3.2. Panh gia theo phwong phap dat/khong dat':

Tiéu chi tong quat duge danh gi4 13 dat khi tAt ca céc tidu chi chi tiét co ban duge danh gid 1a dat.

E-HSDT dugc danh gia 1a d4p tng yéu cAu vé k§ thuét khi c6 tit ca céc tidu chi tdng quat ddu dwoc danh gid 13 dat.

Néu bat ky mot mat hang nao thufc goi thiu c6 mot tiéu chi khong dat yéu cau k¥ thuét thi E-HSDT ctia nha thiu s& duge
déanh gid 1a khong dat yéu cau k¥ thuét va khong dugc xem xét vé tai chinh.

Toan bd cdc mit hang thudc goéi thau phai dap (mg cac yéu ciu nhu quy dinh tai bang dudi day:

N6i dung yéu ciu Két qua danh gia
Tén g6i thiu: Goi 20: 16 mit hang sinh phém, hoa chét tuong thich v6i may real-time PCR thiét ké dang quay ly tAm 5 Khone d
dé x4c dinh dot bién gene ung thu, t5i da 100 mAw/lan at ong dat

I. Yéu ciu chung

A. Tinh hop 1€ ciia hang hoa

Yéu ciu chung d6i véi tit ca cac loai hang héa dy thiu:

- Gidy chiing nhéan dat tiéu chuén quan ly chét lugng con hi€u lyc (ISO 13485:2016 hodc ISO 9001:2015
@bi v&i hang héa khong phai 1a thiét bi y té)

- Tai liéu mo ta tom tit k§ thuat thiét bi y & hodic cdc hang hoa khéc (tiéng Viét).

- Nhén hang hoéa tiéng Viét lvu hanh tai Viét Nam.

- Thong tin vé hudng din st dung bang tiéng Viét. Dap | Khong dap

1 - Tai liéu k¥ thuét dé phuc vu viéc sira chita, bao dudng thiét b y té, trir truong hop thiét bi y té st dung ing g mot
mdt 14n theo quy dinh ctia chd s& hitu thiét bi y té (néu co). ddy da | tiéu chi

- Théng tin v& co s bao hanh, didu kién va thoi gian bao hanh, trir treong hop thiét bi y t& st dung mot 1an
theo quy dinh ctia chti s& hitu thiét bi y t& hodic c6 tai liéu chimg minh khong c6 ché d6 bao hanh (néu c6).

- Gidy chimg nhén hop chuén theo quy dinh hogc ban tiéu chuin san phim do chi s& hitu cong bd.

- Tai liéu chimg minh xut xtt ctia hang ho4 (dbi véi c4c mit hang khong c6 gidy phép luu hanh san phdm
hoic gidy phép nhap khau).

! Trudmg hop 4p dung phuong phép nay thi x6a bo khoan 3.1 Muc 3 Chuong nay. W
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Yéu ciu cu thé déi véi tirng loai hang héa du thau:
1. P6i v6i hang héa duy thiu 1a TTBYT:
1.1. Yéu cAu chung

- Giéy chirng nhan luu hénh te do con hiéu lyc tai thoi diém ndp hd so d3 dugc hop phép hoa lanh sy va co
béan dich cdng ching tiéng Viét.

- Gidy uy quyén ban hang clia chli s& hitu thiét bi y t&/s6 luu hanh/nha nhap khiu (néu co).

- C6 bang phan loai thiét bj y t&. K&t qua phan loai dugc cong khai trén cbng théng tin dién tir ciia BO Y té
tai dia chi: https://imda.moh.gov.vn/web/guest/cong-khai-phan-loai-ttbyt

- Ban niém yét gia hodc gia ké khai.

1.2 Yéu ciu cu thé

1.2.1 Béi voi thiét bi y t loai A, B: C6 "Cong b tiéu chuén ap dung cuia thiét bi y té thudc loai A, B" tai
dia chi: https://imda.moh.gov.vn/web/guest/van-ban-cong-bo

1.2.2 B6i v6i thiét bi y té loai C, D:

S6 ddng ky luu hanh hofic gidy phép nhip khdu theo quy dinh tai Nghi dinh s6 98/2021/ND-CP ngay
08/11/2021 va Nghi dinh 07/2023/ND-CP ngay 03/3/2023 ctia Chinh phi v€ quan ly thiét bi y te.

2. P6i v6i hang héa dw thiu 1a cac héa chit, ché pham diét con tring, diét khuin ding trong linh virc
giadungvay té, va cac hoa chét theo quy dinh:

- Gidy phép luu hanh theo quy dinh con hidu lyc dbi véi cac hoa chét, ché phdm diét con tring, diét khuin
/ding trong linh vuc gia dung va y té theo quy dinh tai Nghi dinh 91/2016/ND-CP ngay 01/7/2016.

- Gidy phép nhép khdu hodc Gidy phép luu hanh con higu luc dbi v&i cac hoa chit thude pham vi kinh
doanh c6 diéu kién theo quy dinh ctia Luat Hoa chét.

Luu y: CAc tai liéu dinh kém trong E-HSDT néu 13 ngdn ngit khéc thi phai duoc dinh kém ban dich Tiéng Viét.
Nha thiu chiu trach nhiém v& tinh chinh x4c ctia ndi dung ban dich so véi ban gbc va tinh phép ly ctia tai li€u nay.

bap
ng
day da

Khong dap
ung mot
tiéu chi
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B. Biéu tien do cung cap

Hang hoéa duge giao phai di sb lwong va dang céc thong tin tiéu chudn nhu d4 céng bb trong E-HSDT.
Hang héa dugc giao theo timg don dat hang cta bénh vién, thoi gian < 72 gid k& tir nha thiu nhan dugc don
hang qua e-mail, fax hodc di¢n thoai. Pap | Khéng dap
Yéu cau v& van chuyén hang hoa: hang hoéa dugc giao tai kho ciia Phong Vit tu - Thiét bi y t& 03 co s& Bénh ting Ging
vién K: co' s& Quan St, co s¢ Tam Hiép, co s Tan Tridu. Hang hoa phai dugc vén chuyén theo dung didu
kién bao quan cta nha san xuit, ddm bao an toan, phong tranh chay nd, db v, hu hong

C. Kha niing thich tng vé dja Iy va tac dong d6i véi moi truwong

Hang héa dugc kiém tra, thir nghiém, déng goi, van chuyén, bao quan phit hop véi khi hiu tai noi hang héa

dugc str dung. bap | Khong dép
ung tng mot
5 Hang hoa dugc cung cap khong c6 anh huong tac dong dén moi truong hodc ¢6 anh hudng tac dong dén moi day du |  ti€u chi
trudng nhung c6 d& xuét bién phép giai quyét.
IL.  Yéu ciu tiéu chuin k§ thuit chi tiét
STT A 1 a Don ) . A .
moi Tel;l(!:;ng Théng sb ky thuat vi h:::l g;lp Kh(:;lr;g dép
thau tinh ng & &

Kitphat | Thanh phan: H3n hop phén tmg KRAS G12A, Hon hop phan tmg KRAS
hién @t | G12D, Hén hop phan tmg KRAS G12V, Hon hop phan tmg KRAS G12R,
bién gen Hbn hop phan img KRAS G128, Hon hop phan tmg KRAS G12C, Hon hop
1 | KRAS phan tmg KRAS G13D, Hdn hop phan tmg KRAS A59x, Hon hop phan tng

bang k¥ KRAS Q61x, Hon hop phan ing KRAS K117x, Hon hop phéan tng KRAS Test 168
thuét A146x, Hon hop phan tng dbi chimg KRAS, Ching duong KRAS, Horizon

realtime KRAS G12V 1%, Nud6e dung lam d6i chimg am, Tag Premix, Thudc nhuém

PCR I, Thubc nhudm I, Dai 12 éng 0.2ml va nép khong chira DNase, Rnase.
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STT | Don

moi Tellll;l;ng Théng s k§ thuat vi llri’(:lg a?g Khof?nggdap
thau tinh :
Kit chin
doédn d6t | Thanh phan: Hdn hop phén tmg BRAF V600E, Hbn hop phan tmg BRAF
bién gen V600K, Hon hop phan tmg BRAF V600D, Hon hop phan tmg BRAF
, |BRAF V600R, HOn hop phan tg ddi chimg BRAF, Chimg duong BRAF, Test 163
béng k¥ Horizon BRAF V600E 1%, Nuéc khong chira DNase, RNase, Tag Premix,
thuat Thubc nhudm I, Thube nhudm II, Dai 8 6ng 0.2ml va nép khong chira
realtime DNase, RNase.
PCR

Kit phat | Thanh phan: Hon hop phén tmg EGFR G719x, Hbn hop phén tmg EGFR
hién 85 dot | T790M, Hdn hop phan tng EGFR S7681, Hon hop phan tng EGFR

bién EGFR | ex20ins, Hn hop phan tmg EGFR L858R, Hdn hop phan tmg EGFR

3 | tir md bing | L861Q, Hén hop phan tmg EGFR ex19del, Hon hop phan tmg dbi chimg Test | 2.080
k¥ thuat EGFR, Ching duong EGFR, Horizon EGFR AE746-A750 1%, Nudc khong
Realtime chira DNase, RNase, Taq Premix 920, Thudc nhudém I, Thudc nhudm I1, Dai
PCR 8 dng 0.2ml va nip khdng chira DNase, Rnase.

B¢ kit phéat
hién cac
dot bién
T790M va
C7978S cua
oncogene
EGFR
bang
phuong
phép
Realtime
PCR.

Bo kit phat hién cac dot bién T790M va C797S ctia oncogene EGFR bing
phuong phép Realtime PCR.

- Loai mAu: DNA t4ch tir mau md tuoi, dong lanh, ¢ dinh bang parafin Test 480
(FFPE) hoc tir huyét twong.

- Hoa chit dang dong kho, sin sang dé sir dung.
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STT A pa Pon % , A ,
moi Tellll(!)l:ng Théng s6 ky thuit vi luf)’(:lg i);lg Kh?;fgdap
thau tinh :

Kit phét
hién dot
bién gen - Phét hién cac dot bién cia NRAS tai cac codon 12, 13, 59, 61, 117 va 146

5 NRAS bang phuong phap Realtime PCR. ) . Test 168
bang k¥ - Loai mau: DNA téch tir mau md khoi u tuoi, dong lanh, c6 dinh bang
thuat parafin (FFPE).
realtime
PCR

Thanh phan: D4i 8 éng hén hop dong kho chira mdi, diu do dic hiéu cho dot

Bo kit xét | bién IDH1/2 va d6i chimg néi, Dai 8 nip cho éng 0.2ml khong chira DNase,

6 nghiém dot | Rnase, Ching duong dang kho chira trinh ty DNA tbng hop tuong Gmg tir su Test 48
bién bién doi cua wild-type DNA, Nuéce khdng chira DNase, Rnase.
IDH1/2 Hoa chét tach chiét DNA kém theo: Dung dich loai parafin tir mu FFPE,

Pém tach DNA tir miu FFPE, Enzyme tich chiét DNA tir miu FFPE

Bo xét
nghiém céac
dot bién
ALK, X A Tva: @ A T U
ROS] Thanh phan:’ Dal 8 ong f:hua. moi va dau do dac hiéu cho ALK, ROS 1, RET,

7 ’ MET, céac d6i chiing ndi; dai 8 ndp khong chira DNase, Rnase; doi chiing Test 1.000
RET va duong; nudc khong chira DNase, RNase
MET tu ’ ’
mau RNA
phén 1ap tur
md khbiu
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STT Tén han , Don
moi & Thong so ky thuat vi

S6 Péap | Khong dép
thiu hoa tinh

lrgng ung ung

Bo kit phat
hién 22 dot
bién c-Kit
va

8 | PDGFRA
trong
genomic
DNA
nguoi

Thanh phan: H8n hop phan tmg phat hién dot bién (2X), Hén hop mbi/dau

do GIST, Hén hop chimg dwong GIST. Test 88

B0 xét
nghiém
phét hién
dot bién
trong
genomic
DNA
ngudilién | Thanh phin: Hbn hop phan tmg phét hién dot bién (2X), Hon hop mdi/dau
quanung | dd CRC, Hon hop chitmg duong CRC.

thu dai
tryc trang:
AKTI,
BRAF,
PIK3CA,

NRAS, /
KRAS

Test 144
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STT A 1 Pon £ . A .
moi Te‘l‘l;‘;“g Théng s6 k¥ thuat vi llr?)’(;lg gﬁ‘g Kh‘l’;‘nggdap
thau tinh :

B0 xét

nghiém Phét hién dinh tinh 18 kiéu gen cia ADN human papillomavirus (HPV), bao

dinh tinh gdm ca viéc phén biét c4c kidu gen HPV nguy co cao 16 va 18 véi tuyp 26,

10 ADN 31, 33, 35, 39, 45, 51, 52, 53, 56, 58, 59, 66, 68, 73 va 82 trong céc mau té Test 1.000
Human bao bong troc & co tir cung, ho trg chan doan nhi€ém HPV '
Papilloma | Thanh ph?ln: Hobn hop mdi - ddu do, dém, hdn hop enzyme, dbi ching dm,

Virus d6i chimg duong

(HPV)

Bo xét

g?nlﬁelrlrrlong Thanh phén: Hn hop PCR mastermix; Dém PCR; Enzyme DNA

11 | EBV-DNA Pi)}yrgerase;’ Dém TE; Poi chiing 4m; Ching ngi EBV-DNA IC Glob; IC Test 500
tlr mAu n(_)1’klem Sf) at 2 .
huyét Chung dudng chuan: QSGI1 va QSG2
tuong

iy - Tach DNA/RNA Virus tir nhiéu loai miu bénh phém khéc nhau: mau,
Kit tach X £ . 2
huyé€t tuong, huyét thanh, dich co thé,...
DNA/RNA | _ Phuong phap: c¢ft quay, thi cong

12 | virus tir 2 ./ X A ’ Test 1.500

mfiu huyét | Th? tich nklau:AZOOkul o o ’ A ’ .
.| - Thanh phéan yéu cau toi thiéu: B dém, Nudc khdng c6 RNase, Proteinase
tuong, mau A A
K, cot loc, ong thu.
Bo kit tach | - Tach chiét DNA/RNA virus trén hé théng mdy tach tw dong
DNA/RNA | - Cong ngh¢ tach: cong nghé tir tinh

13 | virustheo |- Loai mAu chinh: huyét trong, huyét thanh, dich co thé, dich phét,... Test 1.000
méy ban ty | - Thé tich mau: 200 pul
dong - Thanh phé‘m y€u cau tdi thiéu: Bo dém, Proteinase K, dia chay méay /
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Tén hang
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tinh

S6
lwong

Déap
img

Khong dap
ung

14

Kit tinh
ché
genomic
DNA ti
mau md
vli trong
Paraffin da
dugc cb
dinh bing
formalin
(FFPE)

Thanh phan: Cét rira giai bao gdm éng rira, Ong rtra, Ong rtra giai, Ong ly
giai, Dém ly giai mo6, Pém ly giai, Pém rtra cd dic 1, Pém ria cb dic 2,
Dém rira gidi, Proteinase K.

Test

2.500

15

BO kit tinh
ché
genomic
DNA ti
mau toan
phin

Thanh phén: C6t quay mini va ng ria, Ong rira giai, Van két néi, Ong ly
giai, Ong rira, Dém ly gidi, Pém rita 1 (cb dic), Pém rira 2 (cd dic), Pém
rira gidi, Dung moi protease, Protease.

Test

300

16

Kit tinh
ché RNA
tr mau mo
vii trong
Paraffin da
dugc cb
dinh bang
formalin
(FFPE)

Thanh phan: C6t quay va 6ng thu RNeasy, Ong rira giai, Ong ly giai, Ong
rira, Dung dich khtt parafin, Dém lién két, Pém pha lodng protein K,
Proteinase K, RNase-free DNase I dong khd, Nudc khéng ¢ RNase, Dém
tdng cuong DNase, Pém c6 déc

Test

1.000






