Chwong V. YEU CAU VE KY THUAT

Muc 1. Yéu ciu vé ky thuat

1.1. Gidi thiéu chung vé dw d dn, goi thiu

- Tén du todn mua sam: Mua sam vt tu y té tiéu hao; Hoa cht va vat tu xét
nghiém cia Bénh vién da khoa Y Yén nim 2026-2027.

- Tén goi thau: Go6i thau s6 2: Mua sdm hoa chat va vat tu xét nghiém cia
Bénh vién da khoa Y Yén nim 2026-2027 (Gom 99 khoan).

- Chu dau tu: Bénh vién da khoa Y Yén

- Ngudn vén: Tir ngudn thu vién phi, bao hiém y té va cac ngudn kinh phi hop
phap khéc cua don vi

- Thoi gian t6 chtrc lwa chon nha thau: 60 ngay

- Thoi gian bt dau to chirc lya chon nha thau: Quy 11/2026.

- Loai hop ddng: Hop dong tron goi.

- Thoi gian thue hién goi thau: 24 thang (ke tir ngay hop dong c6 hiéu luc).

- Pia diém thu’c hién: Bénh vién da khoa Y Yén

1.2. Yéu cdu vé ky thudt

Yéu cau vé k¥ thuat bao gom yéu cau vé ky thuat chung va yéu cau vé ki thuat
chi tiét d6i v6i hang hoa thudc pham vi cung cip cta gbi thau, cu thé:

1.2.1. Yéu cau vé k¥ thuat chung:

1. C6 cam két hang hoa méi 100% va san xudt ttr nim 2026 tré lai day, dung
quy cach cuia nha san xuat, co nguon goc Xuat xtr r0 rang. Thong tin hang hoa phai
dam bao theo quy dinh Mau s6 10B. bé xuat vé hang hoa cua nha thau

2. Cam két cung cap Chung nhan xuat xr ngudn gdc CO; gidy chimg nhan
chat luong cua nha san xuit CQ; to khai Hai quan; Invoice (héa don); Packing List
(Phiéu déng goi/bang ké/phiéu chi tiét hang hoa); va cac tai liéu lién quan theo quy
dinh cua hang san xuat trong qua trinh ban giao, lap dit hang héa.

3. Cam két khac:

3.1. Nha thau cam két chiu hoan toan trach nhiém trudc phap luat vé tinh
chinh x4c cua cac thong tin trong E-HSDT

3.2. Trong sudt qué trinh thuc hién Hop dong cung umg hang hoa cho Bénh
vién, trong truong hop hang hoa tring thau c6 cap nhat gia ban ké khai/ké khai lai
thap hon gia trang thau da dugc phé duyét thi Nha thau c6 trach nhiém thong bao
kip thoi dén Bénh vién, dong thoi Nha thau phai diéu chinh don gia cung tmg dam
bao khong vuot gia ban ké khai/ké khai lai ké tur ngay ké khai/ké khai lai duoc cap
nhat trén trang thong tin dién tir cia B0 Y té. Nha thau s& chiu trach nhiém hoan tra
s6 tién chénh léch néu khong thuc hién theo dung quy dinh nay (sd tién chénh léch
= don gia chénh léch X s lwong hang hoa cung mg). Trong trudng hop néu hang
hoéa trang thau c6 gia ké khai/ké khai lai bi rat khoi trang thong tin dién tir cia B Y
té, Nha thau s& co trach nhiém théng bao kip thoi dén Bénh vién. Néu Nha thau
khong thyc hién theo diing quy dinh nay, Nha thau s& chiu trach nhiém boi thuong
s6 tién tuong ung voi thiét hai do sai pham trong viéc ké khai gid hang héa gay ra.

Trong truong hop Nha thau khong thong bao td1 Bénh vién, néu Bénh vién
hoic cac co quan c6 thim quyén phat hién ra ké ca truong hop di két thic thyc hién
hop ddng thi Nha thau chiu hoan toan trach nhiém trudc phap luat, dong thoi chiu



trach nhiém boi thudng toan bo sb tién twong Gmg véi thiét hai do sai pham ctia Nha
thau gy ra cho Bénh vién.

3.3. Cam két cung tmg hang hoa kip thoi, chinh xac, du vé so lugng, dam bao
vé chit luong da ding ky véi co quan ¢6 thim quyén, c6 ngudn gdc xuit Xt 1 rang,
dugc phép luu hanh trén thi trudng Viét Nam. Khi giao hang c6 Phiéu bao 16, han
st dung.

3.4. Nha thau chju trach nhiém vé bao quan hang hoa va chat lugng hang hoa
trong qua trinh van chuyén tuan thu cac quy dinh cua phap luat hién hanh. Trong
truong hop hang hoa dé giao ma khoéng dam bao chat luong hoic xay ra nhiéu tai
bién trong qua trinh st dung hoac c6 thong bao thu héi cta co quan c¢6 tham quyén
thi nha thau phai thu hdi va tu van chuyen hang hoa tir kho Bénh vién, nha thau chiu
moi phi ton phat sinh tir viéc thu hoi hang héa.

3.5. Bao hanh cac sy c¢d dot xuét: khi nhan duoc thong bao cuia Bénh vién da
khoa Y Yén, can bo c6 tham quyén cua nha thau phai c6 mit trong vong 24 gid dé
giai quyét cac vudng mac va khac phuc su co.

3.6. Nha thau cam két san sang giai trinh véi cac co quan chirc nang khi Bénh
vién da khoa Y Yén co yéu cau, va cam két giai quyét kién nghi (néu co) cta co
quan churc nang.

3.7. Truong hop nha thau trang thau, Nha thau phai cam két xuat trinh duoc
tai liéu cua hang san Xuét nham xéc dinh trach nhiém cua nha san Xuat trong viéc
dam bao cung cap du so lwong, cung cip cac dich vu sau ban hang nhu bao hanh,
bao tri, stra chira, cung cip phu tung, vat tu thay thé, cac dich vu lién quan khac dam
trude khi ky hop dong va chiu trach nhiém vé tinh chinh xac cua nhing tai liéu,
thong tin do minh cung cap Truong hop nha thau khong xudt trinh duoc tai liéu néu
trén thi moi nha thau xép hang tlep theo vao ddi chiéu tai liéu.

4. Nha thau phai cung cap Bang tinh dap ung cua hang hoa chao thau trong
d6 c6 chi dn tham chiéu tai liéu cta nha san xut nhu Catalogue hodc ban thong s6
k¥ thuat ctia thiét bi hodc tai liéu khac ciia Hing san xuat. Luu Y Tat ca cac tai liéu
su dung ngdn ngir nudc ngoai phai dinh kem ban dich sang tiéng Viét va Nha thau
chiu trach nhiém vé tinh chinh x4c cua tai liéu nay. Nha thau ndp Bang tinh dap tmg
dinh dang *.doc dinh kém E-HSDT.

5. Pong goi, van chuyén: Theo tiéu chuan ciia nha san xuat. Hang hoa duoc
giao tai Bénh vién da khoa Y Yén — Dia chi: X4 Y Yén - Tinh Ninh Binh.

6. Khi ban giao hang hoa thi han sir dung cua hang hoa (néu co) tinh tir thoi
diém cung ung dén co so y té phai dam bao:

- T6i thiéu con > 18 thang ddi v6i cac mat hang c6 han dung > 36 thang.

- T6i thiéu con > 12 thang d6i v6i cac mat hang c6 han dung tir > 18 thang
dén < 36 thang.

- T4i thiéu con > 8 thang d6i v6i cac miat hang c6 han ding tir > 12 thang dén
< 18 thang.

- C6 thoi han con ¥ thoi han str dung d6i v6i cac mit hang c6 han dung < 12
thang.

Pbi v6i hang hoa khong ghi han str dung phai duoc san xuat tir nim 2025 trd
di.

7. Bao hanh: Nha thau thuc hién cam két nhu sau:



- San sang thuc hién: thay thé 16 san pham khi khong dam bao sir dung do 13i
k¥ thuat hodc thu hdi vo didu kién néu hang cung Gng xay ra su ¢b hodc khong dat
chat luong theo nhu yéu cau trong HSMT; khic phuc hiu qua vé bién chimg gy ra
cho ngudi bénh tir nguyén nhan k¥ thuét ché tao.

- Do tao, huan luyén sir dung thiét bi, hiéu chinh thiét bi khi can thiét

1.2.2. Yéu cau vé k¥ thuat cu thé:

Bit ky nhan hiéu, mi hiéu (néu co) trong bang yéu cau ky thuat duoi day dé
minh hoa céc tiéu chudn chat lugng, tinh nang ky thuat yéu cau, nha thau co thé lua
chon du thau hang hoa ¢ nguon goc, xudt xir, nha san xuét, nhan hiéu, ma hiéu phu
hop véi diéu kién cung cap nhung phai dam bao yéu cau co tiéu chuan ky thuat, dic
tinh k¥ thuat, tinh nang st dung "twong duong" hoac "uu vi¢t hon" so vdi cac yéu
cau tdi thiéu. Quy cach (néu co) khong phai tiéu chi dé loai bo nha thau, nha thau c6
thé tham khao, quy d6i cho san pham chao thau.

Thong s6 k¥ thuat ctia hang héa va cac dich vu lién quan phai tuan tha cac
thong s6 k¥ thuat va cac tiéu chuan sau dy:



Hang
muc
O

Tén hang
hoa/dich vu lién
guan

Théng s6 ky thuit va cac tiéu chuén

Héa chat hiéu
chuan may xét
nghiém sinh hoa
(chuan may)

Multicalibrator la mot huyét thanh hiéu chuan duoc dung dé hiéu chuan cho cac xét nghiém hoa hoc 1am
sang phu hop cho quy trinh phan tich thu cong va ty dong

Thanh phan:

Lyophilized human serum with additives

Bacteriostatic agents and stabilizers.

Héa chat kiém
chuin may xét
nghi¢ém sinh hoéa
muc binh thuong

Qualicheck Norm la huyét thanh nguoi dd dugc thir nghiém dé kiém tra chat luong cua cac xét nghiém hoa
lam sang phu hop d6i voi quy trinh phan tich thu cong va tu dong

Héa chat kiém
chuain may xét
nghiém sinh hoa
mirc bat thuong

Qualicheck Path 13 huyét thanh nguoi di dugc thir nghiém dé kiém tra chat lugng cia cac xét nghiém hoa
lam sang phu hop do6i voi quy trinh phan tich thu cong va tu dong

Thudc tho xét
nghi¢m dinh
luong CK-MB

Thudc thtr dinh lugng CK-MB trong huyét thanh hodc huyét twong nguoi
CK-MB (S.L) R1:

Imidazole (pH 6.7) > 125 mmol/L

D-Glucose - 25 mmol/L

N-Acetyle-L-Cysteine > 25mmol/L

Magnesium acetate >12.5mmol/L

NADP -2.52 mmol/L

EDTA - 2.02 mmol/L

Hexokinase > 6800 U/L

Anti human polyclonal CK-M

antibody(sheep)sufficient to inhibit up to 2000U/L of CK-MM
CK-MB (S.L) R2:

Creatine phosphate > 250 mmol/L

ADP >15.2 mmol/L

AMP > 25 mmol/L




Diadenosine

pentaphosphate > 103 mmol/L
G-6-PDH > 8800 U/L"

Thudc thir nay duge dung dé xac dinh dinh lwong trong dng nghiém cua Uric acid trong huyét thanh hoic
huyét twong, nuée tiéu

Thanh phan:

+ EHSPT: > 0.72 mmol/L

Thugc thr ?(et Phosphate Buffer (pH 7.0): > 100 mmol/L
nghi¢m dinh .
luong Uric Acid Ferr_ocymde: Z O.Q3 mmol/L
i Amino -4-antipyrine: > 0.37 mmol/L
Peroxidase > 12000 U/L
Uricase: > 150 U/L
Sodium Azide < 0.1%"
Thudc thtr ding dé dinh lugng Creatinine trong huyét thanh hodc nudc tiéu
Thanh phan:
Creatinine Base Reagent:
Thubc thir xét| Imidazole (pH 6.7) > 125 mmol/L
nghiém dinh | Sodium hydroxide > 300 mmol/L

luong Creatinine

Sodium Phosphate > 25 mmol/L
Creatinine Dye Reagent:

Picric acid > 8.73 mmol/L
Surfactant"

Thubc thir  xét
nghi¢m dinh
lugng Glucose

Thudc thtr ndy dugc dung dé x4c dinh dinh luong trong ong nghiém cia glucose trong huyét thanh hoic
huyét twong va CSF

Thanh phan:

+ Tris Buffer: > 92 mmol/L

+ Phenol: > 0.3 mmol/L

+ Glucose oxidase: > 15000 U/L

+ 4- Aminophenazone: > 2.6 mmol/L




Thudc thtr ndy dugce dung dé xac dinh dinh lwong trong ong nghiém ciia SGOT trong huyét thanh hodc huyét
tuong
Thanh phan: (SGOT R1)

Thudc thtr xét | + Tris Buffer (pH 7.8): > 88 mmol/L
8 nghiém dinh | + MDH > 900 U/L
luong SGOT + LDH > 1500 U/L
SGOT R2:
a -ketoglutarate: > 12 mmol/L
NADH: > 0.24 mmol/ L
Thanh phan:
SGPT R1:
Thudc thir xét | Tris Buffer (pH 7.5): > 110 mmol/L
9 nghi¢m dinh | L-Alanine: > 600 mmol/L
lwong sinh hoa | LDH: >1500 U/L
SGPT SGPT R2:
o -ketoglutarate: > 16 mmol/L
NADH: > 0.24 mmol/L
Thudc thtr ndy dugc dung dé xac dinh dinh luong trong ong nghiém cta Bilirubin trong huyét thanh, huyét
tuong
Thubc thir xét | Thanh phan:
10 nghiém dinh | Total Bilirubin Reagent:
lwong  Bilirubin | + Sulfanilic acid: > 28.9 mmol/L
toan phan + TAB: > 9 mmol/L
+ Preservatives and stabilizers
+ Total Bilirubin Activator
Thudc thtr ndy duoc dung dé xac dinh dinh luong trong ong nghiém cta Bilirubin truc tiép trong huyét thanh,
Thudc thtr xét | huyét twong
11 nghiém dinh | Thanh phan:

luong  Bilirubin
truc tiép

Direct Bilirubin Reagent:
+ Sulfanilic acid: > 28.9 mmol/L
+ Hydrochloric acid: > 165 mmol/L




+ Preservatives and stabilizers
+ Direct Bilirubin Activator

Thudc thtr ndy dugc dung dé xac dinh dinh luong trong ong nghiém ciia Amylase trong huyét thanh, huyét
tuong va nudc tiéu
Thanh phan:

" EEEIZ;& e XSU| 4 MES Buffer: > 50 mmol/L
luong Amylasé + CNPG3: > 2.27 mmol/L
i + Calcium chloride: > 60 mmol/L
+ Sodium chloride: > 70 mmol/L
+ Activator: > 900 mmol/L
Thudc thir ndy duge dung dé xac dinh dinh lugng trong ong nghiém ctia Cholesterol trong huyét thanh, huyét
tuong
Thanh phan:
Thudc thir xét | + Pipes buffer: > 50 mmol/L
13 nghi¢m dinh | + Phenol: > 24 mmol/L
lugng + Sodium cholate: > 0.5 mmol/L
Cholesterol +Cholesterol esterase: > 180 U/L
+ Cholesterol oxidase: > 200 U/L
+ Peroxidase: > 1000 U/L
+4- aminoantipyrine: > 0.5 mmol/L
Thudc thir ndy duge ding dé xac dinh dinh luong trong ong nghiém cua triglycerides trong huyét thanh hoic
huyét twong
Thanh phan:
X , .. | + Pipes —buffer (pH 7.00): > 50 mmol/L
gﬁﬁn thu g |+ TO0S: = 5.3 mmol/L
14 hwn'g : + Potassium ferrocynate: > 10 mmol/L

Triglycerides

+ Magnesium salt: > 17 mmol/L

+ 4-Aminoanyipyrine: > 0.9 mmol/L
+ ATP: khoang 3.15 mmol/L

+ Lipoprotein lipase: >1800 U/L

+ Glycerol Kinase: > 450 U/L




+ Glycerol-3-phosphate oxidase: > 3500 U/L
+ Peroxidase: > 450 U/L

Thudc thtr ndy dugc dung dé xac dinh dinh luong trong ong nghiém cta Ure trong huyét thanh hodc huyét
tuong, nudc tiéu

Thanh phén:

Urea UV R1:

+ Buffer (pH 7.6): > 100 mmol/L

. Egﬁ‘;ﬁ thr g |+ ADP: 2 0.7 mmol/L
lu:on;g Urea + a-ketoglutarate: > 9.0 mmol/L
i Urea UV R2:
+ GLDH: > 1100 U/L
+ Urease: > 6500 U/L
+NADH: khoang 0.25 mmol/L
+ 2-Oxoglutarate: khoang 5 mmol/L
Dung dich rua
16 | may xét nghiém Chat hoat dong bé mit anion, khong ion, phu gia kiém, khong chira NTA (axit axetic nitrilotri).
sinh hoa tuy dong
17 Que thur nu’,éc tiéu | Que thir nudce tiéu 10 thong s0 bao gém: Glucose, Protein, Bilirubin, Urobilinogen, pH, S.G, Blood, Ketones,
10 thong so Nitrite, Leucocytes.
Anti A xac dinh | La cac thudc thir c6 san dan xuat tir viéc nudi cdy té bao chudt lai. Anti-A khang thé don dong dan xuat tir té
18 | nhém mau hé | bao dong lai (CCS) A500100 khoang 1,0mL
ABO Quy cach: Lo 10mL
Anti B xac dinh | La cac thudc thir ¢6 san dan xuat tir viéc nudi cdy té bao chudt lai. Anti-B khang thé don dong dan xuat tir té
19 | nhém mau hé | bao dong lai (CCS) B501100 khoang 1,0mL
ABO Quy cach: Lo 10mL
Anti AB x4c dinh | La cac thudc thir ¢ san din xuét tir viéc nudi cdy té bao chudt lai. Anti-AB khang thé don dong dan xuat tir
20 |nhom méau hé | t& bao dong lai (CCS) A-5E10; B-2D7 khoang 1,0mL

ABO

Quy cach: Lo 10mL




- Dung dich ngam tiy rira dung cu hoat tinh enzyme, hiéu qua < 1 phut.

Dung dich te}y ) pH trung tinh khong gy an mon dung cu
21 | dung cu y té hoat , i i A .
tinh enzyme - Tu,.’O‘ng th1.Ch \{OI nhiéu loai dung cu
- Pong chai 1 lit
Dung dich kht | - Dung dé khu khuan muc d6 cao, dung cu ndi soi va cac dung cu khong chiu nhiét.
22 | khuan trang thiét | - Thanh phan: khoang 2% Glutaraldehyde, pH=6
biyté - Dung dich pha sin khong can hoat hoa.
Dung lam chat ly giai cho may phan tich huyét hoc
Trang thai vat li: chat 16ng
Dung dich ly giai | Mau: khong
héng cau dung | Mui: nhe
23 |cho may phan |DopH:<4->7
tich huyét hoc 3 | Tinh tan: tan trong nudc
thanh phan Thanh phan: Mudi amoni bac 4 khoang 3.7%
Nhiét d¢ bao quan: <1 ->30°C
D6 6n dinh sau khi mo nap: > 90 ngay
Dung lam chat pha lodng cho may phan tich huyét hoc
Trang thai vat li: chat 1ong
Hoéa chat pha | Mau: khéng
lodng dung cho | Mui: khéng
24 | mdy phan tich | DPopH:<7.35->7.55
huyét hoc3 thanh | Tinh tan: tan trong nudc
phan Thanh phan: Sodium chloride khoang 0.44%, Sodium sulphate anhydrous khoang 0.97%
Nhiét do bao quan: <1 ->30°C
P 6n dinh sau khi mo nap: > 60 ngay
Dung lam chat rira cho may phén tich huyét hoc
Dung dich rira | Trang thai vat li: chat long
o5 dung cho may | Mau: xanh la

phan tich huyét
hoc 3 thanh phan

Mui: nhe
bopH: <7,7->8,3
Tinh tan: tan trong nu¢c




Thanh phan: Polyoxyethylene tridecylether: khoang 0.5%
Nhic:et do bao quan: <1 - > 30°C
Do On dinh sau khi mé nap: > 180 ngay

Dung dich rua

Dung lam chit ria cho may phan tich huyét hoc
Trang thai vat li: chat long
Mau: vang nhat

dam dac dung | Mui: khoé chiu
26 |cho may phén|DopH:<10->13
tich huyét hoc 3 | Tinh tan: tan trong nudc
thanh phan Thanh phan: Sodium hypoclorit khoang 1.3%
Nhiét d¢ bao quan: <1 ->30°C
Do 6n dinh sau khi mo nap: > 90 ngay
D;u ne dlfh ly sial Dung lam chét ly giai cho may phan tich huyét hoc
hong cau dung . A \ A . ; .
27 |cho may phan DaFlg dung dich, khong mau, khong mui, pH: 5 7.5->9.5, tan trong nudc
; X Thanh phan: Sodium alkyl ether sul phate khoang 0.11%
tich huyet hoc 5 bong chai 500 mL
thanh phan
Str dung dé xac dinh thoi gian dong mau (PT).
08 Hoéa chat xét | Thanh phan: Thromboplastin nhau thai ngudi dong khé (< 60g/L), CaClz (khoang 1.5 g/L), chat bao quan:
nghi¢m PT gentamicin (khoang 0.1 g/L), 5-chloro-2-methyl-4-isothiazol-3-one va 2-methyl-4-isothiazol-3-one (< 15
mg/l).
Héa chit chinh zgacrl]ung dé xac dinh thoi gian thromboplastin tirng phan hoat hoa (APTT) va cac quy trinh déng méu c6 lién
29 th’TT nghi¢ém Thanh phan chira phosphatides chiét xuaflt tir ddu nanh tinh khiét va tir ndo tho voi acid ellagic nong do 1 x
0,0001 v6i chat dém chat 6n dinh va chat bao quan.
30 Dung mdi xét | Sir dung nhu hod chat bd sung cho cac xét nghiém dong mau.
nghiém APTT Dung dich CaCl; khoang 0.025 mol/L
31 XHéota chatngcéligi Xac dinh ndng do Fibrinogen trong huyét twong va thuc diy qua trinh déng méau

Fibrinogen

Thanh phan: Thrombin bo déng kho (xap xi 100 IU/mL) véi chat 6n dinh va dung dich pha lodng.




32

Dung dich dém
xeét nghiém
Fibrinogen

Dung mo6i pha loang cho xet nghiém dong mau
Thanh phan gom sodium bardital 2.84 x 0,01M va sodium chloride khoang 1.25 x 0,1M, pH 7.35 + 0.1.

33

Cuvet cho may
xét nghiém dong
mau

Céng phan tng sir dung trén may déng mau ty dong. Puoc thiét ké dang don 1¢.
Luu trit & nhiét 4o phong.

34

Dung dich rta
dung cho may xét
nghiém dong
mau ty dong

Dung dich rtra diing cho mdy phan tich dong mau.
Chtra Sodium hypochlorite > 1%.

35

Dung dich rua
dung cho may xét
nghiém dong
mau ty dong

Dung dich rtra dung cho may phan tich dong mau
Thanh phan: Axit HCI khoang 0.16%; Chat bé mat khong ion khoang 0.50%.

36

Hoéa chat kiém
chuan muc 1 cho
cac xét nghi¢m
dong mau

Kiém chuan & muc binh thuong cho cac xét nghiém APTT, PT, TT, fibrinogen, ATIII, Batroxobin/reptilase
time.

Thuéc thir dong kho chira huyét twong ngudi (dugc san xuat tir hdn hop huyét twong twoi dugce chdng dong
bang natri citrat ciia nhiing nguoi binh thuong)

37

Hoéa chat kiém
chuan muc 2 cho
cac xét nghiém
dong mau

Kiém chuén cac xét nghiém dong mau & dai diéu tri trong liéu phap khang déng duong udng.
Co6 ngudn goc tir huyét tuong chira citrat.

38

Dung dich rua
day hemoglobin
A

Phén tich dinh lwong HbA 1¢ trong miu mau toan phan
Gom:

Sodium azide: < 0.01 %

Oxidizing agent: < 0.7%

Phosphate: < 1%

39

Dung dich rua
day hemoglobin
B

Phan tich dinh luong HbAlc trong mAau mau toan phan
Gom:
Sodium azide: < 0.06%




Oxidizing agent: < 3%
Phosphate: < 2%

Dung dich rua

Phén tich dinh lwvong HbA 1¢ trong mau mau toan phan.
Gom:

40 | day cac bién thé | Sodium azide: < 0.01%
hemoglobin Oxidizing agent: <0.3%
Phosphate: < 1%
Dung dich pha ggnmg dich pha loang m4au toan phan va rira duong ong.
41 Ic;laar;lg ma;lu tggg Sodium azide: < 0.02%
guc‘m 61\1] Phosphate: < 0.1%
g ong Surfactant: < 0.1%
’ Cot dugc ché tao bang vat liéu SUS (thép khong gi) va ndp xodn hai dau dugc lam tir PEEK (polyether ether
42 | Cot sac ky ketone).
Thanh phan: Hydrophilic polymer of methacrylate esters copolymer.
43 ?hlg;i )?elfl:lgiigﬁll Chét kiém chuan xét nghiém HbAlc
¥ Ao : . _ . H : . 0
ohan tich HbALc GOom: Hemoglobin, human: < 13.0- > 15.0g/dl; Potassium Cyanide: < 0.005%.
Dung dich pha ggnmg deé pha loang mau hi¢u chuan
44 lc(;il%i g];illélem Diluent 80: Phosphate < 0.1%, Surfactant < 0.1%;
Reconstituent 80: Phosphate < 0.6%, Surfactant < 1%
Dung dich rtra may phan tich HbAlc ty dong.
Dung dich rira | 90
R : .| Nonionic Surfactant: <1 ->5%
45 | dung cho may 2 _
han tich HbALc Inorganic salt: < 1- > 5%
P Antiseptic: <0.1- > 1%
' Pure water: < 85- > 95%
46 Ong nghiém | Ong nghiém nhua, kich thudc 13x75mm, dung tich t6i da 6 + 0.1mL, nap nhya mau xanh 14 cay

Natricitrate 3,8%

Hoa chat bén trong 1a Trisodium Citrate Dihydrate 3.8% khang dong cho 2mL méu




Dung cho xét nghiém lién quan dén yéu to6 dong mau va toéc do lang mau

47 Ong nghiém | Ong nghiém nhura, kich thude 13x75 mm, dung tich t6i da 6 + 0.1mL, nap nhwa mau xanh duong
EDTA K2 Hoéa chat bén trong 1a chat khang dong Ethylenediaminetetraacetic Acid (EDTA) K2
48 | Pau con xanh Dau c6n xanh 1ml duge lam bang nhwa PP, khong c6 mang loc, dau tuyp tron
49 | Sample Cup Puoc 1am bang nhya PS (Polystyrene) chat luong cao, khong chtra kim loai.
Kich thudc: > 3.8cm (da1) x 1.6cm (duong kinh mleng) x lem (duong kinh day)
50 | Lamkinh Lam kinh duoc mai 1 dau, trong sudt, bé mit phang, khong méc
51 | Cloramin B Sat tring, bot mau tring
52 | Gidy in nhiét Gidy in nhiét cao 57mm
53 Eg?fgen 40 | Bong dén halogen (12V, 20W) ding cho may xét nghiém sinh héa tw dong
Dang vat liéu: TPE hodac tuong duong
Do cung: > 64 Shore A
54 Day bom may Hap tiét trung: Co
huyét hoc Tiét trung bang tia Gamma: Co
Nhiét d¢ t6i thiéu: < -40°C
Nhiét d¢ t0i da: > 135°C
Mat do: khoang 0.9 g/cm3
Pan hoi kéo: khoang 1400 MPa
55 Phin loc cho may | Bo b?:n kéo: khoang 33 MPa
huyét hoc H¢ s6 uon: khoang 1400 MPa
P bén udn: khoang 40 Mpa
Nhiét d6 bién dang: khoang 85°C
Hoéa chat xét
nghiém dinh | Hoa chit xét nghiém dinh luong TSH
56 lugng TSH dung | 5 khay/vi x 20 cbc thtr, coc thir nhya chira 12 hat tir tinh duoc lam dong kho, boc boi khang thé don dong cua
cho may xét | chudt khang TSH va 50 pl khang thé don dong ctia chudt khang TSH duoc két hop véi phosphatase kiém cua
nghi¢m mién | bo, chét bao quan natri azide

dich ty dong




Hbéa chat xét
nghiém dinh
luong TT3 dung

Hoa chit xét nghiém dinh luong TT3 ?
5 khay/vi x 20 coc thit, coc thir nhya chira 12 hat tir tinh dugc lam dong kho, boc bdi khang thé don dong cia

> cho may xét| ciru khang T3 va khoang 125 pl ctia T3 duogc két hop véi phosphatase kiém ctia bo va ANS, chat bao quan
nghiém mién | natri azide.
dich tu dong
Hbéa chat xét
nghi¢m dinh | Hoa chat xét nghi¢m dinh luong FT4
58 luong FT4 dung | 5 khay x 20 cc thir, cde thir nhua chira 12 hat tir tiph dugc lam dong kho, b9c boi khang t}lé da dong cua tho
cho may xeét | khang T4 va khoang 140 ul thyrozine (T4) duoc két hgp véi phosphatase kiém cta bo, chat bao quan natri
nghiém mién | azide
dich tu dong
Héa chat hiéu chuan cho xét nghiém dinh luong TSH
2 x 1 mL - Hoa chat hiéu chuan Calibrator (1) khoang 0 pIU/mL
Héa chit hicu Protein nén khong ,Chle’a nong do co Fhé phat hién ciia TSH, chat bao quan natri azide.
chudn cho xét 2x 1 mL - Hoa chat hi¢u chuan Cghbrator (2) 0.2 pIU/mL + 0.01pIU/mL
59 nghiém dinh 2x1 ml - Hoa chat hi¢u chuén Calibrator (3) 5.0 pIU/mL + 0.1ulU/mL
lu’(m;g TSH(3 G‘) 2x1 ml - Hoa chat hi¢u chuén Calibrator (4) 25 plU/mL + 0.5pIU/mL
i 2x1 ml - Hoa chat hiéu chuan Calibrator (5) 50 ulU/mL + 1uIU/mL
2x1 ml - Hoa chat hiéu chuan Calibrator (6) 110 pIU/mL + 1uIU/mL
Protein nén chua néng dd duoc chi dinh cua TSH 3rd-Gen (md ta trén mdi lo), chét bao quan natri azide.
Héa chat hiéu chuan cho xét nghi¢m dinh luong TT3
2 x 1 mL - Hoa chat hiéu chuan Calibrator (1) 0 ng/mL
Hoa chit hicu Huyét thanh nguoi kh(?)ng chtra néng d6 c6 thé phat hién ciia T3, chat bio quan natri azide.
hudn  cho  xét 2x 1 mL - Hoa chat hiéu chuan Calibrator (2) 0.5 ng/mL + 0.01uIU/mL
6o | Shvan ¢ 2 x 1 mL - Hoa chét hiéu chuén Calibrator (3) 1.0 ng/mL + 0.01pIU/mL

nghi¢m dinh
lugng TT3

2 x 1 mL - Hoa chat hiéu chuan Calibrator (4) 2.0 ng/mL + 0.01pIU/mL
2 X 1 mL - Hoa chat hiéu chuan Calibrator (5) 4.5 ng/mL + 0.01pIU/mL
2 X 1 mL - Hoa chat hiéu chuan Calibrator (6) 9.0 ng/mL + 0.01pIU/mL
Huyét thanh nguoi chira néng dd duoc chi dinh cua T3 (mo ta trén moi l0), chit bao quan natri azide




61

chdt hiéu
cho xét
dinh

Hoa
chuan
nghiém
lugng FT4

Héa chét hiéu chuan cho xét nghi¢m dinh luong FT4

2 x 1 mL - Hoa chat hiéu chuan Calibrator (1) 0 ng/dL

Huyét thanh nguoi khong chira ndong d6 co6 thé phat hién ctia FT4, chit bao quan natri azide (dong kho).

2 x 1 mL - Hoa chat hiéu chuan Calibrator (2) 0.4 ng/dL + 0.01uIU/mL

2 X 1 mL- Hoéa chit hiéu chuan Calibrator (3) 1.0 ng/dL + 0.01pIU/mL

2 X 1 mL- Héa chit hiéu chuan Calibrator (4) 2.0 ng/dL + 0.01pIU/mL

2 x 1 mL - Hoa chat hiéu chuan Calibrator (5) 4.0 ng/dL + 0.01uIU/mL

2 x 1 mL - Hoa chat hiéu chuan Calibrator (6) 9.0 ng/dL + 0.01uIU/mL

Huyét thanh nguoi chira ndng do duoc chi dinh cia FT4 (mb ta trén mdi 1o), chit bao quan natri azide (dong
Kho).

62

Chat kiém chuan
dau ngay dung
cho may xét
nghi¢m mién
dich tu dong

Chét kiém chuan dau ngay dung cho may xét nghiém mién dich tiu dong

63

Hoéa chat rua
dung cho may xét
nghiém mién
dich tu dong

Hoa chat ria dung cho may xét nghiém mién dich ty dong.

64

Hoéa chat pha
lodng dung cho
may xét nghiém
mién dich tu
dong

Hoa chat pha loang dung cho may xét nghi¢m mién dich tu dong.

65

Hoéa chat nén
dung cho may xet
nghiém mién
dich ty dong

Hoa chét nén ding cho xét nghiém mién dich tw dong, thanh phan:
+2 1o hoa chat nén, 4-methylumbelliferyl photphat, chat 6n dinh, chat bao quan natri azide (dong kho).
+ 2 x 100 ml &+ 0.01mL hoéa chat nén, chat dém chura chat bao quan natri azide (dang 1dng).

66

Hoa chat kiém
chuan muc I dung
cho may xét

Hoa chit kiém chuan muc I dung cho may xét nghiém mién dich tu dong.




nghi¢m mién

dich tu dong

67

Hoa chat kiém
chudn muac I
dung cho may xét
nghiém mién
dich tu dong

Hoa chit kiém chuan muc II dung cho may xét nghiém mién dich tu dong.

68

Héa chat kiém
chuan muc III
dung cho may xét
nghi¢m mién
dich tu dong

Hoa chat kiém chuan muc I1I ding cho may xét nghiém mién dich ty dong.

69

Dung dich rua
cho may phén
tich huyét hoc 5
thanh phan

Dung lam chat rira cho may phén tich huyét hoc

Trang thai vat Iy: chat long

Mau: xanh duong

Mui: nhe

bopH:<8.0->8.6

Tinh tan: tan trong nudc

Thanh phan: Sodium alkyl ether sulphate: khoang 0.069%
Nhi¢t d6 bao quan: <1 ->30°C

Do 6n dinh sau khi mo nap: > 90 ngay

70

Dung dich rua
dam daccho may
phan tich huyét
hoc 5 thanh phan

Dung lam chat rira cho mdy phén tich huyét hoc

Trang thai vat 1y: chét 1ong

Mau: vang hodc vang-xanh 14

Mui: kho chiu (clo)

bo pH: <10->13

Tinh tan: tan trong nudc

Thanh phan: Sodium hypochlorite: 6.1%, Sodium hydroxide <0.5%
Nhiét do bao quan: <2 ->8°C

Do 6n dinh sau khi m¢ nip: > 1 lan




Dung dich ly giai
hong cau dé do
Hemoglobin cho

Dung lam chat ly giai cho may phan tich huyét hoc
Dang dung dich, khong mau, d6 pH: <7.0->7.6

e may phan tich | Thanh phan: Dodecyltrimethylammonium chloride: < 3.0%, Cetrimonium chloride: < 0.1%, Citric acid
huyét hoc 5 thanh | monohydrate: < 2.0%.
phan
Dung dich ly giai
héng cau cho | Dung lam chat ly giai cho may phén tich huyét hoc
72 | mady phan tich | Dang dung dich, khong mau, khong mui, pH: <8.0 - > 8.6
huyét hoc 5 thanh | Thanh phan: Sodium alkyl ether sul phate khoang 0.11%.
phan
Dung dé kiém chudn xét nghiém huyét hoc 5 thanh phan bach cau
Dung dich kiém | Trang thai vat li: chat long
chuan muc binh | Mau: d6 sim
73 thuong dung cho | B pH: trung tinh
may phéan tich | Tinh tan: tan trong nudc
huyét hoc 5 thanh | Thanh phan: Hong cau nguoi, bach cdu mé phong va tiéu cau ciia dong vat co va
phan Nhiét do bao quan: <2 - > 8°C
Do 6n dinh sau khi mo nap: > 14 ngay
Dung dé kiém chudn xét nghiém huyét hoc 3 thanh phan bach cau
Dung dich kiém | Trang thai vat li: chat 1ong
chuian muc binh | Mau: d6 sdim
74 thuong dung cho | B pH: <7.0->9.0
may phéan tich | Tinh tan: tan trong nudc
huyét hoc 3 thanh | Thanh phan: Hong cau ngudi, bach cau mé phong va tiéu cau cta dong vat co vi
phan Nhiét d6 bao quan: < 2 - > 8°C
Do 6n dinh sau khi mo nip: > 14 ngay
Thudéc thir xét | Thudc thir ndy duoc ding dé xac dinh dinh lwong trong ong nghiém cia Gamma GT trong huyét thanh
o5 | nghiém dinh | Thanh phan:
luong  Gamma | Gamma GT R1:
GT + Tris buffer pH (8.25): 133 mmol/L £ 1 mmol/L




+ Glycylglycine: 138 mmol/L + 1 mmol/L
Gamma GT R2:
+ GLUPA-C: 23 mmol/L + 0.1 mmol/L

Chat chuan nudc
tiéu muc thap/cao

Chét hiéu chuén nong do tbép/cao st dung cho xét nghiém dinh luong (gian tiép) nong do Na+, K+ va Cl-
trong nudc tiéu; Thanh phan:

76 cho xét nghiém Na+ (Tl}ép) 50 mmol/L; (Cao) 200 mmol/L. (= 1 mmol/L)
dién giai " | K+ (Thap) 10 mmol/L; (Cao) 100 mmol/L. (+ 1 mmol/L)
i Cl- (Thap) 50 mmol/L; (Cao) 180 mmol/L. (£ 1 mmol/L)
Chat hiéu chuan muc cao st dung cho xét nghiém dinh luong (gian tiép) nong d6 natri (Na+), kali (K+) va
Chét chuan huyét | clorua (Cl-) trong huyét thanh, huyét twong;
77 thanh muc cao | Thanh phan:
cho xét nghiém | Na+ 160 mmol/L; (£ 1 mmol/L)
dién giai K+ 6 mmol/L; (x 0.1 mmol/L)
Cl- 120 mmol/L (£ 1 mmol/L)
Chat hiéu chuan mirc thap dugc st dung cho xét nghiém dinh luong (gian tiép) nong do natri (Na+), kali
Chét chuan huyét | (K+) va clorua (Cl-) trong huyét thanh, huyét tuong;
78 thanh muc thap | Thanh phan:
cho xét nghiém | Na+ 130 mmol/L; (£ 1 mmol/L)
dién giai K+ 3,5 mmol/L; (x 0.1 mmol/L)
Cl- 85 mmol/L; (£ 1 mmol/L)
79 Ig{iz? chf)hgtiéndclig Ho4 chat dién gié‘i cho dién cuc tham chiéu sir dung cho xét nghiém dinh lugng (gian tiép) néng do Na+, K+
.z~ 7| vaCl-; Thanh phan: Kali clorua 1 mol/L (+ 0.01 mmol/L)
tham chicu
Chat hiéu‘chuén murc trung binh st dung cho xét nghiém dinh luong (gian tiép) nong d6 Na+, K+ va Cl-;
z 2 v A Thélnh hﬁl’l:
80 C.l}z.‘t C,hua.r{ dién Na+ 4,?1[: mmol/L; (£ 0.1 mmol/L)
glat mue gira K+ 0,13 mmol/L; (£ 0.1 mmol/L)
Cl- 3,1 mmol/L; (x 0.1 mmol/L)
81 Dung dich dém | Dung dich dém sir dung cho xét nghiém dinh luong (gian tiép) nong d6 Na+, K+ va Cl-; Thanh phan:

ISE

Triethanolamine 0,1 mol/L (x 0.01 mmol/L)




82

bién cuc Sodium

Dién cyc Natri. Chat liéu: nhwra va kim loai. Chiéu rong: 1.5 cm (+ 0.1cm), chiéu dai: 3.8 cm (+ 0.2cm)

83

bién cuc
Potassium

Pién cyc Kali. Chat liéu: nhwra va kim loai. Chiéu rong: 1.5 cm (+ 0.1cm), chiéu dai: 3.8 cm (+ 0.2cm)

84

bién
Chloride

cuc

Dién cyc Clo. Chat liéu: nhya va kim loai. Chiéu réng: 1.5 cm (+ 0.1cm), chiéu dai: 3.8 cm (+ 0.2cm)

85

bién cuc tham
chiéu

Pién cyc tham chiéu. Chat liéu: nhya va kim loai. Puong kinh than: 1.6 cm (+ 0.1cm), chiéu dai: 5.8 cm (+
0.2cm)
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Test thir viém gan
B (HBsAQ)

- Phat hién dinh tinh khang nguyén HBsAg trong mau huyét thanh, huyét twong ngudi, pht hop dé st dung
trén mau phu nit mang thai.

- D6 nhay: 100%; D06 dac hi¢u: 100%

-Thanh phan:

+ Phtrc hop vang: Khang thé don dong chudt khang HBs- keo vang (0.026 +0.008 ug),
keo vang - IgY ga (0.032 £0.009 pg)

+ Vach thi: Hon hop khang thé don dong chudt khang HBs (0.44 +0.088 ug)

+ Vach chimg: Khang thé don dong chudt khang ga IgY (0.48 + 0.096 pg)

- Thoi gian tra két qua: 20 phut

- Thé tich mau st dung: huyét thanh/huyét twong: khoang 100 pL;

- Ngudng phat hién: khoang 2 1U/ml

- Nhi¢t do bdo quan: <1->30°C

- Dang khay

87

Test tha HIV

- Phat hién tat ca cac type khang thé (IgG, IgM, IgA), phan biét virus HIV-1 bao gom type phu O va HIV-2
bang sy hinh thanh 3 vach 13 rang trong mau huyét thanh, huyét twong va mau toan phan.

- Do nhay: 100%; D¢ dac hi¢u: 99.8% so vo1 ELISA

- Nhay v¢i IgM trong giai doan nhiém bénh sém

- Thé tich mau st dung: huyét thanh/huyét twong: 10 uL; mau toan phan: 20 uL

- Khong c6 phan tmg chéo véi cac miu tham tach mau, miu réi loan dong mau, mau duwong tinh véi khang
thé khang HCV va mau mau phy nit mang thai.

- Thoi gian tra két qua: < 10 — 20 phat

88

Test thu ma tuy 5
chan

Mau pham: Nudc tiéu
- Ngudng phat hi¢n:
AMP: 300ng/mL, COD: 200ng/mL, HER: 10ng/mL, MOR: 300ng/mL, THC: 50ng/mL




- b6 nhay, B¢ dac hi¢u, PO chinh xac lan luot nhu sau:

+ AMP: > 99.9%; > 99.9%; > 99.9%

+ COD: > 99.05%); > 99.9%; > 99.38%

+ HER: > 99.35%; > 99.9%; > 99.65%

+ MOP: > 99.9%; > 99.9%; > 99.9%

+ THC: > 99.9%; > 99.9%; > 99.9%

- Poc két qua: < 5 phut - 10 pht.

- D6 6n dinh: 6n dinh trong diéu kién bao quan <2 ->30°C

1. Phat hién khang thé dic hiéu khang HCV trong mau huyét thanh, huyét trong, mau toan phan ngudi, bao
gdm ca phu nir mang thai.

2. D6 nhay: > 99.3%; B§ dac hi¢u: > 98,1% so vdi ELISA

3. Pat tiéu chuan WHO PQ hoic twong duong

89 Test thit viém gan | 4. Thoi gian tra két qua: < 20 phut i ‘ , ’
C (HCV) 5. Thé tich mau sir dung: 10pul véi mau mau toan phan, huyét thanh va huyét turong nguoi
6. Ngudng phat hién & ndong d6 pha loing gap 4096 lan véi huyét thanh dwong tinh khang Anti-HCV
7. 6 6n dinh sau khi mé tai nhom > 72 gio
8. Vach thir: Khang nguyén HCV tai t6 hop (161, NS3, NS4, NS5), vach chtng: Globulin mién dich dé khang
nguoi
Dung dé kiém chuan xét nghiém huyét hoc 5 thanh phan bach cau
Hoa chit ding Tr?ng tl}éi:vat li: chat long
cho may phén M?u: d_o sam
90 | tich huyét hoc @é | DO PH: trung tinh =
06 kidm  mire Tm‘h tan: Ean tr?ng nuée o L -
thép Tha}nh phan: Hong cau nguoi, bach cau md phong va ti€u cau cia dong vat co va
Nhiét d6 bao quan: <2 ->8°C
Do 6n dinh sau khi mo ndp: > 14 ngay
Hoa chit ding Dung dé ’lfiérAn chuérAl Xét nghiém huyét hoc 5 thanh phan bach cau
cho may phan Tr?ng thlalzvat li: chat long
91 Mau: do sam

tich huyét hoc dé
no1 ki€ém mirc cao

Do pH: trung tinh
Tinh tan: tan trong nu¢c




Thanh phan: Hong ciu ngudi, bach ciu mé phong va tiéu cau cua dong vat c¢6 va
Nhiét d¢ bao quan: <2 ->8°C
Do On dinh sau khi mé nap: > 14 ngay

Hoa chat dung
cho may phan

Dung dé kiém chuan xét nghiém huyét hoc 3 thanh phan bach cau
Trang thai vat li: chat long

Mau: d6 sim

bopH:<7.0->9.0

92 tich huyét hoc dé | Tinh tan: tan trong nudc
ndi kiém muc cao | Thanh phan: Hong cau nguoi, bach cdu mé phong va tiéu cau ctia dong vat co va
Nhiét do bao quan: <2 ->8°C
Do 6n dinh sau khi mo nap: > 14 ngay
Dung dé kiém chuan xét nghiém huyét hoc 3 thanh phan bach cau
Hoa chit ding Tr?ng thléixvét li: chat long
cho may phén M?u: d_o s
93 | tich huyét hoc @é | DO PH:<7.0->9.0
ngi kiém mge| TR GnEenENGe e
thép Thz}nh phan: Hong cau nguoi, bach cau mo phong va ti€u cau cua dong vat co va
Nhiét d¢ bao quan: <2 ->8°C
Do 6n dinh sau khi mo nap: > 14 ngay
Hoa chat duoc thiét ké dé str dung dé pha lodng mau nham chuan bj huyén phu té bao trudc khi phan tich té
Thubc thir  xét | bao méu
94 nghiém dinh | Thanh phan:
luong huyét hoc | - Natri sunfat: > 0,82%
GD-5 Diluent A | - Natri clorua: > 0,50%
- Axit Boric: > 0,10%
Thudc thtr xét | Thude thir nay duoc sir dung dé pha hiy té bao méu, hoa tan hemoglobin va duy tri hinh thai cua cac té bao
nghiém dinh | can phan tich dé dém té bao hoic dinh lugng hemoglobin
95 | lugng huyét hoc | Thanh phan:
LH-5 Lysing | - Kali clorua: khoang 1%

Reagent A

- 2-phenoxyethanol: khoang 1%




Thudc thtr ndy duogc thiét ké dé sir dung dé pha huy té bao mau, hoa tan hemoglobin va duy tri hinh thai cua

Ehllqli(f)é(r:n thr daner: cac té bao can phén tich dé dém s6 luong té bao khac biét trong may phan tich huyét hoc ty dong
96 lu%on. huyét hoc Thanh phan:
g AUyt 1o ol hydro phthalate: khoang 0,408%
LD-5 Lysing i \ o
Reagent A - 2-phenoxyethanol: khoang 0,13%
- Natri Hydroxit: khoang 0,095%
rj;htllli%in thur daneI: Thude thur nay duoc su dung dé nhudm cac t& bao mau nhim quan sat hinh dang va ciu trac cua té bao mau
hfon' huyét hoc Thanh phan:
97 DD—Sg M "~ | - Metanol: khoang 95,89%
Fluorescent Dve |~ Etan-1,2-diol: khoang 4,11%
A Yl . Thube nhudom: khoang 0,0027%
VD a duAn £ | Thudc thir nay dugc str dung dé vé sinh thuong xuyén cac may phan tich huyét hoc tu dong
trong xét nghiém . A
98 z Thanh phan:
huyet hoc CC-5 | _Natri hypoclorit: > 99,98%
Cell Clean A =
Ong nghiém (ong | ’ , ‘
99 | nhya khong ndp | Ong nghiém (6ng nhya khong nap dung 1 lan)

ding 1 1an)




1.3. Cac yéu cau khdc
- Yéu ciu vé pham vi cung cap: Cung cap dén Bénh vién da khoa Y Yén. Moi chi
phi nha thau hoan toan chiu trach nhiém, trong qué trinh ban giao san pham. Néu
trong qua trinh ban giao sau khi hoan thién, hang hoa khong dam bao theo e-HSMT
cha dau tu c6 quyén tir ch01 va yéu cau khic phuc thay thé, néu nha thau khong thuc
hién chu dau tu co quyén hiy bo moti phat sinh nha thau hoan toan chiu trach nhiém.
- Yéu cau vé tién d6 cung cip: Cung cap theo tién d6 yéu cau cua Chu dau tu trong
vong 24 thang ké tir ngay hop dong c6 hiéu luc.
- Y&u cau vé bao hanh tinh tir thoi diém giao hang d6i véi hang hoéa nhu sau:
+ Thoi gian bao hanh: Quy dinh tai Muc 3. Tiéu chuan danh gia vé k¥ thuat.
+ Phuong thirc bao hanh: Khi ¢6 yéu ciu vé bao hanh, Nha thau phai ctr nhan
vién dén kiém tra khong cham qua 24 gid ké tir khi duoc yéu cau ciia Chu dau tu.
- Yéu cau vé tiéu chuan k¥ thuat:
- Hang hoa chao thau phai dap ung cac yéu cau vé ky thuat tai muc 2 Yéu cau k¥
thuat Chuong V.
- Céc phu kién kém theo phai day du, dong bd dam bao cho thiét bj hoat dong dat
céc chi tiéu k¥ thuat quy dinh cta nha san xuét.
- Nha thau dién day du thong tin Bang tong hop thong tin san pham va dinh kém file
dinh dang .*doc vao E-HSDT:




Thong tin ké

STT | Danh muc hang héa méi thiu Dan,h muc hkz‘mg Thong tin sén phim Tié‘u chuin S6 vz‘lAKé't (!uﬁ di-!e;:(:(ri]glfllrtlru kl?ili gié‘ ho;a,c
hoa du thau du thau chat lugng phan loai hanh niém yet gia
(néu co)
1) i 2 @) @ [ O | 6 (@) (8) 9) (10)
Hoa chat hi€¢u chuan may xét
1 A . 2 ,
nghi¢m sinh hoéa (chuan may)
Hoa chat kiém chuan may xét
2 | nghiém sinh héa muac binh
thuong
Hoa chat kiém chuan may xét
3 |nghiém sinh héa muc bat
thuong
4 Thubc thu xét nghiém dinh
lugng CK-MB
5 Thubc thur xét nghiém dinh
lugng Uric Acid
6 Thudc thtr xét nghiém dinh
luong Creatinine
; Thudc thir xét nghiém dinh
lugng Glucose
g Thudc thir xét nghiém dinh
luong SGOT
9 Thudc thtr xét nghiém dinh
luong sinh hoa SGPT
10 Thudc thir xét nghiém dinh
lugng Bilirubin toan phan
1 Thudc thir xét nghiém dinh
lugng Bilirubin truc tiép
12 Thudc thtr xét nghiém dinh

lugng Amylase




Thubc thu xét nghiém dinh

13 lugng Cholesterol
Thudc thir xét nghiém dinh
14 : .
luong Triglycerides
Thudc thir xét nghiém dinh
15
lugng Urea
16 Dung dich rua may xét
nghi¢m sinh hoa tu dong
17 | Que thir nude tiéu 10 thong sd
18 Anti A xac dinh nhom mau hé
ABO
19 Anti B xac dinh nhém mau hé
ABO
20 Anti AB xac dinh nhdém mau
hé¢ ABO
21 Dung dich tay rira dung cu y
té hoat tinh enzyme
99 Dung dich khur khuin trang
thict bi y té
Dung dich ly giai hong cau
23 | dung cho mdy phan tich huyét
hoc 3 thanh phan
Héa chat pha lodng dung cho
24 | may phan tich huyét hoc3
thanh phan
Dung dich rtra diing cho may
25 | phan tich huyét hoc 3 thanh

phan




26

Dung dich rtta dam dEIC, dung
cho may phan tich huyét hoc
3 thanh phan

Dung dich ly giai hong cau

27 | dung cho may phan tich huyét
hoc 5 thanh phan
28 | Hoa chat xét nghi¢m PT
29 Hoa chat chinh xét nghiém
APTT
30 | Dung mdi xét nghiém APTT
Hoa chat chinh xét nghiém
31 i
Fibrinogen
Dung dich dém xét nghiém
32 | 2
Fibrinogen
33 Cuvet cho mdy xét nghiém
dong mau
Dung dich rtra dung cho may
34 , o N . A
x€t nghiém dong mau ty dong
Dung dich rtra dung cho may
35 |7 Caan . A
x€t nghi€ém dong mau ty dong
Hoa chat kiém chuin mirc 1
36 o A R ,
cho cac xét nghi¢m dong méau
Hoéa chat kiém chuan muc 2
37 . A R ,
cho cac xét nghiém dong mau
38 Dung dich rua  day
hemoglobin A
39 Dung dich roa  day
hemoglobin B
40 Dung dich rua day céc bién

thé hemoglobin




41

Dung dich pha lodng mau
toan phan va rira duong Ong

42

Cot sac ky

43

Dung dich kiém chuin xét
nghi¢m phan tich HbAlc

44

Dung dich pha loang chat
kiém chuan HbAlc

45

Dung dich rtra dung cho may
phén tich HbAlc

Ong nghiém Natricitrate

8 1 38%

47 | Ong nghiém EDTA K2

48 | Pau con xanh

49 | Sample Cup

50 | Lam kinh

51 | Cloramin B

52 | Gidy in nhiét

53 | Bong dén Halogen

54 | Day bom may huyét hoc

55 | Phin loc cho may huyét hoc

56

Hoéa chat xét nghiém dinh
lugng TSH dung cho may x¢ét
nghi¢m mién dich ty dong

57

Hoéa chat xét nghiém dinh
lugng TT3 dung cho may xet
nghi¢m mién dich ty dong

58

Hoéa chat xét nghiém dinh
luong FT4 dung cho may xet
nghi¢m mién dich ty dong




59

Hoéa chét hiéu chuan cho xét
nghi¢m dinh luong TSH(3G)

60

Hoéa chat hiéu chuan cho xét
nghi¢m dinh luong TT3

61

Hoéa chat hiéu chuan cho xét
nghiém dinh luong FT4

62

Chat kiém chuan dau ngay
dung cho may xet nghiém
mién dich ty dong

63

Hoa chat raa dung cho may
xét nghiém mién dich tu dong

64

Hoa chat pha lodng dung cho
may xét nghiém mién dich tu
dong

65

Hoéa chat nén dung cho may
xét nghiém mién dich tu dong

66

Hoa chat kiém chuan muc I
dung cho mdy xét nghiém
mién dich ty dong

67

Hoba chat kiém chuan mrc II
ding cho may xét nghiém
mién dich ty dong

68

Hoa chat kiém chuan muec III
dung cho mdy xét nghiém
mién dich ty dong

69

Dung dich rira cho may phan
tich huyét hoc 5 thanh phan

70

Dung dich rta dém daccho
may phén tich huyét hoc 5
thanh phan




71

Dung dich ly giai hong cau dé
do Hemoglobin cho may phan
tich huyét hoc 5 thanh phan

72

Dung dich ly giai hé)ng cau
cho may phan tich huyét hoc
5 thanh phan

73

Dung dich kiém chuan muc
binh thuong dung cho may
phan tich huyét hoc 5 thanh
phan

74

Dung dich kiém chuan muc
binh thuong dung cho may
phan tich huyét hoc 3 thanh
phan

75

Thudc thir xét nghiém dinh
lugng Gamma GT

76

Chat chuan nudc ti€u murc
thap/cao cho xét nghiém dién
gidi

77

Chat chuan huyét thanh muc
cao cho xét nghiém dién gidi

78

Chat chuan huyét thanh muc
thap cho xét nghiém dién gidi

79

Hoa chat dién giai cho dién
cuc tham chiéu

80

Chat chuan dién gidai muc
gitra

81

Dung dich dém ISE

82

bién cuc Sodium

83

bién cuc Potassium




84

bién cuc Chloride

85

bién cuc tham chiéu

86 | Test thir viém gan B( HBsAg)
87 | Test thu HIV

88 | Test thir ma tuy 5 chan

89 | Test thir viém gan C( HCV)

90

Hoa chat dung cho may phan
tich huyét hoc dé ndi ki€ém
muc thap

91

Hoa chat dung cho may phan
tich huyét hoc dé ndi ki€m
muc cao

92

Hoa chat dung cho may phan
tich huyét hoc dé ndi ki€ém
muc cao

93

Hoa chat dung cho may phan
tich huyét hoc dé ndi ki€ém
mic thap

94

Thudc thir xét nghiém dinh
lugng huyét hoc GD-5
Diluent A

95

Thuoc thu xét nghiém dinh
luwong huyéet hoc LH-5 Lysing
Reagent A

96

Thudc thir xét nghiém dinh
luwong huyéet hoc LD-5 Lysing
Reagent A

97

Thudc thir xét nghiém dinh
lugng huyét hoc DD-5
Fluorescent Dye A




IVD rta dung trong xét

98 | nghiém huyét hoc CC-5 Cell

Clean A

99 Ong nghiém (6ng nhyra khong
nip dung 1 1an)

Ghi chu:

Cét 1: Ghi sé thir tir theo san pham nha thau tham du, vi dy nha thau tham duw 10 san phdam thi danh so thi tw lién tuc tie 1 dén 10

cho san pham tham dw;

Cot 2: Theo thong tin tai khodn 2.2 myc 1 Chwong V thugc E-HSMT: Nha thau phai ghi diing theo thong tin moi thau;

Cét 3: Nha thau ghi ré tén thwong mai cua san pham duoc thé hién trén to khai hdi quan hodc gidy phép nhdp khau hodc gidy

phép dang ky lweu hanh san pham (d6i véi hang san xudt tai Viét Nam) hodc cdc tai liéu chirng minh tinh hop 1é ciia hang héa;

Cét 4: Nha thau ghi ré ching loai (md hiéu).

Cot 5: Hang/don vi san xudt.

Cot 6: - Xudt xur.

Cét 7: [Ghi tiéu chudn chdt lwong ISO]; VD: ISO 13485:2016; 1SO 9001:2015; ...

Cot 8: -[Ghi sé van ban phdn loai]; -[Ghi két qua phdn logi: A, B, C, D]; VD: S6 bang phan loai: 95-3CL10/717 PL-

TTDV/170000027/PCBPL-BYT: Loai C;

Cét 9: Ghi thong tin lwu hanh (s6 leu hanh, SO ddang ky luu hanh, gidy chimg nhan dang ky luwu hanh, gidy phép nhdp khau doi val

hang héa nhdp khau) doz Véi trang thiét bi y te theo quy dinh ciia nghi dinh s6 07/2023/ND-CP ngay 03/03/2023 cua Chinh phu vé

sira doi, bo sung mot s6 diéu ciia Nghi dinh s6 98/2021/ND-CP ngay 08/11/2021 ciia Chinh phii vé qudn 1y trang thiét bi y té.

Cét 10: Nha thau ghi -[Ghi ma ké khai trén He thong cong khai gial; VD: KKG-0925-00043. Truong hop, san pham khéng ké

khai trén trang ciia Bé Y té, nha thau cung cdp tdi liéu vé niém yét gid theo quy dinh ciia Ludt gid.




Muc 2. Ban vé

Khong ¢6 ban vé

Muc 3. Kiém tra va thir nghiém

Khi ¢6 yéu cau ctia Chu dau tu, cac kiém tra va thir nghiém can tién hanh
gdm co:

- Tho1i gian: Trudce khi chinh thirc ban giao nghiém thu dua vao sir dung.

- Pia diém: Tai noi hang hoa duoc ban giao.

- C4ch thie tién hanh:

+ Khi hang héa dugc chuyén dén bén mua, bén ban bao cho bén mua biét dé
hai bén cling nhau tién hanh kiém tra ctia hang héa, hoa don, chimg nhén chét lugng,
chtng nhan xuat xt (d6i v6i hang hoa nhap khau) ...

+ Nha thau phai tién hanh kiém tra thtr nghiém hang héa dudi sy giam sat cua
chii dau tu va can bo k§ thuat dai dién cia chi dau tw dé chimg minh hang héa do
c6 chat luong, dic diém ki thuét ... phi hop vdi cac quy dinh trong hop dong

- Chi phi cho viéc kiém tra, thir nghiém: Moi chi phi cho viéc kiém tra, thir
nghiém hang héa déu do nha thau chiju trach nhiém.

- Céch thuc xu 1y d6i v6i hang hoa khong dat yéu cau qua kiém tra, thi
nghiém:

Hang hoa qua kiém tra va thir nghiém ma khong pht hop vé chét lugng, vé
dic tinh k¥ thuat ..., thi chi dau tu c6 thé tir chdi va nha thau sé phéi thay thé cac
hang hoa bi tu ch01 Tru’ong hop nha thau khong co kha nang thay the cac hang hoa
khong phu hop, chu dau tu co quyen t6 chire viéc thay thé d6 néu can thiét. Moi rui
ro va chi phi lién quan do nha thau chiu.

Sau khi hoan thanh cac ndi dung vé Kiém tra va Thir nghiém hang hoa, nha
thau khong duoc mién trir nghia vu bao hanh hay cac nghia vu khac theo hop dong.



