Chwong V. YEU CAU VE KY THUAT

Muc 1. Pham vi cung cap
1.1. Yéu cau vé ky thuat
- Yéu cau vé mait ky thuat dugc téng hop tai Bang V.1.2A kém theo E-HSMT

- Nha thau kém theo dit liéu dién tir (dinh dang Microsoft Excel) bang tom tit thong s6
k¥ thuat cia hang hoa, dich vu lién quan theo Bang V.1.2B kém theo E-HSMT

Yéu cau vé ky thuat quy dinh trong muc nay 1a t6i thiéu, chi nhim muc dich mé ta va
khong nhém muc dich han ché nha thau; nha thau c6 thé chao thau nhitng hang hoa cd
thong sd k¥ thuat cao hon. Bit ky thuong hiéu, ky mad hi¢u (néu co) trong tiéu chuan
k¥ thuat chi tiét 1a ¢ minh hoa cac tiéu chuan chat lugng, tinh ning k¥ thuit. Nha thau
c¢6 thé chao cac hang hoa co thuong hiéu, ky ma hiéu khac nhung phai dam bam tiéu
chuin k¥ thuat, dac tinh k¥ thuat, tinh nang stir dung “twong duong” hoac “cao hon” so
v6i yéu cau ctia E-HSMT va phu hop véi thiét bi chi dau tu dang st dung.

1.2. Cac yéu cau khac

Tién d6 cung cap dugc thyc hién theo nguyén tac: Pinh ky theo ké hoach hang thang,
hang hoa dugc cung cap trong thot han t6i da 1a 5 ngay lam vige, ké tir ngay nhan dugc
yéu cau; Trong truong hop khan cap, hang héa dugc cung cip sém nhat c6 thé, nhung
khong qué 24 gio, ké tir khi nhan duoc thong béo truong hop khan cép.

Muc 2. Ban vé
Khong ap dung
Muc 3. Kiém tra va thir nghiém

Céc kiém tra va thir nghiém can tién hanh gdm c6: dé dam bao phu hop véi thiét bi
chu dau tu dang stir dung, chu dau tu c6 thé yéu cau thtr nghiém dé danh gia kha nang
tuong thich véi thiét bi chua dau tu dang st dung.
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Bang V.1.2A. YEU CAU VE KY THUAT

Tén danh muc hang

Stt hoa

Théng s6 ky thuit

Quy cach

Don vi
tinh

S6 lwong

Pon gia

1 Kim chay than nhan tao

Kim ¢& 16G. Bao gom loai canh xoay. Thiét ké backeye.
Chicu dai kim 25mm. Kim lam t6i thiéu bang thép khong ri
va dugc bao boc t6i thi€u bang silicone.

Cai

20.000

3.940

2 | Qualoc mau

Chat liéu mang : Purema Polyethersulfone

Chét liéu vo qua: Polycarbonate/ Polyurethane

Heé s6 siéu loc >16

Di¢n tich mang >1,5 m2

Phuong phap khtr trung an toan

Vi toc dd bom mau 300ml/min thi hé sd loc: Urea
>258ml/phut, Creatinine >23 Iml/pht, Phosphate
<202ml/phut, Vitamin B12: <119ml/pht.

D6 diy ciia mang:> 35um, Puong kinh trong: 200pum, Hé sb
truyén tai: <930, Thé tich mdi: <85ml

Xuét xtt : Chau Au

4.500

320.000
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Qua loc mau

Chat liéu mang: Polyethersulfone

Chét liéu vo qua: Polycarbonate/Polyurethane

Hé s siéu loc 1a (KUF): >60 ml/h/mmHg

Di¢n tich mang: >1,5 m2

Thé tich mdi: <89

St dung cac phuong phéap khtr tring an toan, dat tiéu chudn
trong y té.

Phuong phap khur trung: tia dién tir

Véi téc d6 bom mau 300ml/min thi hé s6 loc:

Urea: > 271 ml/phut; Creatinine: > 246 ml/phut; Phosphate: <
232 ml/phat; Vitamin B12: < 173 ml/phut; Inulin: < 105
ml/phut

Dat tiéu chuan ISO 13485

Xuat xt: Chiu Au

Qua

500

320.000

Gac than 3,5cm x
4,5cm x 80 16p, vo
trung

Gac duoc dét tir soi 100% cotton, c6 do thAm hat cao. Soi sian
chac, dong déu, trang, min, mém mai..Kich thudc: 3.5cm x
4.5cm x 80 16p. Vo trung.

Miéng

30.000

1.201

Dung dich thAm
phan mau dam dac A
(Acid)

Thanh phan trong 1.000 ml dung dich gom:

- Natri clorid: 210,68 g

- Kali clorid: 5,22 g

- Calci clorid.2H20: 9,00 g

- Magnesi clorid.6H20: 3,56 g

- Acid acetic bang: 6,31g

- Glucose.H20: 38,50 g (Hodc Glucose khan: 35,00 g)
- Nuéce dat tiéu chuan ISO 23500-3:2019 vira da: 1.000 ml
Tiéu chuan chat lugng: 1SO 9001, ISO 13485

St dung tuong thich véi dich B (Blcarbonat) theo ding
khuyén céo ciia nha san xuét

Can 10 lit

Can

7.000

160.000

Dung dich thAm
phan mau dam
dac B
(Bicarbonat)

Thanh phan trong 1.000 ml dung dich gom:

- Natri bicarbonat: 84,0 g

- Nuéce dat tiéu chuan ISO 23500-3:2019 vira da: 1.000 ml
Tiéu chuan chat lugng: 1SO 9001, ISO 13485

Str dung tuong thich vai dich A (Acid) theo dung khuyén cao
ctia nha san xut

Can 10 lit

Can

9.000

160.000




sie | Ten da“l?é‘:“c hang Théng sb ky thuat Quy cich Dt‘lf:h“ S6lwong | Don gia
Bép béng ngusdi 16n Chat ‘liéu PVC. C6 cb (size) cho nguoi 16n, tré em, so §inh.
7 16 em ’ B6 gdbm: bop bong, tai chira khi, mat na theo ¢d, day dan oxy Cai 27 165.000
dai 2m.
Chi tiéu tong hop da soi s6 6/0 dai 75 cm, kim tron 13mm
1{2C dugc lam tr thép AISI 302 dugc phu silicone. Chi dugc
LA A LR cau tao bo1 90% glycolide va 10% L-lactic acid, dugc phu
2 gél; léza;ﬁagle;gﬁgtgin Poly(glycolide-co-L-Lactide) va calcium stearate t}}eo ty 1& 12 s0i/hép | Soi 93 43.504
910 6 6/0 30:70. Chi duy tri dugc stic cang trén 65% sau 2 tuan cay T j )
ghép va s& tu tiéu hoan toan trong vong 54 dén 70 ngay. Do
bén kéo nut that 0.25 kgf va lyc tach kim chi 0.17 kgf. Tiét
trung bang EO. Tiéu chuin CE
Ortho-Phthalaldehyde 0,55% (w/w), hé dém pH =7
Hiéu qua sau thoi gian ngdm tdi thiéu 5 phut.
7 Hiéu qua vi sinh (phase 2, step 2)
Dung dich khtr khuan | Vi khuan : EN 14561 .
9 mire 6 cao Ném, méc : EN 14562 Can 5 lit can 154 1.100.000
Mycobacterium (Truc khuan lao): EN 14563
Virus: EN 17111
Test thir di kém tuong thich vi san pham.
Dung dich lam sach va | Peracetic acid: ~ 4.2% w/w Hydrogen peroxide: ~ 30% w/w
10 | khtr trung qud loc than | Acetic acid: ~ 4.9% w/w Can 5kg Can 16 949.600
nhéan tao * Dung dé 1am sach va khir trung cho than nhan tao
Dung dich lam sach Enzyme Protease: 4% w/w; Enzyme Lipase: 0.5% w/w;
11 | dung cu c6 hoat tinh Enzyme Amylase: 0.3% w/w; Alcohol Ethoxylate: 8% w/w; Can 5 lit can 31 1.350.000
eﬁzymé : Chat chong an mon kim loai va cting mot sb Enzyme, chat R
phu gia hd trg khac vira di 100%.
Chlorhexidine Digluconate 4% (w/w) va cac chat phu gia,
Dung dich rira tay phiu chét dudng da (Glycerine, Alcohol Ethoxylates, Alkyl
12 thuat Polyglycoside, Aloe Vera, Cocamide Diethanolamine, Can 5 lit Can 77 695.000
; Vitamin E, Cocamidopropyl Betaine, Polyquatium 7 ...) vira
da 100%.
Gang kiém tra ding Chat liéu: cao su tu nhién. Gang tay y té c6 bot, khong gay
13 |trongy té chua tiét kich tng da. C¢6 céc size: S, M, L, XL. Chiéu dai > 24cm. Pat | 50 doi/hop | Boi 61.539 945

trung ¢ bot (cac sd)

tiéu chun ISO 13485, CE. San xuét tai Viét Nam




s¢t | 1endanh myc hang Théng s6 ky thudt Quycich | PO" V1 | S&iugng | Don gis
hoa ’ tinh
. . , Giay in dung cho may monitor san khoa, kich thudc R
14 | Giay monitor san khoa ) 52¥nmx1 5 Ogmmxz OOy o Tap 385 78.750
Anti-A: Khang thé don dong dan xuat tir t& bao dong lai Anti-
Khang thé don dong A
15 | dan xuat tir té bao dong | - D¢ nhay, d6 dic hiéu, d6 chinh xac : 100% Lol0ml |Lo 62 110.000
lai (CCS) khang-A - Lo 10ml.
- Pat tiéu chuén ISO
Anti-AB: Khang thé don dong dan xuét tir t& bao dong lai
Khng th 3 don dong gnti-A; Khang thé don dong dan xuét tir t& bao dong lai Anti-
16 ?gn xuat tur te, bao dong - P nhay, do dic hidu, d6 chinh x4c : 100% Lo 10 ml Lo 31 110.000
ai (CCS) khang-AB
- Lo 10ml.
- Pat tiéu chuén ISO
Anti-B: Khang thé don dong dan xuit tir té bao dong lai Anti
Khang thé don dong B
17 | dan xuét tir té bao dong | - BJ nhay, do dac hiéu, do chinh xéac : 100% Lo 10 ml Lo 62 110.000
lai (CCS) khéng-B - Lo 10ml.
- Pat tiéu chuéan ISO
Anti-D (Rho): Khang thé don dong dan xudt tir t€ bao dong lai
Khéng th i don dong Qll}t(li D. zgluocl t;l/l[I ‘AIIltl(-}D kﬁhO) la h(in 1]1)0’p gom ca khang
18 | din xuét tir t& bao dong | < on CONS IEVL VA Igh Khang nguyen 1 Lo10ml |Lo 54 168.000
lai (CCS) khang-D - Bo nhay, d6 dac hi¢u, dd chinh xac : 100%
- Lo 10ml.
- Dat tiéu chuéan ISO
, cnan Xét nghiém chan doan In-vitro dinh tinh phat hién khang
"ljest xef nghiém fi inh nguyén SARS-CoV-2 trong mau ngody dich ty hdu cta nguoi.
19 | tinh khang nguyen Po nhay: > 96,30% Do dic hidu: > 99.75% D chinh xdc: > Test 5-000 31.000
SARS-CoV-2 99.02%
20 | Khi CO2 hod long Dung tich 40 lit. D6 tinh khiét CO2 99,8% 40 1it/ binh | binh 54 270.000
21 | MuoLvien St clond | Nari clorid tinh khiét 99% Bao 25kg | kg 3.500 10.200
22 | Oxyyté Nong d6 oxy 16n hon hogc bang 99,5% , Kg 46.154 5.000
23 |Oxyyté 10L Nong do oxy lon hon hodc bing 99,5%, ap suat thuong 16n | i/ pani | Binh 385 37.500

hon hogc bang 130 bar dung tich 10 lit
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24

Oxy vy té 40 lit

Néng do oxy 1én hqn hoic béng 99,50/9, van khi nén, ap suét
nap 16n hon hodc bang 150 bar, ap suat thuong 16n hon hodc
bang 130 bar, dung tich 40 lit/ binh

40 1it/ binh

Binh

770

55.000

25

Que thir duong huyét

Que thir xét nghiém duong huyét

Str dung enzyme: GOD (Glucose Oxidase)

Thé tich mau: 0.9 microlit

Thanh phan thudc thir (cho 100 que thir): Men Glucose
Oxidase (GOD) 300 don vi; Potassium ferricyanide (chat
trung gian) 9.0 mg

Khong str dung code-chip

bién cuc ma vang 99%

Thot gian xét nghiém: 5 gidy (co thé chimg minh néu cai
thong s6 Ngay lép tirc)

Loai mau: mau toan phan mao mach tuoi (tai dau ngén tay,
ban tay, cang tay hodc trén canh tay)

Khoang hematocrit: 20-60%

Khoang xét nghiém: 10-600mg/dL (0.6-33.3 mmol/L)

Str dung cung méy thtr dudng huyét SD CodeFree™ Blood
Glucose Meter

Héop 50
Test

Test

3.077

6.825

26

Test xét nghiém phat
hién va dinh danh
nhanh vi khuan
H.pylori ¢6 trong bénh
pham noi soi da day

Dinh tinh phat hién khang thé khang H. pylori trong huyét
thanh, huyét twong hodc méu toan phan ciia ngudi

Test

12.308

24.800
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27

Test xét nghiém phat
hién khang nguyén
virus Dengue trong
mau huyét thanh, huyét
tuong va mau toan
phan nguoi.

Phat hién cac khang nguyén NS1 cua vi rat Dengue trong
huyét thanh, huyét twong hodc miu mau toan phan ngudi

- BJ nhay tuong quan: > 92,42 % (183/198)

- B§ dac hiéu twong quan: > 98,7% (222/225)

- Kit thtr 6n dinh it nhét 8 tudn khi dé ¢ nhiét d6 55+1°C trong
tinh trang chua mo tui nhom

- Gi61 han phat hién (Déi v6i Den-1, 2, 3, 4) 1a: 3,9 ng/ml

- B4o quan: 2-40°C

- Thanh phan chinh: Vach thir T: Khang thé don dong khang
Dengue NS1, Vach ching C: khang thé don dong khang IgY
ga, Pém vang: Khang thé don dong khang Dengue NS1-lién
hop vang, IgY ga-lién hop vang

- Dat tiéu chuan ISO 13485:2016

- Dang khay

Test

1.231

57.750

28

Test xét nghiém
cam A/B

Xét nghiém sic ky mién dich nhanh dé phat hién dinh tinh cac
khang nguyén cim A va B trong cac mau bénh pham tir dich
tiét & mili.

Thanh phan

Vach chung: Dé khang IgG chudt

Vach thtr A: Khang thé cam A

Vach thir B: Khang thé cim B

Cong hop vach thir A: Khang thé cim A

Cong hop vach thir B: Khang thé cam B

Véi Cim A: Bg nhay > 82%, do dac hi¢u > 100%, do chinh
Xac: > 95,9%; Véi cam B: d6 nhay > 100%, do dic hiéu >
100%, do chinh xac > 100% so v61 RT-PCR

On dinh tai 60 d6 C trong 5 tuan.

- Két qua thir nghiém van c6 thé dap Gng cac tiéu chi chap
nhan dugc sau khi san pham tiép xtic v6i do 4m 20~30%,
50~60% va 70~80% trong 8 gid khi mé san pham

Thoi gian tra két qua: 8-20 phat

- Gidy phép luu hanh do BYT cép phan loai C

San pham dat tiéu chuén ISO CE

Test

1.539

50.000
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29

Test xét nghi€ém dinh
tinh HBsAg

Do nhay > 98,4% , do dac hi¢u > 99,6%; Xét nghiém co thé
phat hién néng d6 0.1 IU/ml. Cho két qua nhanh trong vong
15 phut, Do 6n dinh ciia két qua xét nghiém t6i 30 phit
,khong can str dung thém bat ky dung dich dém(chase) cho
mau méau huyét thanh, huyét twong. Sir dung duogc cho tit ca
cac loai mau bénh pham bao gdm: Huyét thanh, huyét turong,
mau tinh mach, mau dau ngén tay.

- Thanh phan tai vach test: Khang thé don dong ¢ chudt
khéang HbsAg Biotinyl va cac hat mau den dugc phu khang
thé don dong & chudt khang HBsAg.

- Ham lugng: Anti-HBs antibody A1; Anti-HBs antibody A2,
Anti-HBs antibody B1; Anti-HBs antibody B2 ; Anti-HBs
antibody B3 ; Khang thé trén thanh kiém soat.

- Xét nghiém phat hién duoc it nhét 14 d6t bién khac nhau cia
HbsAg

- Xuét x&: Nhém céc nuée G7

Hop 100
test

Test

10.000

35.000

30

Ti dung nudce ticu

San xuat tir nhya y ¢ PVC, khong dc hai. Kich c& 2000ml,
phan vach ro rang. C6 vach dung tich mo6i 100ml. Pam bao
kin khong rd ri.

Cai

6.924

4.650

31

TGi mau don 250mL

Dung tich chira 250ml mau toan phan, ti chtra sin 35mL
dung dich chong dong va bdo quan CPDA-1

tui

124

45.500

32

Hoa chat dung cho
x¢t nghiém Cholesterol

Hoa chat dung cho xét nghiém Cholesterol
- Déi do: 8.1 - 700 mg/dL.

- Thanh phén:

4-Chlorophenol 4.7 mM;
4-Aminoantipyrine 1 mM;

Cholesterol esterase (CHE) >500 U/L
Cholesterol oxidase (CHOD) > 500 U/L
Peroxidase (POD) > 1000 U/L

- Phuong phép: CHOD-PAP

Hop > (8
lo x 50ml)

Hop

27

5.493.180




Don vi

Tén danh muc hang n £y« A . £ .
Stt héa Thong so ky thuat Quy cach tinh SO lwgng Don gia
Chat hiéu‘chuén cho cac xét nghiém do do duc mién dich;
Thanh phan: Huyét thanh ngudi chira Immunoglobulin G,
FYPIR 2 Immunoglobulin A, Immunoglobulin M, Transferrin, C3, C4,
Chat hi€u chuén cho . . Q. . K i .
33 | cdc xét nghiém do do Ant17-Streptolysm O, Ferritin, C-reac:clve protein; Chat hi¢u Hop > Hop 13.449 534
; ¥ chuan 6 muc; - Cac gia tri hi€u chuan dugc gan sir dung cac | (6x2ml) ; e

duc mién dich

nguyén liéu liéu tham chiéu theo tiéu chuan IFCC (IgG, IgA,
IgM, C’3,‘ C4, Transferrin, CRP), WHO (ASO) va tiéu chuan
quoc t€ 1an thir 3 cho ferritin




