3.2. Panh gia theo phwong phap dat/khong dat':
Tiéu chi téng quét dugc danh gid 13 dat khi tit ca céc tiéu chi chi tiét co ban duoc danh gia 1a dat.

E-HSDT duoc danh gia la dap timg yéu cu vé k¥ thuét khi 6 tAt ca céc tiéu chi tbng quat déu duoc danh gia 13 dat.

Néu bat ky mot mit hang nao thude goi thiu c6 mot tiéu chi khong dat yéu cau k¥ thuat thi E-HSDT ciia nha thau s& duoc
danh gia 1a khong dat yéu cau k¥ thuét va khéng dugce xem xét vé tai chinh.

Toan bd cac mit hang thude géi thdu phai dép tmg cac yéu cau nhu quy dinh tai bang dudi day:

Noi dung yéu cau

Tén gbi thiu: G6i 6: 06 mat hang miu ndi kiém

Két qua danh gia

Pat

Khong dat

I. Yéu ciu chung

A.

Tinh hgp 1€ ctia hang héa

Yéu cAu chung d6i voi tat ca cac loai hang héa dy thiu:

- Gidy ching nhan dat tiéu chudn quan 1y chét lugng con hidu luc (ISO 13485:2016 hodc ISO 9001:2015 dbi
v6i hang hoa khong phai 13 thiét bi y té)

- Tai liéu mo ta tém tit k§ thuét thiét bj y t& hoic cac hang héa khac (tiéng Viét).

- Nhan hang héa tiéng Viét lvu hanh tai Viét Nam.

- Théng tin v& huéng din sir dung bing tiéng Viét.

- Tai liéu k¥ thuét dé phuc vu viéc stra chita, bio dudng thiét bi y té, trir trudng hop thiét bi y t& st dung mét
14n theo quy dinh ctia chu s& hitu thiét bi y t& (néu co).

- Thoéng tin v& co s& bao hanh, diéu kién va thoi gian bao hanh, trir truong hop thiét bi y t str dung mdt 1an theo
quy dinh ctia chii s& hitu thiét bj y t€ hodc 6 tai lidu chimg minh khéng c6 ché @9 bao hanh (néu co).

- Gidy ching nhén hop chudn theo quy dinh hoic ban tidu chuin san phdm do chii s& hitu cong bé.

- Tai liéu ching minh xut x{r ctia hang hoa (di véi cac miat hang khéng cé gidy phép lwu hanh san phim
hoic gidy phép nhép khiu).

Dap
ung
day da

Khong dap
ung mot
tiéu chi

! Trudmg hop 4p dung phuong phap nay thi x6a bo khoan 3 ¥ Muc 3 Chwong nay. % 37
o




Yéu chu cu thé ddi voi tieng loai hang hoa di thiu:
1. Pbi v6i hang héa duw thau la TTBYT:
1.1. Yéu ciu chung |

- Giéy chimg nhén luu hanh ty do con hiéu lyc tai thoi diém ndp hd so d4 dugce hop phap héa 1anh sy va co
ban dich cdng ching tiéng Viét.

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

- C6 bang phan loai thiét bi y t&. Két qua phén loai duge cong khai trén cong thong tin dién t& cia BO 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 cdu cu thé

1.2.1 Déi véi thiét bi y té loai A, B: Cé "Cong bd tiéu chudn ap dung cua 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 vé6i thiét bi y té loai C, D:

S6 dang ky luu hanh hodc gidy phép nhap khéu 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 cta Chinh phd v€ quan ly thict bi y te.

2. P6i voi hang héa duw thiu 1a cac héa chit, ché phim diét con trang, diét khuén ding trong linh vire gia
dung va y té, va cac héa chit theo quy dinh:

- Gidy phép luu hanh theo quy dinh con hidu luc d6i v6i cac héa chit, ché phém diét con trung, diét khuin
/dung trong linh vye gia dung va y té theo quy dinh tai Nghi dinh 91/2016/ND-CP ngay 01/7/2016.

- Gidy phép nhap khéu hoic Gidy phép luu hanh con hiéu luc d6i v6i cac héa chét thude pham vi kinh doanh
c6 diéu kién theo quy dinh ctia Luit Héa chét.

Luu ¥: Cac t3i lidu dinh kém trong E-HSDT néu 14 ngdn ngit khéc thi phai duge dinh kém ban dich Tiéng Viét. Nha
thau chiu trach nhiém vé tinh chinh x4c ctia ndi dung ban dich so véi ban gbc va tinh phép 1y ciia tai liéu nay.

/

Dap
ung
day da

Khong dap
ung mot
tiéu chi

W @)///MLO“ y

&42




B. Biéu tién do cung cap

Hang héa dugc giao phai du sb luong va dung céc thong tin tidu chudn nhu da cong bd trong E-HSDT.
Hang héa dugc giao theo tirng don dat hang ctia bénh vién, thoi gian < 72 gid ke tir nha thau nhan duwoc don

hang qua eimail, fax hioac dién thoai. ) ) béap | Khong dép
1 Yéu ciu v€ van chuyén hang hoa: hang héa dugc giao tai kho ciia Phong Vét tu - Thi€t bi y té 03 co sé Bénh ng ting

vién K: co s& Quan St, co s Tam Hiép, co s& Tan Tri€u. Hang héa phai dugce vén chuyén theo ding dicu kién
bao quan cta nha s&n xuat, ddm bao an toan, phong tranh chay nd, d6 v, hu héng

C. Kha niing thich &ng vé dia Iy va tac dong d6i véi moi truwong

Hang hoa duoc kiém tra, thir nghiém, déng goi, van chuyén, bao quan phit hop véi khi hau tai noi hing héa

1 d Dap | Khong dép
uoc stt dung. n ng mot
) Hang hoa dugc cung cap khong c6 anh huéng tac dong dén mbi trudng hodic c6 4nh hudng tic dong dén mdi ddy %1’1 tié%l chi

trudng nhung c¢6 @& xuét bién phap giai quyét.

IL Yéu cAu tidu chuin k§ thuit chi tiét

STT A s Pon £ . n .
moi Te‘l‘l hang Théng s6 ky thuat Vil So | Dép | Khong dép
thiu oa tinh | "o 8| U8 e
Thanh phén: 25-Hydroxy Vitamin D, 11-Deoxycortisol, 17-0-Hydroxyprogesterone,
Acetaminophen, ACTH, Aldosterone, AFP, Amikacin, Amiodarone, Amitriptyline,
Androstenedione, Angiotensin I, Anti-Tg, Anti-TPO, C-Peptide, Caffeine, Calcitonin,
MU n6i Carl?amaz.epine, Carbamazepine (Free), CEA, Ch%oramphe.nicol, Cort‘isol, Cy-closporine,
Kidm CilO DCS{pramme, DHEA, DHEA Sulfate, DlgO).(m, Dlso.p.yramldei Estradlol, Estriol (Free),
xét nghiém Estriol (To-tal), Estrogen (Total), qusmde, Ferritin, Flecainide, Folate,.
1 mifn dich Fructosamine, FSH, Gastrin, Gentamicin, Glucagon*, hCG, hCG-f Subunit, hGH, ol 960
thutﬁmg. Imipramine, IgA, IgE, IgG, IgM, IRT, Insulin, Iron, Iron (TIBC), LH, Lidocaine,
quy, dang Lithium, NAPA, Netilmicin, Nortriptyline, PAP, Phenobarbital, Phenytoin, Phenytoin
dén, khé (Free), Primidone, Procainamide, Progesterone, Prolactin, Propranolol, PSA, PSA
& (Free), PTH (Intact), Quinidine, Salicylate, SHBG, Somatomedin-C, T3 (Free), T3
(Total), T3 Uptake/T-Uptake, T4 (Free), T4 (Total), TBG, Testosterone, Testosterone
(Free), Theophylline, Tg, Tobramycin, Tricyclic Antidepressants, (TCA) Screen, TSH,
Valproic Acid, Valproic Acid (Free), Vancomyc}a, Vitamin B12.
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Thanh phﬁn: B-2-Microglobulin, ACTH, Aldosterone, AFP, CA 15-3, CA 19-9,
CA 27.29, CA 50, CA 72-4, CA 125, Calcitonin, CASA*1, CEA, Cyfra 21-1,
Ferritin, hCG, hCG-p Subunit, NSE, PAP, Prolactin, PSA, PSA (Free), S-100, Tg
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Thanh phén: B-2-Microglobulin, ACTH, Aldosterone, AFP, CA 15-3, CA 19-9,
CA 27.29, CA 50, CA 72-4, CA 125, Calcitonin, CASA*1, CEA, Cyfra 21-1,

Ferritin, hCG, hCG- Subunit, NSE, PAP, Prolactin, PSA, PSA (Free), S-100, Tg.
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Thanh pha‘Am: B-2-Microglobulin, ACTH, Aldosterone, AFP, CA 15-3, CA 19-9,
CA 27.29, CA 50, CA 72-4, CA 125, Calcitonin, CASA*1, CEA, Cyfra 21-1,

Ferritin, hCG, hCG-B Subunit, NSE, PAP, Prolactin, PSA, PSA (Free), S-100, Tg.
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moi Tellll !1ang Théng s6 k§ thuat vi 1 S0 ]:)ap Kho,ng dép
thiu 0a tinh | lwomg| tmg g
Bao gbm hiu hét cac chét phén tich cho xét nghiém hoa sinh: Acetaminophen, Acid
Phosphatase (Total), Albumin, ALP, Alpha-1-Antitrypsin, tHBDH, AFP, ALT/SGPT,
MEU 06 Amy!ase, Amylase (Alpha), Amylase (Pancr.eatic), Apolipoprotein A-1,
1idm cho Apolipoprotein B, AST/ SGOT,. Bilirubin (Direct), Bilirubin (Indirect), Bilirubin
xét nghiém (Total), Calcium, Calcium (Ionized), Carbamazepine, CEA, Ceruloplasmin, Chloride,
sinh hoé. Cholesterol (HDL), Cholesterol (LDL), Cholesterol (Total), Cholinesterase, CO2,

5 | thuong Complan'ent C3, Complement C4, Copper, Cortisol, CK, Creatinine, Digoxin, il 240
quy, dang Gentamicin, GGT, GLDH, Globulin, Glucose, Haptoglobin, hCG-8 Subunit, IgA, IgG, '
d()n:g Kh(“) IgM, Iron, Iron (TIBC), Iron (UIBC), Lactate (Lactic Acid), LDH, LAP Arylamidase,
mtto nd né Lipase, Lithium, Magnesium, Osmolality, PAI'), Phenobarbital, Phenytoin,

6 1 Phosphorus, Potassium, Protein Electrophoresis, Protein (Total), PSA1, Salicylate,

¥ Sodium, T3 (Free), T3 (Total), T3 Uptake/T-Uptake, T4 (Free), T4 (Total), TBG,

Theophylline, Tobramycin, Transferrin, Triglycerides, TSH, Urea, Urea Nitrogen, Uric
Acid, Valproic Acid, Vancomycin, Vitamin B12, Zinc.
Bao gbém hiu hét cac chét phén tich cho xét nghiém hoa sinh: Acetaminophen, Acid
Phosphatase (Total), Albumin, ALP, Alpha-1-Antitrypsin, tHBDH, AFP, ALT/SGPT,

MEu néi Amy!ase, Arqylase (Alpha), Amy!a.se (Pancreatic), Apolipoprotein A-1, .

Kidm cho Apohpoprote.:m B, AST/SGOT, Bilirubin (Direct),. Bilirubin (Indirect), Bilirubin

xét nghiém (Total), Calcium, Calcium (Ionized), Carbamazepine, CEA, Ceruloplasmin, Chloride,

sinh hoé' Cholesterol (HDL), Cholesterol (LDL), Cholesterol (Total), Cholinesterase, CO2,

6 | thuong Complemf:nt C3, Complement C4, Copper, Cortisol, CK, Creatinine, Digoxin, ol 240
quy, dang Gentamicin, GGT, GLDH, Globulin, Glucose, Haptoglobin, hCG-§ Subunit, IgA, IgG,
d@)n:g Kho IgM, Iron, Iron (TIBC), Iron (UIBC), Lactate (Lactic Acid), LDH, LAP Arylamidase,
e nd ng’ Lipase, Lithium, Magnesium, Osmolality, PAP, Phenobarbital, Phenytoin,

462 Phosphorus, Potassium, Protein Electrophoresis, Protein (Total), PSA1, Salicylate,

Sodium, T3 (Free), T3 (Total), T3 Uptake/T-Uptake, T4 (Free), T4 (Total), TBG,
Theophylline, Tobramycin, Transferrin, Triglycerides, TSH, Urea, Urea Nitrogen, Uric
Acid, Valproic Acid, Vancomycin, Vitamin B12, Zinc.






