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

Muc 1. Yéu ciu vé ky thuat
1.1. Gi6i thiéu chung vé duw dn/dw todn mua sam, géi thiu

- Tén du toan mua sam: Goi thau: “Hoa chét, vat tu phuc vu hoat dong kham
chira bénh”

- Tén goi thau: Hoa chat, vat tu phuc vu hoat dong kham chira bénh

- Ngudn vén: Ngudn Thu tai don vi

- Chu dau tu: Bénh vién Pa khoa Déng Da

- Pia diém thuc hién: Bénh vién Pa khoa Déng Pa, Dia chi: S6 180 Phd
Nguyén Luong Bang, Phuong Pong Pa, TP Ha Noi

- Phuong thure lya chon nha thau: Mot giai doan mot thi ho so.

- Thoi gian bat dau to chirc lya chon nha thau: Quy I va Il 2026.

- Loai hop dong: hop dong theo don gia c6 dinh.

- Thoi gian thue hién géi thau: 365 ngay
1.2. Yéu ciu vé ky thudt

1.2.1. Tai liéu chirng minh vé tinh hop 1é ciia hang héa:

- Nha thau phai néu rd: Ky ma hiéu, Nhan hiéu, Xuét xir, Hing san xut ctia
hang hoa dy thau theo quy dinh tai mau s6 10B thudc Chuong IV cia E-HSMT.

- Gidy phép ban hang hoic gidy ty quyén ban hang ciia nha san xuat hodc cia
dai 1y phan phdi hodc gidy chimg nhan quan hé ddi tac hoic gidy cam két hd trg ky
thuat, bao hanh ctia nha san xuat hoic cua dai Iy phan phéi hodc tai liéu khac co gia
tri trong duong (sau day goi 13 Gidy phép ban hang). Trudong hop, E-HSDT ciia nha
thau thiéu tai liéu néu trén, Cha dau tu s& yéu cau nha thau bd sung, 1lam 13 trong
qua trinh danh gid E-HSDT. Nha thau phai xuat trinh dugc tai liéu néu trén trudc khi
ky hop dong. Trudng hop nha thau khong xut trinh dugce Gidy phép ban hang dé ky
hop ddng thi mdi nha thau xép hang tiép theo vao dbi chiéu tai lidu.

- Tai liéu quan 1y thiét bi y té theo nghj dinh 98/2021/NP-CP ngay 08/11/2021,
nghi dinh 07/2023/ND-CP ngay 03/3/2023 va nghi dinh 04/2025/ND-CP ngay
01/01/2025 dbi voi hang hoa duy thau 1a thiét bi y té, cu thé:

+Pdi v6i trang thiét b y té loai A, B: Cung cap s6 cong bo tiéu chudn ap dung
ddi vai trang thiét bi y té thudc loai A, B hoidc cac tai liéu khac co gia tri tuong
duong.

+ Dbi voi trang thiét bi y té loai C, D: Cung cap sb gidy chimg nhan dang ky
lwu hanh ddi véi trang thiét bi y té thudc loai C, D hodc gidy phép nhap khau ciia Bo
Y té theo quy dinh hodc cac tai liéu khac c6 gia tri tuong duong.



+ Pdi v6i trang thiét bi y té loai C, D khong thudc danh muc phai xin gidy
phép nhap khau: Cung cip ban phan loai 13 trang thiét bi thudc loai C, D duoc cong
b thong tin trén Cong thong tin dién tir ctia BO Y té va to khai hai quan (néu cb).

+ Gidy chtng nhan dat tiéu chuan quan 1y chat luong ISO 13485 ctia nha san
xudt con hiéu luc.

- Pbi voi danh muc hang hoa khong phai trang thiét bj y té (neu c6): Hang
hoa tham dy thau duoc san xuét tai cac co s dat tiéu chuan quéan 1y chat lugng 1SO
9001 hoac tuong duong.

- Tai liéu chimg minh dic tinh, thong sd k¥ thuat cia cac hang hoa dy thau:
Nha thau cung cip catalogue, tai lidu k¥ thuat hodc cac tai liéu khac c6 gia tri trong
duong c6 day du ndi dung chirng minh cac dic tinh, thong sb ky thuat d6i voi hang
hoa dy thau theo yéu ciu tai Muc 1.2.4. Yéu cau k§ thuat chi tiét - Chuong V cua
E-HSMT.

* Lueu ¥ Tdt cd cde tai lidu s dung bang tiéng nwée ngodi phdi kém theo bdn
dich tiéng Viét. Nha thau phdi chiu trach nhiém vé tinh chinh xdc cia ni dung ban
dich so véi ban gdc va tinh phép 1y ciia cdc tai liéu nay. Catalogue, tai lidu ky thudt
hodc cdc tai liéu ding dé chitng minh déc tinh, théng sé kj thudt phai dwoc dong
ddu xdc nhdn ciia nha san xudt, nha dang ky, nha nhdp khau.

1.2.2. Nha thau phai c6 ban cam két day di cac ndi dung sau day:

1. Cam két tit ca hang hoa cung cip méi 100%, chua qua sir dung, c6 ngudn
gbc xuat xur rd rang, con nguyén dai, nguyén kién theo quy cach dong goi ctia nha
san Xuat.

2. Cam két hang hoa di duoc niém yét gia, ké khai gia véi cac hinh thirc theo
quy dinh ctia phap ludt vé gia hoic trén Cong dién tir ciia Bo Y té.

3. Cam két hang hoa du thau dugc cac co quan c6 tham quyén cip phép sir
dung va Iuu hanh trén toan 1anh tho Viét Nam. Pham chat, chat luong dung theo cac
chi tiéu do nha san xuét dua ra va c6 du gidy to vé chat luong, xuét xi.

4. Cam két cung cép day du cac gidy to nhu sau khi thuc hién hop dong va khi
c6 yéu cau cua Chu dau tu: Gidy chimg nhan xuét x@ (CO), gidy ching nhin chat
luong (CQ), van don, to khai hai quan (d6i véi hang hoa nhap khau). Dbi v6i hang
hoa chao thau san xuat trong nudc phai co gidy hodc phiéu xuat xudéng do nha san
xuét phat hanh,...

5. Cam két han sir dung ctia hang héa: Thoi han sir dung du kién ciia hang hoa
tinh dén thoi diém hang hoa ban giao tai Bénh vién:

+ Han dung t6i thiéu con % han dung véi hang hoa c6 tudi tho dudi 12 thang;

+ Han dung t6i thiéu con 6 thang véi hang héa co tudi tho tir 12 thang dén dudi
18 thang;

+ Han dung ti thiéu con 12 thang v6i hang héa co tudi tho tir 18 thang dén
dudi 36 thang;

+ Han dung t4i thiéu con 18 thang v&i hang héa c6 tudi tho tir 36 thang trd 1én;

+ Truong hop hang héa khong c¢6 han st dung thi ghi 10 “khong cé han s
dung”.



6. Cam két hang héa dugc cung cip hoan toan thich Gmg vé dia 1y, khong co

anh huong tac dong nhiéu dén moi trudng va dé xuét bién phap giai quyét hop 1y.
7. Cam két cung cip hang hoa trong thoi gian 3 ngay lam viéc ké tir lac nhan dugc
don hang ctia bénh vién, dbi véi truong hop giao hang gap, cap ctu: trong vong 24 gio.

8. Cam két thu hdi hang hoa trong tru’orng hop da giao hang nhu’ng khong dam
bao chat luong hodc c6 thong bao thu hdi ciia co quan ¢6 thAm quyén ma nguyén
nhan khong do 16i ciia Bén mua. Chiju trach nhiém boi thuong thiét hai cho bénh
nhan va Bénh vién néu san pham khong dam bao chét luong gay nén hoic ¢ thong
bao thu hdi ctia co quan c6 tham quyén (ma khong do 18i ctia Bénh vién).

9. Cam két ké khai Ma vat tu theo quyét dinh s6 5086/QD-BYT 04/11/2021
ciia B6 Y té hodc Thong tu 04/2017/TT-BYT ngay 14/04/2017 stra doi, bd sung boi
Thong tu 24/2025/TT-BYT ngay 30/06/2025 (néu c6). Pbi véi cac mit hang chua
dugc cap nhat déy du ma theo Quyét dinh hoac Thong tu néu trén, nha thau phai giai
trinh va cung cap tai liéu chimg minh, dong thoi cam két bo sung ma vat tu y té cho
Chu dau tu ngay khi duoc cip c6 thAm quyén cap ma.

10. Pbi véi hang hoa duogc st dung trén cac thiét bi hién c¢6 ctia bénh vién (néu
c6), Nha thau cam két Hang hoa d6 twong thich voéi trang thiét bi hién c6 ciia Bénh
vién Pa khoa Péng Da.

11. Nha thau cam két néu trang thau s& chiu trach nhiém cung cap thiét bi y té
dé sir dung hoa chét, vat tu xét nghiém do néu chu dau tu yéu cau, déng tho1 cam
két thuc hién cac nghia vu bao hanh, bao tri cho céc thiét bi y té.

1.2.3. Nha thiu cung cép cic tai liéu theo yéu ciu:
1.2.3.1. Yéu ciu vé cach trinh bay cic file trong E-HSDT ding tai trén Hé
thong:
Céc tai liéu kem theo phai dugc phan chia riéng biét theo folder nhu sau:
1. Folder 1. Tinh hop Ié:
- File tinh hop 18 ctia nha thau

+ Gidy chimg nhan dang ky doanh nghiép.

+ Phiéu tiép nhan ho so cong bd du diéu kién mua ban trang thiét b y té.

+ Phiéu tiép nhan hd so cong bd du diéu kién san xuit trang thiét bi y té (trong
truong hop nha thau 1 nha san xuat).

+ Quyét dinh b6 nhiém chtrc vu va Gidy Uy quyén cho ngudi dugce phép ky cac
hd so tham du thau trong E-HSDT cta Nha thau trong truong hop ngudi ky nay
khong phai la nguoi dai dién theo Phap luat ciia Nha thau.

- File Bao dam du thau va tai liéu chimg minh tinh hop 1é cta ngudi ky thu bao
lanh.

- ... va céc tai liéu lién quan khac (néu co)

2. Folder 2. Nang luc kinh nghiém:

- File 1. B4o céo tai chinh nam  (vi du: 2022)

- File 2. B4o cdo tai chinh nam _ (vi du: 2023)

- File 3. B4o céo tai chinh nam  (vi du: 2024)



- File 4. Xac nhan thuc hién nghia vu thué hodc céc tai liéu khéac theo yéu cAu.

- File 5. Hop ddng tuong tu 1 (bao gdm hop dong, bién ban nghiém thu/thanh Iy/hoa
don GTGT...)

- File 6. Hop dong tuong tu 2

... va céc tai liéu lién quan khac (néu co)

3. Folder 3. K¥ thuét: Mbi folder trong nay s& bao gdm 01 hoidc nhiéu hang héa dy
thau c6 cung hing san xuit hodc cing tai liéu phap 1y, trong mbi folder dé nghi
nha thau tach riéng cac file tai liéu va danh s thu ty

- File 1. Bang dap tng vé k¥ thuat cua hang hoa dy thau (File scan tir ban ky, dong
déu)

File 2. Bang dap ung vé k¥ thuat ctia hang hoa du thau (File excel)

Folder 3.1. STT (STT mat hang theo E-HSMT vi du: STT 1, 2, 3):

- File 1. Gidy uy quyén (bao gom: 1y quyén tir hing chii s hitu (c6 hop thirc héa
ciia lanh sw néu hang chii s6 hitu 6 nude ngodi), 1ty quyén tir nha phdn phoi...)

- File 2. Ban két qua phan loai TTBYT; ban cong bo két qua phan loai.

- File 3. S6 cong bd hodc sb lwu hanh hodc sé GPNK (bao gom: Phiéu tiép nhdn ho
so' ¢éng bo tiéu chudn dp dung, gidy chieng nhdn dang ky heu hanh, gidy phép
nhdp khdu, to khai hai quan, v.v...)

- File 4. Gidy ching nhén dat tiéu chuan quan Iy chat lugng ISO

- File 5. Ta1 ligu chung minh dap tmg vé thong sb k¥ thuat c6 highlight (danh dau)
(bao gom: bdan géc va bdn dich catalog, datasheet, brochure... do nha san xudt
phat hanh hodac twong duong).

- File 6. Bang thong tin ké khai gia trang thiét bi y té (néu co).

- Céc tai liéu lién quan khac (néu co).

e (twong tw Folder 3.2, Folder 3.3... cho cdc hang héa c6 STT tiép theo)

1.2.3.2. Bang dap ung vé k¥ thuat ciia hang hoéa dy thau:

- Nha thau ké khai day du theo miu duéi day va cung cap file dinh dang excel kém

E-HSDT cung ban in ky dong dau, hop 1¢.

- MAu nay dung dé phuc vu dénh gia vé k¥ thuat hang hoa chao thau ciia nha thau.

Yéu cau nha thau phai dién day du va chinh xac. Nha thau tw chiu trach nhi¢m vé

héu qua hodc sw bét lgi néu khéng lam diing theo quy dinh. Viéc nha thau c6 tinh

ké khai thong tin khong ding vai thong s6 ky thuat ma nha san xuét da cong bd trong
tai liéu tham chiéu dinh kém E-HSDT nham muc dich vuot qua budc danh gia vé k¥
thuat s€ khong dugc xem xét va bi loai.



STT |[Ma | Tén | Tén | Tén | Ky |Nhin| Tén | Ma |Xudt| Nim | Thong s6 | Thong s6 | Quy [Pon| Khdi | Gidy | Phin [S6 cong| Gidy [Ma vat tw | Trang
trong [phin | phin | hang [thwong| mi | hiéu | hidng | HS | x& san  |ky thuat valky thuit va| cich | vi |lwong| phép | loai [bd hoic|chirmg| theo tham
E- |(16) | (16) | hoa |mai cia| hi¢u san | hang xuit | cactiéu | cactiéu |doéng |tinh ban [trang| s lwu [nhian| quyét chiéu
HSMT theo E-| hang xuét | héa chuin theo| chuin ciia | goi hang | thiét | hanh | chit | dinhsé |[trong E-
HSMT |héa du du E-HSMT | hang héa bi y té/hoic s6|lwgng|5086/QD- | HSDT
théiu théu du thiu GPNK |(ISO) |BYT (néu
(néu co)
c0)
O @G| @ | & [O®]|O][® O |1y ay | 12 (13) | (4 |15 16 | a7 | (I8 | a9 | 0| 2] (22)
Ghi chu

-Cot 1,2,3,4,12, 15, 16: Nha thau ghi thong tin theo yéu cau ctia E-HSMT;
-Co0t5,6,7,8,9,10, 11,13, 14, 17, 18, 19, 20, 21: Nha thau ghi c4c thong tin ciia hang hoa du thau;
+ Cot 18: Nha thau ghi chi tiét s6 va ngay thang ban hanh Ban két qua phan loai TTBYT va két qua phén loai 1a: A hodc B hoic C
hoac D.
+ Cot 19: Nha thau ghi chi tiét sb va ngdy thang ban hanh Sb cong bd hodc sb luu hanh hodc s6 GPNK hodc cac tai lidu co gia tri
tuong duong khac.
+ Cot 20: Nha thau ghi chi tiét s6 va ngay hét hiéu lyc Gidy chimg nhan dat tiéu chuan quan Iy chat lugng ISO cta nha san xuat.
+ Cot 21: Nha thau ké khai M3 vat tu theo quyét dinh s6 5086/QD-BYT (néu cb)
- Cot 22: Nha thau phai néu ro cac dap ung cia hang hoa du thau dugc tham chiéu tai s6 trang hodc file cu thé trong E-HSDT. Cac
n6i dung tham chiéu téi thiéu bao gom:
+ Gidy phép ban hang.
+ 86 cong b hodc s6 Iuu hanh hoic s6 GPNK.
+ Gidy chimg nhan dat tiéu chuan quan ly chat luong ISO.
+ Tai liéu chimg minh dap tng vé thong s6 ki thuat cé highlight (danh dau).
+ CAc tai liéu lién quan khac (néu co).



1.2.4. Yéu cau k¥ thuat chi tiét:

- Nha thau phai cung cdp ddy du Catalogue va céc tai liéu co lién quan nhu:
Tai liéu k¥ thuat, huéng dan st dung... cho toan bd hang hoa chao thau dé ching
minh hang héa chao thau 1a dap tmg cac yéu cau vé k¥ thuat.

- Céc tiéu chuan k¥ thuat ciia cic nha thau néu trong E-HSDT phai thé hién
trén catalogue va tai liéu k§ thuat. Nha thau chao cac TSKT cua hang hoa theo thir
tu yéu cau va ghi ro thong s ki thuat tham chiéu tai trang nao cua catalogue hay
tai licu ky thuat.

- Hang héa phai dap tmg cac yéu cau vé cu hinh, dic tinh, thong sd k¥ thuat
va cac yéu cau khac nhu quy dinh dudi day va 1a mutc yéu cau tdi thiéu phai dat
hoac chép nhan duoc:

Danh muc hang

STT | Ma phan (16) Pic tinh ky thuat ciia hang héa du Kkién

hoa
| PP2600091696 Héa chit chuyén ding cho may Khi mau Rapidpoint 500
Hoa chat chay mau c6 Lactate trén may khi
mau, cartridge do bao gdm cac cam bién, thude
thir, va cac thanh phan chit 1ong can thiét dé
Hoa chét chay phan tich mau bénh phém va hiéu chuén trén
1 mau co lactate hé théng Rapidpoint 500.

trén may khi mau | Pong gbi > 250 test/hop

San pham tuong thich trén may khi mau
Rapidpoint 500 hang Siemens Healthcare
Diagnostics Inc

C6 chira hoa chat rira dé 1am sach duong dan
mau sau khi phén tich va hiéu chuan. Bao gom
chét rira voi mudi, chit hoat dong bé mat, chat
bao quan trong nudc khir ion. Mdi cartridge
rira thai sir dung on dinh trong khodng 10 ngay
sau khi duogc cai dit trén hé thong.

Dung tich >250 ml/hp

San pham tuong thich trén may khi mau
Rapidpoint 500 hang Siemens Healthcare
Diagnostics Inc

Hoa chét rira thai
2 toan bo sur dung
trén may khi méau

Héa chit, vit tw cho may xét nghiém mién dich Enyme Héa phat

I | PP2600091697 quang Lumipulse G1200

Puoc sir dung dé phat hién PCT trong huyét
thanh va huyét tuong ngudi.

Hoa chat xét San pham tuong thich voi may xét nghiém
nghiém PCT mién dich Enyme Hoa phat quang Lumipulse
G1200 hang Fujirebio Inc

Dong goi: > 42 test/hdp




Hoa chét xét
nghi¢ém HBsAg
dinh tinh

Puoc sir dung dé phat hién HBsAg trong
huyét twong hoic huyét thanh ngudi

San pham tuong thich vi may xét nghiém
mién dich Enyme Hoéa phat quang Lumipulse
G1200 hang Fujirebio Inc

Doéng goi: > 42 test/hop

Hoba chit xét
nghi¢m HCV Ab

Pugc st dung dé phat hién HCV Ab trong
huyét twong hoic huyét thanh ngudi

San pham tuong thich vi may xét nghiém
mién dich Enyme Hoéa phat quang Lumipulse
G1200 hang Fujirebio Inc

Doéng goi: > 42 test/hop

Hoa chét xét
nghiém HBeAg

Puoc sir dung dé phat hién HBeAg

San pham twong thich v6i may xét nghiém
mién dich Enyme Hoa phat quang Lumipulse
G1200 hang Fujirebio Inc

Doéng goi: > 42 test/hop

Hoa chat xét
nghiém HIV

Dugc su dung dé phéat hién dinh tinh khang thé
Anti HIV-1, khang thé Anti HIV-2 va khang
nguyén HIV-1 P24

San pham tuong thich véi may xét nghiém
mién dich Enyme Hoa phat quang Lumipulse
G1200 hang Fujirebio Inc

Doéng goi: > 42 test/hop

Hoa chét xét
nghiém HBcIgM

Pugc st dung dé phat hién HBcIgM trong
huyét tuong hoidc huyét thanh ngudi

San pham tuong thich véi may xét nghiém
mién dich Enyme Hoa phat quang Lumipulse
G1200 hang Fujirebio Inc

Dong gobi: > 42 test/hop

Hoa chat xét
nghiém HBsAb

Puoc sir dung dé phat hién Anti-HBs trong
huyét twong hodc huyét thanh ngudi
San pham tuong thich v&i may xét nghiém
mién dich Enyme Hoa phat quang Lumipulse
G1200 hang Fujirebio Inc
Dong gobi: > 42 test/hop

Hoa chat xét
nghiém Cyfra

Pugc str dung dé phét hién Cyfra trong huyét
thanh nguoi
San pham tuong thich voi may xét nghiém
mién dich Enyme Hoa phat quang Lumipulse
G1200 hang Fujirebio Inc
Dong goi: > 42 test/hdp

Hoa chat xét
nghiém HBcAb

Puoc st dung dé phat hién HBcAb trong
huyét twong hodc huyét thanh ngudi
San pham tuong thich voi may xét nghiém
mién dich Enyme Hoa phat quang Lumipulse
G1200 hang Fujirebio Inc
Dong goi: > 42 test/hdp




Hoa chét xét

Pugc su dung dé dinh lugng protein dugc tao
ra do thiéu vitamin K hodc chat d6i van - II
(PIVKA-II) trong huyét twong hoic huyét
thanh nguoi

10 nghiém PIVKA-II | San phdm tuwong thich véi may xét nghiém
mién dich Enyme Hoa phat quang Lumipulse
G1200 hang Fujirebio Inc
Doéng goi: > 42 test/hop
Puoc st dung trong chuin hoa Hé thong
Hoéa chét hicu Lumipulse G nham phat hién PCT .
11 chudn xét néhiém Ség ph?im tuong thich véi may xét nghlém
PCT i mién dich Enyme Hoa phat quang Lumipulse
G1200 hang Fujirebio Inc
Dung tich: > 2 ml/hép
Dé sir dung trong chuan hoa Hé théng
Hoéa chét hicu Lumipglse G nham phat hién dinh tinh .HB sAg
12 chudn HBs Ag Sérg phé.m tuong thich véi may xét nghlém
dinh tinh mién dich Enyme Hoa phat quang Lumipulse
’ G1200 hang Fujirebio Inc
Dung tich: > 4 ml/hdp
Dé sir dung trong chuan hoa Hé théng
Hoéa chét hicu Lumipulse G nham phat hién HBsAb .
13 chudn xét néhiém Sérg phé.m tuong thich véi may xét nghlém
HBsAb i mién dich Enyme Hoa phat quang Lumipulse
G1200 hang Fujirebio Inc
Dung tich: > 3 ml/hdp
Dé sir dung trong chuan hoa Hé théng
Hoa chat hicu Lumipulse G nham phét hién Cyfra .
14 chudn xét nghiém Sélg phém tuong thich voi may xét nghlém
Cyfra i mien dich Enyme Hoéa phéat quang Lumipulse
G1200 hang Fujirebio Inc
Dung tich: > 8 ml/hop
Pé sir dung trong hiéu chuan hé thong
Lumipulse G nham dinh luong protein dugc
Hoéa chét hicu tao ra do thiéu vitamin K hoac chét fi(‘)i van II
15 chudn xét nghiém (PIVK@;—H) trong huyét thanh nguoi .
PIVKA-II i San pham tuong thich voi may xét nghiém
mien dich Enyme Hoéa phéat quang Lumipulse
G1200 hang Fujirebio Inc
Dung tich: > 3ml/hdp
Dé sir dung trong chuan hoa Hé thong
Hoa chit hicu Lumipulse G nham phat hién HBcAb .
16 chudn xét nghiém Sérg phém tuong thich véi may xét nghlém
HBcAb i mien dich Enyme Hoéa phat quang Lumipulse
G1200 hang Fujirebio Inc
Dung tich: > 3ml/hop
Dung dé kiém chuan cho xét nghiém PCT
Hoa chét kiém San pham tuwong thich vi may xét nghiém
17 chuan xét nghiém | mién dich Enyme Hoa phat quang Lumipulse

PCT

G1200 hang Fujirebio Inc
Dung tich: > 12ml/Lo




Mau noi kiém cho

Dung dé kiém chuan cho xét nghiém Anti HIV,
anti HCV, anti-HBc, anti-HBs, HBeAg,
HBsAg

18 xét nghiém cac San pham twong thich v6i may xét nghiém
bénh truyén nhiém | mién dich Enyme Hoa phat quang Lumipulse
G1200 hang Fujirebio Inc
Dung tich: > 5ml/Lo
Dung dé kiém chuan cho xét nghiém HBc-
Hoa chat kiém I%M' 2 , o, A
. . San pham tuong thich voi may xét nghiém
19 chuan xét nghiém x o , . .
HBcIgM mién d1c}~1 Enyn?g Hga phat quang Lumipulse
G1200 hang Fujirebio Inc
Dung tich: > 5ml/Lg
Dung dé kiém chuén cho xét nghiém HBsAb
Hoa chét kiém San pham tuong thich vi may xét nghiém
20 chuan xét nghiém | mién dich Enyme Hoa phat quang Lumipulse
HBsAb G1200 hang Fujirebio Inc
Dung tich: > 5ml/Lo
Dung dé kiém chuan cho xét nghiém HBeAg
Hoa chét kiém San pham tuong thich v6i may xét nghiém
21 chuan xét nghiém | mién dich Enyme Hoa phat quang Lumipulse
HBeAg G1200 hang Fujirebio Inc, Nhat Ban
Dung tich: > 5ml/Lo
Dung dé kiém chuan cho xét nghiém Cyfra
X ISRTEY muc 1
M,au nol Ak1en} C}EO San pham tuong thich v6i may xét nghiém
22 xét nghiém dau an x , . .
ung thu. M 1. mién d;c}~1 Enymp Hga phat quang Lumipulse
G1200 hang Fujirebio Inc
Dung tich: > 2ml/Lo
Dung dé kiém chuan cho xét nghiém Cyfra
X A 10 R muc 2
M,au nol Aklen} C}EO San pham tuong thich vi may xét nghiém
23 xét nghiém dau an X1 , , .
ung thr, Mic 2. mién d;c}} Enyrgp Hga phat quang Lumipulse
G1200 hang Fujirebio Inc
Dung tich: > 2ml/Lo
Dung dé kiém chuan cho xét nghiém Cyfra
X P muc 3
M,au nol Aklen} C}EO San pham tuong thich vi may xét nghiém
24 xét nghiém dau an X1 , , .
ung thr. Mic 3. mién d;c}} Enyrgp Hga phat quang Lumipulse
G1200 hang Fujirebio Inc,
Dung tich > 2ml/Lo
Dung dé kiém chuan cho xét nghiém Anti-
Mau ndi kiém cho | HBc, Anti-HCV, Anti-HIV, HBsAg
25 cac xét nghiém San pham twong thich véi may xét nghiém
HBsAg, HCVADb, | mién dich Enyme Hoa phat quang Lumipulse
anti-HIV, HBcAb | G1200 hang Fujirebio Inc,
Dong gobi: > Sml/Lo
Hoa ch At kidm I]I)fmg dé kiém chuan cho xét nghiém PIVKA-
26 chuan xét nghiém

PIVKA-II

San pham tuong thich voi may xét nghiém
mien dich Enyme Hoéa phat quang Lumipulse




G1200 hang Fujirebio Inc,
Dung tich > 6ml/hdp

27

Pau con hut mau
bénh pham

Pau con hut mau bénh phém dung duogc cho hé
thong Lumipulse G

San pham twong thich v6i may xét nghiém
mién dich Enyme Hoa phat quang Lumipulse
G1200 hang Fujirebio Inc

Dung tich: > 1150 céi/hdp

28

Dung dich co chat

Pugc stir dung cho cac phan tng enzym cua
phosphatase kiém (ALP) trong nghiém phap véi Hé
thong Lumipulse G

San pham tuong thich véi may xét nghiém mién
dich Enyme Hoéa phat quang Lumipulse G1200
hang Fujirebio Inc,

Dung tich: > 600ml/hop

29

Dung dich rira

Pugc str dung dé rtra cac hat va loai bo nhitng chat
khong gin két trong hé thong Lumipulse G

San pham tuong thich véi may xét nghiém mién
dich Enyme Hoéa phat quang Lumipulse G1200
hang Fujirebio Inc,

Dung tich: > 1000ml/hdp

30

Cartridges trong

Dé kiém tra chat nén tréng va chét luong nude cua
céc xét nghiém trén hé thong Lumipulse G

San pham tuong thich véi may xét nghiém mién
dich Enyme Hoa phat quang Lumipulse G1200
hang Fujirebio Inc

Dong goi: > 42 test/hop

31

Dung dich pha
loang mau

Dung dé pha loing mau hodc khi nhiing gia tri do
vuot qua gidi han do cua cac nghiém phap
Lumipulse G System

San pham tuong thich voi may xét nghiém mién
dich Enyme Hoa phat quang Lumipulse G1200
hang Fujirebio Inc

Dung tich: > 1200ml/hép

32

Loc CO2

Duqc’ su dung lam chét thAm hﬁt’COZ dé tranh
su bién tinh cia glung dich co chat
Dong gobi: > 12 6ng/hdp

111

PP2600091698

Héa chit, vat tw chu

yén dung cho may AU-480 va AU-680

Hoba chét hiéu
chuén cho cac xét
nghiém Protein
dac biét nhom 1

Chat hiéu chuan cho cac xét nghiém do d6 duc
mién dich; Thanh phan tdi thiéu: Huyét thanh
nguoi chira Immunoglobulin G,
Immunoglobulin A, Immunoglobulin M,
Transferrin, C3, C4, Anti-Streptolysin O,
Ferritin, C-reactive protein;

Dung tich: > 12ml/hop

San pham twong thich st dung trén may

AU480, AU680 hang Beckman Coulter




Hoa chat kiém
chirng muc 1 cho
cac xét nghiém
sinh hoa thuong
quy

Chat kiém chiig cho cic xét nghiém sinh hoa
thuong quy muc 1

Dung tich: > 5Sml/lo

San pham twong thich st dung trén may
AU480, AU680 hang Beckman Coulter

Hoa chat kiém
chung muc 2 cho
cac xét nghiém
sinh héa thuong
quy

Chét kiém chimg cho céc xét nghiém sinh hoa
thuong quy muc 2.

Dung tich: > 5ml/lo

San pham tuong thich st dung trén may
AU480, AU680 hang Beckman Coulter

Hoa chat hiéu
chuan cho cac xét
nghi¢m sinh hoa

Huyét thanh hiéu chudn cho cac xét nghiém
sinh hoa thuong quy.

Dung tich: > 5Sml/lo

San pham twong thich st dung trén may

thuong quy AU480, AU680 hang Beckman Coulter
Boéng den quang hoc, dién &p: 12V, cong suat
Bong den Halogen 20,W' - T A
12V 20W bong goi: 01 cai/Hop
San pham tuong thich st dung trén may
AU480, AU680 hang Beckman Coulter
Dung dich ly giai Dung dich ly giai hong cau dung cho xét

hdng cau dung
cho xét nghiém
HbAlc

nghiém dinh lugng HbAlc

Dung tich: > 1.000ml/hdp

San pham tuong thich st dung trén may
AU480, AU680 hang Beckman Coulter

Dung dich rira hé
thong may sinh
hoa

Dung dich rira hé théng may sinh hoa; Thanh
phan t6i thiéu: Sodium Hydroxide; Genapol
X080; Sulfonic acids, C14-17-sec-alkane,
mudi natri.

Dung tich: > 5L/can

San pham tuong thich st dung trén may
AU480, AU680 hang Beckman Coulter

Dung dé bom dung dich tay, rira hodc dung
dich ISE hodc twong duong. Lam bang vat li¢u
nhya va cao su. Dai khoang 10,7 cm (+/- 0,2

Day bom nhu
dong om) . s
; Dong goi: > 2 cai/tai

San pham tuong thich st dung trén may
AU480, AU680 hang Beckman Coulter
Hoa chat dung cho xét nghiém dinh lugng CK-
MB;

Do hoat 0 CK- | Dai tuyén tinh tdi thiéu: 10 —2.000 U/L. Do

MB (Isozym MB | chum toan phan: CV < 6,5%; S6 lugng test /1

of Creatine mL > 6 test

kinase) Dung tich: > 64 ml/hop

San pham tuong thich st dung trén may
AU480, AU680 hang Beckman Coultern




Hoa chat kiém
chirng muc 1 cho

Vit lidu kiém soat mirc 1 dung trong xeét
nghi¢m CK-MB; Thanh phan: Huyét thanh
nguoi dang bot dong kho chira isoenzym

10 . A creatin kinase-MB (CK-MB).
XMeltgnghle_:m CK- Dung tich: > 2 mV/lo
San pham tuong thich str dung trén may
AU480, AU680 hang Beckman Coulter
Vit liéu kiém soat mirc 2 dung trong xét
Hoéa chét kidm nghiém CK-MB; Thanh phén:'Huyét thanh
chimg mitc 2 cho ngu(y} dapg bot dong kho chira isoenzym
11 xét nghiém CK- creatin kinase-MB (CK-MB).
MB : Dung tich: > 2 mVl/lo
San pham tuong thich sir dung trén may
AU480, AU680 hang Beckman Coulter
Hoa chat dung cho xét nghiém dinh luong
khang thé ASO;
Hoa chit diing Dai tuyén tinh t0i thiéu: 100 — 1000 [U/mL
12 cho xét nghiém D0 chum toan phan: CV < 10%; S6 lugng test
ASO i /1 mL > 4 test
Dung tich: > 230 ml/hop
San pham tuong thich st dung trén may
AU480, AU680 hang Beckman Coulter
Hoa chat kiém chtng (kiém chuan) cho xét
Hoa chat kidm nghi¢ém HbAlc; Thanh phan: mau ngudi va
13 ching cho xét chura huyét sac to binh thuong.
nghiém HbA Ic Dung tich: > 4 ml/hop
i San pham tuong thich st dung trén may
AU480, AU680 hang Beckman Coulter
Hoa chat dung cho xét nghiém dinh lugng
HDL-cholesterol; Dai tuyén tinh: 0,05 - 4,65
mmol/L (2 -180 mg/dL)
14 Dinh lugng HDL- | B chum toan phén: CV <4,0%; S6 luong
C test/1 mL > 4 test
Dung tich: > 270 ml/hop
San pham tuong thich st dung trén may
AU480, AU680 hang Beckman Coulter
Hoa chat kidm Hoé chat kiém chﬁngle’If: 1 cho cac xét
hitne mie 1 cho nghiém do d6 duc mién dich
15 chumng fl.A ¢ P Dung tich: > 2 ml/lo
ch d);ect rrlllz%élllc(ri?cho San pham tuong thich st dung trén may
T i AU480, AU680 hang Beckman Coulter
Hoa chat kidm Hoé chat kiém ch&ng~m&g 2 cho céc xét
chime mic 2 cho nghi¢m do do duc mien dich
16 & Dung tich: > 2 ml/lo

cac xét nghiém do
do duc mién dich

San pham tuong thich sir dung trén may
AU480, AU680 hang Beckman Coulter




17

Dinh luong CRP

Hoa chit dung cho xét nghiém dinh lugng CRP
do nhay cao.

Dai tuyén tinh: Ung dung binh thuong: 0,2—
480 mg/L, Ung dung do nhay cao: 0,08—-80
mg/L

D6 chum toan phan: CV < 10%; S6 lugng
test/1 mL > 3 test

Dung tich > 240 ml/hop

San pham tuong thich st dung trén may
AU480, AU680 hang Beckman Coulter

18

Hoa chét hiéu
chuén cho xét
nghi¢m CRP
thuong

Hoa chat hiéu chuan cho xét nghiém CRP
thuong; Thanh phan tdi thiéu: Chéat nén huyét
thanh nguoi dang long ¢6 chira CRP nguoi
Dung tich: > 10 ml/hop

San pham tuong thich st dung trén may
AU480, AU680 hang Beckman Coulter

19

Dinh lugng
HbAlc

Hoa chat dung cho xét nghiém dinh luong
HbAlc;

Do chum toan phan: CV < 4%; So luong test/1
mL > 2 test

Dung tich > 165 ml/hdp (dd bao gdm chat
chuén)

San pham tuong thich st dung trén may
AU480, AU680 hang Beckman Coulter

20

Po hoat 30 ALT
(GPT)

Hoa chat dung cho xét nghiém dinh luong
ALT; Dai tuyén tinh: 3 — 500 U/L (0,05 — 8,33
pkat/L). P chum toan phan: CV < 10%; Sb
luong test/1 mL > 6 test

Dung tich > 300 ml/hop

San pham tuong thich st dung trén may
AU480, AU680 hang Beckman Coulter

21

Dinh lugng Calci
toan phan

Hoa chat dung cho xét nghiém dinh lugng
canxi toan phan.

Dai tuyén tinh: Huyét thanh, huyét twong: 1 — 5
mmol/L (4 — 20 mg/dL); Nuéc tiéu: 0,1 — 10
mmol/L (0,4 — 40 mg/dL);

b6 chum toan phén: <4%; S luong test/1
mL > 33 test

Dung tich: > 60 ml/hop

San pham tuong thich st dung trén may
AU480, AU680 hang Beckman Coulter

22

Dinh luong
Phospho v6 co

Héa chat dung cho xét nghiém dinh lugng
photpho v6 co; Dai tuyén tinh: Huyét thanh
0,32—6,4 mmol/L (1-20 mg/dL); Nuéc tiéu: 3
— 113 mmol/L (9,3 — 350 mg/dL)

Do chum toan phé‘m: CV <5%; S6 lugng test/1
mL >16 test

Dung tich: >120 ml/h¢p

San pham twong thich st dung trén may
AU480, AU680 hang Beckman Coulter
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Dinh luong St

Héa chat dung cho xét nghiém dinh lugng sat;
Dai tuyén tinh: 2 — 179 umol/L (10 — 1000
png/dL)

D6 chum toan phan: CV < 5,0%; S6 lugng
test/1 mL > 9 test

Dung tich: > 240 ml/hop

San pham tuong thich st dung trén may
AU480, AU680 hang Beckman Coulter

24

Dinh luong
Bi[imbin toan
phan

Héa chat dung cho xét nghiém dinh lugng
bilirubin toan phan; Dai tuyén tinh: 0,5-513
umol/L (0,03—30 mg/dL)

D6 chum toan phan: CV < 5,0%; SO lugng test
/1 mL >16 test

Dung tich > 120 ml/hop

San pham tuong thich st dung trén may
AU480, AU680 hang Beckman Coulter

25

Do hoat d0 GGT
(Gama Glutamyl
Transferase)

Hoa chat dung cho xét nghiém dinh luong
GGT; Dai tuyén tinh: 5 - 1200 U/L (0,08 —
20,00 pkat/L)

Po chum toan phé.l’l: CV < 10%; Sb luong
test/1 mL > 3 test

Dung tich: >320 ml/hop

San pham tuong thich st dung trén may
AU480, AU680 hang Beckman Coulter

26

Dinh lugng
Protein

Hoa chat dung cho xét nghiém dinh luong
protein toan phan trong nudc tiéu va CSF;
Dai tuyén tinh: 0,012 g/L

b6 chum toan phén: CV <10,0%; S6 luong
test/1 mL > 5 test

Dung tich: >75 ml/hop

San pham tuong thich st dung trén may
AU480, AU680 hang Beckman Coulter

27

Dinh lugng )
Bilirubin tryuc tiép

Hoa chat dung cho xét nghiém dinh lugng
bilirubin tryc tiép; Dai do: 0,9 — 171 pmol/L
(0,05 — 10 mg/dL). P chum toan phan: CV <
7,5%; S6 luong test /1 mL > 16 test

Dung tich: > 160 ml/hop

San pham tuong thich st dung trén may
AU480, AU680 hang Beckman Coulter

28

Dinh luong
Chplesterol toan
phan

Hoa chat dung cho xét nghiém dinh lugong
cholesterol; Dai tuyén tinh: 0,5 — 18,0 mmol/L
(20 — 700 mg/dL)

Do chum toan phan: CV < 3%; S6 luong test/1
mL > 22 test

Dung tich: 290 ml/hop

San pham tuong thich st dung trén may
AU480, AU680 hang Beckman Coulter, Nhat
Ban
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Po hoat d6 CK
(Creatine kinase)

Héa chat dung cho xét nghiém dinh luong CK;
Dai tuyén tinh: 10 — 2000 U/L (0,17 — 33,33
pkat/L)

D6 chum toan phan: CV < 10%; S6 lugng
test/1 mL > 6 test

Dung tich: >260 ml/hop

San pham tuong thich st dung trén may
AU480, AU680 hang Beckman Coulter

30

Dinh luong
Ferritin

Héa chat dung cho xét nghiém dinh lugng
ferritin; Dai tuyén tinh: 8,0 — 450 pg/L

Do chum toan phan: CV < 7,0%:; S6 lugng
test/1 mL > 5 test

Dung tich: >140 ml/h¢p

San pham twong thich st dung trén may
AU480, AU680 hang Beckman Coulter

31

Dinh lugng RF
(Reumatoid
Factor)

Hoa chat dung cho xét nghiém dinh lugng RF;
Dai tuyén tinh t6i thiéu: 10-120 IU/mL. B
chum toan phén: CV <10,0%; S luong test/1
mL > 6 test

Dung tich: >125 ml/hop

San pham tuong thich st dung trén may
AU480, AU680 hang Beckman Coulter

32

Dinh lugng
Glucose

Hoa chat dung cho xét nghiém dinh luong
glucose;

Dai tuyén tinh: Huyét thanh/ huyét tvong / dich
nao tuy: 0,6 — 45,0 mmol/L, Nudc tiéu: 0,2 —
45 mmol/L

b6 chum toan ph?m: CV <5%; S6 lugng test/1
mL > 13 test

Dung tich: >150 ml/hop

San pham tuong thich st dung trén may
AU480, AU680 hang Beckman Coulter

33

Dinh lugng
Protein toan phan

Hoa chat dung cho xét nghiém dinh lugng
protein toan phan; Dai tuyén tinh: 30-120 g/L
(3-12 g/dL). B chym toan phan: CV < 4,0%;
S6 luong test/1 mL > 10 test

Dung tich: >200 ml/hop

San pham tuong thich st dung trén may
AU480, AU680 hang Beckman Coulter

34

Dinh luong
Albumin trong
huyét thanh va
huyét twong

Hoa chat dung cho xét nghiém dinh lugng
albumin; Loai mau: Huyét thanh, huyét twong.
D6 chum toan phan: CV < 3%; S6 lugng test/1
mL > 17 test

Dung tich: >115 ml/h¢p

San pham tuong thich sir dung trén may
AU480, AU680 hang Beckman Coulter
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Dinh luong
Albumin trong
nudce tiéu va dich
nao tay

Hoa chit dung dé dinh luong nong do Albumin
trong nudc tiéu/dich ndo tuy; Dai do: Nudc
tiéu: 0,7-45 mg/dL (7-450 mg/L); Dich nio
tay :1-45 mg/dL (10450 mg/L). D6 chum
toan phan: CV < 10%; S6 luong test/1 mL >3
test

Dung tich: >145 ml/h¢p

San pham twong thich st dung trén may
AU480, AU680 hang Beckman Coulter

36

Po hoat do
Amylase

Hoa chat dung cho xét nghiém dinh luong a-
amylase;

Dai tuyén tinh: Huyét thanh/ huyét tuong: 10 —
2000 U/L (0,2 — 33,3 pkat/L), Nudc tiéu: 5 —
4800 U/L (0,1 — 80 pkat/L).

Do chum toan phan: CV < 10%; S6 lugng
test/l mL > 5 test

Dung tich: >160 ml/hop

San pham tuong thich st dung trén may
AU480, AU680 hang Beckman Coulter

37

Dinh lugng Acid
Uric

Hoa chat dung cho xét nghiém dinh luong axit
uric

Dai tuyén tinh: Huyét thanh, huyét twong: 1,5—
30 mg/dL (89—1785 umol/L), Nuéc tiéu: 2—
400 mg/dL (119-23800 umol/L); B chum
toan phan: CV < 5,0%; S6 lugng test/1 mL >
11 test

Dung tich: >240 ml/h¢p

San pham tuong thich st dung trén may
AU480, AU680 hang Beckman Coulter

38

Dinh luong
Triglycerid

Hoa chat dung cho xét nghiém dinh lugong
triglyceride; Dai tuyén tinh: 0,1 — 11,3 mmol/L
(10 — 1000 mg/dL); P6 chum toan phan: CV <
5,0%; Sb lugng test/1 mL > 8 test

Dung tich: >250 ml/h¢p

San pham tuong thich st dung trén may
AU480, AU680 hang Beckman Coulter

39

Do hoat do AST
(GOT)

Hoa chat dung cho xét nghiém dinh luong
AST; Dai tuyén tinh: 3 — 1000 U/L (0,05 —
16,7 pkat/L); D6 chum toan phan: CV < 10%;
S6 luong test/1 mL > 10 test

Dung tich: >200 ml/hop

San pham tuong thich st dung trén may
AU480, AU680 hang Beckman Coulter

40

Dinh luong
Creatinin

Héa chat dung cho xét nghiém dinh lugng
creatinine; Dai tuyén tinh: Huyét thanh/ huyét
tuong: 18 — 2200 pmol/L (0,2 — 25,0 mg/dL),
Nudc tiéu: 88 — 35360 pmol/L (1 — 400
mg/dL); D6 chum toan phan: CV < 5%; S6
lugng test/1 mL > 4 test

Dung tich: >400ml/hop

San pham twong thich st dung trén may
AU480, AU680 hang Beckman Coulter
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Dinh lugng Ure

Hoa chat dung cho xét nghi€ém dinh luong uré;
Dai tuyén tinh: Huyét thanh, huyét twong: 5—
300 mg/dL (0,8—-50,0 mmol/L) Nudc tiéu: 60—
4500 mg/dL (10-750 mmol/L); Do chum toan
phan CV < 10%; Sb luong test/1 mL > 9 test
Dung tich: >420ml/hop

San pham tuong thich st dung trén may
AU480, AU680 hang Beckman Coulter

42

Dinh luong
Transferin

Héa chat dung cho xét nghiém dinh lugng
transferrin; Dai tuyén tinh: 0,75-7,5 g/L (75—
750 mg/dL); P chum toan phan: CV < 5,0%;
S6 luong test/1 mL > 13 test

Dung tich: >60 ml/hop

San pham twong thich st dung trén may
AU480, AU680 hang Beckman Coulter

43

Hoa chét hiéu
chuan cho xét
nghiém RF

Chét hiéu chuéan dung cho xét nghiém RF;
Thanh phan: Chat nén huyét thanh nguoi dang
long chira RF ngudi; Dung tich: >5 ml/hop
San pham tuong thich st dung trén may
AU480, AU680 hang Beckman Coulter

44

Chat hiéu chuan
albumin trong
nudce tiéu/dich ndo
tuy

Chat hiéu chuan cho xét nghiém Albumin
trong nudc tiéu/dich nio tay; Thanh phan:
Albumin nguoi va Natri azit < 0.1% (w/w);
Dung tich: >10 ml/hop

San pham tuong thich st dung trén may
AU480, AU680 hang Beckman Coulter

45

Hoa chat ding
cho xét nghiém
Ethanol

Thudc thir xét nghiém dinh luong ethanol; Loai
mau: Huyét thanh, Huyét twong, Nudc tiéu;
Phuong phap do: Quang phd, Alcohol
Dehydrogenase hoac twong duong; Gi61 han
phéat hién: 8,11 mg/dL (1,76 mmol/L); Gi6i
han tuyén tinh: 300 mg/dL (65,1 mmol/L). P
chum toan phﬁn: CV <£4,5%

Dung tich: >54 ml/hop

San pham tuong thich st dung trén may
AU480, AU680 hang Beckman Coulter

46

Dung dich rtra

Dung dich rira; Thanh phan t6i thiéu: Sodium
Hypochlorite 5 - 10%

Dung tich: >450ml/binh

San pham tuong thich sir dung trén may
AU480, AU680 hang Beckman Coulter

47

Hoa chat dién giai
cho dién cuc tham
chiéu

Hoa chat dién giai cho dién cyc tham chiéu su
dung cho xét nghiém dinh lugng (gian tiép)
néng do Na+, K+ va Cl-;

Thanh phan tdi thiéu: Kali clorua 1 mol/L
Dung tich:>4.000 ml/hdp

San pham twong thich st dung trén may
AU480, AU680 hang Beckman Coulter
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Chat chuan huyét
thanh murc cao
cho xét nghiém
dién giai

Chat hiéu chuan mirc cao st dung cho xét
nghiém dinh luong (gian tiép) ndng do natri
(Nat), kali (K+) va clorua (Cl-) trong huyet
thanh, huyét twong; Thanh phan tdi thiéu: Na+
160 mmol/L; K+ 6 mmol/L; Cl- 120 mmol/L
Dung tich: >400 ml/hop

San pham tuong thich st dung trén may
AU480, AU680 hang Beckman Coulter

49

Chat chuan huyét
thanh murc thip
cho xét nghiém
dién giai

Chat hiéu chuan mirc thap duoc sir dung cho
xét nghiém dinh luong (gian tiép) nong do
natri (Nat), kali (K+) va clorua (Cl-) trong
huyét thanh, huyét twong; Thanh phan: Na+
130 mmol/L; K+ 3,5 mmol/L; Cl- 85 mmol/L
Dung tich: >400 ml/hop

San pham tuong thich st dung trén may
AU480, AU680 hang Beckman Coulter

50

Dung dich dém
ISE

Dung dich dém st dung cho xét nghiém dinh
lugng (gian tlep) noéng do Na+, K+ va Cl-;
Thanh phan tdi thiéu: Triethanolamine 0,1
mol/L

Dung tich: >8.000 ml/hp

San pham tuong thich st dung trén may
AU480, AU680 hang Beckman Coulter

51

Chat chuan dién
giai muc gitra

Chat hiéu chuan mirc trung binh sir dung cho
xét nghiém dinh luong (gian tlep) noéng do
Na+, K+ va Cl-; Thanh phan tdi thiéu: Na+ 4,3
mmol/L; K+ 0, 13 mmol/L; CI- 3,1 mmol/L
Dung tich: >8.000 ml/hop

San pham tuong thich st dung trén may
AU480, AU680 hang Beckman Coulter

52

bién cuc Chloride

Dién cyc Clo, Chat liéu: nhya va kim loai hodc
tuong duong, Chiéu rong khoang: 1,5 cm,
chiéu dai khoang: 3,8 cm

Dong goi: >01 cai/Tai

San pham tuong thich st dung trén may
AU480, AU680 hang Beckman Coulter

53

bién cuc
Potassium

bién cuc Kali, Chat liéu: nhya va kim loai
hodc tuong duong, Chiéu rong khoang: 1,5 cm,
chiéu dai khoang: 3,8 cm

Dong goi: >01 cai/Tai

San pham twong thich st dung trén may
AU480, AU680 hang Beckman Coulter

54

bién cuc tham
chiéu

Pién cyuc tham chiéu, Chét liéu: nhua va kim
loai hoac twong duong, Puong kinh than
khoang: 1,6 cm, chiéu dai khoang: 5,8 cm
Doéng goi: >01 cai/Tui

San pham twong thich st dung trén may
AU480, AU680 hang Beckman Coulter




Pién cuc Natri, Chat liéu: nhya va kim loai
hodc twong duong, Chiéu rong khoang: 1,5 cm,
chiéu dai khoang: 3,8 cm

33 Bign cyc Sodium | b 06z >01 ci/Ti
San pham tuong thich st dung trén may
AU480, AU680 hang Beckman Coulter
Vit liéu kiém soat | Chat kiém chimg dang 1ong duoc san xuat tir
mure 1 xét nghiém | vét liéu c6 ngudn gde tir con ngudi ding cho
56 dinh lugng cac xét nghiém nudce tiéu
Creatinine niéu va | Dung tich: > 90 ml/Hop
Microalbumin San pham tuong thich sir dung trén may
niéu AU480, AU680 hang Beckman Coulter
Vit liéu kiém soat | Chat kiém ching dang 1ong duoc san xuat tir
mure 2 xét nghiém | vét liéu c6 ngudn gde tir con ngudi ding cho
57 dinh lugng cac xét nghiém nude tiéu.
Creatinine ni€u va | Dung tich: > 90 ml/lg hodc hop
Microalbumin San pham tuong thich st dung trén may
niéu AU480, AU680 hang Beckman Coulter
Pugc 1am tir thiy tinh, nhua, kim loai. Chiéu
) 1o dai khoang: 8,9 cm (+/-0,1 cm). BPuong kinh
58 Xﬁgamnh hit bénh piston (phan kim loai) khoang: 2,0 mm (+/- 0,2
p mm).. Dung dé hat mét lugng mau chinh xac
Dong gbi > 01 cai/Tai
Dugc lam tir thay tinh, nhya va vat liéu kim
loai, Chiéu dai khodng: 8,9 cm(+/- 0,1 cm).
. . £ Puong kinh piston (phan kim loai) khoang: 5,0
> Xi lanh hoa chat mm (w%/ -0,2 fnm) D%)ng dé hut mcf)?c lugng gchinh
xéc thudc th/dung dich dém ISE.
Doéng goi > 01 cai/Tuai
Pugc lam bang kim loai hodc twong duong. Sir
dung cho van rira bén trong kim bénh pham.
60 Van rua trong Chiéu dai khoang 48 mm (+/- 2,5 mm), duong
kinh 13 mm (+/- 0,7 mm)
Dong gbi > 01 cai/Hop
Hoa chat kiém chung cho xét nghiém
Hoa chét kiém HDL/LDL-Cholesterol; Thanh phan: Huyét
chirng cho xét thanh nguoi dang dong kho co chira HDL-
61 nghiém Cholesterol va LDL-Cholesterol (nguoi);
HDL/LDL- Dung tich: =5 ml/lo
Cholesterol San pham tuong thich st dung trén may
AU480, AU680 hang Beckman Coulter
Chat liéu: nhua Polypropylene hoic twong
duong, Chiéu cao khoang: 3,8 cm, dudng kinh
o Ong 14y mAu 2.5 rll’gzozin khoang: 1,7 cm, duong kinh day khoang:

mL

bong goi: > 100 cai/tii
San pham tuong thich str dung trén may
AU480, AU680 hang Beckman Coulter




Hoéa chat hiéu
chuan cho xét

Chat hiéu chudn xét nghiém dinh lugng
amoniac, ethanol, CO2; Thanh phan to6i thi€u:
Dung dich dém, chtta amoniac, ethanol, natri

63 oA . | hydrocarbonat
nghiém Ammonia, . A
Ethanol va CO2 Dung tich: 210 ml/hop
San pham tuong thich str dung trén may
AU480, AU680 hang Beckman Coulter
Vat liéu kiém soat mirc 1 xét nghi¢m dinh
Hoa chit kiém lugng amoniac, ethanol, CO2; Thanh phén:
ching mtrc 1 cho | Dung dich dém chira amoniac, ethanol, natri
64 xét nghiém hydrocarbonat
Ammonia, Dung tich: >15 ml/hop
Ethanol va CO2 San pham tuong thich sir dung trén may
AU480, AU680 hang Beckman Coulter
Vit liéu kiém soat mirc 2 xét nghiém dinh
Hoa chit kiém lugng amoniac, ethanol, CO2; Thanh phén:
ching mirc 2 cho | Dung dich dém chira amoniac, ethanol, natri
65 x€t nghiém hydrocarbonat
Ammonia, Dung tich: >15 ml/hép
Ethanol va CO2 San pham tuong thich st dung trén may
AU480, AU680 hang Beckman Coulter
Hoa chat dung cho xét nghiém dinh lugng
LDH;
Dai tuyén tinh: 25-1200 U/L (0,420 pkat/L);
Loai mau: Huyét thanh, huyét twong; Do
66 Dinh lugng LDH | chum toan phén: CV <10,0% ; S6 lugng test/1
mL > 8 test
Dung tich: > 240ml/Hop
San pham tuong thich st dung trén may
AU480, AU680 hang Beckman Coulter
Hoa chat hiéu chuan dung cho xét nghiém dinh
lugng HDL-Cholesterol; Thanh phan: Huyét
Hoa chat hiéu thanh nguoi dang bot dong kho chira HDL-
67 chuan cho xét Cholesterol (nguoi);
nghi¢ém HDL Dung tich: > 6ml/Hop
San pham tuong thich st dung trén may
AU480, AU680 hang Beckman Coulter
IV | PP2600091699 Héa chit, vt tw chuyén ding cho hé thong ALINITY m
Hoa chat xét nghiém do tai lugng virus HBV c6
. L s gieng thudc thir khuéch dai dong kho va thudce thu
Hoa chat xét . . < - 1o A
oA - hoat hoa dang 16ng da chia nhé phan tng. Bénh
1 nghlemAdo tfl i luong pham: huyét tuong hodc huyét thanh ctia nguoi.
HBYV trén h¢ PCR . N
tr dong Q}Jy cag:h >190 tes’t/h()p" o
T San pham tuong thich sir dung trén h¢ thong
Alinity m, hang Abbott
Thanh phan: HBV DNA plasmid dang mach thing
B6 méu chuan xét khong gay nhiém trong dung dich dém véi DNA
2 nghiém do tai luong | truyén tai.
HBYV trén hé PCR Quy céach > 8 ong/ hop
tu dong San pham tuong thich sir dung trén hé thong

Alinity m, hang Abbott




Hoa chit xét
nghiém do tai lugng

Hoa chat xét nghiém do tai lugng virus HCV ¢6
giéng thuoc thir khuéch dai dong kho va thudc thur
hoat hoa dang 16ng da chia nhé phan tng. Bénh

3 HCV trén hé PCR pham: ,huyét tuong hoazlc huyét thanh ctia nguoi.
tr dong Q}Jy cafh >190 tes:[/hQR o
T San pham tuong thich st dung trén hé thong
Alinity m, hang Abbott
Hoa chat xét nghiém do tai lugng virus HIV ¢
Hoa chat xét giéng thudc thir khuéch dai dong kho va thude thir
4 nghiém do tai luong | hoat héa dang long da chia nho phéan tng.
HIV trén hé PCR ty | Quy cach > 190 test/hop
dong San pham tuong thich st dung trén hé thong
Alinity m, hang Abbott
Ong méau chira RNA chuan khong gy nhiém voi
B6 méu chuan xét trinh ty HIV-1 trong huyét trong nguoi 4m tinh da
5 nghiém do tai luong | loai bo fibrin )
HIV trén hé PCR ty | Quy cach > 8 6ng/ hop
dong San pham tuong thich st dung trén hé thong
Alinity m, hang Abbott
Bang nhua sir dung mot 1an c6 chira cac thanh phéan
Khay phan ¢mg tich can th‘iét dé dung trong qua trinh chiét xuit mau va
6 hop st dung trén hé quy m,n h PC,R' . .
PCR ty déng Q}ly cagh dong g01’2 807ca1/hop o
T San pham tuong thich st dung trén hé thong
Alinity m, hang Abbott
Bo thudc thir dung chiét tich mau xét nghiém
B0 hoa chét tach (HBV, HCV, HIV), c6 chira cac vi hat tir tinh va
chiét mau xét dém tach rira dang long, di chia lidu cho nhiéu xét
7 nghiém (HBV, nghiém
HCV, HIV) trén hé | Quy cach dong goi > 8 19/hdp
PCR tu dong San pham tuong thich sir dung trén hé thong
Alinity m, hang Abbott
Dung dich dung ly | Chtra: Nudc voi Bém Tris, GITC, va Tween 20.
3 giai mau xét nghiém | Quy cach > 975ml/hop )
trén hé PCR tu San pham tuong thich st dung trén h¢ thong
dong Alinity m, hang Abbott
Dung dich dung pha | Chtra: Nudc va ProClin 950 0.15%
9 lodng mau xét Quy céch > 3.900ml/hop )
nghiém trén h¢ PCR | San pham tuong thich su dung trén hé thong
tu dong Alinity m, hang Abbott
Dung dich chdng Chira: Dau khoang.
10 bay hoi mau xét Quy cach > 975ml/hgp )
nghiém trén h¢ PCR | San pham twong thich str dung trén hé thong
tu dong Alinity m, hang Abbott
Piu con 1000 L st Dau con den thé tich hut 1000 L, béng:nhget
dune trone xét Polypropylene - PP hodc tuon duong, dan dién.
11 ng ong Xt | Quy cach dong goi > 3.840tip/hop
nghiém PCR trén h¢ | 3, 2 o A 1A 1A
PCR tur dong Sap pham tu~0“ng thich st dung trén hé thong
o Alinity m, hang Abbott
PAu con 50 L sit Dau con den thé tich hl;lt 50 uL, bang nhlia N
. Polypropylene - PP hoac tuong duong, dan dién.
12 dung trong X6t | o O sch dong géi > 5760tip/hdp
nghiém PCR wrén hé | g5 ham twong thich sir dung trén hé thé
PCR ty dong p g thich sir dung trén h¢ thong

Alinity m, hang Abbott




* Ghi chu:

- Bat ky thuong hiu, ma hi¢u, danh tir riéng (neu c6) trong bang yéu cau k¥
thuat chi mang tinh chat minh hoa cho cac tiéu chuan chat lugng, tinh nang ky thuét
kho mo ta, nha thau c6 thé lua chon du thau hang hoa c6 ngudn gbc, xuat x{r, nha
san xuat thuong hiéu, ma hiéu phu hop véi diéu kién cung cap nhung phai dam bao
yéu cau tiéu chuin ky thuat, dac tinh ky thuat, tinh nang s dung “twong duong”
hodc “vu viét” hon hin so voi yéu cau tdi thiéu.

Doi véi méi danh muc hang héa chao thau cé tinh chdt twong dirong Nha thau
phai c6 van ban giai trinh, cung cdlp tai lidu dé chimg minh théng sé kj thudt nha
thau chao la twong dwong hodc t6t hon theo mot trong nhitng noi ham quy dinh o
trén. Truong hop nha thau khong c6 vin ban gidi trinh, cung cdp tdi liéu chimg

minh thi don vi tw véin sé danh gid theo diing tai liéu ky thudt trong E-HSDT ciia nha
thau da chao.

1.3. Cac yéu cau khac:
- Yéu cau vé dong géi: Phai theo dung tiéu chuan, quy dinh ctia nha san xuat.

- Yéu cau vé van chuyén: Hang hoa phai duoc van chuyén dén kho Vat tu -
Hoa chit caa Bénh vién Pa khoa Déng Pa.

- Tién d6 cung cap hang hoa: < 03 ngay lam viéc ké tir lac nhan dugc don
hang ctia bénh vién, d6i voi trudng hop giao hang gap, cap ciru: hang hoa giao dén
tan kho bén mua trong vong 24 gio ké tir khi nhan duoc don dat hang hop 1é cia Bén
mua gbi bﬁng van ban, thu dién ti, tin nhin sd.....

- Nha thau phai dam bao cung cip hang hoa theo thoi han hop dong da ky két
v6i Bénh vién Pa khoa Pong Pa va ¢ thé duoc yéu cau cung cip thanh mét hodc
nhiéu dot khac nhau.

- Hang hoa triing thau s& duoc doi/tra khi khong c6 nhu cau st dung hoic hang
giao co 161 thudc vé san xuat hodc qua trinh giao nhan thudc trach nhi€ém cua nha
cung cip dua dén khong sir dung duoc.

- Thu hoi hang hoa trong trudng hop hang hoa da giao nhung khong dam bao
chat luong, hodc khong st dung dugc véi trang thiét bi hién c6 cua don vi, hodc co
thong bao thu hdi ctia co quan c6 thim quyén ma nguyén nhan khéng c6 18i ctia Cha
dau tu.

- Thong bao bang van ban dén chu dau tu trong trudng hop hang hoa co bat
ky thay doi tir nha san xuat.

- Hang hoa c6 xuat xir, chat luong theo diing tiéu chuan do nha san xuat cong
bo.

- Hang hoa phai dang dugc bao quan & diéu kién yéu cau trén vo hop.

- Nha thau chuan bi 01 bd E-HSDT béan gbc dé Chu dau tu luu trir khi dugc
moi vao doi chiéu tai lidu.



Muc 2. Ban vé
“Khong c6 ban vé”

Muc 3. Kiém tra va thir nghiém
Céc kiém tra va thir nghiém cén tién hanh gdm cé:

Bén mua hodc dai dién ctia bén mua c6 quyén kiém tra dé khang dinh hang hoa
c6 dic tinh k¥ thuat phu hop voi yéu cau cta hop dong hay khong. Trudng hop phat
hién hang kém chat luvgng, khong ding véi hang hoa chao thau hoic khong dap g
yéu cau chuyén mén thi don vi thu hudng c6 quyén tir chdi nhin hang, nha thau phai
c6 trach nhiém cung Gmg hang héa theo ding tiéu chuan nha thau da chao.

Noi dung kiém tra:

Buéc 1: Khi hang hoa duoc chuyén dén bén mua, bén ban bao cho bén mua
biét dé hai bén cung nhau tién hanh kiém tra cc ho so, chtng tir lién quan dén hang
hoa theo hop dong da ky két

Buwéc 2: Nha thau phai tién hanh kiém tra thir nghiém hang hoa dudi su gidm
sat ciia chil dau tu va can bo k¥ thuat dai dién cua cha dau tu dé chimg minh hang
hoa d6 co chat lugng, thir nghiém dic diém ky thuat ... phu hop véi cac quy dinh
trong hop dong.

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

- Cach thirc xir Iy d6i v6i hang héa khong dat yéu cau qua kiém tra, thir nghiém:
Bat ¢t mot hang hoa hodc chi tiét hang héa 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 s& phai thay thé cac hang héa hodc chi tiét hang hoa bi tir chdi, moi chi phi thay
thé hang héa déu do nha thau chiu trach nhiém, cac hang hoa thay thé phai dap ung
cac yéu cau vé dic tinh k¥ thuat. Truong hop nha thau khong c6 kha ning thay thé
hay dleu chinh cac hang héa hoic chi tiét hang hoa khong phu hop, chu dau tu co
quyén t6 chirc viée thay thé hay diéu chinh d6 néu can thiét. Moi rai ro va chi phi
lién quan do nha thau chiu.

Buéc 3: Sau khi thir nghiém hai bén tién hanh nghiém thu hang héa va dua vao
str dung. Hang hoa dugc chuyén sang nghia vu bao hanh ngay sau khi cac bén théng
nhat nghiém thu va dua vao st dung.



