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

Tiéu chi tbng quat duoc danh gia 13 dat khi tit ca cAc tidu chi chi tiét co ban duge danh gia 13 dat.

E-HSDT dugc dénh gi 13 dap Gng yéu cau vé k§ thuét khi c6 tit ca cac tidu chi tong quéat déu duoc danh gid 14 dat.
Néu bit ky mot mit hang nao thude goi thiu cé mot tidu chi khong dat yéu clu k§ thust thi E-HSDT ctia nha thau s& dugc

danh gi4 13 khong dat yéu cau k¥ thuat va khéng duge xem xét vé tai chinh.

Toan bd cac mit hang thudc géi thau phai dap vmg céc yéu ciu nhur quy dinh tai bang dudi day:

Ndi dung yéu cau Két qua danh gia
Tén g6i thiu: Goi 3: 28 mit hang sinh phdm, hoa chit, vat tw twong thich may mién dich bing k§ thuat dién héa phat .
quang d& xét nghiém céc chi s sinh hoa, tdc do xét nghiém 170 test/gidy Pat | Khong dat
I. Yéu ciu chung
A. Tinh hop I€ ciia hang héa
Yéu ciu chung d6i v6i tit ca cac loai hang hoéa di thiu:
- Gily chimg nhan dat tiéu chuén quan ly chit luong con hiéu luc (ISO 13485:2016 hodc ISO 9001:2015 dbi
v6i hang héa khong phai 1a thiét b y té)
- Tai liéu m6 ta tom tit k¥ thuat thit bi y té hodc cac hang hoa khéc (tiéng Viét).
- Nhan hang héa tiéng Viét luu hanh tai Viét Nam.
- Théng tin vé huérng din str dung bang tiéng Viét. ’ , ’ ’ Pép | Khong dép
1 |- Tai li€u k§ thudt d€ phuc vu viéc s’ﬂra chfxg, ba}o dudng thiét bi y te, trir trudng hop thit bi y t€ st dung mot | g g mot
1an theo quy dinh cuia chi s& hitu thi€t bi y té (ncu cd). ddy ¢4 | tidu chi
- Thong tin v€ co s& bao hanh, di€u kién va thoi gian bao hanh, trir truong hop thi€t bi y t€ stt dung mot lan theo
quy dinh ctia chi s6 hitu thiét bj y té hodc 6 tai lidu chimg minh khéng ¢ ché @6 bao hanh (néu co).
- Gily chtng nthén hop chudn theo quy dinh hodc ban tiéu chudn san phdm do chii s& hitu cong bd.
- Tai liéu ching minh xut x( cta hang hoé (d6i véi cac mat hang khong c6 gidy phép luu hanh san phim
hoic gidy phép nhép khiu).

! Truomg hop 4p dung phuong phap nay thi x6a bd khoan 3.1 Mucj/‘c%g nay. WM O.,./ 0/



Yéu clu cu thé dbi véi tirng loai hang hoa dy thau:

1. DPi voi hang héa dw thiu 1a TTBYT:

1.1. Yéu ciu chung

- Gidy chtng nhan luu hanh ty do con hiéu luc tai thoi diém ndp hd so dd dugc hop phap héa lanh sy va cb
ban dich cdng chimg tiéng Viét.

- Gidy uy quyén ban hang ctia cht s& hitu thiét bj y t&/s6 luu hanh/nha nhép khau (néu co).

- C6 bang phén loai thiét bi y té. Két qua phan loai dugc cong khai trén cdng thong tin dién tir cia B6 Y té tai
dia chi: https://imda.moh.gov.vn/web/guest/cong-khai-phan-loai-ttbyt

- Ban niém yét gia hoic gia ké khai.

1.2 Yéu ciu cu thé

1.2.1 Déi véi thiét bi y té loai A, B: C6 "Cong bb tiéu chudn 4p dyung ctia 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 Dbi v6i thiét bi y té loai C, D:

S6 ding ky luu hanh hodc gidy phép nhép khdu theo quy dinh tai Nghi dinh s6 98/2021/NP-CP ngiy
08/11/2021 va Nghi dinh 07/2023/ND-CP ngay 03/3/2023 ctia Chinh phii v& quan ly thiét bi y té.

2. P6i véi hang hoa dw thau la cac hoa chit, ché phdm diét con trung, diét khuén ding trong linh viec gia
dung vay té, va cac héa chit theo quy dinh:

- Giéy phép luu hanh theo quy dinh con hiéu lyc d6i v6i cac hoa chét, ché phdm diét con tring, diét khuin
/dung trong linh vuc gia dung va y té theo quy dinh tai Nghj dinh 91/2016/ND-CP ngay 01/7/2016.

- Gily phép nhap khéu hoic Gidy phép luu hanh con hiéu luc dbi véi cac héa chét thudc pham vi kinh doanh
¢6 diéu kién theo quy dinh ctia Luét Hoa chét.

Luu y: Céc tai li¢u dinh kém trong E-HSDT néu 12 ngdn ngfr khac thi phai dugc dinh kém ban dich Tiéng Viét.
Nha thiu chiu trach nhiém vé tinh chinh x4c cta ndi dung ban dich so véi ban gdc va tinh phap ly clia tai liéu
nay.

bap
ung
day da

Khoéng dap
ung mot
tiéu chi
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B. Biéu tién d§ cung cap

Hang héa dugc giao phai da sb luong va ding céc thong tin tiéu chudn nhu da cong b trong E-HSDT.
Hang héa dugc giao theo tirng don ddt hang ctGa bénh vién, thoi gian <72 gi¢ ké tir nha thiu nhan dugc don
hang qua e-mail, fax hoéc dién thoai. Pap | Khong dép
Yéu ciu v& van chuyén hang hoa: hang hoa dugc giao tai kho ciia Phong Vat tw - Thiét bi y t€ 03 co s Bénh ng ing
vién K: co s Quan Si, co s¢ Tam Higp, co s¢ Tén Tridu. Hang hoa phai dugc van chuyén theo dang didu kién
bao quéan clia nha san xuit, dam béo an toan, phong tranh chiy nd, d6 v&, hr héng

C. Kha ning thich ing vé dja Iy va tac dong d6i voi mdi trueong

Hang hoa dugc ki€m tra, thit nghiém, dong gbi, van chuyén, bado quan pht hop véi khi héu tai noi hang héa Dap | Khong dép

duoc st dung. i ‘e mt
Hang hoa dugc cung cap khong c6 anh huong tac dong dén méi trudng hodc ¢ anh hudng tac dong dén moi ddy %m t é%l chi
trudng nhung c6 d& xuét bién phép giai quyét.

IL Yéu chu tiéu chuin k§ thuat chi tiét

STT : Don | Pép | Khong d4
moi |  Tén hang héa Théng s6 k§ thuat vi | S6lwong 1’mp L,mg P
thiu tinh & g
Thanh phén: Khéng thé don dong khang IgE dénh déu biotin )
1 B6 dinh luong TgF (chudt) 2.5 mg/L, dém phosphate 85 mmol/L, pH 6.5; Khang thé Test 2.000

don dong khang IgE (chudt) danh dau phirc hop ruthenium 5.5
mg/L; dém phosphate 85 mmol/L, pH 6.5; chat bdo quan.

Thanh phén: Tg (ngudi) danh du biotin 0.200 mg/L; dém TRIS
B dinh lvong Anti- | 100 mmol/L, pH 7.0; Khang thé don dong khéng Tg (ngudi) danh

2 Tg du phirc hop ruthenium 0.620 mg/L; dém TRIS 100 mmol/L, pH Test 12.000
7.0; chat bao quén.
Thanh phén: Khang thé don dong khang Tg danh déu biotin i

3 | B4 dinh lwong Tg (chudt) 1 mg/L; dém Bis-Tris 50 mmol/L, pH 6.3; Khéng thé don Test 12.000

dong khang Tg (chudt) danh du phirc hop ruthenium 3.1 mg/L;
dém Bis-Tris 50 mmol/L, pH 6.3; ¢ at bao quan.

o e ¥4




STT

Pon

moi Tén hang héa Thong 6 k¥ thuat vi S6 lwgng 1:)ap Kho,ng dép
A . ung ung
thau tinh :
B miy chime xét Thanh phin: HE4 (ngudi, tir dong t€ bao OvCar-3) & hai khoang
4 |7 & nong do (khoang 50 pmol/L va khoang 400 pmol/L) trong huyét mL 80
nghiém HE4 o 1R 12 .
thanh nguoi; chat bao quan.
Thanh phén: Khang thé don dong khang PCT d4nh déu biotin 7
5 B dinh lugng (chudt) 2.0 pg/mL; dém phosphate 95 mmol/L, pH 7.5; Khang thé Test 10.000
Procalcitonin don dong khang PCT (chudt) danh dau phirc hop ruthenium 5.6 '
ng/mL; dém phosphate 95 mmol/L, pH 7.5; chat bdo quan.
Thanh phén: Khang thé don dong khang CA 125 dénh dAu biotin
n £ o g (M 11; chudt) 1 mg/L; dém phosphate 100 mmol/L, pH 7.4; Khang
6 Er%;h“gzﬂll‘; Sdmh thé don dong khéng CA 125 (OC 125; chudt) dénh ddu phitchop | Test | 5.000
ng ruthenium 1 mg/L; dém phosphate 100 mmol/L, pH 7.4; chat bao
quan.
7 B6 hiéu chuén xét Thanh phﬁni CA 15-3 (ngudi) v6i hai khoang ndng do (khoang 15 il 44
nghiém CA 15-3 U/mL va khoang 100 U/mL) trong huyét thanh nguoi.
) Thanh phan: Khéng thé don dong dénh d4u biotin (1 15D8; chudt)
2 B¢ thuoc thir dinh 1.75 mg/L; dém phosphate 20 mmol/L, pH 6.0; Khang th¢ don Test 10.000
lugng CA 15-3 dong khang CA 15-3 (DF3; chuft) danh dau phirc hop ruthenium '
10 mg/L; dém phosphate 100 mmol/L, pH 7.0; chat bdo quén.
) Thanh phan: Khang thé don dong khang CA 19-9 d4nh déu biotin
9 B¢ thudc thir dinh (chudt) 3 mg/L, dém phosphate 100 mmol/L, pH 6.5; Khang thé Test 4.000
lugng CA19-9 don dong khéng CA 19-9 (chuft) danh déu phirc hop ruthenium 4 )
mg/L; dém phosphate 100 mmol/L, pH 6.5; chat bdo quan.
A A o Thanh phan: CEA (ngudi, tir canh ciy té bao) vé6i hai khoang ndng
10 B6 hi¢u chudn xét d6 (khoang 5 ng/mL va khoang 50 ng/mL) trong hdn hgp mL 64

nghiém CEA

dém/protein. 1 ng/mL. CEA tuorng);rng v6i 16.9 mIU/mL.
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STT : Don | Dép | Khong d4
moi |  Tén hang héa Théng s6 k§ thuat vi | Sélwong l,mp ﬁf p
thiu tinh 8 8
Thanh phan: Khéng thé don dong khang cytokeratin 19 danh du
NP S biotin (KS 19.1; chudt) 1.5 mg/L; dém phosphate 100 mmol/L, pH
1 ﬁ%;hugcfig‘;f_‘?h 7.2; Khéng thé don dong khang cytokeratin 19 (BM 19.21; chugt) | Test | 5.000
e Y danh dau phte hop ruthenium 2 mg/L; dém phosphate 100
mmol/L, pH 7.2; chat bdo quan.
) Thanh phin: Khéng thé don dong khang T3 (ciru) dénh déu phirc
12 B thudc thir dinh hop rut’henium 18 ng/mL; dém phosphate 100 mmol/L, pH 7.0; T3 Test 14.000
luong FT3 danh dau biotin 2.4 ng/mL; dém phosphate 100 mmol/L, pH 7.0; )
chat bao quan.
] Thanh phin: Khang thé don dong khang T4 (thd) dénh déu phirc
13 B thuoc thir dinh hop rut,henium 75 ng/mL; dém phosphate 100 mmol/L, pH 7.0; T4 Test 40.000
luong FT4 danh dau biotin 2.5 ng/mL; dém phosphate 100 mmol/L, pH 7.0; '
chat bdo quén.
B6 hicu chuin xét Thanh phén: Kich tb sinh duc mang dém ctia ngudi (tir nuée tidu)
14 nohiem B HCG v6i hai khoang nong d6 (khoang 1.5 mIU/mL va khoang 2000 mL 20
e mlIU/mL) trong dém huyét thanh ngudi.
’ Thanh phén: Khéng thé don dong khéng TSH (chudt) dénh déu
15 Bd thuoc thit dinh biotin 2.0 mg/L; d&&m phosphate 100 mmol/L, pH 7.2; Khéng the Test 40.000
lugng TSH don dong khang TSH (chut/ngudi) danh dau phie hop ruthenium '
1.5 mg/L; d&ém phosphate 100 mmol/L, pH 7.2; chat bdo quan.
B3 hicu chuin xét Thanh phin: HE4 (ngudi, tir dong té bao OvCar-3) vé6i hai khoang
16 N ndng dd (khoang 5 pmol/L va khoang 200 pmol/L) trong huyét mL 32

nghiém HE4

thanh ngua; chét bao quan.
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STT

Pon

méi|  Tén hang héa Théng s6 ky thuat vi | S6lrong ggp Kh‘:;f dép
thiu tinh & &
] Thanh phin: Khang thé don dong khang FSH dénh du biotin
17 B§ thudc thir dinh (chudt) 0.5 mg/L, d¢ém MES 50 mmol/L, pH 6.0; Khang thé don Test 1,500
lvong FSH dong khang FSH (chudt) danh dau phire hop ruthenium 0.8 mg/L, ’
dém MES 50 mmol/L, pH 6.0; chat b4o quan.
Thanh phin: Hai khang thé don dong khéng estradiol danh déu
Al A lon s biotin (tho) 2.5 ng/mL va 4.5 ng/mL; mesterolone 130 ng/mL; dém
18 ﬁ%:lhug:;zgiglmh MES 50 mmol/L, pH 6.0; Dan xuét estradiol, danh diu phtre hop Test 1.500
ong ruthenium 4.5 ng/mL; §¢m MES 50 mmol/L, pH 6.0; chét bao
quan.
B6 mau chimng cac Thanh phin: Khang thé khang TSHR (nguoi) v6i hai khoang ndng
19 xét nghiém Anti- d6 4 IU/L va 16 IU/L; Khang the khang TPO (ctru) vé&i hai khoéang il 20
TPO, Anti-TG, Anti- | ndng d9 35 IU/mL va 100 IU/mL; Khang thé khang Tg (ctru) véi
TSHR hai khoang nong d6 100 IU/mL va 200 IU/mL.
Thanh phén: Khang thé don dong khang NT-proBNP dénh diu
A ln biotin (chudt) 1.1 pg/mL; dém phosphate 40 mmol/L, pH 5.8;
20 Er%;huofoglﬁg inh Khang thé don dong khang NT-proBNP (ctru) danh déu phirc hop Test 5.000
Mg P ruthenium 1.1 pg/mL; dém phosphate 40 mmol/L, pH 5.8; chat bao
quéan.
ALK , . Thanh phan: Huyét thanh chirng dong kho 14y tir huyét thanh nguoi
21 Eghriré?rlll c?;glﬁ; ot v6i 2 khoang nong dd. Chira CK-MB, Digitoxin, Digoxin, mL 80
ghiem p Myoglobin, NT-proBNP 1-76 (tbng hop), GDF-15.
Thanh phén: Khéng thé don dong khéang troponin T tim (chudt)
B5 thude thit dinh dénh dau biotin 2.5 mg/L; dém phosphate 100 mmol/L, pH 6.0;
22 lrone Troponin T hs Khang the don dong khéng troponin T tim (chut) danh dau phirc | Test 6.000
ng 1rop hop ruthenium 2.5 mg/L; d€m phosphate 100 mmol/L, pH 6.0; chat
bao quan.
/
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STT " bon < Pép | Khong dép
moi Tén hang héa Thong so k§ thuat vi So lwgng | ,
A . ung ung
thau tinh
N Thanh phan: Troponin T (i td hop, ngudi) véi hai khoang ndng
B9 mau chimmg xét do (khoang 30 ng/L hodc pg/mL va khoang 2500 ng/L hogic
23 | nghiém Troponin T | pg/mL) va troponin I (tai t0 hop, nguoi) véi hai khoang nong do mL 40
hs (khoang 0.75 pg/L hodc ng/mL va khoéng 18 pg/L hogc ng/mL)
trong huyét thanh nguoi.
, Thanh phan: Khéng thé don dong khang SCC dénh du biotin
24 B thudc thir dinh (chudt) 0.9 mg/L; dém phosphate 40 mmol/L, pH 7.5; Khéng thé Test 5000
lugng SCC don dong khang SCC (chudt) danh dau phirc hop ruthenium 1.6 ’
mg/L; dém phosphate 40 mmol/L, pH 7.5; chat bao quan.
Bo6 miu chimng xét Thanh phan: mAu chimg huyét thanh dong khé 14y tir huyét thanh
25 I 2. e e . A M mL 180
nghi€ém ung thw phoi | ngudi véi 2 khoang nong do.
Thanh phéan: Khéang thé don dong khang cortisol danh déu biotin
A AL e s (ctru) 20 ng/mL; danazol 20 pg/mL; d&m MES 100 mmol/L, pH
26 }?I%;hugz;t}ilgo?mh 6.0; Dan xuat cortisol (tong hgp), ddnh dau phirc hop ruthenium 20 | Test 1.000
g ng/mL; danazol 20 pg/mL; dém MES 100 mmol/L, pH 6.0; chat
bao quan.
’ Thanh ph?m: Pém phosphate 20 mmol/L, pH 7.4; chét (K;n dinh;
27 B thudce thit dinh Khéng thé don dong khang TSHR M22 (ngudi) ddnh dau phirc hgp Test 1.000
legng Anti-TSHR ruthenium khoang 0.3 mg/L; dém phosphate 20 mmol/L, pH 7.4; '
chdt 6n dinh; chat bao quan.
16 hicu chudn xét Thanh phan: Nong do ATSHR Call khoang 0.75 TU/L trong hdn
28 A hop huyet thanh ngudi; ATSHR Cal2 chira khoang 25 TU/L khang ml 16

nghiém Anti-TSHR

thé khang TSHR ngudi trong hdn hop huyét thanh ngudi.
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