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Ve viée ban hanh danh muc 36 sinh pham chin do4n invitro
dwogre cap sb dang ky luwu hanh tai Viét Nam - Dot 03

BQ TRUONG BO Y TE

Cén ctr Nghi dinh 36/2016/ND-CP ngay 15/5/2016 ctia Chinh phu vé quan
ly trang thiét bj y té;

Can ctr Nghi dinh sb 75/2017/ND-CP ngay 20/6/2017 cta Chinh phu quy
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Cin ctr Thong tu sé 44/2014/TT-BYT ngdy 25/11/2014 cta B Y té quy
dinh viéc dang ky thudc;

Cin ctr y kién ctia Hoi ddng tu vén cap s6 dang ky luu hanh sinh phidm chan
dodn in vitro - B§ Y té€;

Xét dé nghj ctia Vu truong Vu Trang thiét bj va Cong trinh y té;

QUYET PINH:

Pié¢u 1. Ban hanh kém theo Quyét dinh nay danh muc 36 sinh phdm chan
doan in vitro dugc cap so dang ky luu hanh tai Viét Nam - Dot 03.

Piéu 2. Cac don vi ¢6 sinh pham chén doan in vitro dugc phép luu hanh tai
Viét Nam qui dinh tai Piéu 1 phai in s6 dang ky dugc Bo Y té Viét Nam cap 1én nhan

va phai chap hanh ding cac quy dinh cua phap luat Viét Nam vé san xuat va kinh
doanh sinh pham chan doan i in vitro. Cac sd ding ky ¢6 ky hiéu SPCD-TTB-...-20 c6
gia tri 05 nam keé tir ngay cap

Picu 3. Quyét dinh nay co hiéu luc ké tir ngay ky ban hanh.
Dicu 4. Giam dbc SO Y té céc tinh, thanh pho truc thuoc trung wong va Giam
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BO Y TE

CONG HOA XA HQI CHU NGHIA VIET NAM

Déc lap — Tw do — Hanh phic

DANH MUC 36 SINH PHAM CHAN POAN IN VITRO
CAP SO PANG KY LUU HANH TAI VIET NAM DQT 03

(Ban hanh kém theo Quyét dinh sé 38 (0 /OD-BYT, ngay /.2 /02/2020)

1. Cong ty dang Ky: Abbott Laboratories SA (DPia chi: Neuhofstrasse 23, CH-6341 Baar, Switzerland)
1.1.Nha sin xuit: Abbott GmbH & C0.KG (Dia chi: Max - Planck - Ring 2, 65205 Wiesbaden, Germany)

Tén sinh pham chin

Hoat chit chinh-

Tuoi

Tiéu

- Dang 1 Quy cach o ,
ATT T‘Z‘la;‘u':gvglri‘l’l/h Ham luong baochd | tho |chudn | demggei | >° dAneky
ARCHITECT Anti- z ,
HBc IgM Reagent Kit | L1WSt thanhdeé Hop 100
; , ! z | (0,0861%), Khang thé .
(dinh tinh khang thé Kkhéne TeM newdi tinh xet
[gM  khang  khang S b IERS K Dang 14 nghiém, | SPCD-TTB-
1 i W e A khiét (0,0090%), X : TCCS s
nguyén 161 virus viém long | théng hop 400 768-20
: HBcAg pHBc .
gan B (anti-HBc IgM) xét
F 9 101/HS36 (0,4pug "
trong huyét thanh hodc nghiém
Z . /mL)
huyét twong nguoi)
HAVAb IgM Reagent 18 W chuot Khang ——r—
e
. ; ; 2 apxio0, 0), xet
(dinh tinh khang the Khéng nguyén virus | Dang 11 nghiém, | SPCD-TTB-
2 [gM khang virus viém ” £ _: 5 : TCCS = 20
. viém gan A (Xap xi long thang hop 400 769-
gan A (IgM anti-HAV) 3 . 2 :
x N 0,13%), Khang thé xét
trong huyét thanh hodc Kkhi Si tinh hie
huyét trong ngudi) s 1EM nguo & . nghiem
khieét (Nong do t6i
thieu: 0,05 pg/mL)
ARCHITECT HBeAg
Quantitative
Calibrators , i
(hiéu chuan hé thong Nong do khang
ARCHITECT 1 va su | nguyén vo virus viém
dung vdi Bo thuoc thir | gan B (HBeAg): 0,00
3 ARCHITECT HBeAg | IU/mL; 0,70 IU/mL; Dang 10 TCCS 6 chai x4 | SPCH-TTB-
dé dinh luong khang 1,50 IU/mL; 10,00 long thang mL 770-20

nguyén e  (khang
nguyén vo) cua virus
viem gan B (HBeAg)
trong huyét thanh va
huyét trong nguoi)

IU/mL; 150,00
IU/mL; 700,00
[U/mL.
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ARCHITECT HBeAg
Quantitative Controls

Mau chiing nong do
thap (control L): Nong
do6 khang nguyén vo
virus viém gan B
(HBeAg): 1,3 IU/mL

(khong con nhip tim).

(0,1 mg/L)

(u6ce tinh d6 chinh xdc | (khoang dao dong ndng
cua xét nghiém va phat do: 0,78 — 1,82
hién d¢ léch phan tich | IU/mL). Mu chiing
hé thong cta hé théng ndng do trung binh .
4 | ARCHITECT i khi thyc | (control M): Néng dp | D40 | TCcs | 2 Clrlrj“LX ¥ || RRCETE
hign xét nghiém dinh | HBeAg: 100,00 IU/mL, & &
lugng khang nguyén e | (khoang dao dong nong
cia virus viém gan B do: 60,00 — 140,00
(HBeAg) trong huyet [U/mL). M4u chiig
thanh va huyét twong | ndng do cao (control
nguoi) H): HBeAg: 480,00
IU/mL (khoang dao
dong nong d6: 288,00
—672,00 IU/mL).
1.2 Nha san xuit: Abbott Ireland Diagnostics Division (Dia chi: Finisklin Business Park, Sligo, Ireland)
Tén sinh pham chén £, 1. B ik .
- Hoat chat chinh- Dang Tudi | Tiéu | Quy cach % ;
'l ('iroan " v1tr’o/ Ham lugng bao ché | tho | chudn | dong goi b
Téac dung chinh : j
ARCHITECT HBsAg Kh/aLng g}f’HM}?‘(ifs% it 1
Qualitative II Reagent L), g P
Kit (240 mg/L), Khang xét
; . ' khang nguyén bé mat nghiém,
(@b toh g virus %iérgn éan B tur dé hop 500
nguyén bé mat virus P = o Dang 11 i SPCD-TTB-
] TCCS x¢ét
s viem gan B (HBsAg) ganacrigmm (0,23 lon thang : 772-20
- % & mg/L), H35 F(ab')2 & nghiém,
trong mau huyét thanh Kkhane Kha - s 4 x
3 huyét twong ngudi e Siolis SRR el il
b \ miu b thi, bé mat virus viém gan 500.xet
g | ma B gén acridinium nghiém

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

Tén sinh pham chan

Hoat chit chinh-

Dang

Tuoi

Tiéu

Quy cach

1T d’oan n v1tr’0 / Ham luwgng bao ché tho chuén dong goi Roing ky
Tac dung chinh g

ARCHITECT 25-OH Hop 100

Vitamin D Reagent | Khang thé vitamin D xét

Kit don dong ’tfx thg’) nghiém,

(dinh  lugng  25-| (Nong d toi thiéu: B 15 1
6 hydroxyvitamin D (25-| 0,04 % ran), Vitamin 1 6ng thiing TCCS x.eAt 773-20

OH vitamin D) trong D cong hop gédn nghiém,

huyét thanh va huyét | acridinium (Nong do hop 4 x

tuong ngudi) t6i thiéu: 12 ng/mL) 500 xét

nghiém
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ARCHITECT Phttc hop khang thé .
Progesterone Reagent | fluorescein tir chudt, H(,)p,IOO
Kit g s don dong, | o 9 n Lieetm SPCD-TTB
7 | (dinh lugng | (85.0 mg/L), Khang | 2" dano | TCCS h% o <y Fell
progesterone trong the khang ong ang op -
huyét thanh va huyét| progesterone (1.3 S
tuong nguoi) mg/mg) ughism

1.4 Nha san xuit: DENKA SEIKEN CO.,LTD (bia chi: Kagamida Factory, 1359-1 Kagamida, Kigoshi,

Gosen-shi, Niigata, 959-1695 Japan) cho Céng ty Abbott GmbH & Co., KG (Dia chi: Max-Planck-Ring 2, 65205
Wiesbaden, Germany)

STT Tendil:: th:il;:/han H"I’i';, chitchinh- | Dang | Tudi | Tiéw | Quyecich | oxpo o
Téc dung chinh am luwong baoché | tho | chuan | dong goéi
ARCHITECT HCV
Ag Calibrators e )
(tiien.choki chio hé théng HCV Ag tai t0 hop:
ARCHITECT i khi thyc | . 0-00 fmol/L; 10,00 |
g hién xét nghiém dinh fmol/L; 80,00 fmol/L; | Dang 11 TCCS 6 chaix4 | SPCD-TTB-
luémg i néuyén 151 600,00 fmol/L; long | thang mL 775-20
virus viém gan C trong 240'500’%0 f;nol//L;
huyét thanh va huyét 0000 TmaliL)
tuwong nguodi)
Mau chimg 4m: HCV
; Ag téi td hop (0,00
| ARCHITECT HCV | fmol/L) - khoang dao
} Ag Controls dong ndng d6 (0,00 —
| (kiém tra d6 xéac thuc va 2,99 fmol/L). Mau
| do chinh xdc cua h¢ | ching duong 1: HCV
thong ARCHITECT i| Ag taito hop (50,00 :
9 |khi thye hién xét | fmol/L)-khoingdao | € | Il ITces| izl | BRI
A - PR ong | thang mL 776-20
nghiém dinh luong | dong nong do (35,00 -
khéng nguyén 16i virus | 65,00 fmol/L). Mau
viém gan C trong huyét | chimg duong 2: HCV
thanh va huyét twong | Ag taitd hop (300,00
nguoi) fmol/L) — khoang dao
dong ndng d6 (210,00 -
390,00 fmol/L).

2. Cong ty ding ky: Cong ty Co phian Céng nghé Viét A (Dia chi: 372A/8 H) Vian Hué, Phuong 09, Quén
Pht Nhuén, Thanh phé H6 Chi Minh) ] ,
Nha sin xuét: Chi nhanh Céng ty C phin Céng nghé Viét A tai Binh Dwong (Pia chi: 1/9A Quéc 10
1A, Khu phé Binh Pudng 2, Phuong An Binh, Thanh phé Di An, Tinh Binh Duong, Viét Nam)

L Sil,lh .phﬁ.m Sl Hoat chit chinh- Dan Tubi | Tiéu | Quy cach B s ’
STT dodn in vitro/ Ham lwong bao b tho | chuin | dénggds | ~UOAUEEX
Tac dung chinh .

LightPowerVAHPV Dream Taq Hot Start B0 kit gom

Genotype rPCR Kit DNA Polymerase (ndng 07 hop: 02 Ju—
10 | (xac dinh kiéu gene: | do gbc: 5U/ul, ndng do I(Dilllcnhg thléi TCCS |hop VAHPV SPS%EEB

type 16, type 18 va céc cudi: 1,25U/ul); Set of : & Genotype 16

type khac cua Human | dATP, dCTP, dGTP va rPCR Mix,
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Papilloma virus (HPV) | dTTP (qéng do g("),c: 02 hop
trong mau dich phét| 2mM, nong dd cudi: VAHPV
hogc mlu sinh thiét | 0,2mM); RTHPVGIf Genotype 18
nguoi) (p(‘)ng do g{)c: 100uM, rPCR Mix,
néng dj cudi: 0,25uM); 02 hop
RTHPVG2f (nong do VAHPV
goc: 100uM, nodng do Genotype
cuoi: 0,25 HM); Other rPCR
RTHPVG3f (ndng do Mix,
goc: 100uM, nong do mdi hop
cudi: 0,25uM); 25 %€l
RTHPVGIr (nong do nghiém va
goc: 100pM, nong do 01 hop doi
cudi: 0,25pM); chung
RTHPVG2r (nong do
goc: 100uM, nong do
cuoi: 0,25pM);
RTHPVG3r (ndng do
goe: 100uM, ndng do
cudi: 0,25uM); -
Tagman HPVGI (nong
do goc: 100uM, nong do
cudi: 0,2uM); Tagman
HPVG2 (nbng d6 goc:
100puM, ndng do cudi:
0,2uM); Tagman HPVG3
(ndng do goc: 100uM,
nong d6 cudi: 0,2uM).
B0 kit
Dream Taq Hot Start 3m 03
i DNA Polymerase o
LightPower’VAMTB hop: 02
y 5U/ul (0,2ul); Set of 5
rPCR Kit hop
(pli hifdn dATP, dCTP, dGTP VAMTB
11| Mycobacterium va DTTP @mMmoi || Dung | 12 | 10og | per M, | SPED-TTE-
Y : | loai); SuM RTMTBf | dich | thang ivnraad MR 0 L
tuberculosis trong mau moi hop
g . X (0,25ul); SpuM .
dam hoac cac mau 25 xét
di RTMTBr (0,25ul); A
ich) nghiém va
2uM Tagman MTB % ik
0.5l 01 hop do1
( DU ) chl'rng

3. Cong ty diing ky: Cong ty C6 phan Y t§ AMVGroup (Dia chi: Liu 4, Toa nha AMV Group, s6 951A
Cach Mang Thang Tam, Phuong 7, Quan Téan Binh, Thanh phd HO Chi Minh)
Nha san xuat: CERTEST BIOTEC, S.L. (Dia chi: Calle J N° 1 Pol. IND. Rio Gallego II - 50840 San Mateo
de Géllego, Zaragoza (Tay Ban Nha))

Tén sinh pham chan F % i z
STT Ao l[:l R HoIz._llt‘chz;t chinh- I‘)ang‘ Tll:Ol ’ﬁle;l (guy cac'l.l s diing ky
Tée dung chinh am lugng bao che | tho chuan ong goi

VIASURE Zika Virus |  Hon hgp thudc thir - Hop 48 xét

Real Time PCR trong giéng: Hn hop Pong 24 nghiém gom| ¢, 0
12 | Detection Kit enzym: Kho thig TCCS 6.t,hanh 8 779-20

(phéat hién vi rat Zika Retrotranscriptase giéng voi

trong huyét thanh, mau, (<0,1%); Taq chiéu cao
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nudc bot, dich ndo tay
(CSF), nuéc 6i, nude
tidu, tinh dich, mb
nguoi

Polymerase (<0,1%);
Anti- Taq Polymerase
Mab (<0,1%); Cac
primer: Primer ZIK2-
Forward (<0,1%); Primen
ZIK2 - Reverse (<0,1%);
Primer ZIK3-Forward
(<0,1%); Primer ZIK3-
Reverse (<0,1%); Primer
IC-Forward (<0,1%);
Primer IC-Reverse
(<0,1%); Cac Probe:
Probe ZIK2-
FAM (<0,1%); Probe
ZIK3-FAM (<0,1%);
Probe IC-HEX (<0,1%) ;
dNTPs: dATP 100mM
(<1%); dCTP 100mM
(<1%); dGTP 100mM
(<1%); dTTP100 mM
(<1%) ; Chtmg ndi kiém:
nucleic acid khong
nhiém trung (<0,1%).
Chimg duong: cDNA
dong kho tong hop
khong nhiém trung (10*
ban sao/phan ng).
Chimg am: Chung khong]

khudn mu (100%).

cua giéng l1a
15.8 mm, 1
lo dung dich
dém, 1 lo
chung
duong, 1 lo
ching am, 1
lo nuée
khong chira
RNAse/
DNAse va 6
thanh 8 nép;
- Hop 48 xét
nghiém goém
6 thanh 8
giéng véi
chiéu cao
ctia giéng la
21.4 mm, 1
lo dung dich
dém, 1 lo
ching
duong, 1 lo
ching am, 1
lo nudc
khong chira
RNAse/
DNAse va 6
thanh 8 nip.

4. Cong ty ding ky: Cong ty TNHH Medicon (Dia chi: S 17,16 12A, Khu d6 thi Trung Yén, Phuong Yén
Hoa, Quan Cau Gidy, Thanh ph Ha Noi, Viét Nam)
Nha san xuit: Cong ty TNHH Medicon (Pia chi tru so: S6 17, 16 12A, Khu d6 thi Trung Yén, Phuong
Yén Hoa, Quan Cau Gidy, Thanh phd Ha Noi, Viét Nam. Dia chi san xuat: Cum Cong Nghiép Trudong An,
X4 An Khénh, Huyén Hoai Puc, Thanh phd Ha Noi, Viét Nam)

Tén sinh pham chin

A Hoat chat chinh- Dang Tudi | Tiéu | Quy cich £ 2% .
STT doan in vitro/ A g T x g .. | Sodang ky
Téc dung chinh Ham lwgng bao cheé | tho | chuan | dong goi
Hop 40 xét
Vung cong hop: Khang nghiém gérfl
thé chudt khang AFP 40 khay thur
AFP Rapid Test (0,79 ng); IgG chudt trong tdi
(Dinh tinh phat hién | (0,24 pg); Vach két riéng, 40 6ng SPCH-TTB-
13 | AFP trong mdu toan | qua:Khang thé chudt Eﬁgg thzéjl TCCS |nho gi(_)t,' 1lo 780-20
phan, huyét thanh hogc | khang AFP (0,79 pg); y £ dung dich
huy€t tvong cua nguoi) | Vach chimg: Khang dém 3 mL,
thé dé khang IgG 1 huéng
chuot (0,59 pg) dan st
dung
CEA Rapid Test Vung cong hop: Khang 24 Hop 40 xét SPCD-TTB-
14 | (Dinh tinh phat hién | thé chudt khang CEA Ilzﬁ:g flifng TCCS |nghiém gom 781-20
khang nguyén CEA (0,69 ng); IgG thd Y 40 khay thu
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trong mau toan phél}, (0,3 ug); Vach két qua: trong tai
huy€t thanh hodc huyét |  Khang thé chudt riéng, 40 dng
tuong cua nguoi) khang CEA (1 pg); nho giot, 1 lo
Vach chimg: Khéng dung dich
the dé khang IgG tho dém 3 mL,
(0,6 png) 1 huéng dan
sur dung
Vung cong hop: Hop 25 xét
Khang thé chudt khéng nghiém gom
hemoglobin (0,4 pg); 25 khay thtr
FOB Rapid Test IgG chuét (0,16 pg); trong tai
/s | (Pinh tinh phat hién sy | Vach két qua: Khang | Dang 24 | 1ccs Fiéng, 25 bngl SPCH-TTB-
cd mdt cua mau an trong thé chudt khang khay | thang dung dich 782-20
phan clia nguoi) hemoglobin (0,48 pg); chiét mau
Vach ching: Khang 2mL, 1
thé dé khang IgG huéng dan
chudt (0,4 ug) su dung
Vung cong hop: Hop 40 xét
H.pylori Ab Rapid Khang nguyén nghiém goém
Test H.Pylori (0,4 pg); IgG 40 khay thtr
(Pinh tinh phat hién su | chuot (0,16 pg); Vach trong tui
16 c6 mat cua khang thé | két qua: Khang thé Dang 24 TCCS riéng, 40 6ng SPCH-TTB-
khang H. pylori trong chudt khang IgG khay | thang nho giot, 1 783-20
méu toan phan, huyét | ngudi (0,4 pg); Vach lo dung dich
thanh hogc huyét tuong | ching: Khang thé dé dém 3mL, 1
clia ngudi) khéng IgG chuot (0,4 huéng dan
pe) sir dung
Vung cdng hop: Hop 25 xét
Khang thé chudt nghiém gdm
H.pylori Ag Rapid | khang H.Pylori (0,4 25 khay thtr
Test ng), IgG chudt (0,16 trong tai
|, | (Pinh tinh phat hién sy | pg); Vach két qua: Dang 24 | pccs Fiéng, 25 bng SPCH-TTB-
c6 madt cua Kkhéang Khéng thé chudt khay | thang dung dich 784-20
nguyén H. pylori trong | khang H. pylori (0,48 chiét mau
mAu phén ctia ngudi) ng); Vach chimg: ImL, 1
Khang thé dé khang huéng dan
IgG chudt (0.4 pg) sir dung

5. Cong ty ding ky: Cong ty TNHH Thiét bi khoa hgc ky thuat Dirc Minh (Pia chi: Phong 316, Toa nha
142 Lé Duéan, Phuong. Khdm Thién, Quan Dong Da, TP Ha No6i)
Nha san xuat: MetaSystems Probes GmbH (Dia chi: 1. Industriestrasse 7 68804 Altussheim, Germany)

Tén sinh pham chan £ as 2 - ;
STT doin in vitro/ H"Iﬁt‘ch?t chinh- P%'“ﬁ; Tl‘l“" ile;l %‘,‘y cich | g ding ky
TS50 dine elsfiili am lwgng bao ché | tho | chuan ong goi
XA AneuScore I - Hon hop dau do XA
(phat hién nhitng di tat | 13/21 phat hién céc B6:
2 . ) 3 . - X Ry w K ) (O 2 X
bam sinh ¢ tré so sinh: | bién theé s6 lugng ban 100 ul
18 hoi chung Klinefelter | sao cho nhiém sac thé | Dung 36 TCCS | (2x10 xét SPCDH-TTB-
(47, XXY); hoi chimg | 13 va2l. dich thang nighien) 785-20
Triple-X (47, XXX); | + Dau do cé nhdan mau i
hoi ching  Turner | xanh l4 cdy véi nhiém
(45,X); va hoi chung | séc thé sb 13 nhénh dai
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47,XYY; hoi chung
Down (trisomy 21) ; hdi
ching Patau (Trisomy
13)va  hdi  ching
Edward (trisomy 18))

vi tri 1 vung 4 chuta
gen RB1: 326 kb

+ Dau do ¢6 nhin mau
cam lai v6i nhiém sic
thé 21 vi tri 2 ving 2
choa gen DSCR4
(vung 4 quan trong cho
héi chimg Down): 401
kb

- Hon hop dau do XA
X/Y/18 phat hién céac
bién thé sé luong ban
sao cua nhidm sic thé
X, Y va 18. Hdn hop
dau do bao gdm céac
doan ldp lai dugc lai
véi vung tdm dong cua
nhiém sic thé X bing
mau xanh 14 cay,
nhiém sic thé Y bang
mau cam va nhiém sic
thé 18 bang mau xanh
nudce bién

XL ALK BA
(phat hién doan DNA
déc hiéu (gen ALK tai

- Pau do gin nhan mau
cam lai v6i ving gan
dau ALK, vi tri 2 ving
3 trén nhanh ngin cla

vi tri 2 ving 3 nhanh iy s e 2 Dung 36 T 100 L,ll SPCD-TTB-
19 N (2p23): 411kb . ] TCCS | (10 xét 786.20
nginala NST2(2p250) | man on e nien o | S0 | thaug i)
dé chan dodn khoi u| . i it oy i
ofing) gan nhan mau xanh 14
cay lai v&i vung ngoai
bién dén gen ALK:
662kb
- Lai dau do gin tin
hi€u mau cam t41 vung
dac hi€u tai vi tri 2
nhanh 1 trén nhanh dai
ady ,CDK.NZC/({‘KSIB ctia nhiém sic thé sb 1
{phat hl@p it doge bao gém gen CKS1B:
hodc khuéch dai trén 339kb ’
anh dai va ngan cu ‘ , Lo 100 pl
nhinh. i VA ngan o | bt s o fi hidy | Dung | 36 — 1% .| SPCD-TTB-
20 | nhiem sac theé s6 1 dé | o et Tt ot N ha ( R 787-20
hin dodn bénh da u ti mau xanh 14 cay lai dac | dich thang nghiém)
chan coan ber Ca WY | hieu t6i vi tri 3 ving 2 -
Xuong)

trén nhanh ngin cua
nhiém sic thé s6 1 va
bao gbm gen
CDKN2C (vi tri 1
vung 8 trén nhéanh
ngin): 214kb
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-Piu do XL
DLEU/LAMP/12cen
1a dau do tron 3 mau
duoc lai toi:

-Vi tri 1 vung 4 trén

XL nhénh dai cta nhiém
DLEU/LAMP/12cen | séc thé s6 13 cia (Bao
(phét hién cac DNA dic | gdm diém danh déu
hi€u (trén nhanh dai cua | D13S319) cua gen Lo 100 ul
. nhiém séc thé s6 13 va | DLEU dugc dan nhan | Dung 36 TCCS (1'0 <&t SPCDH-TTB-
tdm dong clia nhiém sac | mau cam: 310 kb dich | thang iphitéin) 788-20
thé s6 12) d€ chan doan | -Vi tri 3 vung 4 trén i
bénh bach cau lympho | nhanh dai ctia nhiém
bao man tinh) sic thé sb 13 (13q34)
cua gen LAMP duoc
dan nhd@n mau xanh
nude bién: 580 kb
-Tam dong cua nhiém
séc thé sb 12 duoc dan
nhdn mau xanh 14 cdy.
- Pau do gin nhan mau
cam phéat hién doan
XL DLEU/TPS3 dac hiéu tai vi tri 1
(phét hién mat doan vung 4 trén nhanh dai
trén nhanh dai ctia cia nhim sic thé sb
nhiém sac thé sb 13va |13 (13ql4) cia gen Lo 100 pl
9 nhanh ngén cua nhiem | DLEU bao goém vi tri | Dung 36 TCCS (1'0 <&t SPCDH-TTB-
sc the s6 17 nham phat | D13S319: 310 kb dich | thang nghigm) 789-20
hién c4c bénh da u tuy | -Pau do gan nhdn mau i
xuong va bénh bach xanh 14 cay lai dac hiéu
cdu tiy xuong man té1 vi tri 1 ving 3 trén
tinh) nhéanh ngén cta nhiém
sic thé s6 17 (17p13)
cua gen TP53: 167 kb
- Pau do gan nhan mau
cam dugc thiét ké dé
XL ERBB2 a1 Bl v L wing
trén nhanh dai cua
(HER2/NEU) amp nh.'z ‘ h; X 17 tai
(phat hién khuéch dai | DlSm sac the 5o 17 tal
" % .. .| ERBB2 (HER2/NEU): 36 Lo 100 ul SPCB-TTB-
23 tre.n: nhr.;mh 931 LA YRS Dl.mg ’ TCCS | (10 <dt
nhiém sic thé so 17 A 1s e 1A s dich thang . 790-20
3 2| - Pau do déc hiéu co nghiém)
nham phuc vu chan| . % . :
. 7 : gan nhdn mau xanh 14
doan khoi u dang cing) | =, € A i o
cdy lai lai tdi vung
17cen va c6 chuc ndng
nhu mot dau do tham
chiéu
XL ROS1-GOPC BA | - P4u do gin nhin mau :
(phat hién cac DNA dic | cam lai véi viing ngoai Lo 100 n ey
2 |hitu (gen ROSI) & |biéncuaROSI:167kb| oo thiflg Tees | (10 xét| SPSDT P
chén doan khéi u dang | - Pau do dic hiéu co : nghiém)

cuing; phan tich sy dung

gan nhian mau xanh la
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hop cua 2 gen ROSI-
GOPC (thuong goi la
FIG-ROS), gy ra mat
doan khe ho 240kb vé
kich thudc)

cay lai ving gin dau
cua gen ROSI1 tai vi tri
2 vung 2 nhanh dai cta
nhiém sic thé s6 6:
430kb

25

XL t(4;14)
FGFR3/IGH DF

(phat hién cac DNA
dac hiéu (cac suon cua
diém dit gay tai vi tri 1
ving 6 trén nhanh ngin
cia nhiém sic thé sb
4 cua gen FGFR3, céc
sudn cua diém dut gay
tai vi tri 3 cua vung 2
trén nhanh dai cua
nhiém sic thé s 14 tir
gin dn xa & khu vuc
gen IGH) dé chan doan
caic bénh da u tuy
xuong.

-Pau dod gin nhin mau
cam phat hién céac
sudn cta diém dut gy
tai vi tri 1 vung 6 trén
nhéanh ngén cta nhiém
sic thé sd 4 cua gen
FGFR3: 704 kb

-Pau do c6 gin nhin
mau xanh 14 cdy phat
hién céc sudn cua
diém dut gy tai vi tri
3 cua vung 2 trén
nhanh dai ctia nhiém
sic thé sb 14 tir gan
dén xa & khu vuc gen
IGH:551 kb, 593 kb

Dung
dich

36
thang

TCCS

Lo 100 pl
(10 xét
nghiém)

SPCD-TTB-
792-20

26

XL t(14;16)
IGH/MAF DF

(phét hién cac DNA déac
hiéu (cac sudn cua diém
dat gdy tai gen
MAF/WWOX tai vi tri
2 vung 3 trén nhanh dai
ctia nhiém séc thé sb 16
(16g23), cac sudn cua
diém dut gay tai vi tri 3
cta vung 2 trén nhanh
dai ciia nhiém sic thé sb
14 tir gan dén xa & khu
vuc gen IGH ) dé chin
doan cac bénh da u tuy
Xuong)

-Pau do gan nhin mau
cam phat hién céc
suon cua diém dut gay
tai gen MAF/WWOX
tai vi tri 2 vung 3 trén
nhanh dai ctia nhiém
sic thé s6 16 (16q23):
426kb ; 295kb

-Pau dod c6 gin nhan
mau xanh 14 cdy phat
hién cac sudn cua
diém dut giy tai vi tri
3 cua vung 2 trén
nhanh dai cta nhiém
sic thé sb 14 tir gan
dén xa & khu vuc gen
IGH: 551kb ; 593kb

Dung
dich

36
thang

TCCS

Lo 100 ul
(10 xét
nghiém)

SPCD-TTB-
793-20

27

XL 5¢31/5q33

(phét hién mat doan
trén nhanh dai caa
nhiém sic thé sb 5
nhiam phat hién hoi
ching rdi loan san tiy
va bénh bach ciu dong
tay cap tinh)

-Pau dod gan nhin mau
cam lai dic hiéu tai vi
tri 3 vung 1 trén nhanh
dai cia nhiém sic thé
s6 5 (5g31) bao gdm
gen EGRI1: 346 kb

-Pau do ddc hiéu c6
gin nhan mau xanh 14
cay lai dic hiéu téi vi
tri 3 vung 3 trén nhanh
dai cua nhidm sic thé
s 5 (5933) bao gdm
gen RPS14: 369 kb

Dung
dich

36
thang

TCCS

Lo 100 pl
(10 xét
nghiém)

SPCD-TTB-
794-20
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XL 7q22 /7936

(phét hién mat doan trén
nhénh dai ctia nhidm sic
thé s6 7 nham phuc vu

- P4u do gin nhin mau
cam phat hién doan
dac hiéu tai vi tri 2
vung 2 trén nhanh dai
ctia nhiém sic thé sé 7
(7922) bao gdém gen
MLLS5: 339 kb

-Pau do dic hidu co
gin nhan mau xanh l4

b 2 . A cay lai dac hi¢u téi vi Lo 100 pl j )
gy |ViSe chan dofn bénh | S o iennhdnh | DV | 38 |pecglao  wet| SESDOC
bach cau dong tay cap | ;,. . .x_ 2 2| dich | thang " 795-20
: s T .- | dai cta nhiem sac thé nghiém)
tinh va bénh da u tuy | : X
. so 7 (7q36) va bao
gom ca gen EZH2: 444
kb‘ .
-Déu go gan nhan mau
xanh nudc bien lai t6i
tdm dong cua nhicm
sac the s0 7 ¢ chue
nang nhu mot dau do
tham chiéu
XL 20q12/20qter plus ks d.o = n'}}an e
e e e ok ~_ | cam lai ddc hiéu tai vi
(phat hién mat doantrén | _, . | 2 3
" N7 .x - | tri 1 ving 2 trén nhanh
nhanh dai cia nhiém sac | ;.. X L oA
thé s6 20 nhim phuc vu d? L alg om0 R 100 ul
chan doan hoi chimg rbi 50 :20 (2‘0q1,2 ) 3.%3kb . | Dung 36 9 F'| SPCH-TTB-
29 .. D e -Pau do dac hiéu co : ’ TCCS | (10 xet
loan san tay va bénh | ; = . , | dich | thang - 796-20
gan nhdn mau xanh 14 nghiém)

bach cau dong tiy cip
tinh)

cay lai & ving can dau
tan cung trén nhanh dai
ctia nhiém sic thé sb
20: 294kb

6. Cong ty ding ky: Cong ty TNHH Thiét bi va Dich vu K§ thuat Phwong Pong (Dia chi: Sb 14, nghach
22 ngd 183 dudng Hoang Vian Thai, Phuong Khuong Trung, Quan Thanh Xuan, Ha Noi)
Nha san xuit: Reckon Diagnostics Pvt Ltd (Dia chi: 3/7, Industrial Estate, Gorwa, Vadodara — 390016,
Gujarat, India)

STT TendSJ;: il;hjil:lrcf/h | Hoatchitchinh- | Dang | Tudi :ié;“ Qd‘,’y cach | of qing ky
Tic dyng chinh Ham luwgng bao che | tho | chuan ong goi
Hop 25 xét
ASO Latex g . nghi¢m, Hop
4 | (@hdt hién khing thé Prowg_zﬁz?tﬁzsm Ol Dang | 24 Tocs | S0xét | SPCH-TTB-
khang  streptolysin Polys ren;: (2' 5%) long | thang nghiém, Hop|  797-20
trong mau huyét thanh) ysty s 100 xét
nghiém
Hop 50
CRP Latex Khéng thé khang xét
31 (phat hi¢n CRP (Protein | Protein phan img (3- | Dang 24 TCCS nghiém, | SPCD-TTB-
phan ung C) trong mau | 5%); Hat Polystyrene long thang Hop 100 798-20
huyét thanh) (2,5%) xét
nghiém

e




Khéang nguyén
g HCV- keo vang (1
HC,V Str,lp . , +0,2 pg); Khang
(phat hién dinh tinh gy en t41 66 hop
1 i{hzng th,e (Ig(}, IgMﬂva HCV (Khang nguyén Que 24 HQpIIOO SPCD-TTB-
gA) khang virus viém | .. \ . TCCS xét i
X 161, NS3, NS4, NS5) thur thang =5 799-20
gan C (HCV) trong mau (1.5560.% 5 nghiém
et than%l. Hage hmget Imml’mogl’ob}llllgir; dé
Wreng gl khang ngudi (2 £0,4
pg)
Khéng the IgG dé
Hepa HBsAg Strip khing Ct‘g il
. (phst  bign  kieng Kiving the ki Que 24 Hop 100 1 gpep.rB-
nguyén HBsAg trong HBisAy (44608 ik thir than. TCCS xét 800-20
mau huy€t thanh hodc Ch e"fke 50 HE); & nghiém
KISy Khing thé khéng
HBsAg (1 +£0,2 pg)
Hop 25 xét
RF Latex . o . |nghiém, Hop
. | (ohit hién Yéu 1§ RF zﬁ;’;?‘g;tggo?g;";e(s' Dang | 24 I::rf 50xét | SPCD-TTB-
(Rheumatoid ~ Factor) W (2 50/})’ yrene long | thang Ut nghiém, Hop|  801-20
trong mau huyét thanh) Sk 100 xét
nghiém

7. Cong ty ding ky: Céng ty TNHH Thuong mai Dich vu Thach Phat (Dia chi: S6 44 Nguyén Vin Giai,
Phuong Da kao, Quan 1, Thanh pho H6 Chi Minh, Vi¢t Nam) ;
Nha sin xuit: CE-Immundia

nostika GmbH (Dia chi: Am Seerain 13, D-74927 Eschelbronn, Duc)

Tén sinh pham chén £, 1 2. = .
STT doan in vitro/ Hoﬁt‘ ch:;t chinh- bpan;gl ) 'lt‘ll:m :le;l Qduy cac’l.l S& diing ky
Téc dung chinh am lugng ao che 0 | chuan ong goi
: T Hop 50 1o
balea® Déngitoban SEI0CDT. | - g0 | 94 x 10ml, | SPCD-TTB-
35 | (dinh tinh nhém mau (khang thé IgM don dich | i TCCS 160 10 lo x 802-20
hé ABO) dong tir chudt) 8,5 ml) | g 'pl ael
Anti-B Dong té bao 6F9 Hop 50 o
36 | (dinh tinh nh6m méu (hangthélgMdon | Dung | 24 | paog | x10ml | SPCD-TTB-
hé ABO) dong tir chudt) dich thang hop 10 1o x 803-20
TUQ. BQ TRUONG —
V1. TRUONG
VU TRAN I

11/11




		2020-02-12T17:23:39+0700
	Việt Nam
	Chứng thực văn bản lưu chuyển điện tử




