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CONG HoA xA HOI CHiT NGHiA VIET NAM. . .
DQc l~p - Tl,I'do - H~nh phuc

Ha N(ji, ngay A~thang 02 ndm 2020

QUYETDINH
V~ vi~c ban hanh danh muc 36 si~h phAm chAn doan invitro

dU'Q'cc~p sa dang ky l~u hanh t~i Vi~t Nam - Dgt 03

BO TRUONG BO Y TE. .
Can cir Nghi dinh 36/20161ND-CP ngay 15/5/2016 cua Chinh phu vS quan

ly trang thiSt bi y tS;

Can cir Nghi dinh s6 75/20171N£>-CP ngay 2016/2017 cua Chinh phu quy
dinh chirc nang, nhiem vu, quyen han va co c~u t6 clnrc cua BQY tS;

Can cir Nghi dinh 169/20181ND-CP ngay 31/12/2018 cua Chinh phu sua d6i,
b6 sung met s6 diSu cua Nghi dinh s6 36/20 16/N£)-CP ngay 15/5/2016 cua Chinh
phu vS quan ly trang thiSt bi y tS;

Can cir Thong tu s6 44/2014/TT-BYT ngay 2511112014 cua BQ Y tS quy
dinh viec dang ky thuoc;

Can cir y kien cua HQi d6ng tu v~n c~p s6 dang ky luu hanh sinh pharn chan
doan in vitro - BQY tS;

Xet dS nghj cua V\l truang V\l Trang thiSt bi va Cong trinh y tS;

QUYET DJNH:
Di~u 1.Ban hanh kem thea QuySt dinh nay danh m\lc 36 sinh ph~m ch~n

doan in vitro duQ'cc~p s6 dang ky luu hanh t~i Vi~t Nam - Dqt 03.
Di~u 2. Cac dan vi co sinh ph~m ch~n doan in vitro duQ'cphep lUllhanh t~i

Vi~t Nam qui dinh t~i DiSu 1phai in s6 dang kY duQ'cBQY tSVi~t Nam c~p len nhan
va phai ch~p hanh dung cac quy dinh cua phap lu~t Vi~t Nam vS san xu~t va kinh
doanh sinh ph~m ch~n doan in vitro. Cac s6 dang kY co kY hi~u SPCD-TTB- ...-20 co
gia tri 05 nam kS tu ngay c~p.

Di~u 3. QuySt dinh nay co hi~u h,rckS tu ngay ky ban hanh.
Di~u 4. Giam d6c SoY tS cac tinh, thanh ph6 trvc thuQc trung uang va Giam

d6c cac dan vi co sinh ph~m ch~n doan in vitro neu t~i DiSu 1 chiu trach nhi~m thi
hanh QuySt dinh nay.!. b--
No'inh~n:
- NhuDi@u4;
- D/c BT BCS Dimg BQY t~ (d~ b/c);
- Cac D/c Th(r tru6ng BQY t~ (d~ b/c);
- V\l Pbap ch~, C\lCQm'm ly dUQ'c,C\lC
Y tS dlJ phong, C\lCPhong ch6ng
HIV IAIDS, C\lCQuim ly kbam chua
b~nh, Thanh tra BQY tS;
- Vi~n V~ sinh Dich t~ Trung uang,
Vi~n Ki~m dinh Qu6c gia V~c xin va
Sinh ph&my tS;
- T6ng C\lCHai quan - BQTai chinh;
- Website eua B<)Y t~;
- Luu: VT, TB-CT (4 ban).
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BQYTE CQNG HoA XA HQI CHU NGHiA VI~T NAM
DQc l~p - Tl}'do - H~nh phuc

DANHMVC 36 SINH pHAM CHANDoAN IN VITRO
cAp so DANGKY LUU HANH T';'I VI~T NAMDOT 03

(Ban hanh kern thea Quyit dinh s6 J 30 IQD-BYT, ngay A02.,.-10212020)

1. Cong ty dang ky: Abbott Laboratories SA (Via chi: Neuhofstrasse 23, CH-6341 Baar, Switzerland)
Lf .Nha san xu§t: Abbott GmbH & Co.KG (Dia chi: Max - Planck - Ring 2, 65205 Wiesbaden, Germany)

Ten sinh ph~m ch~n
Hoat ch~t chinh- Dang Tu6i Tieu Quy cach s6 dang kySTT doan in vitro/

Ham iU'Q'ng bao ch~ tho chu~n dong goiTac dung chinh

ARCHITECT Anti-
Huyet thanh deHBc IgM Reagent Kit HQP 100

(dinh tinh khang thS (0,0861%), Khang the
xetkhang IgM ngiroi tinhIgM khang khang

khiet (0,0090%), Dang 14 Tees nghiem, SPCD-TTB-1
nguyen l5i virus viem long thang hop 400 768-20
gan B (anti-HBc IgM) HBcAgpHBc xet
trong huyet thanh hoac 101lHS36 (0,4f.tg nghiern
huyet tuong ngiroi) /mL)

ARCHITECT Khang th~ IgG don

HAVAb IgM Reagent dong til chuot khang
virus viern gan A HQP 100Kit
(Xftp xi 0,0003%), xet(dinh tinh khang th~
Khang nguyen yirus Dang 11 nghiern, SPCD-TTB-

2 IgM khang virus viem
viem gan A (Xap ~i long thang TCCS hop 400 769-20

gan A (IgM anti-HAY) 0,13%), Khang the xettrong huyet thanh hoac khang IgM nguoi tinh nghiemhuyet nrong ngiroi)
khiet (N6ng dQt6i
thieu: 0,05 ug/ml.)

ARCHITECT HBeAg
Quantitative
Calibrators
(hieu chu~n h~ thong N6ng dQkhang
ARCHITECT i va su nguyen vo virus viem
d\lng v6i BQ thu6e thu gan B (HBeAg): 0,00
ARCHITECT HBeAg IU/mL; 0,70 IU/mL; D~ng 10 TCCS 6 chai x 4 SPCD-TTB-

3 d~ dinh lm;mg khang 1,50 IU/mL; 10,00 long thang mL 770-20
nguyen e (khang IU/mL; 150,00
nguyen vo) eua virus IU/mL; 700,00
viem gan B (HBeAg) IU/mL.
trong huySt thanh va
huy~t tuong nguai)

1/11



M&uchirng nong dQ
thap (control L): Nong
dQkhang nguyen vo

ARCHITECT HBeAg virus viem gan B
Quantitative Controls (HBeAg): 1,3 IU/mL
(uoc tinh dQ chinh xac (khoang dao dong nong
cua xet nghiern va phat dQ:0,78 - 1,82
hien dQ lech phan tich IU/mL). M&uchung
h~ thong cua h~ thong nong dQtrung binh

Dang 10 3 chai x 8 SPCD-TTB-4 ARCHITECT i khi thirc (control M): Nong dQ TCCS
hien xet nghiem dinh HBeAg: 100,00 IU/mL long thang mL 771-20

luqng khang nguyen e (khoang dao dQngnong
cua virus viem gan B dQ:60,00 - 140,00
(HBeAg) trong huyet IU/mL). M&uchimg
thanh va huyet tuong nong dQcao (control
nguoi) H): HBeAg: 480,00

IU/mL (khoang dao
dong nong dQ:288,00
- 672,00 IU/mL).

I
I

1.2 Nha san xuit: Abbott Ireland Diagnostics Division (Dia chi: Finisklin Business Park, Sligo, Ireland)
Ten sinh ph§m chAn

doan in vitro/
Tac dung chinh

STT

Khang th~ H 166 (240
mg/L), Khang th~ H53
(240 mg/L), Khang
khang nguyen b~ mat
virus viern gan Btu de
g~n acridinium (0,25
mg/L), H35 F(ab')2
khang khang nguyen
bS m~t virus viem gan

B g~n acridinium
(0,1 mg/L)

11
thang TCCS

HQP 100
xet

nghiem,
hQP 500

xet
nghi~m,
hQp4 x
500 xet
nghi~m

SPCD-TTB-
772-205

ARCHITECT HBsAg
Qualitative IIReagent
Kit
(dinh tinh khang
nguyen bS mat VIruS
viem gan B (HBsAg)
trong mfiu huy~t thanh
va huy~t tuong nguai,
g6m ca mfiu tu thi
(khong con nhip tim).

Ho~t chAt chinh­
Ham luong

Dang
bao ch~

Tieu Quy cach
dong goi SBdang ky

D<;lng
long

Tuc3i
tho

1.3 Nha san xu~t: Abbott Ireland Diagnostics Division (Dia chi: Lisnamuck, Longford Co. Longford, Ireland)
Ten sinh ph§m chan

Ho~t chAt chinh- D~ng Tuc3i Tieu Quycach SBdang kySTT doan in vitro/ Ham IlfQ'ng bao ch~ thQ chu§n dong goiTac dung chinh
ARCHITECT 2S-0H HQP 100
Vitamin D Reagent Khang thS vitamin D xet
Kit don dong tu tho nghi~m,
(dinh luqng 25- (N6ng dQt6i thiSu: D<;lng 15 hQP 500 SPCD-TTB-

6 hydroxyvitamin D (25- 0,04 % r~n), Vitamin long thang TCCS xet 773-20
OH vitamin D) trong D cQng hgp g~n nghi~m,
huy~t thanh va huy~t acridinium (N6ng dQ hQP4 x
tuong nguai) t6i thiSu: 12 ng/mL) 500 xet

nghi~m
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ARCHITECT Phirc h9'P khang th~
Progesterone Reagent fluorescein tir chuot, HQP 100
Kit khang thS don dong xet

7 (dinh hrong (85.0 ~g/L), Khang Dang 9 TCCS nghiern, SPCD-TTB-

progesterone trong the khang long thang hQP 500 774-20 .

huyet thanh va huyet progesterone (1.3 xet
tuong nguoi) mg/mg) nghiem

1.4 Nha san xufit: DENKA SEIKEN CO.,LTD (Dia chi: Kagamida Factory, 1359-1 Kagamida, Kigoshi,
Gosen-shi, Niigata, 959-1695 Japan) cho Cdng ty Abbott GmbH & Co., KG (Dia chi: Max-Planck-Ring 2, 65205
Wiesbaden, Germany)

8

ARCHITECT HCV
Ag Controls
(kiem tra dQxac thuc va
dQ chinh xac cua h~
thong ARCHITECT 1

khi thirc hien xet
nghiem dinh lm;mg
khang nguyen l5i virus
viem gan C trong huySt
thanh va huySt tuong
nguai)

Hoat ch~t chinh­
Ham hrcng

HCV Ag tai t6 h9'P:
0.00 fmol/L; 10,00

fmollL; 80,00 fmollL;
600,00 fmollL;
4.500,00 fmol/L;
20.000,00 fmollL)

M~u clnrng fun: HCV
Ag tai t6 hQP(0,00

fmollL) - khoang dao
dong n6ng dQ(0,00 -
2,99 fmollL). M~u

clnrng dirong 1:HCV
Ag tai t6 hQP(50,00
fmollL) - khoang dao
dong nong dQ(35,00 -
65,00 fmollL). M~u
chUng duong 2: HCV
Ag tai t6 hQP(300,00
fmollL) - khoang dao
dQngn6ng dQ(210,00-

390,00 fmollL).

S6 dang kyTu6i
tho

Dang
bao ch~

Tieu
chuan

Quy cach
dong goi

Dang
long

11
thang

6 chai x 4
mL

SPCD-TTB-
775-20

Ten sinh pham chAn
STT doan in vitro/

Tac dung chinh
ARCHITECT HCV
Ag Calibrators
(hieu chuan cho M thong
ARCHITECT i khi thirc
hien xet nghiem dinh
hrong khang nguyen l5i
virus viem gan C trong
huyet thanh va huyet
tuong nguoi)

9

TCCS

3 chai x 8
mL

11
thang

Dang
long

SPCD-TTB-
776-20TCCS

2. Cong ty dang ky: Cong ty cA ph~n Cong ngh~ Vi~t A (Dia chi: 372A/8 H6 Van Hue, Phuang 09, Qu~n
Phu Nhu~n, Thanh ph6 H6 Chi Minh)
Nha san xufit: Chi nhanh Cong ty cA ph~n Cong ngh~ Vi~t A t~i Binh DU'ong (Dia chi: 1I9A Qu6c 1Q
lA, Khu ph6 Binh Duang 2, Phuang An Binh, Thanh ph6 Dr An, Tinh Binh Duong, Vi~t Nam)

Ten sinh pham chAn Ho~t ch~t chinh- D~ng Tu6i Tieu Quyeach S6 dang kySTT doan in vitro/ Ham lU'Q'ng bao ch~ thQ chuAn dong goiTac dung chinh
LightPowerivAHPV Dream Taq Hot Start BQkit g6m
Genotype rPCR Kit DNA Polymerase (n6ng Dung 12 07 hQp: 02 SPCD-TTB-

10 (xac dinh kiSu gene: dQg6c: SU/lll, n6ng dQ dich thang TCCS hQp iVAHPV
777-20 .

type 16, type 18 va cac cu6i: 1,2SU/lll); Set of Genotype 16
type khac cua Human dATP, dCTP, dGTP va rPCRMix,
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Papilloma virus (HPV)
trong mftu dich phet
hoac mftu sinh thiet
ngiroi)

dTTP (nong di) g6c:
2mM, nong di) cu6i:
0,2mM); RTHPVGlf
(nong di) g6c: IOOIlM,
nong di) cuci: 0,251lM);
RTHPVG2f (n6ng di)
goc: 1001lM,nong di)

cuoi: 0,251lM);
RTHPVG3f(n6ng di)
g6c: IOOIlM,nong di)

cu6i: 0,251lM);
RTHPVG lr (nong di)
g6c: IOOIlM,n6ng di)

cuoi: 0,251lM);
RTHPVG2r (nong di)
g6c: IOOIlM,nong di)

cuoi: 0,251lM);
RTHPVG3r (nong di)
g6c: IOOIlM,nong di)

cuoi: 0,251lM);
Taqman HPVG 1 (nong
di) g6c: IOOIlM,nong di)
cuoi: 0,2IlM); Taqman
HPVG2 (nong di) g6c:
IOOIlM,nong d(>cuoi:

O,2IlM);Taqman HPVG3
(nong d(>g6c: IOOIlM,
n6ng d(>cuoi: 0,2IlM).

02 hop
iVAHPV

Genotype 18
rPCRMix,
02 hop
iVAHPV
Genotype

Other rPCR
Mix,

m6i hop
25 xet

nghiem va
01 h(>pd6i
chUng

Dream Taq Hot Start
DNA Polymerase

5U/lll (0,21l1); Set of
dATP, dCTP, dGTP
va DTTP (2mM m6i
loai); 51lM RTMTBf

(0,251l1); 51lM
RTMTBr (0,251l1);
21lM Taqman MTB

(0,5Ill).

Lightl'ower'Ye MTB
rPCRKit
(phat hien
Mycobacterium
tuberculosis trong mftu
dam hoac cac mftu
dich)

Dung
dich

B(>kit
g6m03
h(>p:02
h(>p

iVAMTB
TCCS rPCR Mix,

m6i hop
25 xet

nghiern va
01 hop d6i
chUng

12
thang

SPCD-TTB-
778-2011

3. Cfmg ty dang ky: Cong ty ca ph§n Y t~ AMVGroup (Dia chi: L~u 4, Toa nha AMV Group, s6 951A
Cach M<;lngThang Tam, Phuang 7, Qu~n Tan Binh, Thanh ph6 H6 Chi Minh)
Nhil san xu§t: CERTEST BIOTEC, S.L. (Dia chi: Calle J N° 1 Pol. IND. Rio Gallego II - 50840 San Mateo
de Gallego, Zaragoza (Tay Ban Nha))

Ten sinh phim chin Ho~t ch~t chinh- D~ng TuBi Tieu Quy cachSTT doan in vitro/ Ham hrQ'ng bao ch~ thQ chuin dong goi s6 dang ky
Tac dung chinh

VIASURE Zika Virus H6n hqp thu6c thu - H(>p48 xet
Real Time PCR trong gi€ng: H6n hqp Dong 24 nghi~m g6m SPCD-TTB-

12 Detection Kit enzym: kho thang TCCS 6 thanh 8 779-20
(phat hi~n vi rut Zika Retrotranscriptase gi~ng v6i
trong huy€t thanh, mau, «0,1%); Taq chiSu cao
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mroc bot, dich nao tuy
-

cua gieng laPolymerase «0,1 ~/O);
(C;SF), mroc 6i, mroc Anti- Taq Polymerase 15.8 rnrn, 1
tieu, tinh dich, mo Mab «0,1%); Cac IQdung dich
nguoi primer: Primer ZIK2- dem, 1 IQ

lForward «0,1 %); Primei clnrng
ZIK2 - Reverse «0,1 %); dirong. Llo
Primer ZIK3-Forward chimg am, 1

«0,1%); Primer ZIK3- IQmroc
Reverse «0,1 %); Primer khong chua
IC-Forward «0,1 %); RNAse/
Primer IC-Reverse DNAse va ri
«0,1%); Cac Probe: thanh 8 nip;

Probe ZIK2- - H9P 48 xet
FAM «0,1%); Probe nghiem g6m
ZIK3-FAM «0,1%); 6 thanh 8

Probe IC-HEX «0,1%); gieng voi
dNTPs: dATP 100mM chieu cao
«1 %); dCTP 100mM cua gieng la
«1 %); dGTP 100mM 21.4 mm, 1
«1 %); dTTPI00 mM 19 dung dich

«1 %) ; Chung noi kiem: dern, 119
nucleic acid khong chimg

nhiem trung «0,1 %). ducmg,l 19
Chung dirong: cDNA chtrng am, 1
dong kho tong hop 19 niroc

khong nhi€m trung (104 khong chua

ban sao/phan irng), RNAse/
DNAse va 6Chung am: Chirng khong thanh 8 n~p.khuon m~u (100%).

4. Cong ty dang ky: Cong ty TNHH Medicon (uta chi: S6 17,10 12A, Khu do thi Trung Yen, Phuong Yen
Hoa, Quan C~u Giay, Thanh ph6 Ha N9i, Viet Nam)
Nha san xudt: Cong ty TNHH Medicon (uta chi tru sa: S6 17,10 12A, Khu do thi Trung Yen, Phuong
Yen Hoa, Quan C~u Giay, Thanh ph6 Ha Noi, Viet Nam. uta chi san xuat: Cum Cong Nghiep Truong An,
xs An Khanh, Huyen Hoai Uuc, Thanh pho Ha N9i, Vi~t Nam)

Ten sinh phAmchAn Ho~t chAt chinh- D~ng TuBi Tieu Quyeach
STT dmin in vitro/ Ham hrQ'ng bao ch~ thQ chuAn dong goi SBdang ky

Tac dung chinh
H9P 40 xet

Vling c9ng hQP:Khang nghi~m g6m
th~ chu9t khang AFP 40 khay thir

AFP Rapid Test (0,79 Jlg); IgG chu9t trong rui
(Dtnh tinh phat hi~n (0,24 Jlg); V~ch k~t D~ng 24

rieng, 40 6ng SPCD-TTB-
13 AFP trong mau to<'m qua: Khang th~ chu9t khay thang TCCS nho giQt, 1 19 780-20

ph~n, huy~t thanh ho~c khang AFP (0,79 Jlg); dung dich
huy~t tuang cua nguoi) V~ch chUng:Khang d~m 3 mL,

th~ de khang IgG 1huang
chu9t (0,59 Jlg) d~sir

d\lllg
CEA Rapid Test Vling c9ng hQP:Khang D~ng 24 H9P 40 xet SPCD-TTB-

14 (Dinh tinh phat hi~n th~ chu9t khang CEA khay thang TCCS nghi~m g6m 781-20
khang nguyen CEA (0,69 J.!g);IgG tho 40 khay thir
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trong mau toan phan, (0,3 ug); V<;lchk~t qua: trong tui
huyet thanh hoac huyet Khang the chuot rieng, 40 6ng
tuong cua nguoi) khang CEA (1 ug); nho giot, 1 1<;>

V,ach clnrng: Khang dung dich
the de khang IgG tho dem Lml.,

(0,6 ug) 1 hu6ng dilil
str dung

Vung cong hQP: HQP25 xet
KhangthechuQtkhang nghiem g6m
hemoglobin (0,4 ug); 25 khay thir

FOB Rapid Test IgG chuot (0, 16 ug); trong tui

15
(Dinh tinh phat hien sir Vach k~t qua: Khang Dang 24 TCCS ieng, 25 6ng SPCD-TTB-
co mat cua mau ~n trong the chuot khang khay thang dung dich 782-20
phan cua nguoi) hemoglobin (0,48 ug); chiet m~u

Vach chirng: Khang 2mL,1
the de khang IgG huong d~n
chuot (0,4 Jlg) sir dung

Vung cong hQP: HQP40 xet
H.pylori Ab Rapid Khang nguyen nghiem gorn
Test H.Pylori (0,4 ug); IgG 40 khay thir
(Dinh tinh phat hien su chuot (0, 16 ug); Vach trong tui

16
co mat cua khang the k~t qua: Khang the Dang 24 TCCS ieng, 40 6ng SPCD-TTB-
khang H. pylori trong chuQt khang IgG khay thang nho gi<;>t,1 783-20
mau toan ph~n, huy~t nguai (0,4 ~g); V<;lch 1<;>dung dich
thanh ho~c huy~t tucmg chUng: Khang the de d~m 3mL, 1
cua nguai) khang IgG chuQt (0,4 hu6ng d~n

Jlg) su d\lng
Vung cQng hQP: HQP25 xet
Khang the chUQt nghi~m g6m

H.pylori Ag Rapid khang H.Pylori (0,4 25 khay thu
Test ~g), IgG chuQt (0,16 trong tlii

17
(Dinh tinh phat hi~n S\f ~g); V<;lchk~t qua: D<;lng 24 TCCS ieng, 25 6ng SPCD-TTB-
co m~t cua khang Khang the chUQt khay thang dung dich 784-20
nguyen H. pylori trong khang H. pylori (0,48 chi~t m~u
m~u phan cua nguai) ~g); V<;lchchUng: 1mL,1

Khang the de khang hu6ng d~n
IgG chUQt(0,4 Jlg) su d\mg

5. Cong ty dang ky: Cong ty TNHH Thi~t bi khoa hQc ky thu~t Duc Minh (Dia chi: Phong 316, Toa nha
142 Le Du~~, PhuCrng. Kham Thien, Qu~n D6ng Da, TP Hi NQi)
Nha san xuat: MetaSystems Probes GmbH (Dia chi: 1. Industriestrasse 7 68804 Altussheim, Germany)

Ten sinh pham chAn Ho~t ch§t chinh- D~ng Tu6i Tieu Quyeach S6 dang kySTT dmin in vitro/ Ham iU'C}'ng bao ch~ thQ chuAn dong goi
Tic dune chinh

XA AneuScore I - H6n hQP d~u do XA
(phat hi~n nhiing di t~t 13/21 phat hi~n cac BQ: 2
b~m sinh (y tre sO'sinh: bi~n the s6 lUQ11gban

x

hQi chung Klinefelter sao cho nhiSm s~c the Dung 36 100 ~l SPCD-TTB-
18 (47, XXY); hQi chung 13 va 21. dich thang TCCS (2xlO xet 785-20

Triple-X (47, XXX); + D~u do co nhan mau
nghi~m)

hQi chUng Turner xanh la cay v6i nhiSm
(45,X); va hQi chUng s~c the s6 13 nhanh dai
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19

20

47,XYY; hoi chirng
Down (trisomy 21) ; h(>i
clnrng Patau (Trisomy
13) va h(>i chirng
Edward (trisomy 18))

vi tri 1 vung 4 chua
gen RBI: 326 kb
+ f)~u do co nhan mau
cam lai voi nhiem site
thS 21 vi tri 2 vung 2
chua gen DSCR4
(vung 4 quan trong eho
h(>iclnrng Down): 401
kb
- H6n hQ1Jd~u do XA
XlY 118 phat hien cac
bien the s6 hrong ban
sao cua nhiem site thS
X, Y va 18. H6n hQ1J
d~u do bao gom cac
dean lap lai diroc lai
voi vung tam d(>ngcua
nhiem site thS X bang
mau xanh la cay,
nhi~m site thS Y bing
mau cam va nhiem site
thS 18 bing mau xanh
mroc bien

Dung
dich

Dung
dieh

36
thang

36
thang

SPCD-TTB-
787-20

XLALKBA
(phat hien doan DNA
d~e hieu (gen ALK tai
vi tri 2 vung 3 nhanh
ngan ella NST 2 (2p23))
dS eh~n doan kh6i u
cirng)

- f)~u do gitn nhan rnau
cam lai voi vung g~n
d~u ALK, vi tri 2 vung
3 tren nhanh ngan ella
nhiem site thS 2
(2p23): 411kb
- f)~u do d~e hieu co
gitn nhan mau xanh la
cay lai v6i vung ngo~i
bien d~n .gen ALK:
662kb

LQ 100 ul
TCCS (10 xet

nghiem)

SPCD-TTB-
786-20

- Lai d~u do gitn tin
hi~u mau cam t6i vung
d~e hi~u t~i vi tri 2
nhanh 1 tren nhanh dai

XL CDKN2C/CKSIB ella nhi~m site thS s6 1
(phat hi~n mat do~n bao g6m gen CKS 1B:
ho~e khu~eh d~i tren 339kb
nhinh dai va ngitn eua
nhi~m site thS s6 1 dS
eh~ doan b~nh da u tuy
xuang)

-f)~u do gitn tin hi~u
mau xanh la cay lai d~e
hi~u t6i vi tri 3 vung 2
tren nhanh ngitn eua
nhi~m site thS s6 1 va
bao gam gen
CDKN2C (vi tri 1
vung 8 tren nhanh
nKitn): 214kb

LQ 100 JlI
TCCS (10 xet

nghi~m)
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21

22

23

24

XL ERBB2 lai t6i vi tr1 1 vung 2
tren nhanh dai eua

(HER2INEU) amp nhiSm site th~ s6 17 t;;ti
(phat hi~n khu~eh d;;ti ERBB2 (HER2INEU):
tren nhanh dai eua
nhiSm sae th~ so 17 494 kb

- D~u do d~e hi~u eonh~m ph\le V\l eh~n
do{mkh6i u d;;tngeUng)

XL
DLEUILAMP/12cen
(phat hien cac DNA dac
hieu (tren nhanh dai cua
nhiern site th~ s6 13 va
tam dong cua nhiem site
th~ s6 12) d~ chan doan
benh bach du lympho
bao man tinh)

XL DLEU/TP53
(phat hien m~t dean
tren nhanh dai eua
nhiSm site th~ s6 13 va
nhanh ngitn eua nhiSm
site th~ s6 17 nh~m phat
hi~n eae b~nh da u tuy
xuong va b~nh b;;teh
du tuy xuong man
tinh)

-D~u do XL
DLEU/LAMP/12een
la d~u do trcn 3 mau
duoc lai toi:
-Vi tri 1 vung 4 tren
nhanh dai cua nhiem
site th~ s6 13 cua (Bao
gorn diem danh d~u
D13S319) cua gen
DLEU diroc dan nhan
mau earn: 310 kb
-Vi tri 3 vung 4 tren
nhanh dai cua nhiem
site th~ s6 13 (13q34)
cua gen LAMP duoc
dan nhan mau xanh
mroc bi~n: 580 kb
-Tam d(>ng cua nhicm
site th~ s6 12 diroc dan
nhan mau xanh la cay.
- D~u do gitn nhan mau
earn phat hien dean
dac hieu tai vi tri 1
vung 4 tren nhanh dai
eua nhiSm site th~ s6
13 (13qI4) eua gen
DLEU bao g6m vi tri
D13S319: 310 kb
-D~u do gitn nhan mau
xanh hi cay lai d~e hi~u
t6i vi tri 1 vung 3 tren
nhanh ngitn eua nhiSm
site th~ s6 17 (17pI3)
eua gen TP53: 167 kb
- D~u do gitn nhan mau
earn dU9'e thi~t k~ d~

XL ROSI-GOPC BA - D~u do gitn nhan mau
(phat hi~n eae DNA d~e earn lai v6i vung ngo;;ti
hi~u (gen ROS 1) d~ bien eua ROS 1: 167 kb
eh~n dmin kh6i u d;;tng - D~u do d~e hi~u eo
eUng; phan tieh S\I dung gitn nhan mau xanh la

Dung
dich

Dung
dieh

Dung
dieh

Dung
dieh

36
thang

36
thang

36
thang

36
thang

LQ 100 III
rccs (10 xet

nghiem)

LQ 100 III
Tees (10 xet

nghi~m)

LQ 100 III
Tees (10 xet

nghi~m)

LQ 100 III
Tees (10 xet

nghi~m)

gitn nhan mau xanh la
eay lai lai t6i vung
17een va eo ehue nang
nhu m(>t d~u do tham
ehi~u

SPCD-TTB-
788-20

SPCD-TTB-
789-20

SPCD-TTB-
790-20

SPCD-TTB-
791-20
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25

26

27

hop cua 2 gen ROS 1-
Gope (thuong goi la
FIG-ROS), gay ra m~t
do~n khe h& 240kb vS
kieh tlnroc)
XL t(4;14)
FGFR3IIGH DF
(phat hien cac DNA
dac hieu (cac siren cua
diSm dirt gay tai vi tri 1
vung 6 tren nhanh ngan
cua nhi€m s~e thS s6
4 cua gen FGFR3, cac
suon cua diSm dut gay
tai vi tri 3 cua vung 2
tren nhanh dai cua
nhiem s~e thS s6 14 til
gfin dSn xa & khu vve
gen IGH) dS eh~n doan
eae b~nh da u tuy
xuong.

XL t(14;16)
IGHIMAFDF
(phat hi~n eae DNA d~e
hi~u (eae suOn eua diSm
dUt gay t~i gen
MAF /WWOX t~i vi tri
2 vung 3 tren nhanh dai
eua nhi€m s~e thS s6 16
(16q23), eae suOn eua
diSm dUt gay t~i vi tri 3
eua vung 2 tren nhanh
dai eua nhi€m s~e thS s6
14 til gfin dSn xa &khu
vve gen IGH) dS eh~n
doan eae b~nh da u tuy
xuong)

XL Sq31 ISq33
(phat hi~n m~t do~n
tren nhanh dai eua
nhi€m s~e thS s6 5
nhftm phat hi~n hQi
ehUng r6i lo~n sim tuy
va b~nh b~eh d.u dong
tuy e~p tinh)

cay lai vung gfin dfiu
cua gen ROS 1 tai vi tri
2 vung 2 nhanh dai cua
nhiem s~e thS s6 6:
430kb
-Dfiu do g~n nhan mau
earn phat hien cac
suon cua diSm dirt gay
tai vi tri 1 vung 6 tren
nhanh ngan cua nhiem
s~e thS s6 4 cua gen
FGFR3: 704 kb
-Dfiu do eo g~n nhan
mau xanh Ia cay phat
hien cac suon cua
diSm dirt gay tai vi tri
3 cua vung 2 tren
nhanh dai eua nhi€m
s~e thS s6 14 til gfin
dSn xa & khu vve gen
IGH:551 kb, 593 kb
-Dfiu do g~n nhan mau
earn phat hi~n eae
suOn eua diSm dUt gay
t~i gen MAF/WWOX
t~i vi tri 2 vung 3 tren
nhanh dai eua nhi€m
s~e thS s6 16 (16q23):
426kb; 295kb
-Dfiu do eo g~n nhan
mau xanh la eay phat
hi~n eae suOn eua
diSm dUt gay t~i vi tri
3 eua vung 2 tren
nhanh dai eua nhi€m
s~e thS s6 14 til gfin
dSn xa & khu vve gen
IGH: 551kb ; 593kb
-Dfiu do g~n nhan mau
earn lai d~e hi~u t~i vi
tri 3 vung 1 tren nhanh
dai eua nhi€m s~e thS
s6 5 (5q31) bao g6m
gen EGR1: 346 kb
-DAu do d~e hi~u eo
g~n nhan mim xanh la
eay lai d~e hi~u t6i vi
tri 3 vung 3 tren nhanh
dai eua nhi€m s~e thS
s6 5 (5q33) bao g6m
gen RPS14: 369 kb
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Dung
dich

Dung
dieh

Dung
dieh

36
thang

36
thang

36
thang

LQ 100 III
rccs (10 xet

nghiem)

LQ 100 III
Tees (10 xet

nghi~m)

LQ 100 III
Tees (10 xet

nghi~m)

SPCD-TTB-
792-20

SPCD-TTB-
793-20

SPCD-TTB-
794-20



28

XL 7q22 17q36
(phat hien meltdoan tren
nhanh dai cua nhiem s~c
th€ s6 7 nh[m phuc vu
viec chan dean benh
bach du dong tuy ccip
tinh va benh da u tuy
xuong)

- D~u do g~n nhan mau
cam phat hien dean
di;ic hieu tai vi tri 2
vung 2 tren nhanh dai
cua nhi~m s~c th€ s6 7
(7q22) bao gom gen
MLL5: 339 kb
-D~u do di;ic hieu co
g~n nhan mau xanh la
cay lai di;ichieu toi vi
tri 3 vung 6 tren nhanh
dai cua nhiem s~c th€
so 7 (7q36) va bao
g6m ca gen EZH2: 444
kb
-D~u go g~n nhan mau
xanh mroc bien lai toi
tam dong cua nhiem
s~c thS s6 7 co clnrc
nang nhir mot d~u do
tham chi~u

Dung
dich

36
thang

36
thang

-D~u do g~n nhan mau
cam lai dac hieu tai vi
tri 1 vung 2 tren nhanh
dai cua nhi~m s~c thS
s6 20 (20qI2): 323kb
-D~u do di;ic hi~u co
g~n nhan mau xanh la
cay lai (y vung c~n d~u
t~ cung tren nhanh dai
cua nhi~m s~c thS s6
20: 294kb

Dung
dich

LQ 100 ul
TCCS (10 xet

nghiem)

SPCD-TTB-
795-20

XL 20q12/20qter plus
(phat hi~n meltdo~n tren
nhanh dai cua nhi~m s~c
th€ s6 20 nh[m ph\lc V\l
ch~n doan hQi cht'rng r6i
lo~n san tuy va b~nh
b~ch du dong tuy ccip
tinh)

LQ 100 Jll
TCCS (10 xet

nghi~m)

SPCD-TTB-
796-2029

6. Cong ty dang ky: Cong ty TNHH Thi~t bi va Dich Vl}. Ky thu~t Phuong Dong (Dia chi: S6 14, nghach
22 ngo 183 ducmg Hoang Van Thai, Phuemg Khuang Trung, Qu~n Thanh Xuan, Hft NQi)
Nha san xu~t: Reckon Diagnostics Pvt Ltd (Dia chi: 317, Industrial Estate, Gorwa, Vadodara - 390016,
Gui arat, India)

Ten sinh ph§m ch§n Ho~t chAt chinh- D~ng TuBi Tieu Quyeach
STT dmin in vitro/ Ham 1U'Q'ng bao ch~ thQ chu§n dong goi

s6 dang ky
Tac dune: chinh

HQP25 xet
ASO Latex Protein Streptolysin 0

nghi~m, HQP
(phat hi~n khang th€ D~ng 24 50 xet SPCD-TTB-

30 khang streptolysin (3-6%); H~t long thang TCCS nghi~m, HQP 797-20

trong m~u huy~t thanh)
Polystyrene (2,5%) 100 xet

nghi~m
HQP 50

CRP Latex Khang thS khang xet
(phat hi~n CRP (Protein Protein phan t'rng (3- D~ng 24 TCCS nghi~m, SPCD-TTB-

31 phan t'rng C) trong m~u 5%); H~t Polystyrene long thang HQP 100 798-20

huy~t thanh) (2,5%) xet
nghi~m
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Khtmg nguyen

HCV Strip HCV- keo vang (1

(phat hien dinh tinh ±0,2 ug); Khang

khang th~ (IgG, IgM va nguyen tai t6 hQ'P H9P 100
32 IgA) khang virus viern HCV (Khang nguyen Que 24 TCCS xet SPCD-TTB-

gan C (HCV) trong m~u lei, NS3, NS4, NS5) thir thang nghiem
799-20

huyet thanh hoac huyet (1,5 ±0,3 ug);

tuong nguoi) Immunoglobulin de
khang nguoi (2 ±0,4

Ilg)
Khang th~ IgG de

Hepa HBsAg Strip khang chuot (2 ±O,4

(phat hien khang !lg~;
Que 24 HOp 100

33 nguyen HBsAg trong Khang the khang TCCS xet SPCD-TTB-

m~u huyet thanh hoac HBsAg (4 ±0,8 ug); thir thang nghiem
800-20

huyet tuong) Ch~t keo vang -
Khang th~ khang

HBsAg (1 ±0,2 ug)
H9P 25 xet

RF Latex Protein IgG nguoi (3- Nha nghiem, HOp
(phat hien Y€u t6 RF D<:lng 24 50 xet SPCD-TTB-

34 6%); H<:ltPolystyrene san
(Rheumatoid Factor) (2,5%) long thang xu~t nghiem, HOp 801-20
trong m~u huyet thanh) 100 xet

nghiem

7. Cong ty dang ky: Cfmg ty TNHH Thirong mal Djch v1) Thach Phat (Dia chi: S6 44 Nguyen Van Giai,
Phuong Da kao, Quan 1, Thanh ph6 H6 Chi Minh, Vi~t Nam)
Nha san xuat: CE-Immundiagnostika GmbH (Dia chi: Am Seerain 13, D-74927 Eschelbronn, Due)

Ten sinh pham chan Hoat ch§t chinh- Dang Tu8i Tieu Quy cach
STT doan in vitro/ Ham im.mg bao ch~ thQ chuin dong goi sa dang ky

Tac dun2 chinh

Anti-AB Dong t€ bao 5E10/2D7
HOp50 19

35 (dinh tinh nhom mau (khang th~IgM don Dung 24 TCCS x 10ml, SPCD-TTB-

MABO) dong tU chu9t) (8,5 rnl) dich thang hOp 1019 x 802-20
10ml

Anti-B Dong t€ bao 6F9 H9P 50 19

36 (dinh tinh nhom mau (khang th~ IgM don Dung 24 TCCS
x 10ml, SPCD-TTB-

dong tU chu9t) dich thang hOp 1019 x 803-20
MABO) (8,5 rnl) lOrnl
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