BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Tu do - Hanh phic

86: 67/ /QD-BYT Ha Ngi, ngay /F thdng & ndm 2016

QUYETPINH
Vé viéc ban hanh danh myc 80 sinh phdm chan dodn invitro
dwoe cap s6 ding ky lwu hanh tai Viét Nam - Dot 31

BO TRUONG BO Y TE
Can ctr Luat Dugc ngay 14 thang 6 nam 2005;
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~ Cancuy kiép ctia Hoi ddng tu van cép sé dang ky luu hanh vic xin va sinh
phamyté-BJ Y té;
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doan invitro dugc cap so dang ky luvu hanh tai Viét Nam - Dot 31.
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nhéan va phai chap hanh dung céc quy dinh cta phap luat Viét Nam vé san xuat va
kinh doanh vac xin, sinh pham y té. Céc sb dang ky c6 ky hiéu SPCD-TTB-...-16
co gia tri 05 ndm ké tir ngay cap.

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

Didu 4. Gidm déc S& Y té cac tinh, thanh phd truc thudc trung wong va
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nhiém thi hanh quyét dinh nay./. p
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BO Y TE

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

DANH MUC 80 SINH PHAM CHAN POAN INVITRO PUQC

CAP SO PANG KY LUU HANH TAI VIET NAM - QT 31

(Ban hanh kém theo Quyét dinh s6 2267/ /QP-BYT, ngay A7 /4 /2016)

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

Lobby B, HarbourFront Centre, Singapore 099253 - Singapore)

1.1 Nha san xuit: Abbott GmbH & Co0.KG (Pia chi: Max - Planck - Ring 2 65205 Wiesbaden - Germany)

Tén sinh phim chin

I e el e AR A b A LT
Tic dung chinh mg : 8
ARCHITECT Anti-HCV
Calibrators (hi¢u chudn cho
h¢ thong Architect i Systems BB G o as Vel Dang
| | khi thyc hién dinh tinh khang ]féa o ﬁéngt'rn i long, 10 _— 1 Chaix | SPCPH-TTB-
thé khang khang nguyén vi F}’-iCV g phasan | thang 4.0mL 0187-16
rat viém gan C (anti-HCV)
trong huyét thanh va huyét
tuong ngudi)
ARCHITECT Anti-HCV
Controls (kiém tra dg xac
thuc va do chinh xac higu
chuén hé thong Architect i Huvét trong newsi da vi Dang
Systems cho xét nghiém dinh S \ long, 08 2 Chai x SPCD-TTB-
2 ; 17 héa c6 phan ing véi = ; NSX
lugng khéng thé khang : phasan | thang 8.0mL 0188-16
f R Anti-HCV
khang nguyén vi rit viém
gan C (anti-HCV) trong
huyét thanh va huyét tuvong
ngud) ,
Huyét tuong nguoi da voi
ARCHITECT HAVAb-Igy | 63 Khong c6 phin (mg vo
Controls (udc tinh d¢ 13p lai HBang, V-1 fglay
i W O ) i : HIV-1 NAT, anti-HCV,
phét hién sai so hé thong anti-HIV-1/HIV-2 va anti- Dang
3 Architect i Systems cho xét HAV: huvet tiois i d long, 10 NSX 2 Chai x SPCD-TTB-
nghiém dinh tinh khang thé > UYCLLIONg NUOT &4 |- ) Gn | théng 8.0mL 0189-16
oM khi TGt vie A v0i héa co phan ting véi
g ang vi rut viém gan : Craon A
z anti-HAV va khéng co6 phan
(HAVAD-IgM ) trong huyét ; o
thanh va huyét tuong ngudi) | o &Yo! nBsag v Ae
hay HIV-1 NAT, anti-HCV,
anti-HIV-1/HIV-2
ARCHITECT HBeAg ]
Controls (kiém tra dd xdac Huyét tuong ngudi da voi
thgc va d¢ lap lai cia hé héa khéng c6 phan img Dang
théng'Archi_t:act i _Syst?ms voi HBsAg, HI\..’—I Ag, léhg, 10 5 Chai x SPCP-TTB-
4 | cho xét nghiém dinh tinh cho anti-HCV, anti-HIV- hasen | tin NSX 8 0mL 0190-16
dinh tinh khang nguyén e I/HIV-2 va HBeAg; P g ‘
virus viém gan B (HBeAg) khang nguyén HBeAg
trong huyét thanh va huyét dan xuat DNA tdi to hop
tuong ngudi) _
ARCHITECT Toxo IgG Khang thé don dong
Avid.ity Ca]ib‘ratorsAKControls kha’mg Toxgplasma Dang 1 chai x
(Calibrator dung dé thuc gondii; huyet twong 2 3 STTB-
T A : e R long, 10 . 6ml; SPCD-TT
5 | hién hiéu chuén cho xét ngudi dd duge voi hoa co vishn: | thing NSX 8 ehes 5 0191-16
nghiém ARCHITECT Toxo phan Ung véi anti Toxo P .01
IgG Adivity Reagent Kit; IgG va khong c6 phan '
Control dé danh gid do lap g voi HBsAg, HIV-1
|

4




lai cua xét nghiém va phat Ag hay HIV-1 RNA,
hién sai sO xét nghi¢m hé anti-HCV, anti-HIV-
théng clia Architect i 1/HIV-2
Systems trong xét nghiém
|| Toxo 1gG Adivity)
Huyét tuong ngudi da voi
hoa khong co6 phan g
vai anti Toxo IgG,
HBsAg, HIV-1 Ag va
ARCHITECT Toxo IgM HIV-1 RNA, anti-HCV,
Controls (dénh gia d¢ lap lai | anti-HIV-1/HIV-2; huyét
va phat hi¢n sai I¢nh ctia h¢ twong ngudi da dugc voi Dang
y thong'Archx'tf:ct i 'Systems héa t:‘hua kl?ang the IngM g, 10 SehalE SPCP-TTB-
cho xét nghiém dinh lugng khang khang nguyén ha s& hé NSX An]. 0192-16
khang thé 1gM khang Toxoplasma p30 (ngudi | Prasan | thang m :
Toxoplasma gondii trong don dong) va c6 phan
huyét thanh va huyét tuong ung vai anti-Toxo IgM,
ngudi) khong c6 phan tng véi
anti Toxo IgG, HBsAg,
HIV-1 Ag va HIV-1
RNA, anti-HCV, anti-
HIV-1/HIV-2
1.2 Nha sdn xuit: Abbott Ireland - Diagnostics Division (Dia chi: Finisklin Busincss Park, Sligo - Ireland)
o Te“ds'f‘h phim ey Hoat chét chinh- Dang | Tudi | Tiéu | Quyecich | cx .. ..
o4n in-vitro/ Ham 1 biao ché | th huin | déne eoi So dang ky
_ Tac dung chinh AL IWORgE 9.6he b CRME £8
ARCHITECT Anti-HBs
Calibrators (hiéu chuén cho
hé théng Architect i Systems Huyét twong nguoi da Dang
7 khi thyc hi¢n dinh lugng duge voi hoa ¢6 phan g long, 10 NSX 2 chai x SPCB-TTB-
khéng thé khang khang v&i anti-HBs va khong ¢6 | phasan | thang 4.0mL 0193-16
nguyén bé mit virus vién phan Ung véi HBs
gan B (anti-HBs) trong huyét
thanh va huyét trong ngudi)
ARCHITECT CEA
Calibrators (hiéu chuén cho .
hé théng Architect i Systems %}ﬂg 24 Srichad SPCD-TTB-
8 | khi thyc hién dinh luong CEA (ngudi) " "ga’ s NSX 4°0 ale S
khéng nguyén CEA trong el ng om E
huyét thanh va huyét tuong
ngudi)
Huyét tuong ngudi da voi
ho6a khéng c6 phan g
véi anti-CMV 1gG,
ARCHITECT CMYV IgG HBsAg, HIV-1 Ag va
Calibrators (hiéu chuén cho HIV-1 RNA hay HIV-1
hé théng Architect i Systems | Ag, anti-HCV, anti-HIV- Dang
9 khi thye hign dinh tinh va 1/HIV-2; Huyét twong l6ng, 10 NSX 6chaix | SPCD-TTB-
bén dinh lugng khang thé ngudi da voi hoéa ¢é phan | phasan | thang 4.0mL 0195-16
1gG khéang virus ung vai anti-CMYV IgG,
Cytomegalovirus trong huyét va khong c6 HBsAg,
thanh va huyét trong ngudi) HIV-1 Ag va HIV-1
RNA hay HIV-1 Ag,
anti-HCV, anti-HIV-
1/HIV-2.
ARCHITECT CMV IgM Huyét tuong ngudi da voi Dang
10 Controls (udc tinh d6 1ap lai hoa khéng c6 phan mg long, 8 thing | NSX 2 chai x SPCDB-TTB-
va phat hién sai l&nh cho hé vai anti-CMV IgM, pha sian 4.0mL 0196-16
thong Architect i Systems HBsAg, HIV-1 Ag va
2

s




khi thue hién dinh tinh
khang thé IgM khang virus
Cytomegalovirus trong huyét
thanh va huyét twong ngudi)

HIV-1 RNA hay HIV-1
Ag, anti-HCV, anti-HIV-
1/HIV-2; Huyét tuong
ngudi da voi hoa cé phan
g vai anti-CMYV 1gM,
va khong c6 HBsAg,
HIV-1 Ag va HIV-1
RNA hay HIV-1 Ag,
anti-HCV, anti-HIV-

lugng va khéng dinh khéng
nguyeén bé mt virus viém
gan B trong huyét thanh va
huyét twong nguoi)

hoat

1/HIV-2.
ARCHITECT Free PSA
Calibrators (kiém tra o xac
thgc va dd 1ap lai cho hé Dang _
thong Architect i Systems e long, 10 X 2 chai x SPCD-TTB-
1 ki thye hién dinh Tong FRA (ngw; shasan | thag | Do 4.0mL 0197-16
khang nguyén tién liét tuyén
(PSA) trong huy€t thanh va
huyét tuong ngudi)
Huyét turong ngudi da voi
héa khéng cé phan (mg
véi HBsAg, HIV-1 Ag va
ARCHITECT HBsAg HIV-1 RNA hay HIV-1
Controls (ki€m tra vigc hiéu | Ag, anti-HCV, anti-HIV- Dang
chuan hé th‘f)ng AI'C:l;liISC:t i II:I;HV-Z, va ant‘i.-HBs;“ léng, 12 3 chai x SPCDH-TTB-
12 | Systems khi thyc hi¢n dinh huyét tuvong ngudi da voi hasin | thén NSX 8.0mL 0198-16
lugng khéang nguyén bé mit héa c6 phan tmg véi véi P & '
virus viém gan B trong huyét | HBsAg, khéng c6 phan
thanh va huyét tuong ngudi) | tmg HIV-1 Ag va HIV-1
RNA hay HIV-1 Ag,
anti-HCV, anti-HIV-
I/HIV-2; va anti-HBs.
ARCHITECT HBsAg
Qualitative II Controls (udc
tinh d¢ 1ap lai va phat hi¢n £ .
e B SR : Huyét tuong ngudi da Dang
o s Ss‘zecm“: Eﬁ:{fﬁflﬁ;ﬁh&fﬁi‘ dugc véi héa; HBsA long, 06 | ngx | 2chaix | SPCD-TTB-
e R nguoi tinh sach di bat phasan | thang 8.0mL 0199-16

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

Ireland)
Tén sinh pham chén £ e X - 2
STT dosn in-vitro/ Hoat chat chinh- Dang Tudi Tle;l Quy cich Sé ding ky
) = 3 bao ché | th chuidn | dong goi :
Tac dung chinh Ham lugne e 0 £8
A Rp HITECT B12 Controls
S(Icm ’fl‘g "‘iql}éxalc i hé thd Dgrg e
14 ,f\urfh;zcﬁ S)]?stiinsckhi()?hglrc Cyanocobalamin trong long, 06 NSX 3chaix | SPCD-T1B-
: & Oi i g 8.0mL -16
hign dinh lugng vitamin B12 huyét tvong ngudi phasan | thang m 0200
trong huyét thanh va huyét
turong ngudi)
ARCHITECT Ferritin
Controls (kiém tra d6 xdac Dang SE
thue va do 1ap lai cua hé N o long, 14 NSX 3 chai x - =
12 thdng Architect i Systems Fereitin (s ngnoy phasin | thang 8.0mL 0201-16
khi thyc hign dinh lugng
ferritin trong huyét thanh)
3 M




1.4 Nha san xuit: Axis-Shield Diagnostics Limited (Dia chi: Luna Place, The Technology Park, Dundee,
DD1 1XA, United Kingdom) cho cdng ty Abbott GmbH & Co.KG (Dia chi Max-Planck-Ring 2, 65205
Wiesbaden, Germany)

Tén sinh pham chan

. e Hoat chit chinh- Dang | Tudi | Tiéu | Quy cich £
STT d - ; 2 50 da y
AR IR v1t1:of Ham luwgng baoché | tho | chuin | déng géi S0 ang ky
Téc dung chinh
ARCHITECT HbAIC
Ca}ibrators (hi¢u chuan hé Dang
théng ARCHITECT i e .

16 | System khidinh luong phin | Mautoan phdnngudi | ("% | 10 | sy |6 Chax SP%D;?;B ]
tram Hemoglobin Alc B R ng om i
(HbA1C) trong mau toan
phan ngudi)

ARCHITECT Homocysteine
Calibrators (hi¢u chuan h¢ Dang
thong ARCHITECT i : ;
: . : S-adenosyl-L- long, 3 6 Chai x 3.6 | SPCD-TTB-
17 | System cho xét nghiém dinh m—— gha gin 53tuan | NSX T, 0203-16

lugng L-homoc;steine toan
phé:_\ trong huyet thanh,
huyét twong ngudi)

1.5 Nha sin xuit: Biokit S.A., (Dija chi: 08618 Barcelona, Spain) cho ¢éng ty ABBOTT GmbH & Co.KG,
(Pia chi:Max-Planck-Ring 2, 65205 Weisbaden, Deutschland, Germany)

Tén sinh phim chin

xét nghiém dinh luong Intact
PTH trong huyet thanh,
huyét fuong ngudi)

A ’ As A »
STT doén in-vitro/ H"ﬁt‘cm’l‘t R bl.)‘-‘“lg‘; Tt':"' :“}:‘ Qd:": “?i' S6 ding ky
Téc dung chinh am fugng reas T e
ARCHITECT 25-OH
Vitamin [2 Calibrﬁtors
(higu chudn hé thong £ ‘ Dang
|g | ARCHITECT i Systemcho | FWEthamhnguapat g, | | | 6 Chaix4.0 | SPCD-TTB-
xét nghiém dinh lugng 25- °*‘V. t;fn’. 2 pha sin Hog mL 0204-16
hydroxyvitamin D (25-OH i
vitamin D) trong huyét
thanh, huyét tuong ngudi)
ARCHITECT Intact PTH
Calibrators ) Dang
(hi¢u chuan h¢ thong 3 .
: R long, 10 6 Chai x 4.0 | SPCD-TTB-
19 | ARCHITECT i System cho PTH (peptide tong hop) phasin | théng NSX e 0205-16

1.6 Nha san xuit: Biokit S.A., (Pia chi: Can Male, Sn, Llissa D Amunt, Spain, 08186) cho cong ty Abbott
Laboratories, (Dia chi: 100 and 200 Abbott Park Road, Abbott Park, IL. 60064, USA)

Tén sinh pham chin

huyét thanh hay huyét tuong
ngudoi)

A r : - L] -
STT dodn in-vitro/ H"I’E‘Itﬁf:al“ Chbt bl,)j':ﬁé 1;:“' ;Leé“n g:ﬁ “agli‘ S& ding ky
Téc dung chinh wong " ¢ 8
ARCHITECT i Digoxin
quibrators (hiéu chuéin hé
thong ARCHITECT i £ o Dang A : 2
20 | System va&i quy trinh STAT :;u)g: th;“‘} . oo el long, thléi NSX 6 Ch;le A SPO?S@T]TéB
khi dinh lugng digoxin trong e pha san &




1.7 Nha sin xuit: DENKA SEIKEN CO.,LTD (Pia chi: Kagamida Factory, 1359-1, Kagamida, kigoshi
Goshen-shi, Niigata 959-1695, Japan) cho cong ty ABBOTT GmbH & Co.KG, (Pia chi:Max-Planck-Ring
2, 65205 Weisbaden, Deutschland, Germany)

Tén sinh phim chan

nguyén ung thu té bao vay
(SCC Ag) trong huyet thanh,
huy€t tuong ngudi)

A - A Y -
STT dodn in-vitro/ H°I'j‘1';h‘;t S o VK T:"' z'ez“ Quy chell | 6 dang ky
Thc dyng chinh m lwgng ao ché | tho | chuan 6ng gobi
ARCHITECT C-SCC
Calibrators (higu chuin hé
thong ARCHITECT i o
System cho xét nghiém dinh - . 21 6 Chai x 4.0 | SPCD-TTB-
L lugng khéng nguyén ung thu SCC Agngu long, thang L2 mL 0207-16
t bao vay (SCCAg) trong phasdn
huyét thanh, huyét twong
ngudi)
ARCHITECT SCC Controls
(kiém tra d6 xac thyc va
chinh xac cho hé théng D
55 | ARCHITECT i System cho Sk l.@mg 21 Nsx | 3 Chaix8.0 | SPCD-TTB-
xét nghiém dinh luong khéng g g ph‘;"sgé'n thang mL 0208-16

1.8 Nha sin xuit: DENKA SEIKEN CO.,LTD (Dia chi: Kagamida Factory, 1359-1, Kagamida, kigoshi
Goshen-shi, Niigata 959-1834, Japan) cho cong ty Abbott Laboratories, (Dia chi: 100 and 200 Abbott Park
Road, Abbott Park, IL 60064, USA)

Tén sinh phim chéin

dinh luong phenytoin trong
huyét thanh, huyét tuong
ngudi)

I/HIV-2; phenytoin

A , As A -
STT doan in-vitro/ H"I"{‘;"T chink b‘,"-‘"ﬁ; Tﬂ‘]“" :"’2‘ le}y clch | ot diing ky
Téc dyng chinh m lugng ao che 0 | chuan ong goi

ARCHITECT i Phenytoin

Caihbrators (hign chuﬁn F Huyét thanh ngudi khong

thong ARCHITECT i , :

. c6 phan img véi HBsAg, Dang .
System cé quy trinh chay 15 6 Chai x 4.0 | SPCD-TTB-
23 | miu STAT cho xét nghiém HIV=1 Ty HIVA1 RN, 16ng, thang HS mL 0209-16
anti-HCV va anti HIV- pha san

1.9 Nha san xuét: Fisher Diagnostics — Thermo Fisher Scientific, Inc (Dia chi: 8365 Valley Pike,
Middletown, VA 22645, USA) cho cong ty ABBOTT GmbH & Co0.KG, (Dja chi:Max-Planck-Ring 2,
65205 Weisbaden, Germany)

Tén sinh phim chin

Tac dung chinh s - e ¢ £8
ARCHITECT Rubella IgG
Caé]ibrators (hiéu chudn hé ;
théng ARCHITECT i Huyét trong ngudi; huyét | Dang : Jrog
24 | System khi dinh lugng va tuong ngudi phan ing long, ‘h];‘ NSX 0 Ch;le o SPO%?OT;EB
dinh tinh khang thé IgG | vi anti-Rubella IgG pha sdn g 2
khang Rubella trong huyét
thanh, huyét tuong ngudi)
ARCHITECT Rubella IgG
Controls ((danh gjé do 1ap lai ; )
va phat hién sai so h¢ thong | Huyét tuong ngudi; huyét | Dang i o . 1
25 | cho xét nghi¢m dinh tinh vd | tuong ngudi phan img long, thla'tfr’i NSX 3 ("h;le 50 SP(E?I'_IIEB
dinh lugng khang theé khang | v6i anti-Rubella IgG pha san &
. Rubella virus trong huyét
| thanh va huyét tuong)
5

_p#*




1.10 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 cong ty Abbott
Laboratories, (Dia chi: 100 and 200 Abbott Park Road, Abbott Park, IL 60064, USA)

Tén sinh phim chin

lugng IgG ciia khang thé ty
mién thyroid peroxidase
(anti-TPO) trong huyét
thanh, huyét tuong ngudi)

HIV-1 Ag, anti-HCV, va
anti-HIV-1/HIV-2)

A . A Iy .
STT doén in-vitro/ H”ﬁt""h‘:t il ht"f‘“ﬁx T;:‘" i“‘ﬁ' Qd','y cheh | oo Ky
Tac dung chinh am lwong e ¢ | chuan ong gol
ARCHITECT Anti-TPO
Controls (uéc tinh d¢ lap lai
va phét hién sai s hé thong | Huyét tuong ngudi (c6
ARCHITECT i System phan tmg voéi anti-TPO, i
56 | (thude thir, mau chudn, thiét | khong cé phan img voi = g 15 gy | 2 Chaix4.0 | SPCD-TTB-

bi) cho xét nghiém dinh HBsAg, HIV RNA, hay oha sggn thang mL 0212-16

1.11 Nha sin xuét: Fujirebio Diagnostics, 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)

Tén sinh pham chén

Hoat chit chinh-

Tudbi

Tiéu

STT dodn in-vitro/ T oang, | Tudl | BN | QUY U | 6 ding ky
i Téac dung chinh o " ¢ g8
ARCHITECT CYFRA 21-1
Calibrators (hi¢u chuén cho
h¢ thong ARCHITECT i D
27 System cho xét nghiém dinh | Khang nguyén manh | ,E;ng 06 NSX 6 Chaix | SPCD-TTB-
- lugng khang nguyén céc cytokeratin 19 tir ngudi Ong, thang 4.0mL 0213-16
; 7 pha san
manh cytokeratin 19 trong
huyét thanh, huyét tuong
ngudi)
! ARCHITECT HE4 Controls
! (kiém tra d§ xac thyc va do
i chinh xac ctia hé thong Khéang nguyén HE4 Dang y 5 )
28 | ARCHITECT i System cho | (Human Epidydimis léng, 0.7 NSX 3.Chaix ALED-TIR
8 : A : 2 thang 8.0mL 0214-16
dinh lugng khéng nguyén protein 4) pha san

HE4 trong huyét thanh
nguoi)

1.12 Nha san xuit: Fujirebio Diagnostics, Inc. (Dia chi: 201 Great Valley Parkway, Malvern, Pensylvania,
USA) cho cong ty Abbott Laboratories, (Pia chi: 100 and 200 Abbott Park Road, Abbott Park, IL 60064, USA)

Tén sinh phidm chén

At chinh- ' Tudi | Tié ach e
T o | Hochiinh | Dong, | Tl | 1k | Qo | 55 g i
Tac dung chinh g - 8
ARCHITECT CA 15-3
Controls (kiém tra d6 xdac
thue va dg lap lai cia hé Dan

5o | théng ARCHITECT i Khéng nguyén DF3 tir | | 5% | 10 | (oo | 2chaix8.0 | SPCD-TTB-
System cho dinh lugng ngudi sgﬁjl: thang mL 0215-16
khang nguyén xé4c dinh DF3
trong huyét thanh, huyét
tuong ngudi)

ARCHITECT Cyclosporine
Calibrators (hi¢u chuén hé ;

30 thong ARCHITECT i Cyclosporine lé[rfangha 0 NXS l}nlc‘h; Ic}}iaa.?( Sl
System cho dinh lugng yclosp S%UI: thang ’4 s ml 0216-16
cyclosporine trong méu toan ’
phan ngudi)

: Y




2. Cong ty ding ky: BioMérieux SA (Dia chi: 376 Chemin de I'Orme, 69280 - Marcy-L Etoile, Phép)
"Nha sidn xuat: BioMerieux Shanghai Biotech. Co., Ltd (Dia chi: No 46633 Pusan Road, Kanggiao

Industrial Park, Pudong Special Economic Zone, Shanghai, 201315, Trun Qudc)
Tén sinh pham chin Byt 2 ‘a ¢
STT doén invitro/ H"I’*_‘It‘c'“l‘t Kol b‘?‘-‘"ﬁx l;l‘:‘" :'e;!' g',‘y cich | of 3ang ky
Tée d';lng clitali am lwQng 40 che 0 chuan ong gol
VIKIA HIV 2 (p}]ét hién Peptide R28YV, Peptide
dinh tinh khang thé khang A21C, Peptide ANT70; 3 3
31 | HIV-1vaHIV-2 trong huyét |  Khang thé don dong Eﬁ“g th? TCCS Hup}f—f xét | SP 0311) ,;,TIEB
thanh, huyét tuong hodc mau khang hong cdu ngudi il 8 HEH i
toan phan nguoi) (chudt)

3. Cong ty diing ky: Cong ty c6 phan A Chéu (Dja chi: 869,10 11A, phd Trung Hoa, phudng Trung Hoa,
quan Cau Gidy, thanh phd Ha Noi, Viét Nam)
Nha san xuit: ABON Biopharm (Hangzhou) Co., I.td (Pia chi : 198 12" Street East, Hangzhou Economic
& Technological Development) Area, Hangzhou, 310018, P.R. China)

sinh phim chén doan

huyét tuwong ngudi)

chimng: Streptavidin-.
Rabbit IgG

A s N A on -
STT invitro/ Hoat chat chinh- Ham ]?ang; Tudi Tle;l erly Caifl.l S6 ding ky
Téc dyng chinh lwgng baoché | thgo | chuidn | dong goi
HCV Hepatitis C Virus H6D ¢dm 50
Rapid Test Strip/Device ’ . ] : “RE
(Serum/Plasma) vkt | VDR COREop: Froein | Dyng uethi
Gt F e A; Vach két qua: HCV que/ 24 trong tai | SPCD-TTB-
32 | phét hién sy c6 mit cla (B e ! NSX s
Khéng thé HCV trong huyét antigen; Vach ching: Dang thang riéng; Hop 0218-16
thatih ok huy St tirong Chicken anti-Protein A. khay gom 40
ngudi) Khy thiz
HIV % Human Vng cang hep: 2LV
Immunodeficiency Virus g e\f; gﬂ;?sg ant:_gc::l Hop gbm 50
Rapid Test Strip/Device 3n6‘ V, h két anQ{gH v Dang que thir
(Serum/Plasma) (Pinh tinh SR VASLA0raND; ue/ 24 trong tai SPCD-TTB-
33 gp41 Antigen; q NSX &
phat hién sy ¢6 mét cla Recombinant Hlif-2 Dang thang riéng; HOp 0219-16
khang thé Hiv 1/2 trong méu o el khay gdm 40
toan phan, huyét thanh hodc S50 BPIY) 18 khay thir

4. Céng ty ding ky: Cong ty C6 phin Y té Dirc Minh (Pia chi: s0 51, ngd 205, ngéch 323/83, dudng Xuén
Pinh, phudng Xuan Dinh, quin Béc Tir Liém, Ha N6i)
Nha san xuét: Standard Diagnostics Inc (Dia chi:65, Borahagal-ro, Giheung-gu, Yongin-si, Gyeonggi-do,

Han Quoéc)
| Tensinphiox chun Hoat chit chinh- Dang Tubi | Tiéu | Quy cach z
STT doan invitro/ H | ba N ché | tho | chudn | done goi So dang ky
Téc dung chinh i it : g
Cong hop vang: chat keo
vang - khang thé khéng
SD Bioline HBsAg HBs don dong chudt; Nha
34 (phét hién‘dinh tinh HBsAg Vach thir: khang thé Thanh 24 e Hop 30 test, | SPCD-TTB-
trong huyét thanh hodc huyét khang HBs don dong thir thang udt hop 100 test 0220-16
tuong ngudi) chudt; Vach chimg:
immunoglobulin dé
khang chudt
Cong hop vang: khang
SD Bioline EV71 IgM th& don dong chubt Khang
(phat hién dinh tinh nhanh Enterovirus 71 — chat keo Nha , .
35 | khing thé IgM khang ving; Dém khéng T?half:h m‘;g san | Hop 25 test SP{%’IT;B
Enterovirus 71 trong huyet nguyén: Khang nguyén xudt
thanh hodc huyét tuong) t4i tb hop Enterovirus 71;
Vach thir : khéng thé don
7
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dong chut khang IgM
ngudi; Vach chimg:
khang thé dé khang IgG
chudt
Cdng hop vang: keo vang
gan khang thé chudt don
dong khang Adenovirus,
SD Bioline Rota/Adeno ko Yaﬂg e khéng, the
; chudt don dong khéng
(sl b b i 3 AtV hanh | 24 | N SPCD-TTB
inh tinh phdt hién sy ¢ o Al A Than o = =
= mit cta Rotavirus nhom A Vafh ik Kiiog t,h - thir thang b Hiop 2t 0222-16
; ; chudt don dong khang xudt
va Adenovirus trong mau . g |
han Tigudn) Adenovirus, Khang thé
phanng tho da dong khang
Rotavirus; Vach chimg:
Khéng thé dé khang 1gG
chudt

Cdng hop vang: Keo
vang- Khang nguyén bé
mat O. tsutsugamushi
(dong Kato) tai td hop,
Keo vang- Khang nguyén
bé mat O. tsutsugamushi
(dong Karp) tai to hop,
Keo vang- Khang nguyén

SD Bioline Tsutsugamushi bé mat O. tsutsugamushi

(phat hi¢n dinh tinh nhanh sy | (dong Gilliam) tai téi hop,

cd mat cua khang thé IgM, Keo vang-Khang the IgG Nha : g 1
37 | IgG hoic IgA khang Or:entla chudt; Vach thir: Khang T?;::h th]éi san E? p 13 é}olte:st; SP0C2£2)3'—1"1']:SB

tsutsugamushl trong huyét nguyén bé mat O, & xuat P

thanh, huyét tuong hay mau tsutsugamushi (dong

toan phz‘m & ngudi) Kato) téi td hop, Khang

nguyén bé mat O.
tsutsugamushi (dong
Karp) tai té hop, Khang
nguyén bé mit O.
tsutsugamushi (dong
Gilliam) tai t6 hop;
Vach chimg: Khang thé
Dé khéang IgG chudt

5. Cong ty diang ky: Cong ty TNHH Giai Phap Khée Thai Dwong (Pia chi: S6 8, ngach 112/59, Ngoc

Khanh, Giang Vo, Ba Pinh, Ha Ngi)
Nha san xuat: TULIP Diagnostics (P) Ltd (Dia chi: Plot Nos 92/96, Phase II C, Verna Industrial Estate,

Verna- 403 722, Goa, India)
~ . A ~
e L ;('):: !’nhv“it“‘ro‘;"““ Hoat chit chinh- Dang | Tudi Tiéﬁn Quy cich | 6 oo
F dé A
Téc dung chinh Ham lwong baoché | tho | chudn ng goi
Matrix AHG Coombs Test
Card (sang loc, dinh danh Goat Anti Human IgG SPCP-TTB-
38 | khang thé, xét nghiém hoa antibody; Monoclonal Kmh?ry thﬁ NSX Hop 24 test 0224-16
hop va xét nghiém khang thé | Anti C3d antibody g
bt thudng)

6. Cong ty ding ky: Cong ty TNHH Thwong Mai - Dich Vu Ky Thuit Luc Tinh (Dia chi: 849 Tran Xuan

Soan, P. Tan Hung, Quan 7, Tp. Hd Chi Minh, Viét Nam)
Nha sin xuét: Siemens Healthcare Diagnostics Inc. (Dia chi san xuét: 333 Coney Street, East Walpole MA

02032, USA; Dia chi van phong: 511 Benedict Avenue, Tarrytown, NY 10591 - 5097, USA) )
8 A*"Z/Zf




Tén sinh pham chan

Hoat chit chinh-

Tubi

Tiéu

- - Dang Quy cach 3L .
STI ngadnu:;nv::t;gh Ham lwgng bao ché tho chuén dong goi 50 Bang Xy
ADVIA Centaur® AFP (Pijnh| Khang thé da dong tho
lugng alpha-fetoprotein khéng AFP gin acridinium Hop 100
(AFP) trong huyet thanh ester; Khang thé don dong . SPCD-TTB-
39 ngudi va trong djch 6i cua chudt khang AFP lién két Dong long| 15 thang| NSX Hb tgs(}tg,tests 0225-16
phu nir mang thai giai doan cOng hoa tri vgi vi hat P
15 dén 20 tuln tudi) nhiém tir; Huyét thanh dé
® Khéng thé don dong chudt
AR eHian BNE khang doan BNP F(ab’)2 &
(Dinh lugng B-type ; S g Hgp 100
- : ngudi gan acridinium ester; . SPCD-TTB-
40  |Natriuretic Peptide 1 ; . |Dang long |12 thang | NSX tests; : ;
(BNP) trong huydttrong | <Ang th don déng chmit Hop 500 tests|  0226-16
BEtl) khang BNP & ngudi; Huyét
& thanh ngua
Khéng thé don dong chubt
ADVIA Centaur” CA 19-9 acriﬁ?ﬂiigel?i(gh%i; thé CDP-TTB
(Pinh lugng, xac dinh chudi S . . Hop 50 tests; | SPCD-TTB-
41 |0 199 trong huyét thanh | 407 90ng chult khing CA | Dang long| 10 théng| NSX | sy 050 teses|  0227:16
ngudi) 19-9 lién ket cong héa tr
& vaGi vi hat nhiém tir; Huyét
_thanh bd
T4 gan v6i acridinium
ADVIA Centaur® FT4 Ester; Khang thé don dong
(Dinh lugng free thyroxine | th¢ khang T4 da biotin héa . Hop 50 tests; | SPCD-TTB-
42 (FT4) trong huyét thanh hogc gdn véi avidin c6 lién két Dgng long| 12 thang |  NSX Hop 250 tests 0228-16
huyét tirong nguoi) cdng hoa tri vai vi hat
nhiém tir; i
ADVIA Centaur® Rub G Virus R.ubella da bﬁt'hoat
(Xéc dinh dinh tinh va dinh | U2 EVIOER L
43 h'Iqmg kiging, the [g0 khfng don dong khang [gGFc & |Dang long |12 thang| NSX Ee 10 SPCD-:[TB_
virus Rubella trong huyét ) W, A tests. 0229-16
thanh hogic huyét trong ngub:{;ovll ?}n ice;cg ngtil::':a
ngudi (EDTA, Heparin)) |, VL VI D& RUCA S
uyet tuong ngudi da xu ly.

7. Cong ty ding ky: F. Hoffmann-La Roche Ltd (Pia chi: Grenzacherstrasse, CH-4070 Basel, Thuy S¥)
7.1 Nha san xuat: Roche Diagnostics GmbH (Pia chi: Sandhofer 116, D 68305, Mannheim, Duc)

Tén sinh pham chan

A . A A
STT doén invitro/ Hogt chit chinh- | Dang | Tuol | TG | Quy caeh | 56 dang ky
Téac dung chinh - e RO.Ch ¢ ge
Khéng thé don dong
Elecsys AFP (dinh lugng khéng AFP danh ddu

44 al-fetoprotein ) biotin (chudt), Khang thé Dang 21 TCCS Hop 100 xét | SPCD-TTB-
trong huyét thanh va huyét don dong khang AFP long thang nghi¢m 0230-16
twong ngudi) (chudt) ddnh déu phirc

hop ruthenium;
Khéng thé don dong
Elecsys CA 125 II (dinh khang CA 125 déanh déu
lugng quyét dinh khéng biotin (M 11; chudt), 8 5 :

45 | nguyén phan tmg OC 125 Khéng thé don dong ?&"g thle'jl TCCS H"np lﬁ?éom"é‘ SPO(;?I TIEB
trong huyét thanh va huyét | khéng CA 125 (OC 125; g g g
tuong ngudi) chudt) danh dau phirc

hop ruthenium
Khang thé don dong danh
Elecsys CA 15-3 11 (dinh dau biotin (115D8;

46 lugng CA 15-3 trong huyét chudt), Khang thé don Dang 18 TCCS Hop 100 xét | SPCD-TTB-
thanh va huyét tuong dong khang CA 15-3 long thang nghié¢m 0232-16
ngudi) (DF3; chudt) danh dau

phic hgp ruthenium
9 /}»// b




Khéng thé don dong

Elecsys Calcitonin (djnh AR
lugng calcitonin ngudi lihén.g hCT (climt) ‘Ia“h A :
47 (tl{yrocalcitonin) trong dau biotin, Khang thé don | Dang 15 TCCS Hop 100 xét | SPCD-TTB-
2 S dong khang hCT (chugt) léng thang nghi¢m 0233-16
huyét thanh va huyét tuong dénh d4u phirc hop
agol) rulhgniurn :
Elecsys CEA (dinh lugng ﬁmgégidg;ﬁ"d"aﬁu
khang nguyén s - s - : = 3
48 | ung thu phéi trong huyét viokin (Ch,l—.j Qt!ﬂgt{ih), D.a"g 1.8 TCCS Hop 105) s | SEGR-EIB
thanh vA havét teon Khang thé don dong long thang nghiém 0234-16
ngud) Y & khéng CEA (chudt) dénh
dau phirc hgp ruthenium
Khéng thé don dong
Elecsys CK-MB STAT %
(dinh lugng isoenzyme MB khang CK-MB déinh da]'}:
5 Sl biotin (chugt), Khang thé | Dang 18 Hop 100 xét | SPCD-TTB-
49 | cua creatine kinase trong TCCS ix
£ £ don dong khang CK-MB long thang nghiém 0235-16
huyét thanh va huyét tuong hub iy
U (chugt) danh dé.lu phitrc
hop ruthenium
Khéng thé don dong
Elecsys Cyclosporine (dinh | khéng cyclosporine déanh . X }
50 | lugng cyclosporine trong dau biotin (chudt), [l)é-il:g thléi TCCS Hénlaglllii}meet SPO%?GTIEB
mau toan phan ngudi.) Cyclosporine danh dau & & ¥
phirc hop ruthenium
Elecsys free PSA (dinh %Ammﬁoﬁm
luong khing nguyén dic & 5
" %uyén i e (chugt), Khingthédon | Dang | 18 | ..o |Hop100xét | SPCD-TTB-
2 R dong khéng PSA (chudt) long théang nghiém 0237-16
trong huyét thanh va huyeét danh dAn phitc h
fuong ngudi) mmergium op
Khéng thé don dong
E.lecsys FSH (dinh lugng khang FSH dé4nh dau
52 ndi tiét 16 kich thich nang biotin (chuft), Khéng thé | Dang 19 TCCS Hop 100 xét | SPCD-TTB-
tn’rng trong huyét thanh va don dong khéng FSH long thang nghiém 0238-16
huyét tuong ngudi) (chudt) danh dau phirc
hop ruthenium
Elecsys FT3 111 (dinh Khéng the don dong
53 lugng triiodothyronine khéang T3 (ciru) danh dau | Dang 12 TCCS Hop 200 xét | SPCD-TTB-
tw do trong huyét thanh va phtrc hgp ruthenium, T3 long thang nghiém 0239-16
huy€t tuong ngudi) danh dAu biotin
Elecsys FT4 II (dinh lugng | Khéng thé da dong khéng
54 | thyroxine tw do T4 (ciru) dénh déu phirc Dang 12 tecs | HOp 200 xét SPCD-TTB-
trong huyét thanh va huyét | hop ruthenium, T4 danh long thang nghiém 0240-16
tuong ngurdi) d4u biotin
Elecsys HCG+p (dinh Khang thé don dong
lugng tong ctia kich t6 khang hCG déanh dau
55 | sinh duc mang dém cua biotin (chudt), Khang thé | Dang 18 Tccs | Hop 100 xét SPCD-TTB-
ngudi (hCG) va tiéu don v don dong khang hCG long thang nghiém 0241-16
B hCG trong huyét thanh (chudt) ddnh dau phic
va huyét tuong ngudi) hop ruthenium
Khéng thé don dong
Elecsys LH (dinh lugng ni khang LH dénh dau
56 tiét t6 tao hoang thé trong | biotin (chudt), Khang thé | Dang 19 tccs | Hop 100 xét | SPCD-TTB-
huyét thanh va huyet tuong don dong khéng LH long thang nghiém 0242-16
ngudi) (chudt) dédnh dau phic
hgp ruthenium
Khéng thé don dong khang
Elecsys Progesterone II ngmf?:hﬁ? e SPCDHTTB
(dinh lugng progesterone A Dang 19 Hop 100 xét - -
L trong huyét thanh va huyét F:mgesterc:ne (fo nguﬁn. long thang TCCS nghiém 0243-16
"~ & huy e Y goc thyc vit) ket hop véi
ong nguot) mdt peptide tong hop danh
dau phirc hgp ruthenium
10
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Khang thé don dong

Elecsys ProGRP (dinh khéng ProGRP (chudt)

58 lugng ProGRE’ trong huyét danh déu biotin, Khéng Dang 15 TCCS Hop 100 xét | SPCD-TTB-
twong va huyét thanh thé don dong khéng long thang nghi¢m 0244-16
nguri) ProGRP (chut) d4nh dau

phirc hgp ruthenium
Khéng thé don dong
Elecsys Prolactin II (dinh khang prolactin d4anh déu

59 lugng prolactin trong huyét | biotin (chudt), Khang thé | Dang 19 TCCS Hop 100 xét | SPCH-TTB-
thanh va huyét tuong don dong khéng prolactin long thang nghi¢m 0245-16
ngudi) (chugt) danh dau phirc

hgp ruthenium
Khang thé don dong
khang IgM ngudi danh
; déu biotin (chudt), Khang
Elecos Rubela 31 |4 g Rl i

60 L A eg feve. 8 ® | du phirc hop ruthenium, | Dang 12 Hép 100 xét | SPCD-TTB-

vi rut Rubella trong huyét e i TCCS ;
: Huyeét thanh ngudi khong long thang nghiém 0246-16
thanh va huyét twong . e 2 3
ngudi) phan (mg vé&i khang the
IgM khéng Rubella,
Khang thé IgM khéng
Rubella
Khang thé don dong
Elecsys SHBG (dinh lugng |  khang SHBG danh déu

61 | globulin gén két ndi tiét td | biotin (chudt), Khang thé | Dang 18 Tces | Hop 100 xét | SPCD-TTB-
sinh dyc trong huyét thanh don dong khang SHBG long thang nghié¢m 0247-16
va huyét tuong nguoi) (chugt) danh dau phirc

hgp ruthenium
Khéng thé don dong
Elecsys Tacrolimus (dinh khang Tacrolimus ddnh i ;

62 | lugng tacrolimus trong déu biotin (ciru); Dan %ang thlz’is TCCS Hop :10? s SPOCZI?STIEB

mau toan phan ngudi) xudt tacrolimus danh déu ng & nghiym i
phirc hgp ruthenium

Elecsys Tg Il Confirmatory

Test (ket hop voi xét

nghi¢m Elecsys Tg II dé Dang Hop 1 x3 . y

63 | danh gia cac hiéu (mg Tg (nguoi) dong lhi&i TCCS | mL (50 xét Spogi)ng’E,B
nhidu tiém tang va hd trg khd & nghiém) g
khing dinh két qua Tg
tuong tmg)

Elecsys Total PSA (dinh Khang thé don dong
lugng khing ngugrén khéng PSA dénh déu

64 daci higu tuyén tién liét toan | biotin (chudt), Khang thé | Dang 18 TCCS Hop 100 xét | SPCD-TTB-
phan (tyr d‘o + phirc hop) don dong khéng PSA long thang nghiém 0250-16
trong huyét thanh va huyét (chudt) danh dau phac
tuong ngudi) hop ruthenium

Khang thé don dong khang
Elecsys Troponin T hs troponin T tim (chudt)

6s | STAT (dinh lugng troponin | dénh dau biotin, Khang thé | Dang 18 tees | Hop 100 xét SPCD-TTB-
T tim trong huyét thanh va | don dong khang troponin long thang nghiém 0251-16
huyét twong ngudi.) T tim (chudt) danh dau

phirc hgp ruthenium
Estraxdiol Il CalSet II Dang Hop4x 1.0 | SPCD-TTB
(chuan dinh xét nghiém . 18 pdxl. - -

66 | midn dich Elecsys Eapiio] d&“.g thang S mL 0252-16
Estradiol I1) _ :
free PSA CalSet (chuan xét 3 -

67 | nghiém dinh huong PSA ty do [I:;:‘g th:,li TCCS H‘z"’r:f LY SPO%?BTIEB
Elecsys free PSA) g .

FT3 CalSet (chuan X6t Dang 18 Hﬁlp 4x1.0 | SPCD-TTB-

68 | nghiém dinh lugng Elecsys FT3 dong TCCS ' i
FT3) kha thang mL 0254-16

11
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FT4 11 CalSet (chuan xét

Dang

18

Hop4x 1.0

SPCD-TTB-

» 69 g%l;ui;r)i dinh lugng Elecsys L-thyroxine g théng TCCS ST 0255-16
Myoglobin STAT CalSet
(chuan xét nghiém dijnh ; Dang 24 Hop4x 1.0 | SPCD-TTB-
0 lugng Elecsys Myoglobin Myoglobin long thang TGS mL 0256-16
STAT)
Pre;:iControL Anti-HBc
(kiém tra chat lugng xét ; x Dang 29 . Hop 16 x | SPCH-TTB-
T | pghiém miln dichi Blecsys | [hangthekhéngHBe | o b | gine | TCCS | y3mL 0257-16
Anti-HBc) _
PreciControl ISD (kiém tra
chét lugng cac xét nghig¢m Dang - i i
72 mién dich Elecsys dinh Cyclosporin, Tacrolimus dong 9 thang | TCCS Hop3x3.0 | SPCD-TTB
S A mL 0258-16
lugng cyclosporine va kho
tacrolimus)
PreciControl Thyro
Sensitive (kiém tra chat : L] Dang o i i
73 | lugng céc xét nghiém mién :I]:l;ﬂr?ﬁl?g;h&ﬁgim)’) dong thléig TCCS Hopr:]j( e Spé?g:l;lt;B
dich Elecsys TSH va B op kho
Elecsys Tg II)
PreciControl Toxo IgG
(kiém tra chat lugng cua . ¥ :
74 | xét nghiém mién dich Khang thé Toxo TgG %a;]g thlé‘r‘l TCCS HIQ(]; ;ix SP0C2£6)032B
Elecsys Toxo 1gG va ¢ g ’
Elecsys Toxo IgG Avidity)
ProGRP CalSet (chuan xét Dang i . ]
75 | nghi¢m dinh luong Elecsys ProGRP dong | > | TCCS e Spoggl TEB
ProGRP) ' khé g -
Tacrolimus CalSet (chuén Dang . g 3
76 | xét nghiém dinh hrong Tacrolimus dong th:i]n TCCS H"Prg;‘ = SPO%?Z IIIGB
Elecsys Tacrolimus ) kho & i
Tg I1 CalSet (chuan xét Dang i
- . . 12 Hop4x 1.0 | SPCD-TTB-
77 ggghllfr)n dinh lugng Elecsys Thyroglobulin (nguoi) d&r:‘)g théng TCCS =5 0263-16

7.2 Nha san xuét: Roche Molecular Systems, Inc (Dia chi: 1080 US Highway 202, Branchburg, New
Jersey 08876-3771, M¥) san xuat cho Roche Diagnostics GmbH (DPia chi: Sandhofer 116, D 68305,

Mannheim, Durc)
Tén sinh pham chin £ z. -
g S inh- ach .
T iy | egihitchinh | bang | T | T | Okt | g i
Téc dung chinh wong ¢ £8
cobas® 4800 BRAF V600
Mutation Test (dinh tinh : 4
7g | phit hign dot bién BRAF E:l‘"ﬁ‘ 2165(1311%1; e | ool 12 | ;oo | HOp24xét | SPCD-TTB-
V600 & DNA tach chiét tir g i long | thang nghiém 0264-16
mé u hdc td va ung thu biéu S
mo nhi tuyén gidp)

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

Tén sinh phim chin

L Hoat chét chinh- Dang | Tudi | Tiéu | Quyeciach | « ;
KT Soan oyl Ham lrgng bhoché | the | chudm | donggei | >°/heEky
Tac dung chinh

cobas® EGFR Mutation

Test (g inh tinh phat hién gen )

thu thé yéu t6 ting truong Poan mdi EGFR xubi va TR

79 | biéumé (EGFR)6DNA tir |  ngugc, doan do EGFR gf‘ e | TCCS Hg&fgf‘ SPO(;E)S_TI '63

mé khéi u ung thu phdi danh ddu huynh quang g g

khéng phai té bao nho

(NSCLC) ¢ ngu1i)
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U TRUONG

cobas® KRAS Mutation )
b Test (dinh tinh phét hién cdc | Poan mo6i KRAS xubi va X 2 L
80 | d6t bién gen KRAS trong ngugc, doan do KRAS %l:lat 5thang | TCCS HgthigI::ét SP0C2£6)6T1T‘;B
DNA trong ung thr dai tryc danh d4u huynh quang g '
trang ngudi)
TUQ. BQ TRUOGNG
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