Phin 2. YEU CAU VE KY THUAT
Chwong V. YEU CAU VE KY THUAT

Muc 1. Yéu ciu vé ky thuat

Yéu cau vé kj thudt bao gom cdc ndi dung co ban nhw sau:

1.1. Gidi thi¢u chung vé dw an/dw todn mua sim, géi thiu

- Tén dy to4an mua sdm: Mua sim vt tu, hoa chit theo may phuc vu cong tac
kham bénh, chita bénh nam 2026.

- Tén goi thau: G6i thau s6 03: Mua sdm vat tu, hoa chit theo may phuc vu
cong tac khdm bénh, chira bénh nam 2026.

- Chu dau tu: Trung tim Y té khu vie Kim Boi

- Pia diém thuc hién: Trung tdm Y té khu vuc Kim B6i. Pia chi: Khu Sao, x&
Kim B6i, tinh Pht Tho

- Hinh thtrc lya chon nha thau: PAu thau rong rai, trong nudc, qua mang.

- Phuong thtre Ivra chon nha thau: Mot giai doan 01 ti ho so

- Nguén vén: Ngudn thu sy nghiép ctia don vi nam 2026.

- Thoi gian bat dau t6 chirc lua chon nha thau: Quy Il nam 2026

- Loai hop dong: Tron goi.

- Thoi gian thuc hién géi thau: 06 thang

1.2. Yéu céu vé ky thuat

1.2.1. Yéu cau chung:

- Yéu cau nha thau mo ta thong s6 k¥ thuat cua hang hoa va cac dich vu lién
quan chimg minh hang héa do nha thau chao tuan thi cac thong sd k¥ thuat va cac
tiéu chuan dudi day hodc co cdu hinh twong duong. Bat ky thuong hiéu, nhin hiéu
nao néu co trong bang yéu cau k¥ thuat déu mang tinh chat minh hoa céc tiéu chuan
chét luong, tinh ning k¥ thuat yéu cau. Nha thau cé thé lwa chon dw thiu hang
héa c6 nguon goc, xudt xir, nha sdn xudt, thwong hiéu phix hop véi diéu kién cung
cdp nhung phdi dim bdo yéu ciu c6 théng so ky thudt, tinh ning siv dung, tiéu
chudn cong nghé “twong duwong” hodic tot hon so véi cac yéu cau cu thé ¢ dudi va
cung cap tai liéu chimg minh su dap tmg tot hon ctia hang hoa chao thau so voi yéu
cau caa HSMT.

- Noi ham tuong duong dugce quy dinh trong yéu cau ky thuat dugc hiéu la:
(1) Puoc co quan c6 tham quyén ching nhan tuong duong tiéu chuan



(2) Tuong duong vé chét luong hinh anh, d6 chinh xac mau sic va goc nhin.

(3) Twong twong vé tinh chat co khi va thudc tinh vat Iy caa vat liéu.

(4) Twong duong vé tinh ning co ban, do tin cdy, pham vi ing dung

(5) Tuong duong vé cong suat; hiéu suat, yéu cau thong s6 dau vao; danh muc,
d6 chinh xac két qua dau ra.

(6) Tuong duong vé gia tri do; d6 chinh xéac két qua do;

(7) Tuong dwong vé ham lugng, ndng do, tinh chat

(8) Cac yéu t6 tuong duong khac (néu co)

- Nha thau phai cam két hang héa tuong thich vdi cac trang thiét bi hién co
tai Pon vi st dung (Chi dp dung doi véi cac mdt hang sir dung cho mdy ¢ tai bénh
vién), bang mot trong cac cach sau:

+ Tai li€u k¥ thuat cua nha san XUAt hang hoa chao thau thé hién noi dung
nay.

+ Tai liéu nghiém thu cta 01 don vi st dung bat ky nao da st dung hang hoa
chao thau cho cac thiét bi tuong tu cua Pon vi va hoat dong tdt.

+ Cam két sau 01 thang ban giao hang hoéa tai Pon vi sir dung, c6 két qua
ngoai kiém dap tmg yéu cau va moi chi phi ngoai kiém do nha thau chi tra (néu Pon
vi st dung ¢ yéu cau).

+ Hodc tai li¢u khac co6 gia tri chirng minh twong duong.

- Nha thau phai c6 bang dap tng vé k¥ thuat cia hang hoa chao thau theo cac
mau sau:
+ Bang dap ung tinh phap 1y hang héa (file word/excel + ban ky déng déu, scan dinh kém E-
HSDT):
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- 86 cong bo tiéu
chudn dp dung doi
Vi thiét bi y té
thudc loai A, B
- Hodc S6 gidy
chirng nhan dang ky,
Leu hanh d6i voi
thiét bi y té thugc
loai C, D
- Hodc Bang phan
logi TBYT A, B, C,
D

Viét Nam
cép)

\phdn phoi (néu| ngay hét | (néu c6) - Tai liéu
cd) -> Nha han) chirng minh
thau cua bén thir ba

INha thau cam két nhitng ngi dung ké khai néu trén la chinh xdc va hoan toan chiu trach nhi¢m vé thong tin ké khai.

Trueong hop Nha thau cé tinh ké khai thong tin khong trung thic nham vieot qua budc danh gid vé ky thudt sé dwoc coi la hanh vi gian lgn trong
\ddu thau theo quy dinh tai Khodan 4 Diéu 16 Ludt Pdu thau va Nha thau sé hoan toan chiu trach nhiém, chép nhdn chiu xut Iy theo quy dinh cia E-
IHSMT va phdp lugt vé dau thau

- Nha thau phai c6 bang dap tng vé ky thuat caa hang hda chao thau so sénh

véi yéu cau ky thuat caa E-HSMT (dinh kém file word/excel + ban ky dong dau,
scan tai E-HSDT):

- Nha san xuit:

- XUt xt: ...
- Chu so6 huu

(néu co): ...

STT| Tén Yéu cau ky Dap tng ky Tai liéu ky thuat tham chiéu trong E-
hang | thuatcuaHo | thuat cua Ho so HSDT
hod | somoithau du thau Tai liéu | Tai liéu tham chiéu bang tiéng
tham | Viét (Luu y: Nha thau phai d¢am
chiéu | bao tinh chinh xéac giita noi dung
bang | tiéng Anh va tiéng Viét. Trong
tiéng | truong hop c6 su sai khac, To
Anh | chuyén gia s& yéu cau lam rd E-
HSDT. Viéc nha thau cb tinh
dich sai noi dung nham dap ung
yéu cau cua E-HSMT, tly muc
d6 c6 thé duoc coi 1a hanh vi gian
lan)
@] @ 3) (4) (5) (6)
1 Theo | Ténhang hod | - Tén hang hoa
HSMT | theo HSMT | theo S luu hanh
TBYT
- Model: ...




hoic tot hon

Mo ta hang | M6 ta hang hoa | Dan chiéu tung chi tiét mé ta hang hoa
héacuaE- |cua E-HSDT | (trich dian cu thé téi Trang.. cua
HSMT (chi tiét dap Gng | Catalog/Tai liéu ki thuat va M6 ta hinh
tirng muc) anh... thuoc E-HSDT) (theo vi du dudi day)
Pong thoi, nha thdu can danh dau
(Highlight) trén tai liéu ky thuat théng sb cu
thé cua hang héa dap tng yéu cau ky thuat
tai E-HSMT.
Vidu: | Béphangidgi: | Do phan giai: | Catalog trang 2 “Resolution: 1920x1080p”
> 1920x1080p | 1920x1080p
Nguon sang: | Nguon  sang: | Catalog trang 2 “Light source: High power
LED hogac LED white led”
twong dwong
Tiéu chi dap ung | - Tai liéu chimg minh theo huéng dan bén
twong  duong | trén vé “Noi ham tuong duong”

- Hoic tai liéu chang minh mét s6 tinh nang
ky thuat cia E-HSMT dua ra la tiéu chi
khong co ban (viéc khong dap ung khong
lam anh huong toi tinh nang st dung caa
hang hoa du thau) kém theo din chung
phap Iy va khoa hoc cu thé (khdng chap
nhan céc 1ap luan tu suy dién) d&é T6 chuyén
gia xem xét danh gia “Chap nhan duoc”.

Tiéu chi gy han
ché nha thau
(khong  duogc
xem xét va danh

gia)

Tai liéu chttng minh yéu cau k§ thuat chi co
duy nhat 01 nha san xuat dap ung

Nha thau cam két nhiing ngi dung ké khai néu trén la chinh xac va hoan toan chiu trach nhiém vé
thong tin ké khai.
Triong hop Nha thau cé tinh ké khai théng tin / dich tai lidu ky thudt khéng diing véi Thdng sé ki thugt
ma Nha san xudt cdng bé nham virot qua bude dianh gid vé ki thudt sé diroc coi 1a hanh vi gian Ién trong
dau thdu theo quy dinh tai Khodn 4 Piéu 16 Ludt Pau thau va Nha thau sé hoan toan chju trach nhiém,
chdp nhdn chiu xit [y theo quy dinh ciia E-HSMT va phéap lugt vé dau thau




1.2.2. Yéu cau k¥

thuat chi tiét:

Danh muc hang

Yéu ciu vé ciu hinh, tinh niing k¥ thuit co ban ciia hang hoa

STT ) y ez
héa (Hoac twong dwong, hoac tot hon)
1 | Phan 1. Vit tw, héa chit cho may xét nghiém nwéc tiéu Mision U500
Que thur xét nghiém phat hién dinh tinh va ban dinh luong méot
hozc nhiéu chét sau ddy trong nude tiéu ngudi dung cho may
Mission U500: Glucose (GLU), Bilirubin (BIL), Axit Ketone
Que/Test thir nude Aceto.acetic (KET), Ty trong nudc tiéu {S'G), Blood (BLO?, pH,
1.1 | 7, - Protein (PRO), Urobilinogen (URO), Nitrit (NIT), Bach cau
tieu 10 thong s6
(LEV).
- Nhiét d6 bao quan (2-30°c)
Pat tiéu chuan ISO: 13485, FDA (510k), GMP, EC hoic twong
duong. Yéu cau giao hang c¢6 CO, CQ ting 16 hang.
2 | Phan 2. Vit tw, héa chit cho may xét nghiém mau ling ESR3000
21 Qng do téc 46 mau | Ong df) tbc d6 mau lang twong thich ding cho may xét nghiém
lang mau lang ESR 3000/SFRI
Chat kiém chuan Hoa chat kiém chuan ding cho méy xét nghiém mau lang ESR
2.2 | dung cho may mau | 3000/SFRI
ling Pat tiéu chuan ISO 13485 hoic tuong duong
3 | Phan 3. Vit tw, héa chiat cho may xét nghiém HbA1C (AFIAS-6)
* Hoa chat xét nghiém mién dich huynh quang (FIA) dé x4c dinh
dinh lugng HbA 1¢ (Hemoglobin Alc) trong mau toan phan cia
nguoi.
* Thanh phan gém Cartridge. Mdi tai nhom kin c6 chira hai
cartridge. Moi cartridge duoc dong goi trong mot tii nhom co ba
thanh phan bao gdm maot phan cartridge, mot dém phat hién va
mot phan dém tan huyét.
Hoa chat xét - Phén cartridge chira mot que xét nghiém, mang c6 khang
3.1 | nghiém dinh lugng | HbAlc nguoi ¢ vach xét nghiém, trong khi IgG cia tho dugc

HbAlc

¢ dinh & vach kiém soat.

- Phan dém phat hién chira lién hop huynh quang khang HbAlc
ngudi, lién hop huynh quang IgG khéng tho, albumin huyét
thanh bo (BSA) nhu mét chat 6n dinh va sodium aizde lam chat
béo quan trong nude mudi dém phosphat (PBS).

- Phan dém tan huyét chira tween 20 va sodium azide lam

chat bao quan trong nudc mudi dém phosphat (PBS).

* Dai lam viéc:




STT

Danh muc hang
hoa

Yéu ciu vé ciu hinh, tinh niing k¥ thuit co ban ciia hang hoa
(Hoic twong dwong, hoic tét hon)

- NGSP (%): 4-15 %

- IFCC (mmol/mol): 20.2-140.4 mmol/mol

- eAG (mg/dL): 68.1-383.8 mg/dL

Dat tiéu chun ISO 13485 hoic tuong duong

3.2

Hoa chat kiém
chuén xét nghiém
dinh luong HbAlc

Hoa chat duoc thiét ké dé st dung trong chan doan in vitro trong
viéc kiém soat chat luong cua b kit xét nghiém HbAlc Assay
Kit. Dang dong kho.

* Thanh phan: Boditech HbA 1c¢ Control bao gdm Boditech
HbAlc Control level 1, Boditech HbAlc Control level 2

- Control ¢6 chira HbA ¢ stock va huyét thanh ngwa

Dat tiéu chuan ISO 13485 hoic twong duong

Phan 4. Vit tw, héa

chit cho may xét nghi¢m LabonaCheck Alc (MH200)

4.1

Test(kit) dinh lugng
HbAlc

Dung dé xac dinh luong glycated hemoglobin (HbAc) trong
mau nguoi.

Héba chat R1

- Boronate derivative 0.030+0.015 mg

- Organic solvent 6.2 %

- Lysing agent 0.15 %

Héba chat R2

- Detergent 0.5 %

Cartridge

- B0 loc (so1 thuy tinh)

- Man loc (Nylon)

- Miéng hap thu (soi thily tinh)

Pat tiéu chuan ISO 13485 hoic twong duong

4.2

Vat liéu kiém soat
chat luong xét
nghiém dinh lugong
HbAlc

Dung dich kiém soat HbAIc. Thanh phan: Control Solution 1
Normal va Control Solution 2 Abnormal. Bdo quan & nhiét do tur
2-8 6 C. On dinh trong 30 ngay sau lan m¢ dau tién trong diéu
kién bao quan lanh (2-8 d6 C) trong cac thung chira ban dau.
Pat tiéu chuan ISO 13485 hoic twong duong

Phan 5. Vit tw, héa
BD AR

chat cho may xét nghiém huyét hoc Medonic M-Series M32S

5.1

Dung dich pha
lodng

Thanh phan:
Salts for isotonic stability: <2.0%
Antimicrobials: <0.1%

Buffering agents: <0.5%




STT

Danh muc hang
hoa

Yéu ciu vé ciu hinh, tinh niing k¥ thuit co ban ciia hang hoa
(Hoic twong dwong, hoic tét hon)

C0 thé card stir dung cho may Medonic M-Series M32S BD AR
Tuong thich véi may huyét hoc Medonic M-Series M32S BD
AR: CV: RBC<1.8%; MCV<1.5%; HGB<1.5%; PLT<4.8%;
WBC<3.5%.

5.2

Dung dich ly giai té
bao mau trong xét
nghiém

Thanh phan:

Quaternary ammonium salts: <0.5%

Salts: <1.5%

C0 thé card stir dung cho may Medonic M-Series M32S BD AR
Tuong thich véi may huyét hoc Medonic M-Series M32S BD
AR: CV: RBC<1.8%; MCV<1.5%; HGB<1.5%; PLT<4.8%;
WBC<3.5%.

5.3

Dung dich rua lam
sach cho may xét
nghiém

Thanh phan:

Sodium hypochlorite for lipid/protein degradation: 2.0 — 2.4 %
active chlorine

Sodium hydroxide for stability: < 0.05 %

Surfactants: < 0.05%

Tuong thich véi may huyét hoc Medonic M-Series M32S BD
AR

5.4

Vat liéu kiém soat
ba mirc xét nghiém

La mau chuan dé hiéu chuan 3 murc( trung binh, thap, cao).
Thanh phan:

- Mtic trung binh (N):

Cell content: 30 t&1 40%

Stabilizing solution: 60 to1 70%

- Mtic thap(L):

Cell content: 10 t&1 20%

Stabilizing solution: 80 t61 90%

- Mtrc cao (H):

Cell content: 40 t&1 50%

Stabilizing solution: 50 t&1 60%

Tuong thich véi may huyét hoc Medonic M-Series M32S BD
AR

Phan 6. Vit tw, héa

chit cho may xét nghiém huyét hoc Celltac Es 7.300

6.1

Dung dich pha
lodng

Dung lam chat pha lodng cho may phan tich huyét hoc
Trang thai vat li: chat 1ong

Mau: khdng

Mui: khong




STT

Danh muc hang
hoa

Yéu ciu vé ciu hinh, tinh niing k¥ thuit co ban ciia hang hoa
(Hoic twong dwong, hoic tét hon)

Do pH: 7.35 dén 7.55

Tinh tan: tan trong nudc

Thanh phan: Sodium chloride 0.44%, Sodium sulphate
anhydrous 0.97%

Nhiét d6 bao quan: 1 dén 30°C

Do 6n dinh sau khi mo nip: 60 ngay

Pat tiéu chuan CE, ISO 13485 hoic tuong duong

6.2

Dung dich ly giai
héng cau 3 thanh
phan

Dung lam chét ly giai cho may phan tich huyét hoc
Trang thai vat li: chat 1ong

Mau: khéng

Mui: nhe

Do pH: 4 dén 7

Tinh tan: tan trong nudc

Thanh phan: Mudi amoni bac 4 3.7%

Nhiét d6 bao quan: 1 dén 30°C

D6 6n dinh sau khi mé nép: 90 ngay

Pat tiéu chuan CE, ISO 13485 hoic tuong duong

6.3

Dung dich ly giai 5
thanh phan bach
cau

Dung lam chat ly giai cho may phan tich huyét hoc
Trang thai vat li: chat long

Mau: khéng

Mui: khéng

Do pH: 7.5 dén 9.5

Tinh tan: tan trong nudc

Thanh phan: Sodium alkyl ether sulphate: 0.11%
Nhiét d6 bao quan: 1 dén 30°C

D6 6n dinh sau khi md nap: 30 ngay

Pat tiéu chuan CE, ISO 13485 hoic twong duong

6.4

Chat kiém chuan
may huyét hoc 5
thanh phan mtrc

binh thuong

Dung dé kiém chuan xét nghiém huyét hoc 5 thanh phan bach
cau

Trang thai vat li: chat long

Mau: d6 sim

Do pH: trung tinh

Tinh tan: tan trong nudc

Thanh phan: Hong cau ngudi, bach cau mé phong va tiéu cau cua
dong vat c6 vu

Nhiét d6 bao quan: 2 dén 8°C




STT

Danh muc hang
hoa

Yéu ciu vé ciu hinh, tinh niing k¥ thuit co ban ciia hang hoa
(Hoic twong dwong, hoic tét hon)

Do 6n dinh sau khi mo nap: 14 ngay
Pat tiéu chuan CE, ISO 13485 hoic tuong duong

6.5

Chét kiém chuan
may huyét hoc 5
thanh phan muc cao

Dung dé kiém chudn xét nghiém huyét hoc 5 thanh phan bach
cau

Trang thai vat li: chét long

Mau: d6 sim

Do pH: trung tinh

Tinh tan: tan trong nudc

Thanh phan: Hong cau ngudi, bach cau mé phong va tiéu cau cta
dong vat co vu

Nhiét d6 bao quan: 2 dén 8°C

D6 6n dinh sau khi mé nép: 14 ngay

Pat tiéu chuan ISO 13485, CE hoic tuong duong

6.6

Dung dich rira may
thuong

Dung lam chat rira cho may phan tich huyét hoc
Trang thai vat li: chat 1ong

Mau: xanh la

Mui: nhe

Do pH: 7,7 dén 8,3

Tinh tan: tan trong nudc

Théanh phan: Polyoxyethylene tridecylether: 0.049%
Nhiét d6 bao quan: 1 dén 30°C

Do 6n dinh sau khi md nap: 180 ngay

Pat tiéu chuan CE, ISO 13485 hoic twong duong

6.7

Dung dich rira may
dam dac

Dung lam chét rira cho méy phan tich huyét hoc
Trang thai vat li: chét long

Mau: vang nhat

Mui: kho chiu

Do pH: 10 dén 13

Tinh tan: tan trong nudc

Thanh phan: Sodium hypoclorit 1.3%

Nhiét d bao quan: 1 dén 30°C

D6 6n dinh sau khi mé nap: 90 ngay

Pat tiéu chuan CE, ISO 13485 hoic twong duong

6.8

Day bom

Dang vat li¢u: TPE
bJ cting: 64 Shore A
Hap tiét trung: Co




STT

Danh muc hang
hoa

Yéu ciu vé ciu hinh, tinh niing k¥ thuit co ban ciia hang hoa
(Hoic twong dwong, hoic tét hon)

Tiét trung bang tia Gamma: C6
Nhiét d6 tbi thiéu: -40°C
Nhiét d6 t6i da: 135°C

6.9

Cdc phim loc
budng dém

Mat do: 0.9 g/cm3

Pan hoi kéo: 1400 MPa
D6 bén kéo: 33 MPa

Hé s6 ubn: 1400 MPa
D6 bén udn: 40 Mpa
Nhiét d6 bién dang: 85°C

Phan 7. Vit tw, héa

chit cho may xét nghi¢m sinh héa AU-480

7.1

Hoa chét dinh
luong Ure

Thanh phan, nong do.

Buffer

TRIS buffer pH 8.1 (20 6 C): 50 mmol/L
a-Ketoglutarate: 15.00 mmol/L

Urease: > 1000 U/L

Glutamate dehydrogenase: > 5.4 KU/L
Starter

NADH: > 0.18 mmol/L

Standard: (8.35 mmol/L)

.Dai do: 3 — 400 mg/dl.

Tiéu chuan chat lugng: ISO 13485 hoic twong duong

7.2

Hoéa chét dinh
lugng Glucose

Thanh phan, nong d6

Chat thir don

Phosphate buffer pH 7.5: 0.1 mol/L
4- Aminophenazone: 0.3 mmol/L
Phenol: 1 mmol/L

Glucose oxidase: >20.0 KU/L.
Peroxidase: > 1.5 KU/L.
Stabilizers

(Standard: 100 mg/dI)

Dai do: 1.1 — 900 mg/dl

Tiéu chuan chat lugng: ISO 13485 hodc twong duong

7.3

Hoa chat dinh
lugng Creatinin

Thanh phan, nong do.
Thudc thir A

NaOH: 187.8 mmol/L
Phosphate: 7.5 mmol/L




STT

Danh muc hang
hoa

Yéu ciu vé ciu hinh, tinh niing k¥ thuit co ban ciia hang hoa
(Hoic twong dwong, hoic tét hon)

Thudc thir B

Picric acid: 8.73 mmol/L

(Standard: 2mg/dl (176.8 umol/l))

Dai do: 0.1 — 20 mg/dl

Tiéu chuan chat lugng: ISO 13485 hodc twong duong

7.4

Hoa chét dinh
luong Uric Acid

Thanh phén, nong do

Buffer

Phosphate-buffer pH 7.8: 100 mmol/L

2,4,6 Triiodine-3-hydroxibenzoate: 5 mmol/L
Detergents: 2 g/L

Starter

PAP: 4.5 mmol/L

Uricase: 3 U/mL

POD: 40 U/mL

Stabilizers

(Standard: 6 mg/dL (357umol/L)

Dai do: 0.25 — 30 mg/dl

Tiéu chuan chét lugng: ISO 13485 hoic twong dwong

7.5

Hoéa chét dinh
lugng Bilirubin
toan phan

Thanh phan, néng do

Reagent 1

Citrate Buffer at pH of 2.9: 100 mmol/L

Detergent

Reagent 2

Phosphate Buffer at pH of 7.0: 10 mmol/L
Sodiummeta vanadate: 4 mmol/L

Dai do: 0.1 — 40 mg/dI

Tiéu chuén chét lugng: ISO 13485 hodc twong dwong

7.6

Hoéa chat dinh
luong Bilirubin truc
tiép

Thanh phan, néng do

Reagent 1

Tartrate Bufer at pH of 2.9: 100 mmol/L

Detergent

Reagent 2

Phosphate Buffer at pH of 7.0: 10 mmol/L
Sodiummeta vanadate: 4 mmol/L

Dai do: 0.1 — 20 mg/dl

Tiéu chuan chét lugng: ISO 13485 hodc twong dwong
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STT i . oz
héa (Hoac twong dwong, hoac tot hon)
Thanh phén, nong do
Monoreagent
Potassium iodide: 30 mmol/L
Hoéa chét dinh Potassium sodium tartrate: 20 mmol/L
7.7 i Sodium hydroxide: 570 mmol/L

lugng Protein

Copper sulphate: 10 mmol/L

(Standard: 4 g/dL)

Dai do: 0.25 - 12 g/dI

Tiéu chuan chét lugng: ISO 13485 hoic twong dwong

7.8

Hoa chat dinh
lugng Abumin

Thanh phﬁn, Néng do

Cht thir don

Succinate pH 4.2: 75 mmol/L

Bromcresolgreen: 0.15mmol/L

Brij 35 Detergent: 2g/L

Standard: 4 g/dL

Dai do: 0.15 — 8 g/dl

Tiéu chuan chét lugng: ISO 13485 hoic twong dwong

7.9

Hoa chat dinh
lugng Choletrol

Thanh phﬁn, néng do

Cht thir don

Phosphate buffer (pH 6.5): 30.0 mmol/L
4-Aminoantipyrine: 0.25 mmol/L
Phenol: 25.0 mmol/L

Peroxidase: > 5.0 KU/L
Cholesterolesterase: > 150.0 U/L
Cholesteroloxydase: > 100.0 U/L
Sodium azide: < 0.01%

Standard: 200mg/dl (5.17 mmol/l)

Dai do: 4 — 750 mg/dI

Tiéu chuén chét lugng: ISO 13485 hodc twong dwong

7.10

Hoa chat dinh
luong Triglycerid

Thanh phan, nong do

Chat thir don

Pipes Buffer pH 7.0: 40 mmol/L
4-Chlorophenol: 5 mmol/L
Magnesium ione: 5 mmol/L
ATP: 1 mmol/L

Peroxidase: >1 U/mL
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Glycerol kinase: >1 U/mL

LPL: > 1400 U/L

4-aminoantipyrine: 0.4 mmol/L
Glycerol-3-phosphate oxidase: >3.5 U/mL

Sodium azide: 0.05%

Detergents

(Standard: 200 mg/dL hodc 2.28 mmol/L)

Dai do: 10 — 1000 mg/dI

Tiéu chuan chét lugng: ISO 13485 hoic twong dwong

Thanh phﬁn, néng do

Reagent 1

Good’s bufer (pH 7.0): 30 mmol/L
4-Aminoantipyrine: 0.9 mmol/L
Peroxidase: 2.4 KU/L

Hoa chét dinh Ascorbatoxidase: 2.7 KU/L

7.11 | luong HDL- Antihuman-B-Lipoprotein Antikorper
Choletrol Reagent 2

Cholesterolesterase: 4 KU/L
Cholesteroloxidase: 20 KU/L
F-DAOS: 0.8 mmol/L

Dai do: 0.9 — 180 mg/dl

Tiéu chuan chét lugng: ISO 13485 hodc twong dwong

Thanh phan, néng do

Reagent 1

Good’s buffer (pH 6.8): 25mmol/L
Cholesterolesterase: 5 KU/L
Cholesteroloxidase: 5 KU/L
HDAOS: 0.64 mmol/L

Catalase: 1000 KU/L

Reagent 2

Good’s buffer (pH 7.0): 25 mmol/L
4-Aminoantipyrine: 3.4 mmol/L
Peroxidase: 20 KU/L

Sodium azide: 0.1 %

Dai do: 1 — 400 mg/dI

Tiéu chuan chét lugng: ISO 13485 hodc twong dwong

Hoa chét dinh
7.12 | luong LDL-
Choletrol
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STT i . oz
héa (Hoac twong dwong, hoac tot hon)
Thanh phén, nong do
Buffer
TRIS-Buffer Ph 7.8 (300C): 80.0 mmol/L
L-Aspartate: 200.00 mmol/L
, L. LDH: > 1.6 U/mL
7.3 | Hoachat dinh MDH: > 0.5 U/mL
luong GOT(AST)

Starter
NADH: 0.18 mmol/L
a-Ketoglutarate: 12 mmol/L
Dai do: 5700 U/I
Tiéu chuan chét lugng: ISO 13485
Thanh phﬁn, néng do
Buffer
TRIS-Buffer Ph 7.5 (25d6C): 70.0 mmol/L
L-Alanine: 410.00 mmol/L

214 Hoa chét dinh LDH: > 1.7 U/mL

luong GPT(ALT) Starter
NADH: 0.3 mmol/L
a-Ketoglutarate: 18 mmol/L
Dai do: 5700 U/I
Tiéu chuan chét lugng: ISO 13485 hodc twong dwong
Thanh phan, néng do
Buffer
Hepes-Buffer pH 7.1: 80mmol/L
Sodium chloride: 40mmol/L
.. Magnesium chloride: 8 mmol/L
7.5 | Hoachatdinh o-Glucosidase: > 2 KU/L

lugng Amylase

Sodium azide: 0.09%

Starter

Ethyliden-G7-PNP: 3 mmol/L

Dai do: 3 — 1500 U/I

Tiéu chuén chét lugng: ISO 13485 hodc twong dwong

7.16

Huyét thanh kiém
tra murc binh
thuong

Huyét thanh dong kho duoc dung dé kiém tra cac gia tri muc
thudng da thong s6 dua trén huyét trong ngudi:

Xac dinh cho cac thong sb sau: Total Acid Phosphatase,
Albumin, Aldolase, Alk. Phosphatase, ALT/GPT, a-Amylase
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total, a-Amylase pancreatic, AST/GOT, Bilirubin total, Bilirubin
direct, BUN, Calcium, Chloride, Cholesterol total, HDL-
Cholesterol, LDL-Cholesterol, Cholinesterase, CK-NAC,
Copper, Creatinine, GGT, Glucose, GLDH, HBDH, IgA, IgG,
IgM, Iron, Lactate, LDH-P, LDH-L, Lipase, Lithium,
Magnesium, Phosphate inorganic, Potassium, Sodium, Total
Protein, Transferrin, Triglycerides, TIBC, Urea, Uric Acid, Zn.
Tiéu chuan chat lugng: ISO 13485 hodc twong duong

7.17

Huyét thanh kiém
tra mirc bt thuong

Huyét thanh dong khé dugc dung dé kiém tra cac gia tri mirc bat
thudng da thong s6 dua trén huyét trong ngudi.

Xéc dinh cho céc thong sb sau: Total Acid Phosphatase, Non-
Prostatic Phosphatase, Albumin, Alk. Phosphatase, ALT/GPT, a-
Amylase Total, a-Amylase pancreatic, AST/GOT, Bilirubin
total, Bilirubin direct, BUN, Calcium, Chloride, Cholesterol
total, HDL-Cholesterol, LDLCholesterol, Cholinesterase, CK-
NAC, Copper, Creatinine, GGT, Glucose, GLDH, IgA, 1gG,
IgM, Iron, Lactate, LDH-P, LDH-L, Lipase, Lithium,
Magnesium, Phosphate inorganic, Potassium, Sodium, Total
Protein, Triglycerides, TIBC, Urea, Uric Acid, Zn

Tiéu chuan chét lugng ISO 13485 hodc twong duong

7.18

Chat hiéu chuan cac
x€t nghiém sinh hoa

Huyét thanh hiéu chuin déng kho duya trén huyét thanh nguoi.
Pugc ding dé chuan trén may phén tich sinh hoa

Hiéu chuén cac chi s6: Total acid phosphatase, Non-prostatic
Phosphatase, Albumin, Alk. Phosphatase, ALT / GPT, a-
Amylase total, a-Amylase pancreatic, AST / GOT, Bilirubin
total, Bilirubin direct, BUN, Calcium, Cholesterol total, HDL-
Cholesterol, LDL-Cholesterol, Cholinesterase, CK-NAC,
Creatinine, Glucose, GGT, GLDH, , Lactate, LDH-P, LDH-L,
Lipase, Magnesium, Phosphate inorganic,Protein total,
Triglycerides, Uric Acid, Ure

Tiéu chuan chét lugng: ISO 13485 hodc twong dwong

7.19

Dung dich rira hé
thong cho may

Thanh phan: Sodiumhydroxide and ethoxylated alcohol
Tiéu chuén chét lugng: ISO 13485 hodc twong dwong

7.20

Hoa chit xét

nghiém nong do

Thanh phan, nong do
Reagent 1
Buffer: 300 mmol/L
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(Hoic twong dwong, hoic tét hon)

con trong mau
(Alcohol)

Na-azide: 0.1%

Reagent 2

Buffer: 40 mmol/l

ADH: >200 KU/L

Na-azide: 0.1%

Dai do: 250 mg/dl

Tiéu chuan chat lugng: ISO 13485 hodc twong duong

7.21

Chét hiéu chuén
Alcohol

Thanh phan: Ethanol dang dung dich

Gom:

Control Level 1

Control Level 2

Calibrator

Tiéu chuan chét lugng: ISO 13485 hoic twong dwong
(Dung cho may sinh hdéa AU480)

7.22

Hoa chat dinh
luong Gamma-
GGT

Thanh phﬁn, néng do

Buffer

TRIS-Buffer pH 8.25: 85 mmol/L

Glyclyglycin: 150 mmol/L

Sodium azide: 0.1 %

Starter

L-y-Glutamyl-3-carboxy-4-nitroanilide: 2.9 mmol/L
Dai do: 4 — 1000 U/1 6 405 nm

Tiéu chuan chét lugng: ISO 13485 hodc twong dwong

7.23

Hoa chét dinh
luong CK

Thanh phan, nong d6

Imidazole: 83 mmol/I

Magnesium acetate: 17 mmol/Il

Glucose: 22 mmol/I

N-acetylcysteine: 22 mmol/I

EDTA: 2 mmol/l

ADP: 2 mmol/I

NADP: 2.3 mmol/l

AMP: 4.2 mmol/I
Adenosine(5")pentaphospho(57)- 11 pmol/I
adenosine

Glucose-6-phosphate dehydrogenase: >1.5 KU/I
Hexokinase: >5 KU/I
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Phosphocreatine: 35 mmol/I
Dai do: 8 — 1300 U/I
Tiéu chuan chat lugng: ISO 13485 hodc twong duong

7.24

Hoa chét dinh
lugng CK-MB

Thanh phan, nong do:

Imidazole: 83 mmol/ L

Magnesium acetate: 17 mmol/L

Glucose: 22 mmol/L

N — acetylcysteine: 22 mmol/L

EDTA: 2 mmol/L

ADP: 2 mmol/L

NADP: 2.3 mmol/L

AMP: 4.2 mmol/L

Adenosine (5”) pentaphospho (5°)- 11uMol/I
adenosine

Glucose-6-phosphate dehydrogenase: > 1.5 KU/L
Hexokinase: > 5 KU/L

Phosphocreatine: 35 mmol/L

CK —MM (human) inhibiting antibodies monocl: 1000 U/L
Dai do: 3.8 — 1500 U/I

Tiéu chuan chét lugng: ISO 13485 hodc twong dwong

7.25

Chét chuin CKMB

Thanh phan: CK-MB Calibrator 1a huyét thanh chuan dang dong
kho san xuét tir huyét thanh nguoi.
Tiéu chuan chét lugng: ISO 13485 hodc twong dwong

7.26

Huyét thanh kiém
tra murc binh
thuong CKMB

Thanh phan: 12 huyét thanh chuan dang déng kho san xuat tir
huyét thanh nguoi.
Tiéu chuan chat lugng: ISO 13485 hoic twong duong

Thudc thir xét

Thanh phan, nong d6
Chét thir don
Arsenazo I11: 200 pmol/L

7.27 | nghiém dinh lugng | MES pH 6.5: 100 mmol/L
Calcium (Standard: 10 mg/dl)
Dai do: 0.65-16 mg/dl (0.165-4.0 mmol/l)
Tiéu chuan chat lugng: ISO 13485 hodc twong duong
Thudc thir xét Thanh phén, nong do
7.28 | nghiém dinh lugng | Buffer

Sét (Fe)

Guanidine hydrochloride pH 4.5: 4.5 mmol/L
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Starter

Ferene-S-disodium salt: 57 mmol/L

Ascorbic acid-Na-salt: 2.5 g/bottle

Standard: 30 pmol/L

Dai do: 3.5 — 179 pmol/I

Tiéu chuan chat lugng: ISO 13485 hodc twong duong

Thudc thir xét

Thanh phan:

Buffer R1

Hepes buffer

Sodium azide 0.95 g/l

7.29 | nghiém dinh luong | Latex Reagent
Ferritin Suspended latex microparticles sensitized with animal IgG
antiferritin
Dai do: 0 — 500 ng/ml (ug/l)
Tiéu chuan chét lugng: ISO 13485 hoic twong dwong
Chat hiéu chuan xét Huyét thanh hiéu chuan dang dung dich san sang su dung vdi
7.30 | nghiém dinh lugng chét bao quan: Sodiumazide
Ferritin Tiéu chuan chét lugng: ISO 13485 hoic twong dwong
Huyét thanh kiém tra do chinh xac dé xac dinh céc protein huyét
thanh ngudi muc thap (Albumin, al-Acidglycoprotein Bireagent,
Vit liéu kiém soat | al-Acidglycoprotein Bireagent, a2-Macroglobulin, ASO,
731 mirc thap xét Antithrombin 111, 2-Microglobulin, Ceruloplasmin,
nghiém dinh lugng | Complement C3, Complement C4, C1 esterase inhibitor, CRP,
cac protein Ferritin, Haptoglobin, IgA, 1gG Bireagent, IgM Bireagent, Kappa
Light Chain, Lambda Light Chain, Prealbumin, RF, Transferrin)
Tiéu chuan chat lugng: ISO 13485 hoic twong duong
Huyét thanh kiém tra do chinh xac dé xac dinh céc protein huyét
thanh nguoi mirc cao (Albumin, al-Acidglycoprotein Bireagent,
Vit liéu kiém soat | al-Acidglycoprotein Bireagent, a2-Macroglobulin, ASO,
732 muc cao xét Antithrombin I1I, 2-Microglobulin, Ceruloplasmin,
nghiém dinh luong | Complement C3, Complement C4, C1 esterase inhibitor, CRP,
cac protein Ferritin, Haptoglobin, IgA, IgG Bireagent, IgM Bireagent, Kappa
Light Chain, Lambda Light Chain, Prealbumin, RF, Transferrin)
Tiéu chuan chat lugng: ISO 13485 hodc twong duong
7.33 Diy bom pha loang Day bom dung cho may sinh hoa

dung dich rtra
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Boéng dén may sinh

Bong dén 12V-20W sur dung cho may sinh hoéa tuong thich véi

734 héa may AU 480
8 | Phin 8. Vit tw, héa chiat cho may xét nghiém sinh héa P500 Diatron
Hoa chit xét nghiém dinh luong Urea trong huyét tuong/ huyét
thanh va nudc tiéu nguoi trén may sinh hoa;
Dai do: huyét thanh/huyét twong 10-300 mg/dL (1.67-49.95
mmol/L), nude tiéu 200-6000 mg/dL (33-999 mmol/L)
Thanh phan gom:
Hoa chét 1: R1
-Tris buffer, pH 7.60 (37°C)
L -Anpha-Ketoglutarate: 9 mmol/L
8.1 lfszgcgidmh -Urease: > 8100 U/L
’ -GIDH: > 1350 U/L
-Sodium azide: <0.1%
Hoa chat 2: R2
-NADH: 1.3 mmol/L
-Sodium azide: <0.1%
Chét chuén:
- Urea: 50 mg/dL (8.33 mmol/L)
Tiéu chuan chét lugng: ISO 13485 hodc twong duong
Hoa chat xét nghiém dinh lugng Glucose trén may sinh hoéa; dai
do: 20-400 mg/dL (1.11 - 22.20 mmol/L)
Thanh phan gom:
Héa chat: R
- Phosphate buffer, pH 7.4
Hoa chét dinh - Phenol: 10 mmol/L
8.2 lrong Glucose - 4-aminoantipyrine: 0.3 mmol/L
' - Peroxidase: > 700 U/L
- Glucose oxidase: > 10000 U/L
- Sodium azide: <0.1%
Chét chuéan Std
- D-glucose: 100 mg/dL (5.55 mmol/L)
Tiéu chuén chét lugng: ISO 13485 hodc twong dwong
; L. Hoa chat xét nghiém dinh luong Creatinine mau huyét thanh
Hoéa chat dinh e e ) ..
8.3 nguoi trén may sinh hoa; dai do: 0.5-15 mg/dL (44-1326 pumol/L)

lugng Creatinin

Thanh phan gom:
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Hoéa chat 1: R1

- Picric acid 8.73 mmol/L

Hoa chét 2: R2

- Sodium hydroxide: 312.5 mmol/L

- Disodium phosphate 12.5 mmol/L

Chét chuan: Std

- Creatinine: 2 mg/dL (177umol/L)

Tiéu chuan chat lugng: ISO 13485 hodc twong duong

8.4

Hoa chét dinh
luong Uric Acid

*Hoa chat xét nghiém dinh luong acid Uric trong huyét twong/
huyét thanh va nudc tiéu ngudi trén may xét nghiém hoéa sinh.
*Dai do: Huyét thanh/huyét tuong: 1,5-25 mg/dL; Nudc tiéu: 5-
250 mg/dL

*Thanh phan:

Hoa chat R:

- Buffer, pH 7.0 (20-25°C)

- EHSPT: 0.72 mmol/L

- Amino- 4- antipyrine: 0.37 mmol/L

- Uricase: > 150 U/L

- Peroxidase: >12000 U/L

- Sodium azide: <0.1%

Chat chuan Std:

- Uric acid: 6 mg/dL (357 umol/L)

- Sodium azide: <0.5%

Tiéu chuan chét lugng: ISO 13485 hodc twong dwong

8.5

Hoa chat dinh
lugng Bilirubin
toan phan(Bil-T)

Hoa chat xét nghiém dinh luong Bilirubin Total mau huyét
thanh/huyét twong nguoi trén may sinh héa; dai do: 0.25-25
mg/dL (4.3-427.6 pmol/L)

Hoa chat 1: R1.

-Sulfanilic acid: 29 mmol/L

-Cetrimide: 29 mmol/L

Hoa chat 2: R2

-Sodium nitrite: 11 mmol/L

Tiéu chuan chét lugng: ISO 13485 hodc twong dwong

8.6

Hoa chat dinh
luong Bilirubin truc
tiép(Bil-D)

Hoba chat xét nghiém dinh luong Bilirubin Direct mau huyét
thanh/huyét twong nguoi trén may sinh hoa; dai do: 0.08-10.55
mg/dL (1.4-180.4 umol/L)
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Thanh phan gom:

Hoa chat 1: R1.

-Sulfanilic acid: 29 mmol/L

Hoa chat 2: R2

-Sodium nitrite: 11 mmol/L

Tiéu chuan chat lugng: ISO 13485 hodc twong duong

8.7

Hoéa chat dinh
lugng Protein

Hoa chat xét nghiém dinh lwong Protein toan phan trong huyét
turong/ huyét thanh nguoi trén may sinh hoéa;

Dai do: 0.2-12 g/dL (2-120 g/L)

Thanh phan gom:

Hoa chat: R

-Copper sulfate: 6 mmol/L

-Sodium hydroxide: 490 mmol/L

Ciing chira iodide va mudi tartrate cho hiéu suét ti wu
Chat chuan: Std

-Albumin 6 g/dL

-Sodium azide: <0.1%

Tiéu chuan chét lugng: ISO 13485 hoic twong dwong

8.8

Héa chat dinh
luong Abumin

Hoa chat xét nghiém dinh lugng Albumin trén may sinh héa; dai
do: 1,6-6 g/dL (16 - 60 g/L)

Thanh phan gom:

Héa chat: R

- Succinate buffer, pH 4.20

- Bromocresol green: 0.2 mmol/L

- Surfactant

Chét chuén: Std

-Albumin: 3.5 g/dL (35 g/L)

- Sodium azide: < 0.1%

Tiéu chuén chét lugng: ISO 13485 hodc twong dwong

8.9

Hoéa chét dinh
lugng Choletrol

Hoba chat xét nghiém dinh lugng Cholesterol trén may sinh hoa;
dai do: 20 - 600 mg/dL (0.52-15.52 mmol/L)

Thanh phan gom:

Hoa chat: R

- Good's buffer, pH 6.7

- Phenol: 24 mmol/L

- Cholesterol esterase: > 180 U/L
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- Cholesterol oxidase: > 200 U/L

- Peroxidase: > 1000 U/L

- 4-aminoantipyrine: 0.5 mmol/L- Sodium azide: < 0.1%
Chét chuan: Std

- Cholesterol: 200mg/dL

Tiéu chuan chat lugng: ISO 13485 hodc twong duong

8.10

Hoa chat dinh
lugng Triglycerid

*Hoéa chat xét nghiém dinh luong Triglycerides trong huyét
turong/huyét thanh ngudi trén may xét nghiém hoa sinh
* Dai do 30-1000 mg/dL (0.34-11.30 mmol/L)

*Thanh phan:

Hoa chat R

- Good's buffer, pH 7.0

- P- chlorophenol: 2.7 mmol/L

- ATP: 3.15 mmol/L

- Amino- 4- antipyrine: 0.31 mmol/L

- Lipoprotein lipase: > 2000 U/L

- Glycerol kinase: > 500 U/L

- Glycerol- 3- phosphate oxidase: > 4000 U/L

- Peroxidase: > 500 U/L

- Sodium azide: <0.1%

Chat chuan: Std

- Glycerol (twong tu triglycerides) 200 mg/dL

- Sodium azide: <0.1%

Tiéu chuan chét lugng: ISO 13485 hodc twong dwong

8.11

Héa chat dinh
luong HDL-
Choletrol

Hoa chat xét nghiém dinh lwong Cholesterol HDL trén may sinh
hoa; dai do: 5 - 200 mg/dL (0.13-5.17 mmol/L)

Thanh phan gom:

Hoa chét 1: R1

-Buffer, pH 6.85
-N-(2-Hydroxy-3-sulfopropyl)-3,5-dimethoxyaniline sodium salt
(HDAOS): > 0.5 mmol/L

-Peroxidase: > 8000 U/L

Hoa chit 2: R2

-Buffer, pH 8.15

-Cholesterol Oxidase: > 2000 U/L

-Cholesterol Esterase: > 180 U/L
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-Peroxidase: > 15000 U/L

-4-aminoantipyrine: > 2 mmol/L

-Surfactant: 0.6 %

-Sodium azide: < 0.1 %

Tiéu chuan chat lugng: ISO 13485 hodc twong duong

8.12

Hoa chét dinh
luong LDL-
Choletrol

Héa chat xét nghiém dinh lwong Cholesterol LDL trén may sinh
hoa; dai do: 15 - 600 mg/dL (0.39-15.52 mmol/L)

Thanh phan gom:

Hoa chit 1: R1

-Buffer, pH 6.85
-N-(2-Hydroxy-3-sulfopropyl)-3,5-dimethoxyaniline sodium salt
(HDAOS): > 0.5 mmol/L

-Peroxidase: > 5000 U/L

-Surfactant: 1%

Hoa chit 2: R2

-Buffer, pH 8.15

-Cholesterol Oxidase: > 2000 U/L

-Cholesterol Esterase: > 2000 U/L

-Peroxidase: > 20000 U/L

-4-aminoantipyrine (4-AA): > 2 mmol/L

-Surfactant: 0.025 %

-Sodium azide: < 0.1 %

Tiéu chuan chét lugng: ISO 13485 hodc twong dwong

8.13

Hoa chét dinh
luong GOT(AST)

Hoa chat xét nghiém dinh luong AST/GOT trén may sinh héa;
dai do: 10-450 U/L

Thanh phan gom:

Hoa chit 1: R1

-Tris buffer, pH 7.8

-L-aspartate: 330 mmol/L

-LDH: > 2000 U/L

-MDH: > 1000 U/L

-Sodium azide: <0.1%

Hoa chit 2: R2
-Alpha-ketoglutarate: 78 mmol/L
-NADH: 1.1 mmol/L
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-Sodium azide: <0.1%
Tiéu chuan chat lugng: ISO 13485 hodc twong duong

8.14

Hoa chét dinh
luong GPT(ALT)

Hoa chat xét nghi¢m dinh lvong ALT/GPT trén may sinh hoa;
dai do: 10-450 U/L

Thanh phan gom:

Hoa chit 1: R1

-Tris buffer, pH 7.50

-L-alanine: 680 mmol/L

-LDH: >2000 U/L

-Sodium azide: <0.1%

Hoa chit 2: R2

-Alpha-ketoglutarate: 97 mmol/L

-NADH: 1,1 mmol/L

-Sodium azide: <0.1%

Tiéu chuan chét lugng: ISO 13485 hoic twong dwong

8.15

Héa chat dinh
lugng Amylase

Hoa chat xét nghiém dinh lugng Amylase trén may sinh hoa; dai
do: 20-1500 U/L

Thanh phan gom:

- Good's buffer, pH 6.15

- CNP-G3: 2,27 mmol/L

- Sodium azide: <0,1%

- Ciing chtra calcium va muébi chloride, ciing nhu potassium
thiocyanate cho hiéu sut toi uu

Tiéu chuan chat lugng: ISO 13485 hoic twong duong

8.16

Huyét thanh kiém
tra murc binh
thuong

Hoa chat kiém chuan cho két qua xét nghiém muc 1 cho céc xét
nghiém hoa sinh

Thanh phan:

- Huyét thanh nguoi dong kho ¢ sir dung cac chat phu gia hoa
hoc/ sinh hoc.

- Nong d6 ctia tirng chét phan tich dé kiém tra cu thé theo ting
16.

Tiéu chuan chat lugng: ISO 13485 hodc twong duong

8.17

Huyét thanh kiém
tra muc cao

Hoa chat kiém chuan cho két qua xét nghiém muc 2 cho céc xét
nghiém hoa sinh

Thanh phan:

- Huyét thanh nguoi dong kho co sir dung cac chat phu gia hoa
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hoc/ sinh hoc.
- Nong d6 ctia tirng chét phan tich dé kiém tra cu thé theo ting
16.
Tiéu chuan chat lugng: ISO 13485 hodc twong duong
Ho4 chat hiéu chuan cho cac xét nghi¢m hoéa sinh
Thanh phan:
Chét hiéu chuan - Huyét thanh nguoi dong kho ¢ sir dung cac chat phu gia hoa
8.18 | cac xét nghi¢m sinh | hoc/ sinh hoc.
héa - Sodium azide < 0.1%
- Nong do ctia chat phan tich dic trung theo timg 16.
Tiéu chuan chét lugng: ISO 13485 hoic twong dwong
*Dung dich rira, 1am sach kim hat bénh pham/ hoa chat, mixer va
Dung dich rita he cuve‘ttes Cﬁfl may xét ng}ﬁém sinAh héaxtu (vic}ngA ‘ )
8.19 B , *Thanh phan: KOH, chat hoat dong bé mat khong ion, chat hoat
thong cho may . L y em iz
dong bé mat polyanionic, chat dém va chat 6n dinh.
Tiéu chuan chét lugng: ISO 13485 hoic tuong duong,
Hoa chat xét nghiém dinh lugng Gamma-GT trén may sinh hda;
dai do: 15-1200 U/L
Thanh phan gom:
) L. Hoa chat 1: R1
Héa chat dinh - Glycylglycine, pH 7,70 (37°C): 138 mmol/L
8.20 | luong Gamma- . i
GGT - SodluEn azide: <0.1%
Hoa chat 2: R2
- GLUPA-C: 23 mmol/L
- Sodium azide: <0.1%
Tiéu chuan chat lugng: ISO 13485 hoic twong duong
Hoa chat xét nghiém dinh lugng CK NAC trén mdy sinh hoa; dai
do: 10-1714 U/L
Thanh phan gom:
Hoa chat 1: R1
8.91 Hoa chét dinh - Imidazole buffer, pH 6.10 (20°C)
luong CK - D-Glucose: 25 mmol/L

- NADP: 2.5 mmol/L

- Hexokinase: > 6800U/L
- Sodium azide: < 0.1%
Hoa chat 2: R2
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- Imidazole buffer, pH 8.9 (20°C)

- Creatine phosphate: 250 mmol/L

- ADP: 15.2 mmol/L

- G-6-PDH: > 8800 U/L

- Sodium azide: < 0.1%

Tiéu chuan chat lugng: ISO 13485 hodc twong duong

8.22

Hoa chét dinh
luong CK-MB

Hoa chat xét nghiém dinh lvong CK-MB trén may sinh héa; dai
do: 10-600 U/L

Thanh phan gom:

Hoa chat 1: R1

- Imidazole buffer, pH 6.1 (20°C)

- D-Glucose: 25 mmol/L

- NADP: 2,5 mmol/L

- Hexokinase: > 6800 U/L

- Sodium azide: <0.1%

Hoéa chat 2: R2

- Imidazole buffer, pH 8.9 (20°C)

- Creatine phosphate: 250 mmol/L

- ADP: 15,2 mmol/L

- G-6-PDH: > 8800 U/L

- Sodium azide: <0.1%

Tiéu chuan chét lugng: ISO 13485 hodc twong dwong

8.23

Chét chuin CKMB

Hoa chat kiém chuén, kiém tra chat lugng xét nghiém CK-MB,;
Thanh phan:

San pham dong kho duoc chuan bi tir huyét thanh nguoi va CK-
MB nguoi

Sodium azide: <0.1%

Tiéu chuan chét lugng: ISO 13485 hodc twong dwong

8.24

Huyét thanh kiém
tra murc binh
thuong CKMB

Hoa chat kiém chuén, kiém tra chat luong xét nghiém CK-MB,;
quy céach: 4 x 3 mL/hdp

Thanh phan:

San pham dong kho duoc chuan bi tir huyét thanh nguoi va CK-
MB nguoi

Sodium azide: <0.1%

Tiéu chuén chét lugng: ISO 13485 hodc twong dwong
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8.25

Chét chuin HDL
LDL

Thanh phan: 13 huyét thanh dong kho san xuét tir huyét thanh
nguoi
Tiéu chuan chat lugng: ISO 13485 hodc twong duong

Phin 9. Vit tu, Héa

chat xét nghiém dién giai

9.1

Thudc thir xét
nghiém dinh luong
Na, K, Cl, Ca, Li

*Pack EasyLyte Na /K /Cl/ Ca/ Li Solutions Pack st dung cho
viéc xac dinh dinh lugng cia cac ion Natri (Na +), Kali (K +),
Clorua (Cl-), Canxi (Ca ++) va Lithium (Li +) trong huyét
thanh, huyét trong nguoi, mau toan phan va nudc tiéu (két qua
nude tiéu chi c6 thong s Na +, K + va Chi Cl-) bang may xét
nghiém dién giai EasyLyte.

*Thanh phan:

Standard A Solution, 800mL: 140.0 mmol/L Na+; 4.0 mmol/L
K+; 125.0 mmol/L Cl—; 1.25 mmol/L Ca++; 1.00 mmol/L Li+;
Buffer; Chat bao quan; Wetting Agent

Standard B Solution, 180mL: 35.0 mmol/L Na+; 16.0 mmol/L
K+; 41.0 mmol/L Cl—; 2.50 mmol/L Ca++; 0.40 mmol/L Li+;
Buffer Chét bao quan; Wetting Agent

Wash Solution, 80mL

0.1 mol/L Ammonium bifluoride

Waste Container

Tiéu chuan chét lugng: ISO 13485 hodc twong dwong

9.2

IVD rura dung cho
may xét nghiém
dién giai

Dung dich lam sach hang ngay dé loai bo cac can protein trén cac
may xét nghiém (C6 Ammonium Biflouride)

Thanh phan 1 hop gom:

- Daily Cleaner Diluent- Pha loang rira hang ngay: 1 1o 90 ml
HCI (0.2 N), NH5F2 (0.05N) va mubi.

- Daily Cleaner Powder - Chét rira hang ngay dang bot: 6 lo,
pepsin 0.5g

Tiéu chuén chét lugng: ISO 13485 hodc twong dwong

9.3

Hoa chit kiém
chudn xét nghiém
dinh luong céac
thong sb dién giai

*Dung dich kiém chuan cho cac xét nghiém phan tich dién giai
(bao gdm test Na+, K+, Cl-, Li+, Ca++, pH) véi 2 mirc binh
thuong va bat thudng.

*Gom dung dich mudi, chat dém, albumin bo, chét bao quan.
Tiéu chuan chat lugng: ISO 13485 hodc twong duong
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bién cuc xét
9.4 | nghiém dinh luong | Dién cuc Na dung cho may xét nghi¢m dién giai
Na
bién cuc xét
9.5 | nghiém dinh luong | Dién cuc K dung cho may xét nghi¢ém dién giai
K
bién cuc xét
9.6 | nghiém dinh lugng | Dién cuc CI dung cho may xét nghiém dién gidi
Cl
bién cuc xét
9.7 | nghiém dinh lugng | Pi¢n cuc Ca dung cho may xét nghiém dién giai
Ca
bién cuc tham
0.8 chiéu xét nghiém Dién cyc tham chiéu dung cho may dién giai Na/K/Ca/pH va
dinh Iuvgng 6 thong | Na/K/Cl/Ca/Li
sO dién giai
Puong ong bom va | Hop gom: 1 dudng dng bom, 1 duong dng miu va 1 duong éng
9.9 | éng miu may dién | mAu ngan. Dung cho méy dién giai EasyLyte Na/K/Ca/pH,
giai Na/K/Cl/Ca/Li
Bo phat hién mau
9.10 | may xét nghi¢m Bo phat hién mau dung cho may xét nghiém dién giai
dién giai
Van may xét . o A e e
9.11 e Van dung cho may xét nghiém dién giai
nghiém dién giai
g.1p | CIYIMMAYXEL | e nhict danh cho mdy dién gidi
nghiém dién giai
10 | Phén 10. Vit tw, héa chat cho may xét nghiém Pong mau Huma Clot Pro
Hoéa chat HEMOSTAT THROMBOPLASTIN-SI (PT-SI) dung
dé xac dinh Prothrombin Time (PT) bang phwong phép thii cong
hodc t dong. PT-SI c6 thé dugc str dung dé xét nghiém cac yéu
Hoa chat xét t6 dong méu trong cac con dudng dong mau ngoai sinh va con
10.1 | nghiém dong mau | duong chung.

Prothrombin Time

Thanh phan gom co:

- Hoa chat Thromboplastin (dang déng kho) chtra Chiét xuét ndo
tho > 10%, Sodium azide < 0,01%

- Bém CaCl2 chira Sodium azide < 0,01%
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Do 6n dinh: 12 ngay & 2-8°C, 1 ngay & 20-25°C.
Tiéu chuan chat lugng: ISO 13485 hodc twong duong

10.2

Hoa chat xét
nghiém dong mau
Fibrinogen

Hoa chat xét nghiém Fibrinogen dung xac dinh Fibrinogen trong
huyét twong bang phuong phap thi cong va ty dong.

Thanh phan gdm c6:

- Hoa chat Fibrinogen dang déng khé 5x2ml, thanh phan:
thrombin nguoi 80 - 100 1U/ml, sodium azide < 0,01%.

- Dung dich d¢ém Imidazole Buffered Saline 1x100mL, pH 7.4 +
0.2, thanh phén: imidazole 0,05mol/l, dém va chit on dinh.

- Chét chuan: Fibrinogen huyét twong tham chiéu (dang dong
kho) 2x1mL, thanh phan: huyét twong ngudi, sodium azide <
0,01%.

Khi duoc bao quan ¢ 2-8 °C, lo chua mo sé 6n dinh cho dén hét
han sir dung. Sau hoan nguyén héa chét 6n dinh 7 ngay & 2-8°C.
Tiéu chuan chét lugng: ISO 13485 hoic twong dwong

10.3

Hoa chat xét
nghiém
thromboplastin,
hoat hoa timg phan

B6 hoa chat xét nghiém aPTT su dung chat hoat héa axit Ellagic,
dung dé x4c dinh thoi gian Thromboplastin mot phﬁn hoat hoa
(aPTT) bang phuong phap tha cong va ty dong.

Thanh phan gom co:

- Hoa chét 1 (6x4ml): Hoa chat aPTT-EL: Cephalin ndo tho <
1.0%, ellagic acid, sodium azide < 0,01%;

- Héa chét 2 (6x4ml): Dung dich CaCl2 0,02 mol/l, sodium azide
< 0,01%, mudi va chat 6n dinh.

D6 6n dinh 14 ngay & 2-8°C, 7 ngay & 20-25°C.

Tiéu chuan chét lugng: ISO 13485 hodc twong dwong

10.4

Dung dich ding d¢
lam sach kim may
dong mau ty dong

Dung dich Wash Solution dung dé 1am sach kim hut nham ngin
ngira cac chat sot lai trén may HumaClot Pro.

Théanh phan ctia Wash Solution:

- Buffered Salt Solution

- Imidazole 0.1mol/I

- HCI 0.1mol/I

- Detergent 0.02%

Tiéu chuén chét lugng: ISO 13485 hodc twong dwong

10.5

Dung dich dung rira
hé théng cua may
dong mau ty dong

Dung dich dung dé 1am sach thudng xuyén tram rira, ong thai,
kim hut va bom chat thai ciia may phan tich dong mau HumaClot
Pro, lam giam nguy co 1y nhiém vat liéu sinh hoc.
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Thanh phan: Aqueous Solution
Tiéu chuan chat lugng: ISO 13485 hodc twong duong
Chét kiém chua (o ., q ,
Jar i S 6a chét kidm chudn, ding dé theo doi hiéu suét céc xét nghiém
dung dé kiém tra . , . s \
P L, dong mau thuong quy murc binh thuong.
10.6 | chat lugng cac xét B . R R ) .
e an ; Huyét tuong nguoi dang dong kho, sodium azide < 0.01% .
nghi¢m dong mau o R B .
o . Ti€u chuan chat lugng: ISO 13485 hodc tuong duong
muc binh thuong
Chat kiém chua oy a 7 ,
. a I?m? Han Hoéa chat kiém chuan, dung dé€ theo doi hi€u suat cac xét nghiém
dung dé kiém tra . , . . X \
z ., dong mau thuong quy muc bat thuong.
10.7 | chat lugng céc xét £ .. . . : . o
nehiém done méu Huyét twong nguoi dang dong kho, sodium azide <0.01% .
g’ T g Tiéu chuén chat luong: ISO 13485 hodc tuong duong
muc bat thuong.
P I . | Hoa chat hiéu chuan, duoc sir dung dé hiéu chuan cac xét nghiém
Chat chuan dungde | ., . . | L . . )
2v dune duon de phan tich Prothrombin Time (PT) va Antithrombin.
Xa ) x . .
10.8 y; i g , & (dang dong kho) Calibrator chira: Mau gdp huyét tuong nguoi,
chuan cac xét . .
hiém d6 , sodium azide < 0.01%
nghi¢m dong mau. . .
shis & Ti€u chuan chat lugng: ISO 13485 hodc tuwong duong
Cuvet dung cho
., J o Cuvet dung cho may xét nghiém dong mau tu dong HumaClot
10.9 | may xét nghiém Pro
dong mau
11 | Phan 11. Héa chit xét nghi¢m dinh nh6m mau thii cong
Thudc thtr duoc sir dung dé phat hién nhém méu A trong mau
111 Hoa chét dinh mau nguoi. PO dac hiéu 100%, do nhay 100%, do chinh xéc
" | nhém méau A 100%.
Pat tiéu chuan ISO 13485 hoic twong duong
Thudc thtr dugc st dung dé phat hién nhém méau B trong mau
112 Hoa chét dinh mau nguoi. PO dac hiéu 100%, d6 nhay 100%, do chinh xéc
" | nhém méau B 100%.
Pat tiéu chuan ISO 13485 hoic tuong duong
Thudc thtr dugc st dung dé phat hién nhém mau AB trong mau
113 Hoa chét dinh mau nguoi. PO dac hiéu 100%, do nhay 100%, do chinh xéc
| nhém méau AB 100%.
Pat tiéu chuan ISO 13485 hoic tuong duong
114 Hoa chat dinh Thudc thtr duoc st dung dé phat hién type Rho (D) trong mau
" | nhm méau D mau nguoi. Hiéu gia > 1:128. Do dic hiéu 100%, d6 nhay 100%,
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d0 chinh xac 100%.
Dat tiéu chuin ISO 13485 hoic twong duong

12

Phin 12. Héa chét xét nghiém vi sinh

121

B06 nhudm Gram

Bd nhudm Gram dung dé thuc hién xét nghiém soi nhuém. Bao
gdm 04 dung dich thuéc nhudém thanh phan 1a Crystal Violet chai
250ml, Lugol chai 250ml, Decolor (alcohol-acetone) chai 250ml
va Safranine chai 250ml

12.2

BO nhudém Ziehl

B0 hoa chat st dung dé nhudm Ziehl Neelsen. Gom 3 chai ( Moi
chai 100ml): Methylene Blue, Carbol Fuchsin, Alcohol Acid

13

Phan 13. Vit tu, héa

chat xét nghiém dwong huyét On call plus

131

Que/Test thir duong
huyét dung v6i may
do duong huyét ca
nhan

Cong nghé: Cam bién sinh hoc/Pién hoa, dudng oxidase (GOD)
Chuan dinh két qua: Tuong duong huyét twong

Thoi gian do: 10 gidy

Luong mau téi thiéu: 0.5 pL

Loai mau xét nghiém: Mau tuoi toan phan tir mao mach
Pham vi HCT: 25 - 60%

Khoang do dudng huyét: 1.1 - 33.3mmol/L (20 - 600mg/dL)
Diéu kién lam viée: 5 - 45°C; 10 - 90% RH

Diéu kién bao quan que thir: 2 - 35°C

Vit tu di kém: Chip ma sé que thu

Tiéu chuan chat lugng: ISO 13485 hoic twong duong

Yéu cau giao hang c¢6 CO, CQ timg 16 hang.

14

Phan 14. Vit tw, héa

chit sir dung cho may chay thian

141

Que/Test thu Do
cirng cua nudc

Dung dé kiém tra d6 cing cua nudc

C6 thé kiém tra nudc véi cac ndng do: 0, 10, 25, 50 va 120ppm
Khéng str dung dé kiém tra nudc c6 do cimg > 120 ppm.

Thoi gian kiém tra va doc két qua < 10 gidy

Pat tiéu chuan ISO 13485 hoic twong duong

14.2

Que/Test thir ham
luong Clo tong dai
thap

Dé do muc do clo thap (chloramines/clo ty do) trong nudc cip
dung dé chay than va ciing cho biét ndng do Clo (chit tay Clo)
t6n du trong dung dich di sir dung dé suc rira duong éng sau khi
khir triung thiét bi tham tach mau.

C6 thé kiém tra nude véi cac ndng do: 0, 0.1, 0.5 va 3ppm

Thoi gian nhung va doc két qua: 30 gidy

Pat tiéu chuan ISO 13485 hoic twong duong
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Dung dé kiém tra ndng do ctia chat khir khuan acid peracetic/
peroxide da duoc giam xudng murc an toan sau khi rira qua loc,
may chay than nhan tao hoac hé théng xur ly nudc
Que/Test thir ton du | C6 thé kiém tra ndng do Hydrogen Peroxide tir: 0, 1, 3, 5 va 10
14.3 | Peroxide sau khtr ppm

khuan

Thoi gian kiém tra va doc két qua < 20 gidy

Khéng dung Que thir dé kiém tra ndng do Hydrogen Peroxide
16n hon 20 ppm

Dat tiéu chuan ISO 13485 hoic twong duong

Thanh phan chinh: Mudi Natri Clorua (NaCl) v&i do tinh khiét

14.4 | Mudi hoan nguyén {rén 99%.
Thanh phan trong 1 lit dung dich gom:
- Natri clorid: 210,68 g
- Kali clorid: 5,22 g
- Calci clorid.2H20: 9,00 ¢
- Magnesi clorid.6H20: 3,56 g
Dung dich tham - Acid acetic bang: 6,31g
14.5 | phan mau dam dac | - Glucose.H20: 38,50 g (=35,00g Glucose khan).
(Acid) - Nude dat tiéu chuan ISO 23500-3 vira du: 1 lit
- Ti 1€ st dung Dung dich A: Dung dich B: Nu¢gc RO = 1: 1,225:
32,775
Tiéu chuén chét lugng: ISO 13485 hodc twong dwong
Str dung tuwong thich véi dich B (Bicarbonat) theo ding khuyén
c4o ctia nha san xut
Thanh phan trong 1 lit dung dich gom:
- Natri bicarbonat: 84,00 g
) 2 - Nude dat tiéu chuan ISO 23500-3 vira du: 1 lit
Dung dich tham a . . .
R . - Ti 1€ st dung Dung dich A: Dung dich B: Nuéc RO =1 : 1,225
14.6 phfm mau dam dac . 32.775
(Bicarbonat) Tiéu chuén chét lugng: ISO 13485 hoiic twong duong
St dung tuong thich véi dich A (Acid) theo dung khuyén cao cua
nha san xuét
Dung dich sat Peracetic acid: 4%
147 | Khun mang loc Hydrogen Peroxide: 26%

than nhan tao

Acetic acid: 10%.
Tiéu chuan chat lugng: ISO 13485 hodc twong duong




Danh muc hang | Yéu ciu vé cdu hinh, tinh ning k§y thuit co ban ciia hang hoa
héa (Hoic twong dwong, hoic tét hon)

Thanh phan: Citric Acid Monohydrate. Ty 18 acid citric > 99,5%

Dang tinh thé hodc dang hat

STT

14.8 | Acid acitic

1.3. Céc yéu cau khac
* Nha thau phdi ngp cing véi E-HSDT cdc tai ligu sau diy:
Dbi véi toan bo hang hoa:

- C6 Catalog hodc tai liéu k¥ thuat khac ctia Nha san xuét c6 day di ndi dung
chtrng minh céc dic tinh, thong s6 k¥ thuat dbi véi cac hang hoéa chao thau (Néu 1a
ngdn ngit nudc ngoai phai co ban dich sang tiéng Viét) co day du ndi dung ching
minh thong s6 k¥ thuat ddi véi cac hang hoa tham du thau theo yéu cau ctia E-HSMT
va chiu trach nhiém vé ndi dung va tinh chinh xéc giita ban gdc va ban dich). Pong
thoi, nha thau can danh dau (Highlight) thong s6 cu thé ciia hang héa dap vng
yéu ciu ky thuit tai E-HSMT trén ca tai liéu Tiéng Anh va Tiéng Viét.

D4i v6i hang hoa 13 Thiét bi y té: Nop thém cac tai liéu sau.

- C6 giay ching nhan dat tiéu chuan quan 1y chat luong ISO 13485 hoic CE
hodac FDA hodc tuong duong cua nha san xuét con hiéu luc véi cac mat hang tham
du.

- S6 luu hanh con hiéu luc bao gdm Sb cong b tiéu chuan ap dung ddi voi
Thiét bi y té thudc loai A, B do S¢ Y té cap hodc SO gidy chimg nhan dang ky luu
hanh d6i voi Thiét bi y té thudc loai C, D do B Y té cap va Két qua phan loai Thiét
bi y té theo quy dinh tai Nghi dinh s6 98/2021/ND-CP ngay 08/11/2021, Nghi dinh
s6 07/2023/ND-CP ngay 03/03/2023 va Nghi dinh 04/2025/ND-CP ngay 01/01/2025
cua Chinh phu.

Luuy:

- Trong truong hop Nha thau chimg minh hang hoa chao thau khong phai 1a
Thiét bi y t& (Thiét bi phong thi nghiém hodc thiét bi thi nghiém ding trong y té hodc
thiét bi phu tro diing cho y té) thi Nha thau khong can nop SO luu hanh va Két qua
phan loai Thiét bi y t& cho hang hoa do.

- Hang hoa dy thau da duoc ké khai gia (Pdi véi hang héa bat budc ké khai
gia theo quy dinh tai Thong tu s 29/2024/TT-BYT ngay 03/11/2024 ctiia Bo Y té)
hodc niém yét gia Thiét bi y té theo Khoan 9 & 10, Piéu 1, Nghi dinh 07/2023/ND-
CP ngay 03/03/2023.



- Nha thau c6 cam két tai thoi diém ddi chiéu tai liéu hodc hoan thién hop
d6ng: Nha thau phai ndp cac tai liéu ching minh kha ning cung tng hang héa cé
ngudn goc ré rang va hep 18, nham dam bao dap tng yéu cau vé ning luc ky thuat
theo quy dinh vé “Diéu kién ky két hop ddng” tai Khoan 2 Piéu 66 Luat dau thau so
22/2023/QH15. Truong hop Nha thau khong thé cung cip tai liéu chimg minh, Nha
thau s& khong du diéu kién xét trang thau theo huéng dan tai Khoan 19 Diéu 140
Nghi dinh sb 214/2025/ND-CP.

Ddi véi yéu cau lap dat, giao hang, tudi tho cua hang héa:

- Cam két tat ca hang hoa cung cap méi 100%, chua qua st dung, san Xuat
nam 2025 trd di, ¢ ngudn goc Xuat X rd rang, con nguyén dai, nguyén kién theo
quy cach dong goi ciia nha san Xuat.

- Tai budc d6i chiéu tai liéu, ddi véi hang hoa 1a hda chat xét nghiém, nha thau
cung cap hang hoa dé Bén mua tién hanh Xac nhan gié tri st dung ctia phuong phap
trong Quan ly chat lugng xét nghiém theo Quyét dinh sé 2429/QD-BYT ngay
12/06/2017 ctia Bo Y té; trong truong hop thir nghiém hang hda thyc té khong dap
g dtng tinh ning k¥ thuat da chao tai E-HSDT va yéu cau ki thuat caa E-HSMT
thi dugc hiéu nha thau khong dap tmg danh gia vé ky thuat. Trong truong hop nha
thau khong ddng y cung cip hang hoa thir nghiém tai budce dbi chiéu tai lidu, hang
hoa cung cap theo Hop dong sau khi Bén mua thir nghiém khong dép ung dugc
Quyét dinh s6 2429/QD-BYT ngay 12/06/2017 cia B Y té, nha thau sé& bi cham dut
hop dong va Bén mua sé& ra Quyét dinh xir Iy vi pham va ding tai 1én Hé thong mang
d4u thau Quéc gia.

- Cam két cung cap hang hoa trong thoi gian 3 ngay 1am viéc ké tir lic nhan
duoc don hang cua Pon vi, d6i véi truong hop giao hang gap, dot xuat: trong vong
48 gio.

Muc 2. Ban vé: Khong cé

Muc 3. Kiém tra va thir nghiém: Viéc kiém tra, thir nghiém cac hang hoa
duoc yéu cau s& duoc to chuc tai Trung tam Y té khu vuc Kim Béi; Dia chi: Khu
Sao, xa Kim B6i, tinh Pht Tho. Hang héa nha thau cung cap trude khi duge nghiém
thu s& dugc bén moi thau kiém. Bat ctr hang héa nao khong dam bao chat luong theo
yéu cau ctia E-HSMT va E-HSDT s& khong dugc nghiém thu.






