319 antigen, pGO11
Antigen, gp41 antigen
RAA43, gp36 antigen
RA31, subtype-O antigen
RA22, p24 antibody
(SD), p24 antibody 2a12-
2, p24 antibody 99961

Thanh
thir

18
thang

NSX

Hop 100
thanh thir
(10x 10 thanh
thir); Hop 20
thanh thir (2x
10 thanh thir)

SPCD-TTB-
391-17

10.2.Nha sin xuit: Siemens Healthcare Diagnostics Inc. (Dja chi san xuét: 333 Coney Street, East Walpole
MA 02032, USA; Pia chi van phong: 511 Benedict Avenue, T

own, NY 10591 - 5097, USA

Tén sinh phim

v&i céc hat thudn tir.

STT| chin dosn in-vitro/ Hoat chat chinh- Dgng | Tuoi | Tiéw | Quychch | o 0. po
Tic dyng chinh Ham luwgng baoche | thg | chuan dong goi
Khéng thé da dong tho
ADVIA Centaur® CEA khéng CEA dénh déu Hop 100 phan
(Pinh lugng khdng nguyén acridinium ester; Khan , o = SPCD-TTDB-
126 | 1ng thur bidw mb phoi (CEA) | thé don dong chudt khing | D¢ 10ng| 12 thing| NSX (mg, hoP 001 392-17
trong huyét thanh ngudi) CEA lién két cong hoa tri PR ERS

10.3.Nha sin xudt: Siemens Healthcare Diagnostics Products Ltd. (Dija chi: Glyn Rhonwy, Llanberis,
Caernarfon, Gwynedd LL55 4EL, United Kingdom)

Tén sinh phim

X , As I -
STT| chan doan in-vitro/ s Dgng‘ i Tle;: Ql,ly cac'lnr S6 ding ky
Técd hinh Ham lwgng bao ché | the | chuan dong goi
ac dung ¢
IMMULITE"™ 2000 AFP Khéang thé don dong chudt
(Pinh lugng alpha- khéng AFP; Khang thé da | Hat phan Hop 200 phan
127 fetoprotein (AFP) trong dong tho khang AFP lién cmnga cac 12 thing| NSX u‘ng Hf)ppﬁoo SPCD-TTB-
huyét thanh ngudi hoic trong hop véi alkaline thuoc thir l;ém ¥ 393-17
huyét thanh/dich 6i & phu nir |phosphatase tir rudt bé; AFP| dang léng P &
mang thai tir tuAn 15 dn 20) | trén nén huyét thanh bd.
Khang thé don dong chuft
® khang HCG; Khang thé da
IM.NE'{UTE H2é)§0 HOG déng ctru khdng HCG lién ’Hat péhé;l Hop 200 phan SPCH-TTB-
128 flf’“l MR RC A ang hop véi alkaline Ung V4 €acl 15 thang| NSX | émg; Hop 600
uyeét thanh va dinh tinh w ar1a. | thudc thir ot 394-17
trong nudc tiéu) phosphatase tir rubt be; dang long phan g
HCG trén nén huyét thanh
ngudi khong chira HCG.
Khang thé don dong chudt
khéng PAPP-A; Khang the
IMMULITE® 2000 PAPP-A | don dong chudt khang | Hat phan
129 (Pinh lugng PAPP-A trong PAPP-A lién hgp v6i  |Uing ‘vé. cic 12 thang| NSX Hop 200 phan | SPCD-TTB-
huyét thanh hodc huyét akaline phosphatase tir rugt| thudc thir ung 395-17
tuong chira heparin) bé; PAPP-A trén nér} hu)iét dang long
thanh khéng ¢6 nguon goc
tir ngudi.
Khéng thé da dong thé_
IMMULITE® 2000 kihgggssﬁgg'lgi”; ti’gi Hat phan A -
130 Unconjug:i\ted Ef.trioll (Pinh alkalife phosphatase ti rugt L'mgi\vﬁ CaC| 15 +h ang| NSX Hop %00 phén SPCDG-"EB-
lugng estriol khong lién hgp bé; Estriol khéng lién hop thudc thir ung 39
(tw do) trong huyét thanh) trél"l by byt thanh ngudi dang long
daxuly.
Khéng thé don dong chudt
khang B-HCG tu do dic hiélg
IMMULITE®/ IMMULITE® |01 B-HCG tir do; Khing the) o, o)y
1000 Free Beta HCG (Dinh | 323008 dC kndng FHCC el oy o4 Hop100 | SPCH-TTB-
131 M1 do dac hiéu véi B-HCG tw |y 222 *2°1 12 thang| NSX ; y
lwgng B-HCG ty do trong do lién hop véi alkali thude thir phén g 397-17
huyét thanh) O D i i | dang long
Y phosphatase tir rudt bé; -
HCG tr do trén nén huyét
thanh ngudi. il
[ TA.
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Khang thé don dong chut
khiang HCG; Khang thé da

IMMULITE®/ IMMULITE® | 5"& ¢ .. | Hat phan
135 |1000HCG (Dinh lugng | 018 v KRANB BEG e \yoop vy el | \sx | HOP 100 phén | SPCD-TTB-
HCG trong huyét thanh va UPNERERIE. | il i & {mg 398-17
dinh tinh trong nudc tiéu) Rhosphatase tiE e b; dang long
HCG trén nén huyét thanh | ~*
ngudi khéng chira HCG.
Khéng thé don dong chu@}
khang PAPP-A; Khang the
{WUEggglooo pspp.a| Gondongchmotkning | Hatphin \
133 |(®inh lugng PAPP-A trong PAPP-A lién hop véi l'rng‘vé céc 12 thang| NSX Hop 100 phan | SPCD-TTB-
huyé £ akaline phosphatase tir rudt | thuoc thir ung 399-17
uyét thanh hodc huyet bé: PAPP-A trén nén huyét | dang 16
tuong chira heparin) % Mefaplonccsms o ok et
thanh khéng c6 nguodn goc
tir ngudi.

11. Céng ty ding ky: Cong ty TNHH Thwong Mai Dich vy Thach Phat (Dia chi: 44 Nguyén Van Giai,
Phudng Pa Kao, Quén 1, Tp. Hb Chi Minh)
Nha sin xuit: Sanquin Blood Supply Foundation- Sanquin Reagents. (Dja chi: Plesmanlaan 125,
1066CX Amsterdam, The Netherlands)

STT

Tén sinh pham chén
doan in-vitro/
Téc dung chinh

Hoat chét chinh-
Ham luwgng

Dang
bao ché

Tudi
tho

Tiéu
chuan

Quy cach
dong gobi

S6 dang ky

134

Cellbind Direct
(phét hién khang thé/bd thé
bao boc trén té bao hong
cAu ngudi dé sang loc
khang thé bét thudng va
dinh danh khéng thé bt
thudng)

Khang thé khang IgG,
Khéng thé khang C3d

Thanh
thir

18
thang

NSX

Hop 48 thanh
thir

SPCD-TTB-
400-17

12. Cong ty ding ky: Cong ty TNHH Thwong Mai Hung Phuong (Dia chi: 33-35 Nguyén Vin Giai,
Phuong Pa Kao, Quén 1, Tp. Ho Chi Minh)
Nha san xuat: Phamatech Inc., USA (Dia chi: 15175 Innovation Drive

San Diego, CA 92128, USA)

Tén sinh phém chén £ 2 z o
1| dwinviro | Hogtchtchinh | Dang, | Tudi | Mo | Quyheh | o aang iy
Tac dung chinh 3 ong ?
Khéng thé don dong dic
hi¢u vé6i HBsAg, huyét
thanh ngudi bat hoat Hop 96 phan
Pl’lan'{z}tech !—lBsAg EZIA A khong co khéng thé D 24 ung, Hop SPCD-TTB-
135 | (phathién khing nguyén b | 0 "HRcA huyét 8 | aeo | NSX | 192 phan g
tuge vl n:t yiveLgh B. thanh ngudi bat hoat c6 dich L g, Hop 480
trong huyét thanh nguoi) khéng thé khéng HBsAg, phin-tng
khang thé da dong khang
HBsAg gan HRP
Hop 1 que
thir, Hp 50
Pha‘“a‘g‘;z;ﬁz‘g One* | Khéng thé dé khing IgG que thir, Hop
i g ~ 12 | tho, khang thé dadong | Que thir 100 que thir, y .
136 | (Phithién khing nguyén b€ | g ey, vi HBsAg, IgG | vathanh | 22 | NSX | Hop 1 thanh B
mét vi rit viém gan B trong | o wpono thd dondong | thir 8 thir, Hop 25
HEGECSANILIGHS e dic hiéu véi HBsAg thanh th,
tuong ngudi) ' Hop 50 thanh
thir
Phamatech HCV One-Step Hop 1 thanh
Test Khang thé dé khang IgG thir, Hop 30
(phat hién khéang thé khan tho, khang nguyén tai té | Thanh 24 : 5 SPCDB-TTB-
ja7 | ARI=t AL KIUE g i ; NSX | thanh thi, =
vi it viém gan C trong hop vi rit viém gan C, thir thang Hop 50 thanh 403-
huyét thanh hodc huyét IgG tho, protein A thir
twong ngudi) i ?/
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Khéng nguyén téi to hop
HCV, huyét thanh ngudi

Phamatech HCV EIA P = e Hgp 96 phan
PR TR bdt hoat khong c6 khang ; A
(phit ugn khdng hekhing | “aone HCV. livlt | Dung 24 ung, Hop | opcp TTB-
138 vi rut viém gan C trong ik s X : NSX 192 phan
£ 5 X thanh ngudi bat hoat ¢6 dich thang " x 404-17
huy¢t thanh va huyét tuong i 1 ung, 116p 480
ngudi) khang tl}e khéng HCV, phén (mg
khang thé da dong khéng
IgG ngudi gan HRP
Khéng nguyén t4i td hgp ,
HIV-1/HIV-2, huyét
Phamatech HIV 1/2 EIA thanh ngudi bét hoat Hop 96 phan
(phat hién khang thé khang khdng c6 khang thé trng, Hop . )
139 | viratHIV typ 1 vatyp2 khéng HIV1/2, huyét ?;“;g thi.:} NSX 192 phan SP%;_HB
trong huyeét thanh hogc thanh ngudi bat hoat ¢6 i~ & irng, Hop 480
huyét tuong ngudi khéng thé khiang HIV1/2, phan g
khéng thé da dong khéang
IgG ngudi gin HRP
Hop 1 thanh
Phamatech HIV % Q-Spot thirva2lo
Test Khéng nguyén tai t hop héa chét, Hop
140 (phét hién khang thé khang HIV1/2, khéng thé dé Thanh 24 NSX 25 thanh thtr | SPCB-TTB-
virat HIV typ 1 va typ 2 khéang IgG chudt, IgG thu thang va2lg héa 406-17
trong huyét thanh hozc chudt, Protein A chat, Hop 50
huyét trong ngudi) thanh thir va
2 lo hoa chat
Hop 1 thanh
1
Phamatech HIV 72 Whole | Khéng thé da dong khing thir va lo hoa
ood Rapid Test . A
(phat hién khang thé khan IgG ngudi gin keo vang, chét, Hop 25
phat hiign Xhang te XNang | 1. the gin keo vang, | Thanh | 24 thanh thir va | SPCD-TTB-
141 | viratHIVtyp 1 vatyp 2 . o . ? NSX ‘
tonE huvet think. huvis khang nguyén tai té‘u hgp thir thang lo héa chat, 407-17
fuon, ghoxgc mau toZ’}m ){15n HiV o SutngRis s HEpa0 teuh
SRRNEMIENE khang IgG tho thir va 2 héa
ngudi) £
chat
Hép 1 que
thir, Hop 25
Phamatech Quickstick | Khéng thé don dong ddc | o oo g ﬂ:l‘;’tl;gp
One-Step Pregnancy Test | hiéu voi HCG, IgG chugt, ; 24 s : SPCD-TTB-
142 £ s ; : 2 3 4 va thanh ; NSX H¢p 1 thanh
(phat hién HCG trong nuéc | Khang theé don dong dé hi thang thir. Hop 25 408-17
tiéu) khang IgG chudt o L
thanh thir,
Hop 50 thanh
thir

13. Cong ty TNHH Thuwong mai y té Pha Gia (Pja chi: 218 Dudng s6 10, My Kim 2, Phtt My Hung, P.Tan
Phong, Quan 7, Thanh phd H Chi Minh, Viét Nam)
Nha sén xuét: DIA.PRO Diagnostic BioProbes S.r.l. (Dia chi: Via G.Carducci, 27 - 20099 Sesto San
Giovanni (MI), Italy)

Tén sinh phdm chin

[

. Hoat chit chinh- Dang | Tudi | Tiéu Quy cach £ i
STT doan in-vitro/ A 57 z 2 a So dang ky
h th huan doéng goéi
Téc dung chinh Ham' Iwgng bao ché 0 | chu gg
Khay vi giéng: khéng thé
don dong chudt déc hi¢u
HBc IgM % :
(phét hign dinh tinh va dinh hffé?gi iy ;‘f"é"hétp‘ﬁ,‘ﬁs“; ik ‘
legng 16p khng the IgM | “p e o rone noudiduong | longva | 15 Nha | ss06xét | SPCH-TTB-
143 | chaldikhang nguyén virus | 4 o joN dabhthoat; | dong | thang | 0% nghiém 409-17
viém gan B trong huyet Chimg huyét thanh: huy.é . Kkho Xudt
thanh hodc hu.yét tuong hanh bao thai bo: i{uyét
BEWO) tuong ngudi duong tinh
HBc IgM
HCVAb Khay vi.g;lténg: peptid 16, Dang (s Nha | Hop 96,192, | ¢pep.TTB-
144 | (phat hién dinh tinh khang | peptid tdi to hop NS3,NS4 | long va théng SéI} 480, 969 xét 410-17
thé HCV trong huyét twong | vaNSS; Chimg &m: protein dong xuat nghiém : ‘ s
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hozc huyét thanh ngudi) huyét thanh dé; Chimg kho
duong; protein huyét thanh
dé; khang thé ngudi duong
tinh HCV
Khay vi gléng Khéng thé
Syphilis Ab Version dic hiéu tong hgp tinh khiét
ULTRA khéng Treponema Pallidum D
(phét hi¢n dinh tinh khéng | (p17 vap47); Chimgam: | |- @“gé b5 Nha | Hep96, 192, | ¢pop 1B
145 | thé IgG, IgM va IgA khang | protein huyét thanh d&; | s san | 480, 960 xét ey
Treponema Pallidum trong | Chimg duong: protein huyét ne thang Xuét nghiém Ll
huyét tuong hoic huyét | thanh d&; khéng théngudi | K10
thanh nguti) duong tinh Treponema
Pallidum.
Khay vi giéng: peptid HIV
déc higu gp36, gp41 va
gp120; khang thé don dong
(phat hién dinh tinh khang | P<% 7Y~ ~HU0e 4
thé khéng tht cd cdc phan | Duyetthanhding vitam | Dang Nhi | Hop 96, 192,
146 | nhém cia HIV-1, HIV-2 va | UMnvOikhingtheHIVva | longva | 15 sin | 480,960xét | STCD-TIB-
khan A 5 voi khang nguyén p24; dong thang F A 412-17
g nguyén (p24) cta Chime d HIV-1: huvét Kkhé Xuat nghiém
HIV-1 trong huyét thanh oy i - e ®
hodc huyét tuong ngudi) ol doong: B ke e
HIV-1 bat hoat; Chimg
duong HIV-2: huyét thanh
duong tinh khang thé HIV-2
bét hoat.
Khay vi giéng: Khéng
HTLV I & II Ab Version nguyén dic hiéuténghop
Ultra HTLV I & I tir gp46-1, Dang "
|47 | (Phét hién khéng thé HTLV | gpd6-llvagp2lL; Chimg | longva | 15 I;]:: Ijgg 9966’0132; SPCD-TTB-
loai I & I trong huyeét am: protein huyét thanh dé; dong thang z y hi 413-17
thanh ho#c huyét tuong Chimg duong: protein huyét khd e A
ngudi) thanh dé; khang thé ngudi

duong tinh bét hoat HTLV.

14. Céng ty ding ky: F. Hoffmann-La Roche Ltd (Dia chi: Grenzacherstrasse, CH-4070 Basel, Thuy S¥)
14.1. Nha san xuat: Roche Diagnostics GmbH (Pia chi: Sandhofer 116, D 68305, Mannheim, Puc)

Tén sinh pham

X - A A -
STT| chin doin in-vitro/ | TiO3¢chatchinh- | Dang | Tl | e | QW S | 55 dang ky
Tic dung chinh yng id gg
ACETA (dinh lugng néng o
L4g | 0 gy doc cia 4 Nf;t; : {:‘;‘i‘;"a‘c’(vi Dang | 18 | rog | HOP1SOXét | SPCD-TTB-
acetaminophen trong huyét s S long | thang nghiém 414-17
£ khuan)
thanh va huyét tuong)
AFP CalSet II (chuin xét AFP (nguoi, tir canh cdy | Dang A 1 TTB-
149 | nghiém dinh lugng Elecsys | té bao) trong huyét thanh dong th2'9 TCCS Hup4x140 SFCDH
X 5 ang mL 415-17
AFP) ngudi khé
150 gg;gzlflé:ﬁ;lnsf iéngn CA 122 II (ngudi) trong Dang 12 TCCS Hop4x1.0 | SPCD-TTB-
inh luc ! ; 416-17
Elecsys CA 125 I) huyét thanh nguoi long thang mL
CA 15-3 11 CalSet (Chuan | CA 15-3 (ngudi) véi hai Ho04x10 | SPCD-TTB-
151 | xét nghiém dinh luong khoang néng do trong | ere L2 | Tegs | EIES x
£ o ong ang mL 417-17
Elecsys CA 15-3 IT) huyél thanh ngudi.
CA 19-9 CalSet (Chuan xét = Dang ,.
i CA 19-9 (ngudi) trong a 29 Hop4x 1.0 SPCH-TTB-
152 | nghiém dinh Iugng Elecsys 3 i dong tha TCCS i, 418-17
CA 19-9) huyét thanh ngudi kho ang
CA 72-4 CalSet (chuan xét ; Dang i
e CA 72-4 (ngudi) trong % 29 Hop4x1.0 SPCP-TTB
153 | nghiém dinh luong Elecsys % 5 dong s TCCS L 419-17
CA 72-4) huyét thanh ngudi K Kho thang m
CEA CalSet (chuan xét CEA (ngudi, tir canh cay Z J A
. : D 18 - Hop4x 1.0 SPCD-TTB
154 | nghigm dinh lugng Elecsys | té bao) trong hdn hop 16ng thang | TCCS oy 0.1
CEA) dém/protein g
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CK-MB STAT (Pinh
lugng isoenzyme MB clia

Khéng thé don dong
khang CK-MB danh du
biotin (chudt), Khang thé

e Dang 18 Hop 100 xét | SPCD-TTB-

L ;’::E’fa'::ﬁf ) huyét | o0 dong khing CK-MB | long | thang | 1CC° |  nghiém 421-17
ngud) Y g (chudt) dénh diu phirc

£ hgp ruthenium
CK-MB STAT CalSet D

156 | (Chuén xét nghiém dinh CK-MB (ngudi) trong d§:§ 18 | rceg | HOP4x10 | SPCH-TTB-
lugng Elecsys CK-MB huyét thanh ngudi Kho thang mL 422-17
STAT)

CYFRA 21-1 CalSet ; S

157 | (Chun xétnghigm ginn | PO QEVLIE | THE | 29 | o] Hopax Lo SPCD-TTB-
lll.)rqng Elecsys CYFRA 21- trong huyt tharth ngudi Kkho thang mL -
DHEA-S CalSet (chuén xét | DHEA-S (téng hgp)trong | Dang TR

158 | nghiém dinh lugng Elecsys | huyét thanh ngudi tinh déng thlé.?l TCCS Hépnif e SPEZD 4_?
DHEA-S) ché. khd &

Khang nguyén H(EV
. dong khé, danh diu
e AMLHCY P | it oing i .
ool HCV d6ng khd, danh diu | Dang 18 Hop 100 xét | SPCH-TTB-
khén C TCCS

9 £ V1 i e g ruthenium; Huyét thanh léng thang nghiém 425-17
(HCV) trong huyét thanh ngudi; Huyét thanh ngudi
Ve BREt Mg DRI du‘oné tinh véi khang thé

khing HCV
. Khéng thé don dong
E:;Zy?sfemfm ia | khéng CK-MB dénh ddu
T biotin (chudt), Khang thé | Dang 18 TCCS H¢p 100 xét | SPCD-TTB-
160 fhrﬂnfﬁzgg tt:r‘(’;gg huyét don dong khing CK-MB |  léng théng € nghiém 426-17
nguii) (chut) d4nh diu phirc
g hgp ruthenium
4 Khang nguyén dic hiéu
Flecsyihca:wﬁ} ? g‘{;‘l:n CMYV dénh déu biotin (i
Sk e € |t hop, E. coli), Khang | Dang 18 Hop 100 xét | SPCD-TTB-
161 | cytomegalovirus trong TCCS ;
£ nguyén dic hiéu CMV long thang nghi¢m 427-17
huyét thanh va huyét tuon ’
o’ ) s € | (t4i td hop, E. coli) danh
guol. d4u phirc hgp ruthenium.
Khéng thé don dong
, khéng cytokeratin 19
Eecsyzé?’:;?dg’ =3 c(.?“h dénh dau biotin (KS 19.1;
Chg ces e SomL O chudt), khangthédon | Dang | 21 Hop 100 xét | SPCD-TTB-
é TCCS

162 | evtokeratn |2 WORBRUYEL | gong khdng cytokeratin | long | théng nghiém 428-17

s )" DA RS 19 (BM 19.21; chudt)
guot danh déu phirc hop
ruthenium
F'“sys DHEA-S ®Pinh | gysn thé da dong khéng
ugng 2A_Q PR

g3 | dehydroepiandrosterone %‘;f‘[)%:i‘g J2ubOn | Dang | 19 | ;ocg | HOP100xét | SPCD-TTB-
sulfate (DHEA-S) trong (tng hop) dénh déu phire long thang nghiém 429-17
huyét thanh va huyét tuong gh*’p oy
ngudi) i
Elecsys free BhCG (djnh Khang thé don don
lugng BhCG ty do (tiéu khéng PhCG dénh du

164 | dom vi B tur do ciia kich t6 | biotin (chudt), Khang thé | Dang 18 | pocs | HOP100xét | SPCD-TTB-
sinh dyc mang dém & don dong khéng BhCG ty 1ong thang nghi¢m 430-17
ngudi) trong huyét thanh do (chudt) danh d4u phirc
ngudi. hop ruthenium
Elecsys FT3 (dinh lugng Khéng thé don dong )

165 triiodothyronine ty do khéng T3 (ciru) danh ddu | Dang 18 Tces | HOP200xét | SPCD-TTB-
trong huyét thanh va huyét | phic hop n;thenium, T3 long thang nghiém 431-17
tuong ngudi) dénh dau biotin
Elecsys HBsAg Khéng thé khéang HBs D 29 Hop4x 1.0 | SPCD-TTB-

166 | Confirmatory Test (Xéc (ngudi) trong h‘uyét thanh lc‘?:gg théng TCCS éme 432-17
nhén sy hign dién khang ngudi; Huyét thanh P
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nguyén bé mat viém gan B

ngudi, khéng thé khang

trong mau huyét thanh va HBs
huyét tuong ngudi cé phan
ung 1ap lai khi thir véi xét
nghi¢ém Elecsys HBsAg II)
Elecsys HCG STAT (Binh kihéi';ghtggd%“ngﬁi
Hoagmg Teich: i st ige biotin (chudt), Khéng thé | Dang 18 Hop 100 xét | SPCD-TTB-
167 | mang dém clia ngudi trong don dong khéng hCG 16 tha TCCS hia 433-17
huyét thanh va huyét tuong (cﬁﬂat) ’:’gén : dé% ol ng ang nghig¢m -
nguoi) o
hgp ruthenium
Khéng nguyén t4i t6 hop
dic hiéu HTLV (E. coli)
gan biotin, khang nguyén
Elecsys HTLY /11 (dinh tAi td hop gac hiéu HTLV Dang
tinh khang the khang danh dau phire hgp léng va = . .
168 | HTLV-VII trong huyét ruthenium, huyétthanh | damg | L0 | Tccs | FIOP 0D xet | SPE-TTE
thanh va huyét twong ngudi, khong phn tmg dong a8 e
ngudi) véi khang thé khang kho
HTLV va huyét thanh
ngudi, Phén ung voi
khéang thé khang HTLV.
Khang thé don dong
Elecsys Myoglobin (Pinh khé&ng myoglobin danh
169 qunlg myoglobin trong dAu biotin (chudt), Khang | Dang 18 TCCS Hop 100 xét | SPCD-TTB-
huyét thanh va huyét tuong thé don dong khang long thang nghi¢m 435-17
ngudi) m‘yoglobin (chudt) danh
dau phirc hop ruthenium
Khéng thé don dong
Elecsys Myoglobin STAT khéng myoglobin danh
170 (dinh lvgng myoglobin | dau biotin (chudt), Khang | Dang 18 TCCS Hop 100 xét | SPCD-TTB-
trong huyét thanh va huyét thé don dong khang léng thang nghiém 436-17
tuong ngudi) myoglobin (chut) danh
d4u phirc hop ruthenium
Khéng thé don dong
Elecsys PAPP-A (dinh khéang PAPP-A dénh diu
171 lugng protein A huyet biotin (chudt), khéng thé Dang 18 TCCS Hép I{_)O xét | SPCB-TTB-
tuong lién quan deén thai ky | don dong khang PAPP-A léong thang nghiém 437-17
trong huyét thanh ngudi) (chudt) danh dau phirc
" hop ru}henium
Elecsys ProBNP 1I (Binh khﬁ:’ﬁ,ﬁ;ggig’gfnh
luong N_.t errn.mal g0 B- déu biotin (chudt); Khang Dang 18 Hop 100 xét SPCB-TTB-
172 | type natriuretic peptide | "1 o oo khang NT- | Iong | thang | 'O | nghiém 438-17
trong huyet thanh va huyét | BN (ciru) dénh ddu
tong ngutsi.) phirc hgp ruthenium
- A
Elecsys proBNP 1l STAT khlagnh;nﬁ']?j ;rggnmd:bgégnh
(Dinh lugng N-_tenn-mal déu biotin (chudt) Khang Dang 18 ccs Hop 100 xét | SPCD-TTB-
173 | pro Briype uattiuretic thé don dong khang NT- | léng | thing | © nghiém 439-17
peptlde‘ trong huyét thanh proBNP (ciru) dénh déu
va huyét twong ngudi) phiic hop ruthenium
Khéng thé don dong
khang IgG ngudi dénh
déu biotin (chu6t), RLP
Elecsys Rubellai IgG (Pinh I(,[;;l]: ?;:;‘ﬁ;:ﬁ%‘;?ﬁ
hrgng khéng the JeG khang dong khang Rubella danh | Dang 14 Hop 100 xét | SPCD-TTB-
174 | virat Rubella rong huyét | "6 " herivm Bl t4it6 | long | thang | CC> | nghiém 440-17
e i hop dénh d4u biotin, E1
nguvi) t4i t6 hop dénh du
ruthenium , Huyét thanh
ngudi, khong phan img
vdi khéng the IgG khang i
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Rubella, Khang thé IgG
khang Rubella trong
huyét thanh ngudi

Elecsys sFlt-1 (Pinh lugng

Khang thé don dong
khang sFlt-1 dénh dau

175 tyrosine kinase-1 dang hda | biotin (chudt); Khang thé Dang 18 TCCS Hop 100 xét | SPCDB-TTB-
tan tuong tu fms (sFlt-1) don dong khang sFlt-1 long thang nghiém 441-17
trong huyét thanh ngudi.) (chudt) danh dau phic

hgp ruthenium;
Elecsys T3 (Pinh lugng Khéng thé da dong khang

176 | triiodothyronine toan phidn | T3 (ciru) danh ddu phic | Dang 18 Tccs | HOP200xét | SPCD-TTB-
trong huyét thanh va huyét | hop ruthenium, T3 ddnh léng thang nghiém 442-17
tuong ngudi) dé.u biotin

; Khang the da dong khang

177 E;:j){fn:‘:rgglllﬂ;g?tghanh Frppon i eie) Deas | o8 | e Hadias | S
va huyét twong ngudi) opru g:mu.m,_T4 danh long thang nghiém -

diu biotin
Khang thé don dong
Elecsys Tg II (Dinh lugng khang Tg (chut) danh

178 thyroglobulin trong huyet déu biotin, Khang thé don | Dang 12 TCCS Hop 100 xét | SPCD-TTB-
thanh va huyét tuong dong khang Tg (chudt) long thang nghiém 444-17
nguoi) danh dau phirc hgp

ruthenium
Khang nguyén
Toxoplasma danh ddu
Elecsys Toxo I%M (Pinh phirc hop {uﬂlenium,
lugng khéng the 1gM Khéng thé don dong

179 | khang Toxoplasma gondii khang IgM ngudi dénh ?Ta"g th1’4 TCCS Hop }1100 3t SPEE_?;‘B'
trong huyét thanh va huyét déu biotin (chudt) , e ang Hetig i
tuong ngudi) Khang thé IgM khang

Toxo trong dém huyét
thanh nguoi
Khéng thé don dong
Elecsys Troponin T HS l;cha'mg‘ tI‘O].JOI?in 1 tirAn
dinh lugng troponin T tim | 3410 dau biotin (chudt); | - 18 Hop 200 xét | SPCD-TTB-

180 | @ o ohonL Khéng thé don dong ang s TCCS p =
trong huyét thanh va huyét khéng t — long thang nghi¢gm 446-17
tuong ngudi) e A il

(chudt) danh dau biotin
phirc hgp ruthenium
Khéng the don dong
Elecsys TSH (dinh lugng khang TSH danh d4u

181 thyrotropin trong huyét biotin (chudt), Khang thé Dang 10 TCCS Hop 200 xét | SPCDB-TTB-
thanh va huyét twong don dong khéng Iong thang nghiém 447-17
ngudi) TSH(chudt/ngudi) danh

d4u phirc hop ruthenium
! free PhCG (tdi to hop,

. f{ﬁ%‘;ﬁ?gﬂ%ﬁﬂ;ﬂhgﬂ“ biéu hién & dong té bao gg:g 18 | roeg | HOP4X10 | SPCD-TTB-
Elecsys free BhCG) chudt) tro:ggul;ilyet thanh kho thang mL 448-17
FSH CalSetIl (Chuan x€t | o o ovai rong huyét | D€ | 25 Hop4x 1.0 | SPCD-TTB-

183 :%l;gm dinh lugng Elecsys thanh ngya dkc;:lég théng TCCS il 449-17
o e D 18 Hop4x10 | SPCH-TTB-

184 | xét nghiém mién dich L thyroxine ang TCCS ' x
Elecsys FT4) ‘ long thang mL 450-17

2z Kich t6 sinh duc mang

185 ;I?%? ;ﬁd?nf ?Szrglmlé?elc}s{e; a5 ciin ngwi (i rtie ?325 13 | oy | Hopdall: | SPEEFLIR:
ch C? +8) = g Y tiéu) trong dém huyet Kkho thang mL 451-17

ﬁ‘lanh ngudi
2 Kich t0 sinh dyc man,
HCG STAT CalSet (Chuan | 40 o, ngubiu(tir huse | Dane 18 Hop4x1.0 | SPCP-TTB-

186 | xét nghiém dinh lugng Gidu) tr dém huvét dong than TCCS il 452-17
Elecsys HCG STAT) i) trong Gem Yy kho g

thanh ngudi
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LH CalSet II (Chuin xét 3 £ Dang 5
e - LH (ngudi) trong huyet ke 18 e Hop4x 1.0 SPCH-TTB-
187 E%h)lem dinh lugng Elecsys Bk s dkc;?ag théng TCCS il 453-17
Myoglobin CalSet (chudn Myoglobin (ngudi) trong 5 TTR.
188 | xét nghiém dinh luong h&n hop dém/protein long Iﬁ;ifg thzéi TCCS H‘?P!:L"‘ Lo SPE;IP
Elecsys Myoglobin) _ (albumin huyét thanh bd) g &
PAPP-A CalSet (Chuén xét | PAPP-A (tr nhau thai Dang g TTR.
189 | nghiém dinh lugng Elecsys | ngudi) trong huyétthanh | dong | .= | TCCS Hopﬂf L0 Spffs_?
PAPP-A) ngudr kho g
PIGF CalSet (chuan xét PIGF-1 (mutein, ngudi, Dang " . 3
190 | nghi¢m djnh lugng Elecsys t4i td hql?, tir E. coli) dong th1'8 TCCS HOPr:Iii L0 SPE;_T;B
PIGF) trong huyeét thanh ngua kho i
PreciControl Anti HAV Khéng thé khang [TAV Dang g X )
191 | (kiém tra chat lugng xét (nguoi) trong huyét dong thlé?l TCCS HOPI;:IT 0 SPE;};B
nghiém mién dich) thanh ngudi khd g
PreciControl Anti-HAV- Khéng thé IgM khang A ——
192 | IgM (kiém tra chat lugng HAYV (nguoi) trong ?,i?g IhlE'l?'l TCCS Ig%‘; 1n6xl),{ SPESE;_T;FB
xét nghiém mién dich) huyét thanh ngudi g & :
PreciControl Anti-HBe Huyét thanh ngudi, 4m
193 IgM (Kiém tra chét lugng tinh véi khang thé IgM Dang 24 TCCS Hop 16 x 1.0 | SPCD-TTB-
xét nghiém mién dich khang HBc, Khang thé léng thang mL 459-17
Elecsys Anti-HB¢ IgM ) IgM khang HBc (ngudi)
PreciControl Anti-HBe tiI::);e(;itE;g?lgntgh%mk,hgg
1oa | Kiémtra f:zhét lugng xét HBe: Khing thé khing Dang 21 Tces | HOP16x 1.3 | SPCD-TTB-
nghiém mién dich Elecsys : s long thang mL 460-17
Adt HBe (nguoi) trong huyét
nti-HBe) s
_thanh ngudi
Huyét thanh chimg Huyét
PreciControl Anti-HBs thanh ngudi, am tinh véi
195 (Kiém tra chat lugng xét khéang thé khang HBs; Dang 23 TCCS Hop16x1.3 | SPCD-TTB-
nghiém mién dich Elecsys | huyét thanh chimg Khang léng théang mL 461-17
Anti-HBs) thé khang HBs (ngudi)
trong huyét thanh ngudi;
; s Huyét thanh ngudi, 4m
Prt?tleOntrol;Antl-HC\{ tinh véi khéng thé khang .
(Kiém tra chat lugng cac s 2 Dang 18 Hop16x 1.3 | SPCD-TTB-
196 ; T . HCV; Khéang thé khang : TCCS
x€t nghiém mién djch Anti- 5 2 long thang mL 462-17
HCV va Anti-HCV II) HCY (ngusii) trong huyet
thanh nguoi
. . CK-MB (ngudi);
- &‘;g;‘fg‘:‘;ﬂgﬁd'“ = Digitoxin; Digoxin; Dang |18 | cg | HOP4x20 | SPCD-TTB-
g mién%?fh) Myoglobin (ngudi); NT- khﬁg thang mL 463-17
ghit - proBNP 1-76 (tdng hop)
Huyét thanh ngudi, Am
PreciControl CMV IgM tinh v6i khang thé IgM
1og | (kiém tra chat luong xét khdng CMV, huyét thanh | Dang 15 tces | HOP16x1.0 | SPCD-TTB-
nghiém mién dich Elecsys ngudi, duong tinh vdi long thang mL 464-17
CMV IgM) khéng thé IgM khéng
CMV
PreciControl Hbe Ag (kiém Huyét thanh chimg Hép16x 1.3 | SPCD-TTB-
199 | tra chlt hrong xétnghiém | HBeAg (E.coli, (DNA) | D®8 | 21 | roeg | FOP OX '
X 5 long thang mL 465-17
mien dich) trong dém HEPESa
PrexciCOntrol' HbsAg II
(kiém tra chat lugng céc HBsA ] SPCP-TTB-
: PP g (ngudi) trong Dang 18 Hoplex1.3 'D-T
200 | xét nghiém mién dich £ : ik TCCS il 466-17
Elecsys HBsAg Il v huyét thanh ngudi léng g
Elecsys HBsAg II quant)
Pre&iControl Maternal Care
(Kiém tra chat lugng céc Céc chét free BhCG Dang 5
: ‘s : : 2 2.0 SPCDH-TTB-
201 | X€t nghiém mién dich PAPP-A trong huyét dong th2‘9 TCCS HQprrﬁl[)‘i 467-17
Elecsys free BhCG va thanh ngudi. kho ang
PAPP-A)
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PreciControl Rubella IgG

- P - -

202 | (kidm tra chit lugng xét ShisgE W s e | o | megs | PNIOXLD -1
nghiém mién dich) Hobetia ng & m i
PreciControl Rubella IgM 5 3 . %

203 | (Kiém tra chét lugng xét Khéng K“”blﬁllw kg e e | TCCS ”QPIEC‘ a5
nghiém mién dich) S ong g
PreciControl Toxo IgM

204 (Kiém tra chat lugng xét Khéng thé IgM khang Dang 14 TCCS Hop 16 x SPCD-TTB-
nghiém mién dich Elecsys Toxo long thang 0.67 mL 470-17
Toxo IgM)

PregiControl Troponin
: £
(I?lem t.r,?‘ Chau uong — Troponin T (t4i t& hop,
xét nghiém mién dich figut) trong huyét than) D

205 Elecsys Troponin T hs, ngl:n,’._ T g 'yI(ta'l' 3 d?::g 18 TCCS Hop4x2.0 SPCB-TTB-
Elecsys Troponin T hs hg b ur? .1;(:"1" b l i 131"g thang mL 471-17
STAT, Elecsys Troponin I R nt% 0;_1 rc,;l‘g' g :
va Elecsys Troponin I ani ngLot
STAT)

PreciControl Tumor ) D
206 | Marker (Kiém tra chdt Huyét thanh chimg oo 24 | 1ocg | HOP4x30 | SPCD-TTB-
lugng cc xét nghiém mién (nguoi) ‘e | thang mL 472-17
3 Q
dich Elecsys)
PreciControl Universal £ . Dang A 5 .

207 | (Kiém tra chét lugng céc H“y"t(:lhal‘:;)"h““g dong | ot | TCCS SRR || AR
xét nghiém mién dich) g kho &
proBNP II CalSet (Chuén £ Dang i K )

208 | xét nghiém dinh lugng it L s | TG | FRESELD --via
Elecsys proBNP II) SN kho £
proBNP II STAT CalSet £ Dang " TR

209 | (Chun xét nghiém dinh P“’BJSP S st dong | .o | TCCS Hop 4 x 1.0 SPE%_T;FB
lugng Elecsys proBNP 1I) S IgwR kho &

Progesterone Il CalSet Progesterone (tir thyc vét) | Dang = TTB-

210 | (Dinh lugng Elecsys v6i hai khoang ndng do doéng thléi TCCS HOPI:S = SPE%_T;
Progesterone) trong huyét thanh nguoi. kho &

Prolactin 11 CalSet (Chuén Prolactin (ngudi, tai td Dang A i i}

211 | xétnghiém dinh lugng hop, trE. coli) trong dém |  déng | o | TCCs | FOPAXLO S
Elecsys Prolactin II) huyét thanh ngya khd &

SHBG CalSet (chuan xét . :, | Dang R o

212 | nghiém dinh lugng Elecsys SHBGt:ﬂg !ntrogig et dong thz&i TCCS Hop:;;’( e SPE%_T;B
SHBG) gur kho &

T3 CalSet (Chuén xét g Dang g
= T3 trong huyét thanh b 18 Hop4x 1.0 SPCD-TTB-

213 | nghiém dinh lugng Elecsys ngudi. donAg théing TCCS il 479-17
T3) khé
T4 CalSet ( Chuan xét A

i g . Dan 18 Hop4x1.0 SPCD-TTB-

214 ¥g41')11¢m dinh lugng Elecsys L-Thyroxine k_f‘n gg thamg | TECS me A1T

Tg CalSet (Chuan xét ; . Dang . )
; s Thyroglobulin (nguréi) 18 Hop4x 1.0 SPCD-TTB

215 | nghiém dinh lugng Elecsys £ . dong ; TCCS L 481-17
Tg (thyroglobulin) trong huyét thanh ngudi khé thang m
Total PSA CalSet II (chuan s s | Dang 29 Hop4x1.0 | SPCD-TTB-

216 | xét nghiém dinh luong haa (’tﬁ;’fﬁ)nt;‘;% MR | dtng | gane | TOCS | mr g
Elecsys total PSA) khd
Troponin T hs CalSet : 5 SR

bt Troponin I ngudi téi td A SPCD-TTB-
(chudn xét nghié dinh i : > Dang 18 tces | HOP4x 1.0
a1 lugng Elecsys troponin T hop; Tr?'poimrl T ngut long thang mL 483-17
: tai td hop
Troponin T hs) »
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Troponin T hs STAT

Troponin T (tai t& hep,

Dang

CalSet (Chuén xét nghiém : 18 Hop4x1.0 | SPCH-TTB-
1 :
218 | ginh lrong Elecsys nguori) trc:]ngug;lyét thanh dlgilﬁg thing | TCCS e 434-17
Troponin T hs STAT) g
TSH CalSet (chuan dinh TSH trong huyét thanh
219 | xét nghiém mi&n dich ngya (Call), trong huyét ?(fr‘:g 9 thang | TCCS "‘7"’;‘5 '3 SPE&'EB'
Elecsys TSH) thanh ngudi (Cal2) e

14.2.Nha sin xuit: Roche Molecular Systems, Inc (Dia chi: 1080 US Highway 202, Branchburg, New
Jersey 08876-3771, My)

Tén sinh phim

A N a -
STT| chén doan in-vitro/ Hogt‘ chikschink- Dang‘ Tubi Tle}l Quy cacl.l S6 ding ky
Tsc dung chinh Ham lrgng baoche | thg | chuan | doéng gbi
COBAS® Poan méi CMV xudi va
AmpliPrep/COBAS® ngugc, Doan do
220 TagMan® CMV Test oligonucleotide dénh ddu Chét 19 TCCS Hop 72 xét SPCD-TTB-
(Dinh lugng DNA cuia huynh quang dgc higu véi long thang nghi¢ém 486-17
cytomegalovirus trong CMV va chuén dinh
huyét tuong ngudi) lugng CMV
COBAS
AmpliPrep/COBAS Poan mdi HIV-1 xubi va
TagMan HIV-1 Test, ngugc, Poan do
221 version 2.0 (dinh lugng oligonucleotide dénh dau Chat 24 TCCS Hop 48 xét | SPCD-TTB-
RNA cua virus gy suy huynh quang déc hi¢u véi long thang nghiém 487-17
giam mién dich & nguoitip |  HIV-1 va chuén dinh
1 (HIV-1) trong huyét lugng HIV-1
tuong ngudi)
cobas® 4800 CT/NG
Amplification/Detection Kit = 5%
(240Tesn @inh tinh phét | Do L0 B | 2 Hop 240 xét | SPCD-TTB
222 | hién Chlamydia W e Tees | fem t 48817
trachomatis (CT) vihay NG dénh dau huynh long thang nghig¢m -
Neisseria gonorrhoeae e
(NG) trong miu bénh nhan)
cobas® 4800 CT/NG
O T et 3| Dogn mbi CT va NG xudi
223 | hién Chlamydia va nguge , Doan do CT Chit 24 tccs | HOp960xét | SPCD-TTB-
trachomatis (CT) vi/hay va NG dénh dau huynh long thang nghiém 489-17
Neisseria gonorrhoeae quee
(NG) trong mau bénh nhén)
DNA plasmid khong lay
nhiém (vi khuAn) chira
trinh tyr C. frachomatis ,
DNA plasmid khong lay
nhiém (vi khuén) chira
trinh ty N. gonorrhoeae ,
ccziatig: Ii?to 0((313[1:1 Sa chit | DNA plasmid khong L2y <
224 | hagmg cobas® 4800 CT/NG | hiém (vikhuénychi | Chét | 24 | qocg | HOPIOBO | SPCRTE-
Amplification/Detection Wil Br g ke't dogn S long haog méu chimg e
Kit) C trachomatis va ving
gén két doan do duy nhat ,
DNA plasmid khong lay
nhiém (vi khuén) chira
trinh tyr gén két doan mdi
N. gonorrhoeae va vang
két doan dd duy nhat
FastStart Taq
LightCycler SeptiFast Polymerase, dNTP, Doan
55 | mecAKit MERAPE (Binh mdi va doan do, DNA Chét 18 Tces | HOP2x15 SPCD-TTB-
225 | (inh DNA vi khufn va nim Control Template long | thang xét nghiém 491-17
trong mau ngudi) AmpErase (uracil-N-
glycosylase) enzyme .
30 [




FastStart Taq

Polymerase, AmpErase

(uracil-N-glycosylase)

enzyme, dNTP, Poan
mdi va doan do cho G+,

Poan moi va doan do cho
G-, DNA Control

Template cho G+, DNA

chuwgns duong cua F

SPCD-TTB-
492-17

Lighthc]er SeptiFast Test
M RAPE (Binh tinh DNA vi
khuin va ndm trong mau
nguoi)

16
thang

Chét
léng

Hop 54 xét

TCCS nghiém

226

15. Céng ty ding ky: Sistar BH Korea Co., Ltd (Pia chi: 509, Owners Tower, 28, Hwangsaeul-ro 200
(ibaek) beon-gil, Bundang-gu, Seongnam-si, Gyeonggi-do, Korea)

Nha sin xuat: NanoEnTek Inc. (Pia chi: 851-14 Seohae-ro, Paltan-myeon, Hwaseong-si, Gyeonggi-do,
18531 Korea)

Tén sinh phém ;P . - .
2 o B Hoat chat chinh- Dang Tudi | Tiéu Quy cach P
L cha? Quss m-\:ltrm‘ Ham lwong baoché | thg | chuin dong goi S6 dang ky
Tac dung chinh ;
BioTracer HBsAg Rapid
Card o g ’
(phét hién djnh tinh khang | 18Y 2nti-chickendaddng | o | g | N | pop 500 | SPCD-TTB-
227 i o e S tir dé, Anti-HBsAg tir dé, san .\
nguyeén virus viém gan B 3 a kha thang x thir 493-17
2 4 & IgY tir ga-cng hgp vang Y xuat
trong huyét thanh hodic
huyét trong nguréri) _
BioTracer zéntEHBs Rapid I;;lpanlggr;,g: z;‘_‘:;i!z;:i'{;z -
ar : ; a
it Al ; dong, Anti-HBsAg don Dang 18 Hop 30 khay | SPCD-TTB-
228 (phat hién dinh t}ﬂh anti- dong, khng nguyén khay thang 551} thir 494-17
HBs trong huyet thanhl HBs-céng hop véng, IgY Xuat
hodc huyét tuong ngudi) fir ga-cong hop v a’n 2
BioTraceé HE’ZV Rapid Kliding niguyén dung hop
ar p
T 5 HCV, khang nguyén ; Hop 30 khay
(tf]l}“‘;hh;fln dinhthhkhAng | oey'Nga ol ani. Dang | 18 N;a thirvillo | SPCH-TTB-
st . gvirutviemgan | . se tir dé, HCV dung khay thang Sal dung dich pha 495-17
C trong huyét thanh, huyéet hop-cOng Higp vang, TaG Xudt ofing-mby
twong hoic mau toan phin tir chudt cfng hop :-’z‘mg
ngudi)

16. Cong ty diing ky: Vién Huyét hoc -Truyén méu Trung wong (Dia chi: Phuong Yén Hoa, Quén CAu
Gidy, Ha Noi) o

Nha san xuit: Vién Huyét hoc -Truyén mau Trung wong (Pia chi: Phudng Yén Hoa, Quan Cau Gidy, Ha
Nbi)

Tén sinh phim £y v £ - s
STT| chén dosn in-vitro/ HOI?I‘;;":LC" inh h];(?]:lgl & Tt:m c::fél n ggggczg? S6 dangky
_Tac dung chinh make g ong ¢
Hong cau chirng (kiém tra [Hong cau khoi nhom O, Rh ’ 3
230 |  chitlugng sinphdm | duong da cam nhidm anti- | o€ |01 thing| NSX [Hop 1 Lo loml e
khang globulin) D loai IgG &
Héng ciu mau (dinh nhém SPCP-TTB-
231 | méu h¢ ABO bing phuong Hng chu khéi DB 101 thang| NSX |Hop3lo10ml | > 20
A ng
phép hdng ciu miu)
Panel héng_cz"ig dinh danh L
khéng the bat thudng T T Dang ; 40 10 1o 4ml =L 1B
232 (dinh danh khéng thé bt Hong cau khéi nhém O lénig 01 thang| NSX | H¢p 1019 4m 498-17
thudmg trong huyét thanh)
Panel hf‘)ngJl cé‘u sang loc i
khing the uet g dng ciu khéi sng|01 thang| NSX | Hop3 lo 10ml —
233 (sang loc khéng thé bt Hong cau kh6i nhém O | Dang long |0 g op 3 1o 499-17
thuong)

[ =
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17. Cong ty ding ky: Zuelling Pharma Pte., Ltd (Pia chi: 15 Changi North way#01-01 Singapore 498770,
Singapore)
Nha san xuit: Hologig, Inc. (Dia chi: 10210 Genetic Center Drive, San Diego, California 92121, USA)

Tén sinh pham chén s o - ,
STT|  doan in-vitro/ nogtebatelion: | Dheg, | Tell | T | Quypdieh | of
: . Ham lugng bao ché | tho | chuan dong goéi
Tac dung chinh
HIV-1 pol gene RNA
Procleix Ultrio Elite Assay | molecule, Capture Oligos,
(phét hién dinh tinh HIV | phién ma RNA HIV, phién Hop 1000 xét
typ I vatyp II, virit viéem | md RNA HCV, DNA dic ; nghiém, Hop | SPCB-TTB-
2% | ganB,viritvimganC | tnmgHBY, HIVPpo |Dungdich|24thang) NSX | “Fens0t o 500-17
trong huyet twong va Hybrid 1 va 2, HCV PPO nghi¢m
huyét thanh nguoi) Hybrid 1 va 2, HBV PPO
Hybrid 1 va 2
- 2 I
TUQ. BO TRUONG ;
VU TRUONG
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