BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phice

Sé: 350 /QD-BYT Ha Ngi, ngay Az thang 02 ndm 2020

QUYET PINH
Ve viée ban hanh danh myc 36 sinh pham chén dosn invitro
dwoc cip sb ding ky lru hanh tai Viét Nam - Dot 03

BO TRUONG BQ 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;

Cian cir Nghi dinh s 75/2017/ND-CP ngay 20/6/2017 cua Chinh phu quy
dinh chirc ndng, nhiém vu, quyen han va co cau to chirc cia Bo Y té;

Can ctr Nghi dinh 169/2018/ND-CP ngay 31/12/2018 cua Chinh phu sira doi,
bd sung mot s didu cua Nghi dmh 56 36/2016/ND-CP ngay 15/5/2016 cua Chinh
phu vé quén ly trang thiét b y

Cin ctr Thong tu sd 44/2014/TT BYT ngay 25/11/2014 ctia B Y té quy
dinh viéc dang ky thudce;

Cén ctr y kién ctia Hoi dong tur vén cip s6 ding ky luu hanh sinh phdm chén
doéan in vitro - B Y té;

Xét dé nghi ctia Vy trudng Vu Trang thiét bj va Cong trinh y té;

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 36 sinh pham chén
doén in vitro duogc cap s6 dang ky luu hanh tai Viét Nam - Dot 03.

Piéu 2. Cac don vi ¢o sinh phém chén doan in vitro dugc phép luu hanh tai
Viét Nam qui dinh tai Diéu 1 phai in s ding ky duoc Bo Y té Viét Nam cap 1én nhén
va phai chap hanh ding cac quy dinh cua phap luat Viét Nam vé san xuat va kinh
doanh sinh pham chan doén i in vitro. Céac s6 ding ky c6 ky hiéu SPCD-TTB-...-20 ¢6

gid tri 05 nam k& tir ngay cép.

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

Piéu 4. Giam dbc SO Y té cac tinh, thanh phd truc thugc trung wong va Giam
ddc cac don vi co sinh pham chan doan in vitro néu tai Dicu 1 chiu trach nhiém thi
hanh Quyét dinh nay./. §

Quyeét di y slw’__,,.

Noi nhin: TUQ. BO TRUGNG
- Nhu Diéu 4;

-P/c BT BCS Pang Bo Y té (dé ble);
- Céc B/c Thir trudng Bo Y € (dé b/c);
- Vu Phap ché, Cuc Quan 1y duoc, Cuc
Y té dy phong, Cuc Phong chéng
HIV/AIDS, Cuc Quan ly kham chira
bénh, Thanh tra B§ Y t&;

- Vién Vé sinh Dich'té Trung uong,
Vién Kiém djl‘l_h Quodc gia Vac xin va >
Sinh pham y te; Nguyén Minh Tuén
- Tong Cuc Hai quan - Bg Tai chinh;

- Website ctia B Y té:

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




BOYTE

CONG HOA XA HOI CHU NGHIA VIET NAM

Doc lap — Tw do — Hanh phic

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

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

1. Cong ty ding ky: Abbott Laboratories SA (Dja chi: Neuhofstrasse 23, CH-6341 Baar, Switzerland)
1.1.Nha sin xuét: Abbott GmbH & Co.KG (Pia chi: Max - Planck - Ring 2, 65205 Wiesbaden, Germany)

Tén sinh phfnm chan

Hoat chit chinh-

Dang

Tuoi

Tiéu

Quy cach

STT d - . .t A -
Té{::a:llul:g::hri?:h Ham lrong baoché | the | chuln| donggsi | OO 9Ane kY
ARCHITECT  Anti- ; ;
| HBc IgM Reagent Kit | JlUyStthanhdé Hop 100
: 2 | (0,0861%), Khang thé P
(dinh tinh khang thé | | -0 "0 .gt. e xét
| |IeM Kkhing khing kh?étg({) U%gg%f/ﬂo)l Dang | 14 | ocg| nghiém, | SPCD-TTB-
nguyén 16i virus viém HBc A, HB 5 long | thang hop 400 768-20
gan B (anti-HBc IgM) gpute xét
¢ X % 101/HS36 (0,4ug s
rong huyet thanh hogc /mL) nghiém
huyét tuong nguoi)
ARCHITECT Khing the IgG don
HAVAbD IgM Reagent | 9008 tif chudt khing .
Kit \.)fér:us v1(e)n8 gan A Hop 100
i , s | (Xépxi 0,0003%), xét
5 Ed;}h kl‘i;r;lh kharlg e Khang nguyén virus Dang i) TCCS nghiém, | SPCD-TTB-
| ggm % (Igf{ ‘;":SH"E‘; vimgan A (Xdpxi | long | thing hop 400 769-20
0 : A 5
' trong huyét thanh hoic 0313/0)’ Khan‘g.tf{e X?E
huyét tong ngudi) khang IgM ngudi tinh nghiém
i khiet (NOng do toi
thiéu: 0,05 pg/mL)
ARCHITECT HBeAg
Quantitative
Calibrators ) ‘
(hiéu chuan hé thong Nong do khang
ARCHITECT i va sir| nguyén vo virus viém
dung voi Bo thuoc thu | gan B (HBeAg): 0,00
. ARCHITECT HBeAg | IU/mL; 0,70 IU/mL; Dang 10 TCCS 6 chai x4 | SPCH-TTB-
dé dinh lugng khang 1,50 IU/mL; 10,00 long thang mL 770-20

nguyén ¢  (khang
nguyén v0O) cua virus
viém gan B (HBeAg)
trong huyét thanh va
huyét twong ngudi)

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

Mﬁu chirng néng dé
thap (control L): Nong
do khang nguyén vo
virus viém gan B
(HBeAg): 1,3 IU/mL

(khéng con nhip tim).

(0,1 mg/L)

(uoc tinh d6 chinh xéc | (khoang dao dong ndng

cua x€t nghiém va phat d6: 0,78 — 1,82

hién d¢ léch phan tich | IU/mL). Méu chimg

h¢ thong cua hé thong | ndng do trung binh :

4 | ARCHITECT i khi thyc | (control M):Néngdo | D€ | 10 | pecg | 3chaix8 | SPCDTTB-
hién xét nghiém dinh | HBeAg: 100,00 [U/mL | "8 | thang ml 8
lwrong khang nguyén e | (khoang dao déng nong

| cua virus viém gan B do: 60,00 — 140,00
| (HBeAg) trong huyét | IU/mL). Mau chimg
| thanh va huyet tuong | ndng dé cao (control
| nguoi) H): HBeAg: 480,00
‘ IU/mL (khoang dao
dong nong do: 288,00
—672,00 [U/mL).
1.2 Nha sin xuit: Abbott; Ireland Diagnostics Division (Dia chi: Finisklin Business Park, Sligo, [reland)
Tén sinh pham chén B b z: g :
STT doan in vitro/ Hoﬁt,c}l?t e bp@“ﬁx ’I;;O] ?eﬂu (guy cat:'l-x S6 ding ky
Téc dyng chinh am lwgng a0 che 0 | chuidn ong goi
ARCHITECT HBsAg | Khang the H166 (240 A
Qualitative II Reagent mg/L), Khing the H53 Hap 12
Kit (240 mg/L), Khang Xét
(dinh  tinh  khang | \ang nguyénbé mat nghicm,
1 A : virus viém gan B tir dé hop 500
nguyén bé mit virus : o Dang 11 : SPCB-TTB-
5 7 gan acridinium (0,25 ; : TCCS xét
viém gan B (HBsAg) , léng | thing b 772-20
x £ mg/L), H35 F(ab')2 nghiém,
trong mau huyét thanh : . < >
% huvat ¢ .. | khdang khéng nguyén hop 4 x
va huyet tuong nguoi, | 3 - .. .
A oA mia t A b€ mat virus viém gan 500 xét
& B gan acridinium nghi€ém

1.3 Nha sin xuét: Abbott Irela

nd Diagnostics Division

(Pia chi: Lisnamuc

k, Longford Co. Longford, Ireland)

| Tén sinh phdm chin

Hoat chét chinh-

Dang

A
Tuoi

Tiéu

Quy cach

! O £ aw .
STT; T‘;‘i“gu’;’g"glri‘:h Ham lwong biiochd| tho |chuim | Adnggsl | SN
ARCHITECT 25-OH Hop 100
Vitamin D Reagent | Khéang thé vitamin D xét
Kit dprn dc'mg‘tir tho nghiém,
(dinh  lwong  25-| (Nong d6 tdi thiéu: hop 500
6 | hydroxyvitamin D (25- | 0,04 % rdn), Vitamin | o8 | 0> ITces| xet | SPSDUF
OH vitamin D) trong D cong hop gin g & 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 Phirc hop khéng thé :
Progesterone Reagent | fluorescein tir chugt, Ho};zéiOO
Kit khéng thé don dong A
7 | (dinh lugng | (85.0mg/L), Khang | %" | 2 |Tccs | Pehitm | SPCD-TIE-
progesterone trong thé khang el s B
huyét thanh va huyét| progesterone (1.3 o
trong nguoi) mg/mg) g

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

Wiesbaden, Germany)

Tén sinh pham chan

khang nguyén 15i virus
viém gan C trong huyét

65,00 fmol/L). MAu
chimg duong 2: HCV

thanh va huyét tuong | Ag taitd hop (300,00
nguoi) fmol/L) — khoang dao
dong n(:)ng d6 (210,00 -
390,00 fmol/L).

s s Hoat chat chinh- Dang | Tudi | Tiéu | Quy cich £ "
s T(ié:ac'i‘gl:gv;:i?:h Ham luwong bao ché | tho | chuéin | dong goi S0 ding Ly
ARCHITECT HCV
ApColbrators . | Hev.aged b
(hiéu chuan cho h¢ thong
ARCHITECT i khi thyc | 000 fmol/L; 10,00 .
g Wifn xéf nghidm diﬁh fmol/L; 80,00 fmol/L; | Dang 11 TCCS 6 chai x4 | SPCB-TTB-
lu(;mg ki ngﬁyén 16i 600,00 fmol/L; long | thang mL 775-20
virus viém gan C trong 24'500’00 meILL;
huyét thanh va huyét 0.000,00 Tmoli L)
twong ngudi)
Mau chimg am: HCV
Ag t4i t6 hop (0,00
ARCHITECT HCV | fmol/L)-khoang dao
Ag Controls dong ndng do (0,00 —
(kiém tra d0 xac thuc va | 2,99 fmol/L). Mu
do chinh xac cua h¢ | chingduong 1: HCV
thong ARCHITECT 1| Agtaito hop (50,00 ! : TTR.
o |khi thyc hién xét| fimolL)-Khoang dao [l)éilirilgb thla.l:lg pees| PeREs | SR
nghiém dinh lugng | dong nong dd (35,00 -

2. Cong ty ding ky: Cong ty C6 phan Céng nghé Viét A (Dia chi: 372A/8 Hb Vin Hué, Phuong 09, Quén
Phti Nhuén, Thanh phé H6 Chi Minh) ) ,
Nha sin xuét: Chi nhanh Céng ty Co phian Céng nghé Viét A tai Binh Dwong (Dia chi: 1/9A Quoc 10
1A, Khu phé Binh Pudng 2, Phuong An Binh, Thanh phd Di An, Tinh Binh Duong, Viét Nam)

I - . - -
[ Tén sinh pham chan

Hoat chit chinh-

Tudi

Tiéu

- 2 Dan Quy cach E oo .
STT" S i, Ham lrong baoché | tho | chudn | donggsi | SO 9AnEKY
ac dung chinh .
‘ LightPowerVAHPV Dream Taq Hot Start %13 ll:it gfgg
Genotype rPCR Kit DNA Polymerase (nong 10p: S
10 | (xac dinh kiéu gene: | d6 gbc: SU/ul, ndng do ]:c)i:lcliig thﬁ. TCCS |hop 'VAHPV SP?%_EB
' 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 (ndng do gbe: 02 hop
trong mau dich phét| 2mM, néng dd cubi: VAHPV
hodc mau sinh thiét | 0,2mM); RTHPVGIf Genotype 18
nguoi) (péng do gt’fic: 100puM, rPCR Mix,
nong do cudi: 0,25pM); 02 hop
RTHPVG2f (nong do VAHPY
gbe: IOOpM nong do Genotype
cudi: 0,25 HM); Other rPCR
RTHPVG3f (nong do Mix,
gbe: 100uM, nong dé mdi hop
cudi: 0,25uM); 25 xét
RTHPVGIr (nong do nghiém va
gbc: 100pM, ndng do 01 hop déi
cudi: 0,25uM); chimg
RTHPVG2r (ndng d9
goc: 100uM, ndng do
cudi: 0,25pM);
RTHPVG3r (ndng do
gbc: 100uM, ndng do
cudi: 0,25uM);
Tagman HPVG1 (nfmg
dj goe: 100pM, ndng do
cuoi: 0,2uM); Tagman
HPVG2 (nong do goc
100puM, ndng dd cudi:
0,2uM); Tagman HPVG3
(nong do goc: 100uM,
nong do cudi: 0,2uM).
i Bo kit
| Dream Taq Hot Start dm 03
[ 5 VA DNA Polymerase g?“?
| LigtitPowar™0ER | sy tauis: Gatok e
gh(;ﬁl};‘ dATP, dCTP, dGTP Mhﬁ?}B
H | Mycubaereriin WD okl | Dug | L2 | pepe | cpepngy | SFCRTIR:
| i honeniloni x loai); SuM RTMTBf | dich | thang RiiaL 778-20
| tuberculosis trong mau moi hdp
dam hoic cac mau (©.25ul); SuM 25 xét
dich) RTMTBr (0,25pul); ghilm v
2uM Tagman MTB 01 hop déi
(0.5u). -
chimg

3. Cong ty diing ky: Céng ty C6 phin Y té AMVGroup (Pia chi: Liu 4, Toéa nha AMV Group, sé 951A
Céch Mang Thang T4m, Phudng 7, Quan Téan Binh, Thanh phé H Chi Minh)
Nha san xuat: CERTEST BIOTEC, S.L. (Dia chi: Calle ] N° 1 Pol. IND. Rio Géllego II - 50840 San Mateo
de Gallego, Zaragoza (Tdy Ban Nha))

Tén sinh pham chan

Hoat chét chinh-

Dang

Tubi

Tiéu

Quy cich

bl Tdé?gl;:;g::h Ham lrgng baoché | tho | chuin | dong goi e
VIASURE Zika Virus Hon hop thude thir - Hop 48 xét
Real Time PCR trong giéng: Hon hop Pong 54 nghiém gom| (o o o
12 | Detection Kit enzym: Kho thing TCCS 6.t’hanh 8 77920
(phat hién vi rat Zika Retrotranscriptase giéng voi
trong huyét thanh, mau, (<0,1%); Taq chiéu cao
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nude bot, dich ndo tuy
(CSF), nuéc 6i, nude
tieu, tinh dich, mod
nguoi

Polymerase (<0,1%):
Anti- Taq Polymerase
Mab (<0,1%); Cac
primer: Primer ZIK2-

orward (<0,1%); Primer
ZIK2 - Reverse (<0,1%);
Primer ZIK3-Forward
(<0,1%); Primer ZIK3-
Reverse (<0,1%); Primer
[C-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%) ; Chimg noi kiém:
nucleic acid khong
nhiém trung (<0,1%).
Chirng duong: cDNA
dong kho tong hop
khoéng nhiém tring (10*
ban sao/phan ng).
Chirng am: Chimg khong|

khuén méu (100%).

clia giéng la
15.8 mm, 1
lo dung dich
dém, 1 lo
chimg
duong, 1 lo
ching am, 1
lo nudce
khong chira
RNAse/
DNAse va 6
thanh 8 nap;
- HOp 48 x¢t
nghiém gom
6 thanh 8
giéng voi
chiéu cao
cua giéng la
21.4mm, |
lo dung dich
dém, 1 lo
chimg
duong, 1 lo
chirng am, 1
lo nudc
khong chira
RNAse/
DNAse va 6
thanh 8 nép.

4. Cong ty ding ky: Cong ty TNHH Medicon (Dia chi: S6 17,16 12A, Khu d6 thi Trung Yén, Phuong Yén
Hoa, Quén Cau Glay, Thanh pho Ha Noi, Viét Nam)
Nha san xuit: Cong ty TNHH Medicon (Pia chi tru so: S6 17, 16 121{1, Khu d6 thi Trung Yén, Phuong
Yén Hoa, Quan Cau Gidy, Thanh phd Ha Noi, Viét Nam. Dia chi san xuat: Cum Cong Nghiép Trudng An,
Xa An Khanh, Huyén Hoai Pirc, Thanh phé Ha Noi, Viét Nam)

Tén sinh phdm chén

Hoat chit chinh-

Tuoi

Tiéu

e Dang Quy cach £ ;
L Ti‘i“gy':g";:i‘:h Ham lwgng bacchE | thg |chubun| domggsi | T2 OAUENY
Hop 40 xét
Ving cdng hop: Khang nghiém gom
thé chudt khang AFP 40 khay thir
AFP Rapid Test (0,79 ng); IgG chudt trong tii
(Pinh tinh phat hién| (0,24 pg); Vach két riéng, 40 éng —
13 | AFP trong miu todn | qui:Khngthé chugt | o€ | 24 | TCCs |nho gior, 1o STIE P
phan, huyét thanh hodc | khang AFP (0,79 pg):; Y & dung dich
huyét twong ctia ngudi) Vach chimg: Khéang dém 3 mL,
thé dé khang IgG 1 huéng
chudt (0,59 pg) dan st
dung
CEA Rapid Test Ving cdng hop: Khang Hop 40 xét TR
4 | @inh tinh phét hign | thé chugt khang CEA | D€ | 24 | TCCS |nghiém gdm| S*50 P
khing nguyén CEA | (0,69 pg); IgG tho y & 40 khay thir
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trong mau toan phan, | (0,3 pg); Vach két qua: trong tii
huyét thanh hogc huyét Khang thé chuot riéng, 40 ong
twong cua nguoi) khang CEA (1 pg); nho giot, 1 lo
Vach chimg: Khang dung dich
thé dé khang IgG tho dém 3 mL,
(0,6 pg) 1 huéng din
sir dung
Ving cdng hop: Hop 25 xét
Khang thé chudt khang nghiém goém
hemoglobin (0.4 pg); 25 khay thir
FOB Rapid Test IgG chudt (0,16 pg); trong tui
5 (Pinh tinh phat hién sy Vach két qua: Khang Dang 24 TCCS riéng, 25 éng SPCD-TTB-
cO mét cua mau an trong thé chudt khang khay | thang dung dich 782-20
phén cia nguoi) hemoglobin (0,48 pg); chiét miu
Vach chimg: Khang 2mL, 1
thé dé khang IgG huémng dan
chudt (0,4 pg) sir dung
Ving cdng hop: Hop 40 xét
H.pylori Ab Rapid Khang nguyén nghiém gom
Test H.Pylori (0,4 pg); IgG 40 khay thur
(Binh tinh phat hién su | chudt (0,16 pg); Vach trong tai
|6 | co mat cia khang thé | két qua: Khangthé | Dang 24 | 1ocg fiéng. 40 6ng SPCD-TTB-
khang H. pylori trong chudt khang IgG khay | thang nho giot, 1 783-20
mau toan phan huyét | nguoi (0,4 ug); Vach lo dung dich
thanh hoac huyét tuong ching: Khang thé dé dém 3mL, 1
clia ngudi) khéng IgG chudt (0,4 huéng dan
ug) st dung
Vung cong hop: Hop 25 xeét
Khéng thé chudt nghiém gom
H.pylori Ag Rapid | khang H.Pylori (0,4 25 khay thtr
Test ng), IgG chudt (0,16 trong tui
|7 | (Pinh tinh phat hién sy | pg); Vach két qua: Dang 24 | 1ocg Fiéng, 25 ong SPCD-TTB-
¢c6 mat cua khang Khang thé chugt khay | thang dung dich 784-20
nguyén H. pylori trong | khang H. pylori (0,48 chiét mau
mau phan cua nguoi) ug); Vach chimg: ImL, 1
Khéng thé dé khang huéng dan
IgG chudt (0.4 pg) sir dung

S. Cong ty ding ky: Cong ty TNHH Thiét bi khoa hoc ky thuit Pirc Minh (Dia chi: Phong 316, Toa nha

142 Lé Duan, Phuong. Kham Thién, Quéan Déng Da, TP Ha Noi)

Nha san xuat: MetaSystems Probes GmbH (Dia chi: 1. Industriestrasse 7 68804 Altussheim, Germany)

Tén sinh pham chan an % éa :
STT Ao 1?1 vitro/ I-IolsilItil chs:t chinh- bpan;gl , '1;:01 'E:e;u 3::,{ cacélil S5 diing ki
Tac dung chinh L TUENE IRLVRE ? s £
XA AncuScore I - Hon hop dau do XA
(phat hi¢n nhitng dj tat | 13/21 phdt hién cac Bo: 2 x
bam sinh ¢ tré so sinh: | bién theé s6 luong ban ) 0(') ul o
18 hdéi chung Klinefelter | sao cho nhiem sac thé | Dung 36 TCCS | (2x10 xét SPCDH-TTB-
(47, XXY); hdi chung | 13 va21. dich thang nghiém) 785-20
Triple-X (47, XXX); |+ Dau do c¢6 nhin mau '
hoi chimg  Tumner | xanh la cdy v6i nhiém
(45,X); va hoi ching | séc thé sd 13 nhanh dai
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47XYY ; hoi chimg
Down (trisomy 21) ; hoi
chimg Patau (Trisomy
13) va hdi  ching
Edward (trisomy 18))

vi tri 1 vung 4 chira
gen RB1: 326 kb

+ Dau do ¢6 nhin mau
cam lai v&i nhiém sic
thé 21 vi tri 2 ving 2
chita gen DSCR4
(vung 4 quan trong cho
hdi chirng Down): 401
kb

- Hon hop diu do XA
X/Y/18 phat hién cac
bién thé so juqng ban
sao cua nhiém séc thé
X, Y va 18. Hon hop
dau do bao gdém cac
doan lap lai dugce lai
véi ving tam dong cua
nhiém sic thé X bing
mau xanh 14 cdy,
nhiém sdc thé Y bing
mau cam va nhiém sic
thé 18 bing mau xanh
nudce bién

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

-Piu do gin nhan mau
cam lai v6i ving gén
dau ALK, vi tri 2 ving
3 trén nhanh ngén cha

§ j g ) «® - A I
(|0 2 wng o shanh ?;;;?): At - 0| Dme | 36 | ee (ngo 190 % | spep-TB:
ngan cua NST 2 (2p23)) | ° Piu do dic hidu c dich thang nghidn) 786-20
dé chin dodn khdi u | o on CO Gdc fueu €O By
o) B it
cdy lai vgi viing ngoai
bién dén gen ALK:
662kb
- Lai dau do gén tin
hi¢u mau cam tdi viing
dac hiéu tai vi tri 2
nhanh 1 trén nhanh dai
>L PDK?QC/?KSIB ctia nhiém sic thé sé 1
(pat hicn podl dogn bao gdm gen CKS1B:
hoac khuech dai trén 339kb j
o | i e it | s i i i | Dune | 36 | g | by 0| srepame-
bl s el A mau xanh 14 cay laidac | dich | thang nghidin) 787-20
swong) J Y | higu t6i vi tri 3 viing 2 -

trén nhanh ngin cua
nhiém sic thé s6 1 va

bao gdm gen
CDKN2C (vi tri 1
vung 8 trén nhanh
ngan): 214kb
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-bau do XL
DLEU/LAMP/12¢cen
la dau do trdn 3 mau
duogc lai tdi:

-Vi tri 1 ving 4 trén

XL nhanh dai cia nhiém
DLEU/LAMP/12cen | sic thé sé 13 cua (Bao
(phét hién cac DNA dic gém diém danh diu
hi¢u (trén nhanh dai cua | D13S319) cia gen Lo 100
51 nhiém sac thé s0 13 va | DLEU duoc dan nhdn | Dung 36 TCCS (1'0 s SPCD-TTB-
tdm dong ctia nhiem sac | mau cam: 310 kb dich | thang nghiin 788-20
thé s6 12) dé chan doan | -Vi tri 3 ving 4 trén :
bénh bach cdu lympho nhanh dai cia nhiém
bao man tinh) sac thé so 13 (13q34)
cua gen LAMP duogc
dan nhdn mau xanh
nude bién: 580 kb
-Tam dong cta nhiém
sic thé sb 12 dugc dan
nhan mau xanh la cdy.
- Pau do gan nhin mau
cam phat hién doan
XL DLEU/TPS3 dac hiéu tai vi tri 1
(phat hién mat doan vung 4 trén nhanh dai
trén nhanh dai cia ciia nhidm sic thé sb
nhiém sc thé s6 13 va | 13 (13q14) cua gen Lo 100 i
59 nhénh ngan cua phiém DLEU bao gom vi tri| Dung 36 TCCS (1'0 x!;:t SPCD-TTB-
sdc thé so 17 nham phat Dl\3$319: *3 10 kb dich thang nghiém) 789-20
hién cac bénh da u tiy | -Pau do gdn nhin mau '
xuong va bénh bach xanh 14 cay lai dac hiéu
cau tiy xuong man téi vi tri 1 ving 3 trén
tinh) nhanh ngin cta nhiém
sic thé sb 17 (17p13)
cua gen TP53: 167 kb
- Dau do gan nhin mau
cam dugc thiét ké dé
XL ERBE? b dels O3 e
(HER2/NEU) amp o 5
(phét hién khuich &ai nhiém sdc the s6 17 I{il.
. . .. . | ERBB2 (HER2/NEU): D 36 Lo 100 ul SPCB.TTB-
gy | mlimk Cl onaf ey ung | 29 1 pees (10 xét .
nhiém sic thé so 17 o .~ .| dich | thang s 790-20
3 : | - Pau do dac hiéu co nghiém)
nham phuc vu chan | . -
doén khéi u dang cimg) | 8 1an Mmau xamh 1
ang cung
cay lai lai to1 vung
1 7cen va c6 chuc nidng
nhu mot ddu do tham
chiéu
XL ROS1-GOPC BA | - Pau do gin nhan mau 1
(phat hién cac DNA dac | cam lai v&i ving ngoai Lo 100 p o
2 |hiéu (gen ROSI) dé |biencuaROSI:167kb | o€ | 3¢ | 1ees |0 xer| SP7000F
chin doan khéi u dang | - Pau do dac hiéu c6| & nghiém)

cing; phan tich su dung

gin nhin mau xanh 14
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hop cua 2 gen ROSI-
GOPC (thuong goi la
FIG-ROS), gay ra mat
doan khe h& 240kb vé
kich thudc)

cay lai ving gan dau
cua gen ROS1 tai vi tri
2 vung 2 nhanh dai cia
nhiém sic thé sb 6:
430kb

25

XL t(4;14)
FGFR3/IGH DF

(phat hién cédc DNA
dac hiéu (cac swon cua
diém dut gay tai vi tri 1
viing 6 trén nhanh ngén
ctia nhiém sic thé sd
4 cua gen FGFR3, cac
suon cua diém dut gay
tai vi tri 3 cta ving 2
trén nhanh dai cua
nhiém sic thé s6 14 tir
grfm dén xa & khu vue
gen IGH) dé chan doan
cic bénh da u tay
xuong.

-Pau do gin nhin mau
cam phat hién cac
suon cua diém dut gy
tai vi tri 1 vang 6 trén
nhénh ngén cta nhiém
sic thé s 4 clia gen
FGFR3: 704 kb

-P4u do c6 gin nhin
mau xanh 14 cdy phat
hién cac sudn cua
diém dut gay tai vi tri
3 cua vung 2 trén
nhdnh dai ctia nhiém
sac thé sd 14 tir gan
dén xa & khu vuc gen
IGH:551 kb, 593 kb

Dung
dich

36
thang

TCES

Lo 100 pl
(10 xet
nghiém)

SPCD-TTB-
792-20

26

XL t(14;16)

IGH/MAF DF

(phat hién cdc DNA dac
hiéu (cac swon cua diém
dut gdy tai  gen
MAF/WWOX tai vij tri
2 ving 3 trén nhanh dai
cua nhiém séc thé sb 16
(16923), cac sudn cla
diém dut gay tai vi tri 3
cua vung 2 trén nhanh
dai ctia nhiém séc thé s
14 tir gan dén xa & khu
vuc gen IGH ) @& chén
doén cac bénh da u tuy
xuong)

-bBau do gin nhan mau
cam phat hién cac
sudn cua diém dat giy
tai gen MAF/WWOX
tai vi tri 2 vung 3 trén
nhénh dai ctia nhiém
sdc thé so 16 (16q23):
426kb ; 295kb

-Pédu do ¢6 gin nhin
mau xanh 14 cay phat
hién céc sudn cua
diém duat gay tai vi tri
3 cua vung 2 trén
nhénh dai cia nhiém
sic thé sb 14 tir gin
dén xa & khu vuc gen
IGH: 551kb ; 593kb

Dung
dich

36
thang

TCCS

Lo 100 pl
(10 xét
nghig¢m)

SPCD-TTB-
793-20

27

XL 5q31/5q33

(phat hién mat doan
trén nhanh dai cua
nhiém sic thé s6 5
nham phét hién hoi
chung roi loan san tuy
va bénh bach cu dong
tly c4p tinh)

-Dau do gin nhan mau
cam lai dac hiéu tai vi
tri 3 vung 1 trén nhanh
dai cua nhiém sic thé
s6 5 (5g31) bao gdém
gen EGRI1: 346 kb

-Pau do dac hiéu co
gin nhin mau xanh l4
cdy lai ddc hiéu tai vi
tri 3 vung 3 trén nhanh
dai cua nhiém sic thé
s& 5 (533) 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 / 7q36

(phat hién mat doan trén
nhénh dai ctia nhidm sic
thé s& 7 nhdm phuc vu

- Pau do gin nhin mau
cam phat hién doan
dac hiéu tai vi tri 2
vung 2 trén nhanh dai
cua nhiém sfic thé s6 7
(7922) bao gom gen
MLL35: 339 kb

-Dau do dac hiéu co
gan nhin mau xanh 14

bach cu dong tuy cép
tinh)

cay lai & ving cin ddu
tan cuing trén nhanh dai
cta nhidm sic thé sb
20: 294kb

- 2 ; . cdy lai dac higu tai vi Lo 100 ul PCD-TTB-
5 B s ctlan ‘doan‘ bel}h tri 3 ving 6 trén nhanh Dupg 3,6 TCCS | (10 xét S 795-20
bach cau dong tuy cap | ... . .x ¢ 2| dich | thiang hia
tinh va beih da u oy d.::u cua nhiém sic thé nghiém)
et i so0 7 (7q36) va bao
& gdm ca gen EZH2: 444
kb .
-Déu gd gan nhian mau
xanh nudc bién lai lc'ri
tim dong cua nhiém
sac thé so 7 c6 chirc
ndng nhu mot dau do
thagn chiéq
X1 qr20er i | D g 5
(phét hién mét dogn trén | 511 % U50 VEE T
nhénh dai cia nhi€m sfe | oo “O08 2s ‘;ma‘th’l;‘
thé s6 20 nhim phuc vy | %5 U4 TRICM 886 11¢ Lo 100 ul
chén doén hoi chimg ri | 50 20 (20a12):323kb | py 0 | 56 Q W B | spcpTTB:
29 Toven sk tu i hank -Dau do dac hiéu co dich fhing TCES | (10 Xét 796-20
J Y ! gan nhan mau xanh 14 e nghié¢m)

6. Cong ty ding ky: Cong ty TNHH Thiét bi va Dich vu K§ thuit Phwong Pong (Dia chi: S6 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)

Tén sinh phém chan X e z. > -
- Hoat chat chinh- Dang Tuoi | Tiéu | Quy ecich £ "
STT doan in vitro/ A gy 2 " .. | SO dang ky
h d
Téc dung chinh Ham lugng bao che | tho | chuan ong goi
Hop 25 xét
ASO Latex ; . nghiém, Hop
10 (phat hién khang thé Prote;gigeﬁ tﬁg;sm 0 Dang 24 TCCS 50 xét ) SPCH-TTB-
khéng streptolysin Polvs tyreonza (2' 5%) long | thang nghiém, ng 797-20
trong mau huyét thanh) y ’ 100 xét
nghiém
Hop 50
CRP Latex Khang thé khing xit
(phat hién CRP (Protein | Protein phan img (3- | Dang 24 nghiém, | SPCB-TTB-
31 x ; ; TCCS A 798-20
phan tng C) trong mau 5%); Hat Polystyrene long thang Hop'l 00
huyet thanh) (2,5%) xet
nghiém
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Khéang nguyén
; HCV- keo vang (1
- +£0,2 pg): Khéng
(plfal hlE i dioh t1nt11 nguyeén tai ) hop 5
Kl th,e (Ig('}, IgM Y&l aev (Khang nguyén Que 24 HQP,IOO SPCDH-TTB-
32 | IgA) khang virus viém | ... , . TCCS xét ;
X 161, NS3, NS4, NS5) thir thang 13 799-20
gan C (HCV) trong mau (1.5 ;0 3 L:B)' nghiém
MOy thanp. oo Iy Immllnogl:obulil; de
Ll L khéng ngudi (2 +0,4
pg)
Khang the IgG dé
Hepa HBsAg Strip khang cl;ug(_;t: (e
55 | in Hbsag wony| Khingthékhang | Que | 24 | poog| FOR0 | speDTTB.
YN B TOUB | HBsAg (4+0,8 pg); | thi | thing L 800-20
mau huyét thanh hodc Chit keo vz‘;n ’ nghiém
by Hadng) Khang thé khégng
HBsAg (1 0,2 ug)
Hop 25 xét
RF Latex : .. . nghiém, Hop
5, | (phat hién Yéu t RF g‘;’;‘?‘ﬁ;{gg{)‘l’gs‘f’; G| Dang | 24 f;‘lf 50xét | SPCD-TTB-
(Rheumatoid  Factor) o 62 59/))( JTehe long thang xult nghiém, Hop|  801-20
trong miu huyét thanh) e 100 xét
nghiém

7. Cong ty diang ky: Cong ty TNHH Thuwong mai Dich va Thach Phat (Pia chi: S6 44 Nguyén Vin Giai,
Phuong Da kao, Quan 1, Thanh pho Ho6 Chi Minh, Viét Nam)
Nha sdn xuit: CE-Immundia

nostika GmbH (Dia chi: Am Seerain 13, D-74927 Eschelbronn, Dic)
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Tén sinh phadm chin B s x g ;
STT dodn in vitro/ Hoﬁt,Ch?t c‘hmh- bI,)‘?nE; Tﬂl:gl Ele;u Qd:':r}l’ ca::')lil S6 dang ky
Tic dyng chinh am luong ao che 0 chuan gg
. - o Hop 50 lo
Anti-AB Dong té bao SE10/2D7 ¥
35 | (dinh tichnhommau | (khingthéIgMdon | 08 thii TCes |, X e | HE
hé ABO) dong tir chudt) 8.5 ml) | & O el
o Dong té bao 6F9 Hop 50 Io
% 4 & P-TTB-
3% |(@inhtichohmmgy | GDAtEIgMdon | Dung | 2% |peeg | x10m. | SPEETS
hé ABO) dong tir chudt) dich | thang hop 10 lo x 803
: (8,5 ml) 10ml
TUQ. BO TRUONG —
N TRUONG ‘ ‘
VU TRANGA IE‘I‘B *« CONG TRINH Y TE




