Chwong V. YEU CAU VE KY THUAT

Muc 1. Yéu ciu vé kj thuét

1.1. Gidi thiéu chung vé du todn mua sim, géi thiu:

- Tén dy toan: Mua sdm hoéa chét, sinh pham nam 2026 cua Trung tadm Da liéu;

- Tén goi thiu: Mua sam héa chét, sinh pham ndm 2026 cia Trung tim Da lidu (gdm
6 phan);

- Chu dau tu: Trung tam Da lidu;

- Hinh thoe lya chon nha thau: Bau thu rong rii, qua mang;

- Phuong thire lya chon nha thau: 01 giai doan, 01 tdi hé so;

- Loai hgp déng: Hop d("‘)ng theo don gia ¢d dinh.

- Thoi gian thyc hién goi thau: 12 thang k& tir ngay hop ddng ¢6 hiéu luc.

- Dia diém cung cip hang héa: Trung tdm Da lidu; Dia chi: S6 140 duong Tran
Phu, phudng Gia vién, thanh phd Hai Phong.

1.2. Yéu ciu vé kj thudt:

1.2.1. Yéu ciiu chung:

- Hang héa dugc cung cép phai 1a hang héa méi 100%, chua qua st dung, san xuét
nam 2025 tré vé sau va phai la hang héa chinh hang.

- Nha thau phai dé xudt cu thé ky ma hiéu (néu ¢6), nhan hiéu, Xuét X, hdng san
xut. Trudong hop nha thdu khong dé xuit cu thé ky ma hiéu (néu c6), nhan hiéu, xvit xi,
hang san xudt thi E-HSDT ctia nha thau khong duge xem xét, danh gia (nha thdu khéng
dwoc tham chiéu toi cac ndi dung khéc trong E-HSDT ma phai dé xuét cy thé theo miu tai
Chuong IV).

- Pbi véi hang héa 1a thiét b y té, nha thau phai cung cép cac tai lidu sau day:

+ Ban phan loai thiét biy té duge dang tai trén Hé thong dich vu cong truc luyén vé
quén ly thiét bi y t& ciia Bo Y té (IMDA) theo quy dinh.

+ Céc tai liéu chirng minh theo quy dinh tai biéu 22 Nghi dinh 98/2021/ND-CP va
céc van ban sira doi, huéng dan thi hanh:

+ Gidy chirmg nhén luu hanh/ Phiéu tiép nhan hd so cong bb tiéu chudn/ Gidy phép
nhép khdu con hiéu lye phii hop véi hang hoa duge xac dinh 1a thiét bi y té dy thau theo
quy dinh tai Nghi dinh 98/2021/ND-CP va céac vén ban stra ddi, huéng dan thi hanh:

* Pbi v6i thiét bi y té loai A, B: Phiéu tiép nhén ho so cong bb tiéu chuén (sb luu
hanh) ctia co quan ¢6 thdm quyén va tai liéu chimg minh S6 cong bd tiéu chuin da duoc
cong khai trén [1é théng dich vy cong tryre tuyén vé quan ly thiét biy té cia Bo Y té.

* D61 voi thiét bi y té loai C, D: Gidy chimg nhan dang ky lvu hanh (s6 luu hanh)
do Bo Y té cip.

+ Tai ligu chirng minh nhan hang hoa theo quy dinh cua phap ludt hién hanh.

+ Hudng dan sir dung thiét bi y t& (néu bang tiéng nude ngoai phai c6 ban dich tiéng
Viét kém theo).



+ Théng tin v& co s¢ bao hanh, didu kién va thoi gian bao hanh, trir truong hop thiét
biy t& str dung mdt 1an theo quy dinh ctia ch s hitu thiét bj y t& hodc co tai liéu chiing
minh khéng c6 ché dd bao hanh.

+ Gidy phép nhap khau ddi véi nhing thiét bj y t& nhap khdu phai cip Gidy phép
nhap khau theo quy dinh ciia Bo Y (&,

+ Tai liéu chimg minh da thyc hién ké khai gi4 theo quy dinh tai Thong tu sb
29/2024/TT-BYT ngay 03/11/2024 ctia B§ Y té (4p dung vai truong hop thiét bi y té thude
danh muc phai ké khai gia).

- Tai liéu chimg minh dic tinh, thong sb k§ thuét cta hang héa du (hdu: Nha thau
phai cung cép catalogue hoic tai lidu k§ thuat cé diy du noi dung chirng minh céc déc tinh,
théng s6 k§ thudt ctia hang héa du thau va duoce dan chidu ré rang.

- Céc san phdm cé yéu cu phai dat tiéu chudn 1SO 13485 hoic tuong duong thi nha
thdu phai cung cip kém theo E-HSDT: Gidy chiing nhan con hiéu luc tinh dén thoi diém
dong thau.

- Cam két ban giao cho chu dau tu céc gidy o sau khi giao hang:

+ Trudmg hop hang héa nhap khéu: Gidy ching nhan xuét xt (CO), Gidy ching
nhén chit lugng san pham cia nha san xuét (CQ) va céc gidy (o lién quan khac theo quy
dinh déi véi hang hoa nhap khéu.

+ Trudng hop hang héa san xudt trong nude: Giy chimg nhan xuét xudng, héa don
ban hang va gidy bao hanh ctia nha san xuét hodc dai Iy phan phdi (néu co).

- Tét ca c4c tai liéu chirg minh sy phi hop cia hang hoa néu bing tiéng nude ngoai
phai dugc dich sang tiéng Viét. Nha thau phai chiu trach nhiém vé tinh chinh x4c, tinh phép
ly ciia ban dich so vé&i ban gbe.

- Nha thdu c6 cam két chiu trach nhiém vé tinh chinh x4c ctia cac vin ban cé yéu tb
nude ngodi, vin ban va catalogue ctia nha san xuét. Trong trudng hop nghi ngd gian l4n
tai lidu, Chu ddu tu s& yéu cdu nha thdu cung cép ban gbe dé dbi chiéu (c6 hop phap hoa
lanh su).

- Nha thau chiju trach nhiém vé tinh trung thye, chinh xac caa céac théng tin, théng
s6 k§ thuat do nha thiu cung cép. Trong trudng hgp phat hién thong sO tai tai liéu nha thu
cung cép ¢o sy khac bi€t so vdi thong tin trén website ctia hdng san xuét hoiic truong hop
can thiét khac, Cha diu tu c6 thé yéu cAu nha thau lam rd. Moi gian lan vé hd so, tai lidu,
cac théng s6 k§ thuat cia hang hoa ctia nha thau 1a cian cir & Chu diu tu dé nghi cAm tham
gia hoat dong déu thiu, tao canh béo trén Hé théng mang d4u thiu qudc gia hogic chuyén
céc co quan chirc nang xw 1y theo quy dinh.

- Céc tai li¢u chimg minh sy phti hgp cta hang hoa dy thau duge danh diu vao céc
thong sb k§ thut va cac ndi dung dé xuét dé chirmg minh tinh dap (g cta hang hoa, céc
tai li¢u dugc phén loai thanh tirng file riéng va ghi tén file twong Gng vGi ting tai lidu, scan
dinh kém E-HSDT dé& Chu dau tu thuén tién trong viéc kiém tra, danh gia.



1.2.2. Yéu ciu kj thut chi tiét:

Yéu ciu nha thau tém tit thong s6 k§ thuat cia hang hoa chimg minh hang héa do
nha thau chao dap tmg cac ndi dung yéu cau k§ thuét dudi day hodc dap (mg tot hon. Bit
ky thwong hiéu, nhin hi¢u nao néu cé trong bing yéu ciu kj thudt déu mang tinh chit
minh hoa cic tiéu chuiin chit lwong, tinh ning kj thudt yéu ciu. Nha thdu c6 thé lya
chon dy thau hang héa c6 nguf‘)n gbe, xuét xir, nha san xudt, thuong hiéu phu hop voi diéu
kién cung cip nhung phéi dam bao yéu cAu c6 thong sb k§ thuat, tinh nang st dyng, tiéu
chuén coéng nghé “twong dwong” hoac tdt hon so véi céc yéu céu cy thé & dudi va cung
cép tai liéu chirng minh sy dap ung t6t hon cta hang hoa chao thdu so véi yéu cau cia E-
HSMT. “Tuong dwong” c¢6 nghia la co chét lugng, tinh ndng st dung bang thong sb moi
thau. Nha thau cé vin ban giai trinh, cung cép tai liéu chimg minh hang héa nha théu chao
¢6 thong sb k§ thuat twong duong hoac (5t hon. Truéng hop nha thau khong ¢6 vin ban
giéi trinh, tai li¢u chimg minh thi don vi vén tién hanh danh gia theo ding tai liéu k¥
thuét trong E-HSDT cua nha thAu. TAt ca hang héa phai dap (mg céc yéu cdu ky thudt tai
E-HSMT thi méi dugce coi 1a dap ing va duge xem xét, danh gia ¢ budc tiép theo.

Yéu cau kyy thudt chi tiét theo bang dirdi ddy:

Danh muye

) Yéu chu ky thudt
hang héa AL

~ A ~ A A A
STT Ma phan 16 Té&n phan 16

Hoéa chat sir dung
1 PP2500609405 | cho may xét
nghiém sinh hoa

Thanh phén:

A. Thudc thir A:

Cholesterol oxidase solution (<3000 U/1)
Peoxydase (<5000 U/I)
N-ethyl-N-(2-hydroxy-3 sulfopropyl)-
3-toluidine disodium (TOOS) (< | mM)

B. Thude thir B:

Detergent solution (<2%)

Cholesterol esterase (< 3000 U/1)
4-aminoantipyrine (4-AAP) (£ 1 mM)

Quy céch: Hop > 72ml (2x27ml + 2x9ml)
Pat tiéu chudn 1SO 13485 hodc twong dwong.
Théanh phén:

Cholesterol esterase > 1000 U/

Cholesterol oxidase > 1200 U/I

Thudc thi Peroxidase > 1250 U/l

1.2 dinh luong Abscorbate oxidase = 3000 U/I

LDL/L.DL 4-aminoantipyrine = lg/l and = 7 g/l surfactant
trong 50 mM MES buffer.

Quy cach: Hop = 80 ml (60 ml + 20 ml).

Dat tiéu chudin 1SO 13485 hogc twong duong.

Thudc thir
1.1 dinh lugng
HDL/HDL




Thude thir

Thanh phén:

A. Thudc thir A:

> 12.7 mmol/I picric acid

> 8.4 mmol/l sodium laury! sulphate solution.
B. Thudc thir B:

Creatinine > 53 mnol/l borate
> 970 mmol/l sodium hydroxide solution.
- Gigi han phat hién: <4.5 mg/I
Quy cach: Hop > 250ml (2x100ml + 2x25ml).
Dat tiéu chudn ISO 13485 hoiic twong duong,
Thanh phén:
CHE =100 U/
CHOD =100 U/I
POD > 1000 U/I
Thubc thr 4-AP > 0.2 mmol/l
1.4 dinh lugng Good > 50 mmol/l
Cholesterol Phenol = 15 mmol/I
Sodium cholate > 0.2 mmol/Il
- B4 tai lap (Reproducibility): <3.49%
Quy céch: Hop > 400ml (4x100ml).
Dat tiéu chuan ISO 13485 hoiic twong duong.
Thanh phén:
GK =500 U/l
GPO = 1500 U/
Thudc thir POD > 900 U/I
1.5 dinh lugng ATP 2 mol/l
Triglycerid 4-AP 0.4 mmol/l
Do tdi Iip (Reproducibility): <0.5%
Quy cach: Hop = 160ml (4x40ml).
Dat tiéu chuén ISO 13485 hoiic tuong duong.
Thanh phén:
GOD (microbial) > [0 ku/I
POD (horse-radish) > 1 kU/I
Thude thit 4-AP  >0.5 mmol
; Phosphate > 100 mmol, pi 7.0
1.6 dinh lugng
Glucose lflydroxyl.Jenzoale > 12 lfuvnol
B¢ Iip lai (Intra-assay precision): < 1.39%
D¢ tai I3p (Inter-assay precision): < 1.92%
Quy céch: Hop > 360ml (6x60ml).
Pat tiéu chuén ISO 13485 hodic tuong duong.
Thanh phén:
A. Thubc thir A:
Good buffer > 250 mmol/l
2-Oxoglutarate > 7.5 mmol/I
Thubc thr Urease (Jack bean) > 5,000 U/I
1.7 dinh lugng GLDH (microbial) > 800 U/I
Ure B. Thudc tha B:
NADH > 0.28 mmol/I
Do tai ldp (Inter-assay precision): CV < 2.36%
Quy cach: Hop > 500 ml (4x100ml + 4x25ml).
Dat tiéu chudn ISO 13485 hoiic tuong dwong.
Thanh phan:
L-Aspartate > 200 mmol/I
Thudc thi NADH > 0.18 mmol/l
18 dinh lwong MDH > 400 U/
’ GOT/GOT LDH = 600 U/I
(AST) 2-Oxoglutarate > 12 mmol/I

Quy céch: Hop > 200ml (4x40ml + 1x40ml).
Dat ti€u chuén 1SO 13485 hoic tuong duong.




1.9

Thudc thi
dinh luong

A. Thube thir A:
L-Alanine > 500 mmol/l
B. Thude thir B:

NADH > 0.18 mmol/l

GPT/GPT LDH > 1.5 U/l

(ALT) 2-Oxoglutarate = 15 mmol/I
Quy céach: Hop = 200ml (4x40ml + 1x40ml).
Pat tiéu chuin 1SO 13485 hodc tuong duong.
Thanh phén:
uob =200 U/
POD = 1000 U/

% . 4-AP > 0.10 mmol/l
Thudc thi . .
110 dinh lugng Potassium ferrocyanide > 6 umol/|

U.ric acid DHS = 2.0 mmol/l
Dd nhay: <0.03 mg/dl
Dé tuyén tinh: > 20 mg/dl
Quy céach: Hop = 100 ml (4 x 20 ml +2 x 10 ml).
Pat tiéu chuin 1SO 13485 hofc twong duong.
Chét hiéu chuan: huyét thanh déng khé c6 chia

Chét higu céc chét chuyén héa véi ndng do thich hop dé dam

1.11 chudn sinh bao hiéu chuén chinh xac.

héa Quy céch: Lo = 03ml.
Dat tiéu chuin 1SO 13485 hodc twong duong,
Mirc kiém sodt |: lp 5 ml ddng nhat va huyét thanh
déng khé véi nong do binh thuéng hodic ngudng
binh thwdng/bénh |y cta chit chuyén héa va

oo s o enzym.

.12 :2':,:[ ]::ﬁ?hklg: Mirc kiém soét 2:1p5ml ddng nhat va huyét thanh
dong kho véi nong do bénh ly hodc ngudng binh
thudmg/bénh ly cua cic chit chuyén hoa va enzym.
Quy céach: Hop > (3x5ml mire 1 + 3x5ml mic 2).
Pat tiéu chudn 1SO 13485 hodc twong duong,

Hoa chit sir dung
2 | PP2500609406 | CMO MY xéL
nghigm huyét
hoc
Thanh phan:
Dung dich - Sod?um Sult‘atg Anhydrous: 3.0-5.5g/L
. (iung - Sodium Chloride: 7.5-11.5g/L
e - Anti-fungal and Anti-bacterial Agents: 1.0-
2.1 cho may _
dém 1é bao gL
b tioe - Polyoxyethylene Estfar: 0.3-1.5g/L.
: Quy cach: Can = 5,5 lit.
Pat tiéu chudn 1SO 13485 hodc tuong duong.
Thanh phan:
Hoéa chit ly - Quarternary Ammonium Salts: < 50g/L
giai ding cho | - Nonion Surfactant: < 15g/L.
2.2 may xét - Isopropanol: 0.1-1.5mV/L
nghiém huyét | - Ethanol: < 1.5ml/L
hoc Quy céch: Chai > 500ml.
Dat tiéu chuén ISO 13485 hodc twong duong,
Thanh phan:
£ | - Sodium Chloride: 3.0-5.5g/L.
;zgﬁ;:ﬁ.l;gm - Soc[i‘unll Sulfate Anhydrous: 7.5-11.5g/L.
23 oo mayzee. |~ Buffering Agents: 1.0-3.0g/L

nghiém huyét
hoc

- Anti-fungal and Anti-bacterial Agents: 0.8-
2.5g/L

Quy cach: Thing = 20 lit,

Pat tiéu chudn ISO 13485 hogc twong duong,




BN A
I'hanh phan:

24 Dung djch > 5% KOH
' rra Quy cach: Chai > 2 lit.
Pat tiéu chuén 1SO 13485 hojc tuong duong.
Thanh phén:
- Proteolytic Enzym: 3.0-10g/L
- Surfactant: 0.3-1.5g/L.
Dung dich - Sodium Chloride: 3.0-5.0g/L.
2.5 rira dudng - Anti-fungal and Anti-bacterial Agents: 0.5-
dng 2.5¢/L.
- Buffering Agents: 1.0-4.0g/L
Quy cach: Lo > 100ml.
Dat tigu chuan ISO 13485 hojic tuong dwong,
Sinh phim ding
trong xét nghiém
nuéc tiéu 10
3 PP2500609407 | thong sb va xét
nghigm phat hién
khéng nguyén
HbeAg
Céc chi sé do: Gluscose, Bilirubin, Ketone, pH,
Blood, Protein, Nitrite, Urobilinogen, Leuk®Cyte,
SG.
- Dai do ctia céc chi sb:
Protein: 15-30mg/dL albumin
Blood: 0.015-0.062mg/dL hemoglobin
Que thir nude | LeukoCyte: 5-15
3.1 tiéu 10 théng | Nitrite: 0.06-0. 1mg/dL nitrite ion
56 Glucose: 75-125mg/dL
Ketone: 5-10mg/dL acetoacetic acid
pH: 4.6- 8.0
SG: 1.001-1.035
Bilirubin: 0.4-0.8mg/dL.
Urobilinogen: > 0.2EU/dL
Dat tiéu chudn 1SO 13485 hojic tuong duong.
Test xét
nghig¢m phat
hién khéang Phét hign HBeAg trong huyét thanh hogc huyét
nguyén tuong ctia ngudi.
32 HbeAg trong | - By nhay twong quan > 96%
huyét thanh - B9 dac hiéu twong quan > 98%
hozic huyét Pat tigu chudn ISO 13485 hoic twong duong.
tuong
cuia ngudi
Héa chit, sinh
phdm, vat tu y (¢
str dung cho may
4 PP2500609408 | xét nghiém sinh
hoa mién dich
Lumipulse
G60011
Tuong thich véi hé théng may xét nghiém mién
dich tr dong Lumipulse
. - Muc dich sir dung: Chi diing cho chén doén
Dung dichco | . 27 7 00 %~ e -
4.1 invitro: Thude thar ding cho phan (ing enzym trong

chét

LUMIPULSE G System
Quy cdch: Hop = 6 x 50 ml
Dat tidu chuan 1SO 13485 hoiic tuong dwong,




4.2

Dung dich
pha loang

Tuwong thich véi hé thong may xét nghiém mién
dich ty dong Lumipulse

- Muc dich sir dung: Chi ding cho chin doén
invitro: Thudc thir diing dé pha lodng méu trong
LUMIPULSE G System

Quy céch: Hop >4 x 80 ml

Pat tidu chudn ISO 13485 hodc twong dtrong

43

Dung dich
rira mién dich

Tuong thich voi hé thong may xét nghiém mién
dich ty dong Lumipulse

- Muyc dich sir dung: Chi ding cho chén doén
invitro: Thudce thir sir dung dé rira LUMIPULSE G
System

Quy céch: Chai = 1 x 1000 ml

Dat tiéu chuan ISO 13485 hogic twong duong,

Phu con

Twong thich véi hé thong may xét nghiém mién
dich tr dong Lumipulse

- Muyc dich sir dung: Sir dung cho chén doan
invitro: Puoc thiét ké dé phan phdi mau theo
lugng cho cartridge chay trén hé§ thdng mién dich
tur dong LUMIPULSE G60011

Quy céach: Hop = 10 x 96 cai

Pat tiéu chudn 18O 13485 hofc tuong duong.

4.5

Vitamin D
(VTM D)

Twong thich véi hé théng may xét nghiém mién
dich tyr déng Lumipulse

- Muc dich sir dyng: Nghiém phép Lumipulse G

25-OH Vitamin D str dung LUMIPUL SE G
system (voi cong nghé xét nghiém mten dich
enzym héa phat quang (CLEIA)) dé dinh lugng

25- hydroxyvitamin D (25-OH vitamin D) trong

lmyét tuong hodc huyét thanh ngudi duge sir dung

trong danh gia du lugng vitamin D

Quy céch: Hop = 3 x 14 test.

Pat tiéu chudn 1SO 13485 hoic twong duong.

4.6

HBsAb

Tuong thich v6i hé thong may xét nghigm mién
dich tu dong Lumipulse

- Muyc dich sir dung: P& sit dung cho chén dodn
invitro véi LUMIPULSE G System dé phat hign
dinh tinh va dinh lugng khéng thé voi khang
nguyén bé mat viém gan B (anti-HBs) trong huyét
twong hodc huyét thanh ngudi.

Quy céch: Hop > 3 x 14 test.

Pat tidu chuan ISO 13485 hoac tuong duong,

4.7

Vit liéu hiéu
chuén
HBsAb-N

Twong thich vi hé théng may xét nghiém mién
dich ty dong Lumipulse

- Myc dich st dung: Bé st dung cho chédn dodn
invitro trong chuin hoa LUMIPULSE G System
nham phat hién dinh tinh va dinh luong khang thé
voi khéng nguyén b& mat viém gan B (anti-HBs)
trong huyét trong hogc huyét thanh ngudi.

Quy cach: Hop> 1 x2 x 1,5ml.

Pat tiéu chudn 1SO 13485 hofic twong dwong.

4.8

Hoa chét
kiém chuén
mirc 2 cho
HbsAb

Kiém chudn (QC) cho céc xét nghiém: Anti-HAV,
Anti-HBs

- Thanh phan: Huyét thanh ngudi

- Sir dung 6n dinh 60 ngay sau md nép khi bao
quan ¢ 2-8°C

Quy céch: Lo > 1 x 5ml.

Dat tiéu chuén 1SO 13485 hoiic twong duong.




Hoa chat
A
kiém chuén

Kiém chuan (QC) mirc | cho cac xét nghiém:
Anti-Tg, Anti-TPO, C-Peptide, PTH, 25-OH

4.9 e | Bh Vitamin D
VIM D Quy céch: L? > 1 x Sml.
Dat tiéu chuan ISO 13485 hoic luong duong.
Héa chit Kiél.ﬂ chuéin (QC) mirc 2 chlo céc_>fét nghiém:
Kidm chudn A:I\ll-Tg, Anti-TPO, C-Peplide, PTH, 25-OH
4.10 mite 2 cho Vitamin D
VIM D Quy céch: Lo > 1 x Sml.
Dat tiéu chuén ISO 13485 hoiic tuong duong.
Tuong thich véi hé thdng may xét nghiém mién
dich tu déng Lumipulse
Vit liu higu | Muc.dfch sir dung: Lumipulse G 25-OH V'ilal_nin
411 chuin 25-OH D Calll?ralors (Iquc sfr‘dung cho chan dofm m.wlro
Vitamin D trong hi¢u chuan Lumipulse G 25-OH Vitamin D
trén LUMIPULSE G System.
Quy cich: Hop> 1 x 6 x 1,5ml.
B Dat tiéu chufin 1SO 13485 hoiic twong duong,
Sinh pham s
dung trong xét
5 | PP2500609409 nghig¢m giun sén
va Herpes
simplex cho may
Elisa ban ty dong
Xét nghi¢m mién dich dinh tinh dé phat hién
B xét khé:‘\g t11é khang Strongyloides
ngﬁiém dinh L?al mﬁu_: h-uyéE thanh/!myét t}m‘ng
tinh f(héng Tong thai gian G 20 phat & nhiét do phong
5.1 thé 1gG Boc két qua & bude song 450/620-650 nin
kiiting D(:J nhay:_ 100%
Strongyloides gy e finci: 100%
Quy cach: Hop > 96 test.
Pat tiéu chun ISO 13485 hoic twong duong.
Xét nghiém mién dich enzyme ban dinh lugng dé
phat hién cic khang thé vdi Toxocara
Kit xét Loai m&u: huyét thanh/huyét tuong
nghiém Elisa | Téng thoi gian v 20 phat & nhiét do phong
5.2 phat hién Doc két qua & bude séng 450/620-650 nm
Giun diia ché | Bo nhay: > 87%
Toxocara B{ ddc higu: > 93%
Quy céch: Hp > 96 test.
Dat tiéu chuén ISO 13485 hoic tuong duong,
Xét nghiém B xét |1gl1ié,111 mié‘n dchLEnzyme_(ELIS_A) dinh
midn dich Iu-gng/dm.h tinh khang thé lEgG Helpe§ Simplex
Enzymé VII'lES. loai | va 2 trong huyét trong va huyét thanh
. ngudi.
I(f;:ggi)n(lilmh Gidi han phat hién dugce tinh 13 trung binh
5.3 tinh khé'ng 09450"'“
thé 1gG B? nhay:? 98%
khang Herpes D0 dic higu: = i
Simplex D(_‘J.Ehfnh xdc: [én (15?11 500 ]U/ml.
Vitas lo# 1 Nhiét ('16 bao quan tr 2 - 8°C
was Quy céach: Hop > 96 test.
Dat tiéu chuén ISO 13485 hoiic tuong duong.
Sinh pham sir
6 | PP2500609410 | dUng trong xét

nghiém chuén
dean Giang mai




Thanh phan:

A.2 x 5ml RPR Carbon Antigen

B. 1 x 1 ml. Positive conirol.

C. 1 x | ml. Negative control.

D. | Plastic dispenser.

E. 1 Dispensing needles.

F. 63 Reaction cards.

G. 250 Disposable stirrers.

Buffer sodium/ potassium phosphate 10mM
Choline chloride 10.0 %

Lipids 0.12 %

Charcoal 0.02 %

EDTA 12.5 mM

Preservatives and stabilizers

Positive control: Huyét thanh ctia ngudi, phan g
chdng lai cdc khang nguyén Carbon RPR.
Negative control: huyét thanh déng vét

Pat tiéu chudn 1SO 13485 hofc twong dwong.
Dung dé phat hién dinh tinh khang thé 1gG va IgM
ctia Treponema pallidum déi véi bénh giang mai
trong huyét thanh, huyét twong EDTA hodc dich
ndo tay (CSF).

Thanh phén:

Test cells: Hong ciu gia cAm duge phi khéng
nguyén cua T. pallidum

Control Cells: Hdng ciu gia cAm

Sinh pham
6.1 sang loc
giang mai

Sinh pham Positive Control: khang huyét thanh thé Titre
phat hign 1/1280

6.2 khang thé Negative Control: Huyét thanh thé binh thudng
giang mai Sample Diluent

trong mau Béo quan ¢ 2-8°C.

Test cells, Control cells, Sample Diluent va
Controls chita sodium azide (< 0.1% w/v)

Gioi han phat hién dy kién 12 <0.1 [U/ml so véi IS
diu tién ciia WHO déi véi IgG huyét tuong nguoi
méc bénh giang mai

Pa nhay 100%

Pé dac hiéu: > 99,9%

Pat tiéu chudn 1SO 13485 hoc twong duong.

* Lwu y:

~ Nha thu phai cung cap day du Catalogue hodc céc tai liéu c6 lién quan cia toan
b6 hang hoa du thau do hang san xvét hodc don vi phan phdi cta hing san xudt tai Viét
Nam phét hanh dé ching minh hang hoéa dy thau déap tmg céc yéu cau k§ thuat theo E-
HSMT. TAt cé tai liéu cung cAp phai bang tiéng Viét, trong truong hop bang tiéng nudc
ngoai nha thau phai dinh kém béan dich tiéng Viét va chiu trach nhiém vé tinh chinh xac
ctia tai liéu cung cip. Trudng hop E-HSDT thiéu cdc ban dich tiéng Viét, nha thau phai
chiu trach nhiém bo sung, lam rd trong qua trinh danh gid E-HSDT.

- Céc thong sb k§ thuat cia hang hoa & trén chi nhdm mé ta thong sd, yéu cau ky
thudt t6i thiéu hang héa dy thdu phai dap (mg ma khong nham dinh huéng mot loai hang
héa, mot hing san xuat cy thé nao. Nha thau c6 thé chao thiu hang héa ¢6 thong s6 k§
thuat, tinh nang, cdng dung twong dwong hodc cao hon, dim bdo twong thich voi thiét bi
hién co6 tai Bénh vién.



1.3. Cdc yéu ciu khdc
- T4t ca hang hoa cung cép phai la hang hoa dugc phép luu hanh hop phép tai Viét
Nam;
- Di véi hang hoa ¢6 han st dung phai dam bao con téi thiéu 2/3 han st dung ctia hang
hoa theo quy dinh ctia nha san xut ké tir ngay ban giao, nghiém thu.
- Thoi gian thye hign goi thau va tién do cung cép hang hoa:
+ Thoi gian thyue hién goi thau la 12 thang ké tir ngay hop ddng co hiéu luc.
+ Tién do cung cdp hang hoa: Hang hod dugce cung cip thanh timg dgt trong vong
48 givr ké tir khi nhén duogc yéu cdu ctia Cha dau tu. Truong hop phét sinh nhu ciu khén
cép nha thau cam két cung cép hang hoa trong vong 24 gidr ké tir khi nhdn duge yéu ciu
ctia Cht déu tu.
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Muc 2. Ban vé

Khong co ban vé.

Muc 3. Kiém tra, thir nghiém:

+ Thoi gian kiém tra: Ngay sau khi hang hoé dugce giao t&i dia diém quy dinh.

+ Céch thirc tién hanh kiém tra: Hai bén tién hanh kiém tra hang hoa céan cir theo
yéu ciu ctia hop dong da ky két va cac tai lidu 6 lién quan.

+ Moi chi phi lién quan dén viéc kiém tra, thi nghiém, nghiém thu do Nha thiu
thanh toan.

+ Nhiing hang hoa khong dat yéu céu ve kiém tra, thir nghlem Nha théau phai thay
thé bang nhing hang hoa khac dap ng yéu cau trong thoi gian yéu ciu. Tr uong hqp nha
thau khéng c6 kha nang thay thé cac hang hoa khong phit hop, chi diu tu ¢é quyen t& chire
viée thay thé dé néu cén thiét. Moi rui ro va céc chi phi phét sinh lién quan dén viéc thay
thé do nha thau chiu,



