YEU CAU BAO GIA
Kinh giti: Cac hing san xuit, nha cung cAp tai Viét Nam

Bénh vién Kién An c6 nhu cdu tiép nhén bio gia dé tham khao, xdy dung gia g6i thiu,
1am co s& td chire Iwa chon nha thiu cho go6i thAu Mua sdm hoa chat, sinh phdm chén doén
invitro nim 2024-2026 ctia Bénh vién Kién An bao gém 112 loai hoé chét, sinh phdm thudc
Du toan mua sim Mua sdm hod chét, sinh phdm chin don invitro nim 2024-2026 ctia Bénh
vién Kién An véi ndi dung cu thé nhu sau:

I. Thong tin ciia don vi yéu ciu bao gia

1. Pon vi yéu cau béo gia: Bénh vién Kién An.

Dia chi: S6 35 Tran Tt Vin, phuong Phii Lién, quan Kién An, thanh phé Hai Phong.

2. Théng tin lién hé ctia ngudi chiu trach nhiém tiép nhan béo gia:

Khoa Dugc Bénh vién Kién An.

S6 dién thoai: 0868505724,

Pia chi: $6 35 TrAn T4t Vin, phuong Phi Lién, quin Kién An, thanh phd Hai Phong.

3. Céch thire tiép nhan bao gia:

- Nhin truc tiép tai dia chi: Khoa Dugc — Bénh vién Kién An, sé 35 Tran T4t Vin,
phuong Phit Lién, quan Kién An, thanh phé Hai Phong.

4. Thoi han tiép nhan bdo gia: Tir  gid  ngay 28/03/2024 dén trude 08 givy 00 phut
ngay 08/04/2024.

Céc bao gia nhan duoc sau thoi diém néu trén sé khong dugce xem xét.

5. Thoi han ¢6 hiéu luc ctia bao gia: Thi thiéu 120 ngay, ké tir ngay 08/04/2024.

IL. Ndi dung yéu ciu bao gia:

1. Danh muc ho4 chét, sinh phdm chén doan invitro (goi chung 12 hoa chét) (Chi tiét tai
Phuy luc 01 kém theo Yéu cau bdo gid nay).

2. Pia diém cung cép, lép dat; céc yéu clu vé van chuyén, cung cép, lép dat, bado quéan
hang hoa: Khoa Dugc — Bénh vién Kién An, sb 35 Tran Tt Vin, phuong Phu Lién, quén
Kién An, thanh phé Hai Phong.

3. Thoi gian giao hang du kién: 24 théng.

4. Du kién vé céc didu khoan tam irng, thanh toan hgp déng: Thuc hién Bao lanh thuc
hién hop dong bing hinh thirc Thu bao lanh cua Ngén hang hoic tién mit. Gia tri béo lanh
theo céc quy dinh hién hanh.
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Phu luc 02: Miu bio gia
BAO GIA
Kinh gtri: Bénh vién Kién An

Trén co s& yéu ciu bao gia ciia Bénh vién Kién An/Quy khach hang, chung toi....[ghi tén, dia chi ctia hang san xuét, nha cung cép;
trrong hop nhidu hang san xuét, nha cung cip ciing tham gia trong mot béo gid (goi chung 1a lién danh) thi ghi rd tén, dia chi cua cc thanh
vién lién danh] bao gia cho cac hoa chit nhu sau:
1. Béo gia cho cac hod chat va dich vu lién quan:
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TONG CONG:

Bang chit:

(Giri kém theo cdc tai liéu chitng minh vé tinh ndng, thong 6 ky thudt va cde tai liéu lién quan cua thiét bi y té)

2. B4o gia ndy c6 hiéu luc trong vong: 120 ngay, ké tir ngay 08 thang 04 nam 2024.

3. Chuing ti cam két:
- Khong dang trong qua trinh thuc hién thu tuc giai thé hoic bi thu hdi Giéy chirng nhén dang ky doanh nghiép hodac Gi:?'ly chirng nhan
ding ky ho kinh doanh hodc cac tai liéu twong duong khac; khong thudc truong hop mét kha ning thanh toén theo quy dinh ctia phap luét vé
doanh nghiép.
- Gia tri ctia cac thiét bi y té néu trong bao gid 1a phu hgp, khong vi pham quy dinh ctia phap luat vé canh tranh, ban pha gia.
- Nhirng thong tin néu trong bao gia la trung thyc.
...., Ngay.... thang....ndm....
Pai dién hop phap ciia hing sin xuit, nha cung cip@®
(Ky tén, dong dau (néu co))




Ghi chu:

(1) Hang san xuét, nha cung cép ghi “Danh muc hang hod” theo muc “Tén hoa chat” trong
Yéu cau bao gia.

(2) Hang san xuét, nha cung cp ghi cu thé tén goi cu thé cta hang hoa twong ting véi ching
loai ho4 chat ghi tai cot “Danh muc hang hod”.

(3) Hang san xut, nha cung c4p ghi cu thé dic tinh k¥ thuat, thong sé k¥ thuat, thiét ké cong
nghé, tidu chuin cong nghé ciia hang hoa twong tng véi loai hod chit ghi tai cot “Tén hoa
chit”.

(4) Hang san xuét, nha cung cp ghi cu thé ky hiéu, ma hiéu, model, hing san xuét ctia hod
chét twong tmg v&i chiing loai hoa chit ghi tai cot “Tén hod chit”.

(5) Hang san xuét, nha cung cip ghi cu thé ma HS cua timg loai hoa chét .
(6), (7) Hang san xuét, nha cung cép ghi cu thé nam san xudt, xuit xir ctiaho4 chét.

(8), (9) Hang san xuét, nha cung cdp ghi cu thé don vi tinh, Quy cach dong goi ctia hang hoa.
Hiang san xuét, nha cung cAp c6 thé chao don vi tinh, quy c4ch dong goi khac nhung phai dam
bao khéi Iugng hang hoa theo Yéu ciu bao gia (Khdi lugng hang hoa = S6 lugng x Quy cach).

(10) Hang san xuét, nha cung cép ghi cu thé sé lugng theo dung sb lwong néu trong Yéu ciu
bao gia (Néu khac Pon vi tinh/Quy cach dong gbi, phai ghi sé lwgng theo Pon vi tinh/Quy
cach dong gdi méi dé dam bao khdi lrong hang hoa trong Yéu cau béo gia).

(11), (12) Hang san xuét, nha cung cdp ghi cu thé gié trj cia don gia twong tng véi timg loai
hod chit. Pon gia da bao gébm cac loai thué, phi, 1¢ phi (néu c6) cho tirng hoa chét, vin chuyén
dén noi nhan hang (Khoa Dugc Bénh vién Kién An - $8 35 Trin Tét Vian, phuong Phi Lién,
quén Kién An, thanh phd Hai Phong). Pdi véi cac hoa chét nhap khiu, hing san xudt, nha
cung cip phai tinh toan céc chi phi nhap khau, hai quan, bao hiém va céc chi phi khac ngoai
lanh thd Viét Nam dé phan bd vao don gié ctia hoa chét.

Hang san xuit, nha cung cip ghi don gia, chi phi cho cac dich vu lién quan, thué, phi, 1& phi
va thanh tién bang ddng Viét Nam (VND). Trudng hop ghi bang ddng tién nudc ngoai, Chi
dAu tu s& quy ddi vé dbng Viét Nam dé xem xét theo ty gia quy dbi cia Ngan hang Ngoai
thuong Viét Nam (VCB) cong b6 tai thoi diém ngay két thic nhan bao gia.

(13) Ngudi dai dién theo phap luat hodc ngudi dugc ngudi dai dién theo phép luét iy quyén
phéi ky tén, dong ddu (néu c6). Trudng hop Uy quyén, phai giri kém theo gidy uy quyén ky
bdo gia. Trudong hop lién danh tham gia bao gid, dai dién hop phdp cua tat ca cac thanh vién
lién danh phai ky tén, dong ddu (néu c6) vao béo gia.



50°Y TE THANH PHO HAI PHONG CONG HOA XA HQI CHU NGHIA VIET NAM
BENH VIEN KIEN AN Péc lap - Ty do - Hanh phiic

PHU LUC 01: DANH MUC HOA CHAT, SINH PHAM CHAN DOAN INVITRO NAM 2024-2026 CUA BENH VIEN KIEN AN
(Kem theo Yéu cdu bdo gid ngay 28/03/2024 cia Bénh vién Kién An)

STT
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Tén hiang hoa Théng s6 k§ thuit hojic trong dwrong faniiad Diriag iy déng gbi

Nhém 1: Héa chit sir dung cho miy xét nghiém mién dich Maglumi 800

Thanh phan:

- Vi Hat tir tinh: phu khang nguyén T4, chira BSA va NaN3 (<0.1%)

- Chit hi¢u chuin ndng d6 thép: Chira khdng nguyén T4 va BSA, NaN3 (<0,1%).
- Chit hidu chuin ndng d cao: Chira khdng nguyén T4 va BSA, NaN3 (<0,1%). SNIBE Trung
- Dung dich dém: Chira BSA, NaN3 (<0,1%). Qubc
- Dung djch dénh ddu ABEIL: Khang thé don dong khéng T4 dugc dén nhin ABEI chita BSA,NaN3 (<0.1%)
- Chit nfi kiém: Chira khing nguyén T4 va BSA, NaN3(<0.1%).

- Hop t6i thidu 100 test

FT4 100 test/hop 120 Hép

Thénh phén:

- Vi hat tir tinh: pha khang nguyén T3, chira BSA va NaN3 (<0.1%)

- Chit higu chuén ndng d thip: Chira khéng nguyén T3 vi BSA, NaN3 (<0,1%).
- Chét hiéu chuin ndng d§ cao: Chira khang nguyén T3 va BSA, NaN3 (<0,1%). SNIBE Trung
- Dung dich dém: Chira BSA, NaN3 (<0,1%). Quéc
- Dung dich déinh diu ABEIL: Khiing thé don dong khang T3 duge dén nhin ABEI chira BSA, NaN3 (<0.1%)
- Chét ndi kiém: Chira khéng nguyén T3 va BSA, NaN3(<0.1%).

- Hop t6i thiéu 100 test

FT3 100 test/hdp 120 Hop

Thanh phén:

- Vi hat tir tinh: pht khéng thé don dong khang TSH, chira BSA va NaN3 (<0.1%)

- Chéit hi¢u chuén ndng dj thip: Chira khang nguyén TSH va huyét thanh b, NaN3 (<0,1%).
- Chét hi¢u chuéin ndng dj cao:Chira khéng nguyén TSH va huyét thanh bd, NaN3 (<0,1%). SNIBE Trung
- Dung dich dém: Bém Tris, HAMA Blocker, chira BSA, NaN3 (<0.1%) Québc
- Dung dich dénh diu ABEI: Khéng thé don dong khing TSH dugc ddn nhin ABEI chia BSA, NaN3 (<0.1%)
- Chit ni kiém: Chira khang nguyén TSH, huyét thanh bo, NaN3(<0.1%).

- Hop t6i thidu 100 test

TSH 100 test/hop 120 Hop

Théanh phan:

- Vi hat tir tinh: pht khéng thé don dong khang AFP, chira BSA v NaN3 (<0.1%)

- Chéit higu chudn ndng dj thip: Chita khang nguyén AFP va huyét thanh bo, NaN3 (<0,1%).
- Chit hi¢u chudn ndng d§ cao: Chira khang nguyén AFP va huyét thanh b, NaN3 (<0,1%). — Trung
- Dung dich dém: chira BSA, NaN3 (<0.1%) Quée
- Dung dich ddnh ddu ABEI: Khéng thé don dong khing AFP dugc dén nhin ABEI chira BSA, NaN3 (<0.1%)
- Chét ngi kiém: Chira khing nguyén AFP, huyét thanh bd, NaN3(<0.1%).

- Hop t6i thiéu 100 test

AFP 100 test/hdp 60 Hop

Héa chit dinh lugng CA 125 gdm:

- Kit héa chét: Hat bi tir phii khang thé don dong khéng CA 125, chit chufn ndng d thip, chit chuin ndng d¢ cao, dung
CA 125 dich dém, dung dich dénh ddu Abei c6 khang thé don dong khang CA125 dugc dan nhin Abei, dung dich pha loding SNIBE
- Lo héa chit QC

- Hop tdi thidu 100 test

Trung

a H6
Quéc 100 test/hgp 10 op
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CA 15-3

Thanh phin:

- Vi hat tir tinh: phi khang thé don dong khang CA 15-3, chita BSA vi NaN3 (<0.1%)

- Chét higu chufin ndng 4 thip: Khang nguyén CA 15-3, chira BSA , NaN3 (<0,1%).

- Chét hiéu chuiin ndng d§ cao: Khang nguyén CA 15-3, chira BSA , NaN3 (<0,1%).

- Dung dich dém: chira BSA, NaN3 (<0.1%)

- Dung dich danh diu ABEL Khéng thé don dong khang CA 15-3 dugc dén nhin ABEI chira BSA, NaN3 (<0.1%)
- Chét ndi kiém: khing nguyén CA 15-3, Chira BSA, NaN3(<0.1%).

- Hop t6i thidu 100 test

SNIBE

Trung
Quéc

100 test/hgp

40

Hop

CA 19-9

Thanh phén:

- Vi hat tir tinh: phu khéng thé don dong khang CA 19-9, chira BSA va NaN3 (<0.1%)

- Chét hiéu chun ndng dj thap: Khang nguyén CA 19-9, chira BSA , NaN3 (<0,1%).

- Chét hiéu chuin ndng d cao: Khang nguyén CA 19-9, chira BSA , NaN3 (<0,1%).

- Dung dich dém: chita BSA, NaN3 (<0.1%)

- Dung dich danh déu ABEI: Khang thé don dong khéng CA 19-9 dugc dan nhin ABEI chia BSA,NaN3 (<0.1%)
- Chét ndi kiém: khang nguyén CA 19-9, Chira BSA, NaN3(<0.1%).

- Hop tbi thidu 100 test

SNIBE

Trung
Qubc

100 test’/hgp

10

Hop

CA72-4

Hoa chit dinh Iugng CA 72-4 gdm:

- Kit héa chét: Hat bi tir, chét chudn ndng dé thip, chiit chuin ndng dd cao, dung dich dém, dung dich dénh diu Abei
- Lo héa chit QC

- Hop t6i thidu 100 test

SNIBE

Trung
Quéc

100 test/hép

50

CYFRA 21-1

Thénh phén:

- Vi hat tir tinh: pht khéng thé don dong khéng CYFRA 21-1, chira BSA va NaN3 (<0.1%)

- Chiit hiéu chun ndng d9 thap: Chira Khang nguyén CYFRA 21-1 vi BSA , NaN3 (<0,1%).

- Chét hiéu chuin ndng d§ cao: Chira Khéng nguyén CYFRA 21-1 va BSA , NaN3 (<0,1%).

- Dung dich dém: chita BSA, NaN3 (<0.1%)

- Dung dich danh diu ABEI: Khang thé don dong khing CYFRA 21-1 dugc dan nhiin ABEI chita BSA, NaN3 (<0.1%)
- Chét ni kiém: Chira khang nguyén CYFRA 21-1 va BSA, NaN3(<0.1%).

- Hop t6i thiéu 100 test

SNIBE

Trung
Quéc

100 test/hp

50

10

CEA

Thanh phén:

- Vi hat tir tinh: phii khéng thé don dong khéng CEA, chira BSA va NaN3 (<0.1%)

- Chét hiéu chuin ndng d¢ thip: Khang nguyén CEA, huyét thanh bo, NaN3 (<0,1%).

- Chét hiéu chuin ndng db cao: Khang nguyén CEA, huyét thanh bo, NaN3 (<0,1%).

- Dung dich dém: chira BSA, NaN3 (<0.1%)

- Dung djch d4nh diu ABEI: Khang thé don dong khing CEA dugc dan nhin ABEI chira BSA, NaN3 (<0.1%)
- Chét pha lodng: 0.9%NaCl.

- Chét ndi kidm: Chira khang nguyén CEA, huyét thanh bd, NaN3(<0.1%).

- Hép t6i thidu 100 test

SNIBE

Trung
Quéc

100 test’/hép

60

Hop




STT

Tén hang hod

Thong s6 ky thuit hojc twong dwong

Nhin hi¢u hoic
twong dwong

Nuwée sian
rs
xuat

Quy cich
déng goi

S$6 lrong

Don vi
tinh

11

PSA

Thanh phén:

- Vi hat tir tinh: phti khéng thé don dong khéng PSA, chira BSA va NaN3 (<0.1%)

- Chét hiéu chuin ndng d¢ thép: Chira huyét thanh bd va Total PSA, NaN3 (<0,1%).

- Chét hiéu chufin ndng dd cao: Chira huyét thanh bd va Total PSA, NaN3 (<0,1%).

- Dung dich dém: chira BSA, NaN3 (<0.1%)

- Dung dich dénh déu ABEL: Khang thé don dong khang PSA dugc dén nhin ABEI chira BSA, NaN3 (<0.1%)
- Chét pha loang: 0.9% NaCl.

- Chét néi kiém: Chira huyét thanh bo va Total PSA, NaN3(<0.1%).

- Hop t6i thiéu 100 test

SNIBE

Trung
Quéc

100 test/hop

50

12

f-PSA

Thanh phin:

- Vi hat tir tinh: phi khéng thé don dong khéng f-PSA, chira BSA va NaN3 (<0.1%)

- Chét hiéu chuin ndng d§ thiip: Chira huyét thanh bd vi khing nguyén Free- PSA, NaN3 (<0,1%).

- Chét hiéu chudn ndng dd cao: Chira huyét thanh bo vi khang nguyén Free-PSA, NaN3 (<0,1%).

- Dung dich dém: chira BSA, NaN3 (<0.1%)

- Dung dich danh déu ABEI: Khéng thé don dong khang f-PSA dugc dén nhiin ABEI chira BSA, NaN3 (<0.1%)
- Chéit ni kiém: Chira huyét thanh bd va Khing nguyén Free- PSA, NaN3(<0.1%).

- Hop t6i thiéu 100 test

SNIBE

Trung
Quéc

100 test/hdp

20

Hép

13

TG

Thanh phin:

- Vi hat tir tinh: phu khéng thé don dong khang TG, chira BSA va NaN3 (<0.1%)

- Chét hidu chufin ndng d6 thip: Chira huyét thanh bd va khang nguyén TG, NaN3 (<0,1%).

- Chét higu chuén ndng dd cao:Chira huyét thanh bo va khang nguyén TG, NaN3 (<0,1%).

- Dung dich dém: chirta BSA, NaN3 (<0.1%)

- Dung dich danh dfu ABEI: Khang thé don dong khéng TG duge dan nhan ABEI chita BSA,NaN3 (<0.1%)
- Chét pha lo@ng: 0.9% NaCl

- Chét ni kiém: Chira huyét thanh bd va Khéng nguyén TG, NaN3(<0.1%).

- Hop t6i thiéu 100 test

SNIBE

Trung
Quée

100 test/hdp

10

14

TGA

Thanh phén:

- Vi hat tir tinh: pht khang nguyén Thyroglobulin, chira BSA va NaN3 (<0.1%)

- Chét hiéu chuin ndng do thp: Chira BSA va Khing thé TG, NaN3 (<0,1%).

- Chét hiéu chufn ndng do cao: Chira BSA va Khing thé TG, NaN3 (<0,1%).

- Dung dich dém: chira BSA, NaN3 (<0.1%)

- Dung dich dénh déu ABEI: Khéng nguyén thyroglobulin dugc dédn nhin ABEI chira BSA, NaN3 (<0.1%)
- Chét pha lodng: 0.9% NaCl

- Chét ndi kiém: Chira BSA va Khéang thé TG, NaN3(<0.1%).

- Hop t6i thiéu 100 test

SNIBE

Trung
Quéc

100 test/hop

10

15

hCG

Thanh phin:

- Vi hat tir tinh: phu khéng thé domn dong khang HCG, chira BSA va NaN3 (<0.1%)

- Chéit hiéu chuin ndng dd thép: Khing nguyén HCG , chira huyét thanh b, NaN3 (<0,1%).

- Chét hiéu chuin ndng dd cao: Khang nguyén HCG , chira huyét thanh bd, NaN3 (<0,1%).

- Dung dich dém: chira BSA, NaN3 (<0.1%)

- Dung dich danh déu ABEIL Khéng thé don dong khang HCG dugc dén nhan ABEI chira BSA, NaN3 (<0.1%)
- Chét pha lofing: Chira huyét thanh bd, NaN3 (<0.1%)

- Chét nbi kiém: Khang nguyén HCG, Chira huyét thanh b, NaN3(<0.1%).

- Hop t6i thiéu 100 test

SNIBE

Trung
Quéc

100 test/hgp

20
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Thanh phén:
- Vi hat tir tinh: phii khang thé da dong khang FITC ciru, NaN3 (<0.1%)
- Chét hiéu chuén ndng d thiip: Khang nguyén Cortisol, chira BSA , NaN3 (<0,1%).
. - Chét hiéu chuén ndng d6 cao: Khang nguyén Cortisol, chira BSA , NaN3 (<0,1%). Trun, R =
e Cortisol - Dung dich d4nh déu gFITc: Khéng thé don dong khang Cortisol dirge dén nhéin FITC chira BSA, NaN3 (<0.1%) BNIBE Quéf 100 teeith 60 Ep
- Dung dich dénh déu ABEIL: Khang nguyén Cortisol dugc din nhin ABEI chita BSA,NaN3 (<0.1%)
- Chét noi kiém: Chira khang nguyén Cortisol va BSA, NaN3(<0.1%).
- Hop t6i thiéu 100 test
Thanh phén:
- Vi hat tir tinh: phti khéng thé don dong khang Tnl, NaN3 (<0.1%)
- Chét higu chuén n(:)ng dd thép: Khang nguyén Tnl , huyét thanh bo, NaN3 (<0,1%).
. - Chét hiéu chudn ndng dé cao: Khang nguyén Tnl , huyét thanh bd, NaN3 (<0,1%). Trung . .
17 Troponin I - Dung dich dém: chita BSA, NaN3 (<0.1%) SNIBE Quée 100 test/hp 100 Hép
- Dung dich danh déu ABEIL: Khang thé don dong khang Tnl dugc dén nhiin ABEI chita BSA, NaN3 (<0.1%) -
- Dung dich kiém chufn: Khéng nguyén Tnl, huyét thanh b, NaN3 (<0.1%).
- Hop t6i thiéu 100 test
Thanh phan:
- Vi hat tir tinh: phi khang thé don dong khang PCT, chira BSA, NaN3 (<0.1%)
- Chét hiéu chudn ndng do thip: Chira BSA va Khang nguyén PCT, NaN3 (<0,1%).
o - Chét hiéu chuén ndng d6 cao: Chira BSA va Khang nguyén PCT, NaN3 (<0,1%) Trung R G
18 | Procalcionin (PCT) | ) o dich dénh diu ABEIL: Khéng thé don dong khéng PCT dugc dén nhan ABEI chira BSA,NaN3 (<0.1%) NIBE gule |APUiEsligp| 100 Hop
- Dung dich néi kiém 1: Chira BSA va Khang nguyén PCT, NaN3 (<0.1%).
- Dung dich noi kiém 2: Chira BSA va Khéing nguyén PCT, NaN3 (<0.1%).
- Hép t6i thidu 100 test
Thanh phén:
- Vi hat tir tinh: phii khéng thé don dong khang D-Dimer, chira BSA, NaN3 (<0.1%)
- Chét hiéu chuin ndng dd thép: Khang nguyén D-Dimer chira BSA , NaN3 (<0,1%).
. - Chét hiéu chudin ndng d cao: Khéng nguyén D-Dimer chira BSA , NaN3 (<0,1%). Trung = n
i Rt - Dung dich dém: Chf:ga BSA, NaN3 (<0,1%). GhIBE Qubc | 100 tesndp 60 Hop
- Dung dich ddnh d4u ABEL Khéng thé don dong khang D-Dimer dugc din nhiin ABEI chita BSA, NaN3 (<0.1%)
- Dung dich ni kiém: Khéng nguyén D-Dimer chira BSA, NaN3 (<0.1%).
- Hop tbi thidu 100 test
Théanh phén:
- Vi hat tir tinh: phii khang thé don dong khéng Ferritin, chira BSA, NaN3 (<0.1%)
- Chét hiéu chuén ndng do thip: Khang nguyén Ferritin chira BSA , NaN3 (<0,1%).
- Chit hiéu chuin ndng d6 cao: Khéng nguyén Ferritin chira BSA , NaN3 (<0,1%). T
20 Ferritin - Dung dich dém: Chira BSA, NaN3 (<0,1%). SNIBE Q’L‘gf 100 test/hop 40 Hép

- Dung dich d4nh déu ABEI: Khang thé don dong khéng Ferritin dugc din nhin ABEI chira BSA, NaN3 (<0.1%)
- Dung dich pha lodng: 0.9%NaCl

- Dung dich ndi kiém: Khang nguyén Ferritin, chira Huyét thanh bd, NaN3 (<0.1%).

- Hop tbi thiéu 100 test
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Thanh phén:
- Vi hat tir tinh: phi khang thé don dong khang NT-proBNP, chira BSA, NaN3 (<0.1%)
- Chét hiéu chuin ndng dd thép: Chira BSA va Khang nguyén NT-proBNP, NaN3 (<0,1%).
- Chét hidu chun ndng dd cao: Chira BSA va Khang nguyén NT-proBNP, NaN3 (<0,1%)
21 NT-proBNP - Dung dich dém: Chira BSA, NaN3 (<0,1%) SNIBE Trung 1100 testhop 80 Hop
- Dung dich dénh d4u ABEIL: Khing thé don dong khing NT-proBNP duge dén nhin ABEI chira BSA, NaN3 (<0.1%) Quoe
- Dung dich ndi kiém 1: Chira BSA va Khéng nguyén NT-proBNP, NaN3 (<0.1%).
- Dung dich ngi kiém 2: Chira BSA va Khéng nguyén NT-proBNP, NaN3 (<0.1%).
- Hop tbi thiéu 100 test
Thanh phén:
- Vi hat tir tinh: phu khang thé don dong khang 25-OH Vitamin D, chira BSA, NaN3 (<0.1%)
- Chét hiéu chudn ndng d6 thip: chira BSA va khing nguyén 25-OH Vitamin D , NaN3 (<0,1%).
2 F—— 3 | ~ o i A . A : . . <0.1°
2 25 OH Vitamin D J gﬁsté 21;1; ctllll;?n ﬂl:;n; g; (;':x;.d ci::ua BSA vi khéng nguyén 25-OH Vitamin D , NaN3 ( 0,1%). SNIBE 'I'Qrzgf 100 test/hdp 10 Hop
- Dung dich danh dfu ABEL Khang nguyén 25-OH Vitamin D dugc dan nhin ABEI
- Dung dich ndi kidm: Chira BSA va Khéng nguyén 25-OH Vitamin D, NaN3 (<0.1%).
- Hap tbi thiéu 100 test
Vi hat tr tinh: vi hat tir tinh Phi khéng thé don dong khang PTH, chira BSA, NaN3 (<0.1%).
; - Chéit chudn mitc thép: Chira BSA va khing nguyén Intact PTH, NaN3 (<0.1%). 1
23 | [ /intactPTH - Chét chudn mire cao: Chira BSA va khang nguyén Intact PTH, NaN3 (<0.1%). SNIBE Thigy ERCellAy] gy Hop
\ - Chét d4nh ddu ABEI: khng thé don dong khing PTH dwgc dinh nhiin ABEI chira BSA, NaN3(<0,1%) Quis | (Gliuet
X - Chét ndi kiém : Chira BSA va khang nguyén Intact PTH, NaN3 (<0.1%). (Hirmet)
hoéa tr cho méy xét  |Starter 1: Catalyst in 1.5% NaOH Trung d
24 | \hiém mién dich ty |Starter 2: 0.18% H202 SNIRE ouks | 20l .- By
Hoa chit rira cho mdy |Dung dich rira sir dyng tuong thich v&i miy mién dich
25 | xét nghiém mién dich ty | Thanh phén: SNIBE Trung {4 714ml 360 Chai
dong M@ chai chira dung dich dém Tris-HCI dfim dic gép 14 lin cho 750 xét nghiém. i
.. Reaction Modules (Cuvvet phan {tng) Trung |6x64 reaction R
i Modunlephn img Hop t6i thidu 6x64 reaction modules SNIBE Qubc modules 309. Hap
Théanh phén: .
27 | Dungdichkidmtra |- BSA: 10 mg/mL SNIBE e 5x2ml 2 Hop
-ABEI (N-(4-Aminobutyl)-N-ethylisoluminol): 0.77 mg/mL Hce
Py Thanh phén: Trung .
s Dungdidh e Chai 500 mL chira natri hypoclorit SHIEE Quéc il 2 Chal
Nhém 2: Héa chit sir dung cho may xét nghiém sinh hod Monarch 400
Thude thfl; Alcohol ethanol
Thubo thir xét nghidm [ L2200 p';la” ol i R1: 1x60ml
3%, | i g ioghal, [oier HEAR2 SHHIIEES MTI Diagnostics | Pirc +R2: 200 Hop
Ethanol MAD 1 Bitriris 1x20ml
Alcohol dehydrogenase (ADH)® 200 kU/L
Tiéu chufn chét lugng ISO 13485:2016
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Chét hidu chuén xét nghiém dinh lugng Alcohol Ethanol
Chét hiu chudn xét Eﬁi‘lhdﬁ’:flﬁ? itli!rh;Ibumin huyét thanh bd c6 thém chiit bio quin va chit én dinh
20 nghi¢m dinh luong Amoniac / Ethanol Péi chimg chira khéi lugng phan {ng cua: hdn hgp 5-chloro-2-metyl-4-isothiazolin-3-one va 2-metyl- M Higgnoshies Elire Al (Lot # e
Alcohol Ethanol ] .
2H isothiazol-3-one (3:1)
Tiéu chufin chit lwvong ISO 13485:2016
Vit liu kiém sodt chit
31 | lugng xét nghiém dinh [Dung @& kiém soat chét lrong cho xét nghiém Alcohol Ethanol MTI Diagnostics | Dt | 2ml (2x1ml) 24 Hép
lugng Alcohol Ethanol
0.3 mmol/1 BCG solution
0.1 mol/1 acetate buffer ; ; 720 mL =
¥ AERNT 0.9 g/l polyoxyethylene lauryl ether. priiiEgn Argentina (6x120 mL) 4 Hop
Dat tiéu chudn ISO 13485
Chét hiéu chudn xét o o wai g .
33 nghi¢m dinh 'luqng g?éa: :;i‘;;};ag: 1’:: ;‘gg];é%n 1(;12551;%1;% Ampiodia MTI Diagnostics bic 1x1ml 24 Hop
Ammonia
Vit liéu kiém sodt chit |Vt liéu kiém soat chét lugng xét
34 | lugng xét nghiém dinh |nghiém dinh lugng Ammonia MTI Diagnostics Pirc 2x1ml 24 Hép
lugng Ammonia Tiéu chudn chit lugng ISO 13485:2016
Thudc thir Ammonia (AMM).
Thanh phén chinh:
Thudc thir xét nghiém |[NADPH > 0.1 mmol/L : ; : p R1:1x60ml A
4 dinh lugng Ammonia |o-Ketoglutaric Acid > 5 mmol/L METL Digiiossies s R2: 1x20ml 200—. Hep
GLDH > 0.5 KU/L
Tiéu chuin chit lrgng ISO 13485:2016
2.25 mmol/l CNP-G3,
5 mmol/1 calcium chloride,
70 mmol/l sodium chloride, ; ; 30ml «
36 BRI IEE 900 mmol/l potassium thiocyanate SREBRIES Argentina (3x10ml) 2 Hip
100 mmol/l MES buffer pH 6,
Pat tiéu chuén ISO 13485
L-Aspartate 200 mmol/l
ASPARTAT- ;ﬁ?ﬂ%ﬁ mm 200ml
37 | AMINOTRANSFERAS = Wiener lab Argentina | (4x40ml + 350 Hop
E(ASAT/GOT) |-PHZ600U 1x40ml)
2-Oxoglutarate 12 mmol/l
Pat tiéu chuén ISO 13485
A. Reagent A:
L-Alanine 500 mmol/l
ALANIN- B. Reagent B: 200ml
38 | AMINOTRANSFERAS |[NADH 0.18 mmol/l Wiener lab Argentina [ (4x40ml + 350 Hép
E (ALAT/GPT) LDH=1.5UA1 1x40ml)

2-Oxoglutarate 15 mmol/l
Dat tidu chufin ISO 13485
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A, Reagent A: 17 mmol/l hy- drochloric acid.
B. Reagent B: 240ml
39 | BILIRUBIN DIRECT (0.4 mmol/l di-chlorophenyldiazonium salt Wiener lab Argentina | (4x50ml + 50 Hop
17 mmol/l hydrochloric acid. 2x20ml)
Pat tiéu chuén ISO 13485
A. Reagent A:
150 mmol/l hydrochloric acid and surfactant. 240ml
40 | BILIRUBIN TOTAL [P ReagentB: - Wiener lab | Argentina | (4x50ml + 50 Hop
1.5 mmol/l dichlorophenyldiazonium salt 2x20ml)
150 mmol/l hydrochloric acid
Dat tiéu chufin ISO 13485
A. Reagent A:
100 mg/1 arsenazo III 200ml
41 CALCIUM 1.4 g/l 8-hydroxyquinoline sulphonate in 100 mM Tris buffer, pH 8.5. Wiener lab Argentina 100 Hép
i ¢ (4x50ml)
S. Standard*: 10 mg/dl calcium solution
Pat tiéu chudn 1SO 13485
CHE =100U/
CHOD =100 U/
POD =1000 U/
4-AP 0.2 mmol/l 400ml
42 CHOLESTEROL  |Good 50 mmol/l Wiener lab Argentina 120 Hop
(4x100ml)
Phenol 15 mmol/]
Sodium cholate 0.2 mmoV/l
D tdi lap (Reproducibility): < 3.49%
Pat tiéu chudn ISO 13485
A. Reagent A:
12.7 mmol/1 picric acid
8.4 mmol/l sodium lauryl sulphate solution. 250
) ml
43 CREATININE  |2; Reagent B: Wiener lab | Argentina | (2x100ml + 350 Hop
53 mmol/l borate 2x25ml)
970 mmol/l sodium hydroxide solution.
D nhay: <4.5 mg/1
Dat tiéu chudn ISO 13485
i ; 60 ml
44 C-}E(]fgf};?]s}[]s gﬂ?gﬁ?;gg‘%eg 1;:3?;;1:0{1 Wiener lab Argentina | (1x50ml + 80 Hjp
1x10ml)
C-REACTIVE Control Inmunolégico nivel 1: huyét thanh ngudi bit hoat véi cac chit bao quan thich hop. . . 3
3 PROTEIN (Control N) |Pat tiéu chufin ISO 13485; hoic twong duong. Wienst o Argenting | Tl (ixloD 8 e
C-REACTIVE Control Inmunolégico nivel 2; huyét thanh ngudi bit hoat véi céc chét bao quén thich hep. ; ; "
46 | PROTEIN (Control H) |Dat tiéu chuin ISO 13485; hotic ytu'{mg duung; Wiener lab | Argentina | Iml (IxIml) . Hop
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47

CREATINKINASE

Creatine phosphate 30 mmol/l

ADP 2 mmol/I

Glucose 20 mmol/l

NADP 2 mmol/I

Hexokinase > 2500 U/l
Glucose-6-phosphate dehydrogenase (G-6-PDH) = 2000 U/l
Magnesium acetate 10 mmol/l

AMP 5 mmol/l

Di (adenosine-5") pentaphosphate 10 umol/l
N-Acetyl-cysteine 20 mmol/I

Pat tiéu chudn ISO 13485

Wiener lab

Argentina

120ml
(5x20ml +
1x20ml)

20

48

GAMMA-GLUTAMYL
TRANSFERASE

Tris buffer 100 mmol/l; pH 8.5
L-y-Glutamyl-3-carboxy-4-nitroanilide > 2.9 mmol/l
glycilglycine 100 mmol/l

Dat tiéu chuén ISO 13485

Wiener lab

Argentina

100ml
(4x20ml +
1x20ml)

100

Hép

49

GLUCOSE MONO

GOD (microbial) 210 kU/I

POD (horse-radish) > 1 kU/I

4-AP 0.5 mmol

Phosphate . 100 mmol, pH 7.0
Hydroxybenzoate 12 mmol

D6 ldp lai (Intra-assay precision): < 1.39%
D tai lip (Inter-assay precision): < 1.92%
Dat tiéu chuin ISO 13485 hodc twong dwong

Wiener lab

Argentina

160ml
(4x40ml)

650

Hép

50

HIGH DENSITY
LIPOPROTEIN
CHOLESTEROL (HDL-
0

A. Reagent A:

Cholesterol oxidase solution (< 3000 U/1)

Peoxydase (< 5000 U/l)

N-ethyl-N-(2-hydroxy-3 sulfopropyl)-3-toluidine disodium (TOOS) (< 1 mM)
B. Reagent B:

Detergent solution (< 2%)

Cholesterol esterase (< 3000 U/1)

4-aminoantipyrine (4-AAP) (< 1 mM)

Pat tidu chudn ISO 13485

Wiener lab

Argentina

72mL
(2x27ml +
2x9mL)

450

Hép

51

LDH-P

Tris 80 mM, pH 7,2

Pyruvate 1,6 mmol/l

NADH 0,2 mmol/l

Pat ticu chudn ISO 13485, CE

Wiener lab

Argentina

100ml (4x20
mL +
1x20ml)

52

IRON

A. Reagent A:

200 mM citric acid solution,

34 mM ascorbic acid,

100 mM thiourea and surfactant.
B. Reagent B:

ferene stabilized solution > 3 mM
Pat tiéu chudn ISO 13485

Wiener lab

Argentina

120ml
(1x100ml +
1x20ml)

24

53

PROTEIN TOTAL

13 mmol/l EDTA/Cu complex
875 mmol/l Sodium hydroxide and alkyl aryl polyether (AAP).

Pat tidu chuén ISO 13485

Wiener lab

Argentina

720 mL
(6x120mL)

20

Hop
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54

PROTEIN UL

A. Reagent A:

0.1 mmol/l Pyrogallol Red stabilized solution

0.1 mmol/l sodium molybdate

50 mmol/l succinate buffer.

S. Standard: 100 mg/dl (1.0 g/I) albumin solution.
Dat tiéu chudn ISO 13485

Wiener lab

Argentina

100ml

10

Hop

55

TRIGLYCERIDES

GK  >=500U/

GPO > 1500 U/

POD =900 U/

ATP 2 mol/l

4-AP 0.4 mmol/l

D¢ tai lap (Reproducibility): < 0.5%
Dat tiéu chuin ISO 13485

Wiener lab

Argentina

160ml
(4x40ml)

220

56

UREA-UV

A. Reagent A:

Good buffer 250 mmol/l

2-Oxoglutarate 7.5 mmol/l

Urease (Jack bean) > 5,000 U/I

GLDH (microbial) > 800 U/l

B. Reagent B:

NADH  0.28 mmol/l

D¢ tai ldp (Inter-assay precision): CV < 2.36%
Dat tidu chudn ISO 13485

Wiener lab

Argentina

500 ml
(4x100ml +
4x25ml)

170

Hop

57

URIC ACID

A. Reagent A:

UoD  >200U/

POD  >1000 U/l

4-AP  0.10 mmol/1

Potassium ferrocyanide 6 umol/l

B. Reagent B: sulfonic dichlorohydroxybenzene (SDH) in
phosphates buffer solution pH 7.4.

SDH 2.0 mmol/l

Dat tiéu chudn ISO 13485

Wiener lab

Argentina

500ml
(4x100ml +
1x100ml)

30

Hop

58

ZINC

Thuéc thir diing cho xét nghiém dinh lugng ZinC

Chema
Diagnostica SRL

125ml
(5x25ml)

10

59

PHOSPHO

Thanh phén:

+ UOD =100 U/l

+ POD > 600 U/l

+ 4-AP 0.10 mmol/l

+ Potassium ferrocyanide 6 umol/l

+ 3,5-dichlorohydroxybenzene sulfonic acid, sodium salt (DHS)
+ DHS 2.0 mmol/l

Dat tiéu chuén ISO 13485, CE

Wiener lab

Argentina

100 mL

20

60

Chét kiém chuén da gid
tri cho xét nghiém sinh
hoa

Chat kiém chuan da gi tri cho xét nghiém sinh héa

Mirc kiém sodt 1: 1o 5 ml déng nhét va huyét thanh déng khé véi ndng do binh thuong hogc binh thudng/bénh 1y ngudng
clia chit chuyén héa v enzym.

Mirc kiém soat 2: 1o 5 ml dong nhét va huyét thanh déng khé véi néng d6 bénh 1y hodic ngudng binh thudng/bénh 1y cha

céc chét chuyén héa va enzym

Wiener lab

Argentina

3x(1x5ml
Nivel 1 +
1x5ml Nivel
2)

100

Hop
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61 |Chéit hidu chudn sinh héa g;{f}té?xgg] O?Sgg t;c; 485 Wiener lab Argentina | 6ml (2x3ml) 30 ¢ Hép
Nhém 3: Héa chiit sir dung cho may xét nghiém dinh lwgng HbA1C Labonacheck Ale
« Thanh phin héa chét
Hoa chit R1
- Boronate derivative 0,04 mg
- Organic solvent 6,2 %
, oty . - Lysing agent 0,15 % Green cross
62 HiR g Stz H(’))s; chét R2 medical science | Han Quéc | 24 test/hgp 200 Hop
HbalC
- Detergent 0,5 % Crop
Cartridge
- B§ loc (sgi thuy tinh)
- Man lgc (Nylon)
- Miéng hiip thy (sgi thity tinh)
Nhém 4: Héa chit sir dung cho miy xét nghiém dién giai EasyLyte Plus
Sir dung dé dinh lugng ndng d6 Natri (Na +), Kali (K +) va Clorua (CI-) trong huyét thanh ngui, huyét trong, mAu toan
phén va nuéc tidu
Thanh phén:
Standard A Solution, 800mL: 140.0 mmol/L Na+; 4.0 mmol/L K+; 125.0 mmol/L; Cl- 125 mmol/L; Buffer; Preservative; Medi
63 | Hoéachitdiéngiai |Wetting Agent e My | 800ml/hop 200 Hép
Standard B Solution, 180mL: 35.0 mmol/L Na+; 16.0 mmol/L K+; 41.0 mmol/L Cl—; Buffer Preservative; Wetting Agent Corporation
Wash Solution, 80mL
0.1 mol/L. Ammonium bifluoride
Waste Container.
Dung dijch rira mdy, thanh phén gém: . 1 lo Rinse
64 | Dungdichriaméiy |- 1 lo Rinse 90 ml, HCI 0,1N; mudi Msdie My | 90ml+6lo 30 Hop
p : Corporation ;
- 6 chai pepsin Pepsin
< 5 sl . |Dung dich kiém chudn test Na, K, CI, Li, Ca, pH, gdm 2 mitc binh thudng va bat thuong Medica . .
13| Dungdishddim shun Gdm mudi, chit dém, albumin lon, chét bio quan. Corporation My 2liml 30 Hop
Nhém 5: Héa chit sir dung cho may xét nghi¢m nwéc ticu Misson U500
Duing cho cac may Mission U500, U120. Phuong phap do Biing céc may phén tich nuéc tiéu cing dong Mission, ¢6 budc
T séng 525 nm va 635 nm, ¢ thé doc bing mit. Do cac chi s6 : Leukocytes, Nitrite, Urobilinogen, Protein, pH, Blood, s Trung .
66 | Quethirnudetib |o e ity, Ketone, Bilirubin, Glucose, Ascorbic Acid (LEU/ NIT/ URO/ PRO/ pH/ BLO/ SG/ KET/ BIL/ GLU/ | ““CON Bioteeh | g, |100testibop| 100000, ) Test
ASC). Dang que. Han diing: 24 thang/ 3 théng sau khi m& ndp hop. Tiéu chuln: ISO 13485, CE, FDA
Nhém 6: Héa chit sir dung cho mdy xét nghiém khi miu RAPIDPoint 500
Siemens
ik « . |Cartridge do bao gdm cic cam bién, thudc thir, va cac thanh phin chét long cAn thiét dé phan tich miu bénh phim va hiéu Healthcare
g7 | Hodchatchaymiuco | o\ <o on he théng méy phan tich khi ma Diagnostics | "8 | 400 testhg 80 Ho
lactat 400 test 2 ¥ EMErp R g ubc Anh i « °p
Téi thiéu 400 test/hop Manufacturing q
Ltd
Siemens
Hoa chéit rira thai duge sir dung trén hé théng méay phan tich khi mau c6 chira thude rira dé 1am sach dudng din miu sau Healthcare
68 | Hodchtriathai |khi phan tich va higu chudn. Disgnostics | "8 | 4bigihip 70 Hop
Téi thidu 4 ba/hop Manufacturing | T°%° Anh .

Ltd
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Siemens
Ho# chéit kidm chuén tw Hc:)ft c]}ét kjém' chuél: ti dong chira vit li¢u kiém sodt chit lugng, cong véi cdc linh kién dién tir, co khi va chét long cin H.ealthca-re o 405ml/1 ¢
69 £l thiét dé phén tich mau QC Diagnostics Be AR bo/ho 26 Hép
whE Téi thiéu 405ml/hdp Manufacturing | 4 L ¢
Ltd
Nhé:n 7: H()g chiit sir dung cho miy xét nghi¢m déng miu DC.Analyzer
70 | Chat thir chan dodn PT o ) <o 1 Thromboplastin, extract of rabbit brain, PIPES buffer, sodium azide as a preservative MeDiaIVDsrl| ¥ Sx4ml 120 Hop
trong mau bénh nhén g
Héa chét xét nghiém  [R1: 5x4 ml (contact activator) (Reagent) : ; 5x4ml + "
71 dong mau APTT __ |R2: 1x20ml Calcium chlorice (Startger) i O 1x20ml - Elp
Hoa chit dinh lugng LABiTec Labor
72 F:b::mo.g’c 9 l.)fmg ;?huo‘ng Thanh phén hoat tinh: R1 Thrombin 100 NIH U/mL, R2: Imidazole Buffer, R3: kaolin Suspension. BlOMEdICfi] bire sxamiidsta 40 Hop
phdp gian tiep, sir dung Technologies ml+1x11ml
mdy tu dong GmbH
Hoé chét chuén kiém tra e . .
73 s i R1 Liophilized 10x1 ml MeDia IVD s.r.l Y ImL 150 Lo
mirc binh thudng e
Human plasma collected with Sodium Citrate < 0.4% as an anticoagulant
- 3 g A Hepes 0.6%
74 Hos c}{at ;Eua}? lf]em 5 Sodium hydroxide 0.08% MeDia IVD s.r.l Y 1mL 150 Lo
mue bat ton 7 ithium chloride 0.04%
Polibrene 0.001%
75 | Cuvettes may dong mau |Chét liéu nhwa y t&. Téi thidu 1.920 c4i/hép Diagﬁ;‘;‘f:s L | Anh | 6x10x32 cdi 20 Hop
. LABiTec Labor
2 ~ A . .
76 Chilﬁ 223;"% Sir dyng ¢ rira djnh ky kim hit Ti?},fiﬁ:;gs i 5x15 ml 40 Hop
GmbH
Nhém 8: Hoéa chit sir dung cho may xét nghi¢m dong miu CORS0
Dat tiéu chuén ISO 13485, hodc twrong duong
Hoa chét xét nghiém déng mau PT
- i Thanh phin Thromboplastin chiét xuét tir ndo thé déng khé va calcium chloride, b héa chét du dé thuc hién 200 xét
Hoéa chat xét nghiém i . 5 .
77 dong méu PT nghiém FT Wiener lab Argentina 10x4ml 240 Hép
Héa chat dong khd, tai hoa tan khi sir dung
b4 lap lai (Intra-assay precision): < 1.4%
Téng a6 13p lai (Total precision) < 3,2%
Pat tiéu chuin ISO 13485, hojc twong duong.
Hoa chét xét nghiém dong méau APTT
79 | HOa chét xét nghiém | Thanh phén héa chit A: Cephalin va Acid ellagic Wicnerlab | Argentina | 6x2,5ml 160 Hop

dong mau APTT

Thénh phin héa chét B: Calci chloride
B0 hoa chit A va B du dé thuc hién 150 xét nghi¢m APTT
D6 lip lai (Intra-assay precision): < 1.44%




- Potassium cyanide < 0,1 %

Hop >500 ml
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Dat tiéu chuin ISO 13485, hodc twong duong.
Hoéa cht xét nghiém dinh lugng Fibrinogen trong mau
Hoa chit déng khd, tai hoa tan khi sit dung
Hoa chét xét nghiém |Bao gdm héa chét chuin Calibrator 10x1ml +
79 | dinh lugng Fibrinogen |Thanh phin héa chét A: Thrombin 100 NIH Unit/ml Wiener lab Argentina | 2x60ml + 100 Hép
trong mau Thanh phin héa chit B: Imidazole 0.05M, pH7.3 Ix1ml Cal
Bo hoa chit A va B di dé thyc hién 100 xét nghi¢m Fibrinogen
b3 tai 1ap(Reproducibility): < 3,2%
D§ tuyén tinh > 600mg/dl
Héa chét kiém chuén cho
xét nghiém déng mau |Dat tiéu chun ISO 13485, hodc trong dwong ; ; .
80 | thudng quy va cdc xét |FHéa ohit kifm chuin cho xét nghiém dong méu thudng quy & d4i binh thudng Wigieriah | Agpitiog|  Zklol n Hop
nghiém dic biét
Hoéa chit kiém chuin cho )
x€t nghi¢m dong mau |Dat tiéu chuin ISO 13485, hodc trong dwong . ; 5
# thudng quy va cic xét |Hoa chit kiém chudn cho xét nghiém déng mau thudng quy & dai gid trj bénh 1y Wiener It Aogsmking s 70 Hop
nghiém dic biét
- z " Rayto Life and
82 Cuvettes E:;t:;n‘:h:hal?alfrgn] 3:5(% ;.0 a;‘tl.;ong duci‘ng dint Analytical Argentina | 1000 cai/hdp 90 ’ Hép
ki e i e i Sciences Co.,Ltd
Dat tidu chuan ISO 13485, hodc trong duong.
83 Dung dich ira mdy | Dung dich rira sir dung tirong thich v6i may xét nghiém déng mau COR 50 Wiener lab Argentina |  6x30ml 120 Hép
Thanh phin HCIO 1%
Nhém 9: Héa chiit sir dung cho may xét nghiém huyét hoc Mindray BC3000 Plus
Dung dich rira manh diing trong qué trinh bao duong may va rira trong hé thong.
Thanh phén:
84 | Hoa chét rira dam dic [Sodium hypochlorite < 4,0 % SFRI SAS Phap Hép 50ml 480 Hép
b PH: 12.50 £ 0.50
Hop =50 ml
Dung dich pha lodng diing cho méy phén tich huyét hoc . Pat tiéu chuén chit lugng 1S013485
Thanh phin:
85 Hoéa chit pha lodng |- Organic buffer < 0,5 % SFRI SAS Phap Hop 20L 200 Hép
- Sodium salts < 2,0 %
Hop =20 lit
Dung djch rira thudmg quy ding cho mdy xét nghiém huyét hoc.
Thanh phin c6:
H 0,
86 | Hoéa chét rira thuomg |~ g;g?i: :;gei ; 00;2 - SFRI SAS Phip | Hop5lit 100 Hop
- Preservative < 0.05%
Hop > 05 lit
Dung dich pha v té bao héng ciu, do HGB trong xét nghiém huyét hoc . Dat tiéu chudn chét lugng ISO13485.
Thanh Phén c6:
87 |Hoéa chit ly giai hdng cAu|- Ammonium oxalate < 3,0 % SFRI SAS Phap Hop 0,5L 120 Hop

Nhém 10: Nhém hoa chit cho may huyét hoe Mindray BC1800
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Thanh phén:
Sodium Chloride: 3.0-5.5g/L
Sodium Sulfate Anhydrous: 7.5-11.5g/L Trun
88 Dung dich pha loing |Buffering Agents: 1.0-3.0g/L Mindray Qué E 20 Lit/thing 60 Hop
Anti-fungal and Anti-bacterial Agents: 0.8-2.5g/L
Hop = 20 lit
Chirng nhin: ISO, CE
Thanh phén:
Quarternary Ammonium Salts: <50g/L
s ~_ ... |Nonion Surfactant: <l15g/L
Dung d : ;
89 ““gh gih Egﬂ“ Bl N1sopropanol: 0.1-1.5ml/L Mindray g&zf 500 mL/chai 40 Chai
- Ethanol: <1.5ml/L
Chai > 500 mL
Chimng nhin: ISO, CE
Thanh phin:
Sodium Sulfate Anhydrous: 3.0-5.5g/L
Sodium Chloride: 7.5-11.5g/L Trun
90 Dung dich rira Anti-fungal and Anti-bacterial Agents: 1.0-3.0g/L. Mindray Qué & 120 Lit/thing 20 Hop
Polyoxyethylene Ester: 0.3-1.5g/L. ¢
Hop = 20 lit
Chimg nhan: ISO, CE
£ a X £ La mot loai ngi kiém 3 level sir dung dé gidm sét cho mdy xét nghiém Huyét Hoc Mindray BC-5100, 5100 Vet, 3000 Plus,
g, | Chsnde I;‘fn“lf‘r:“y‘" h9¢ 13200, 2900, 1800, 3000 CT, 2800, 2800 Vet, 2600, 2600 vet, 2300, 2100, 3600, 3300; Horiba ABX; Teco Hemaxa-1000. ?&D Systcins, My 3x3ml/bd 48 Bb
CBC-3D® hoat ddng 6n dinh 105 ngay khi déng nip va 14 ngay sau khi mé nip i
Nhém 11: Hod chit dinh nhém mau
Thudc thir xét nghiém
dinh tinh hoa hgp £ ; , ; T S 5y _— gkl % - Spectrum )
92 g , ! a - - : .
nghién phip Coombs vi Huyét thanh chén doén Spectrum Anti-Human Globulin d& phét hién in- vitro ctia 16p phu khang thé & hong cau ngudi Dingiacs Ai Céap 10mV/lp 100 Lo
khang nguyén Du
; Khéng thé thujc phan nhém IgM. Thubc thir ctia xét nghiém chira khang thé don dong cta cdc dong té bao Anti-A: dong | Sifin Diagnostics ;
L
& - v tinh sifin A-11HS. ISO-13485 GmbH Pl i 0 .
; Khéng thé thuc phan nhém IgM. Thuée thir ciia xét nghiém chira khang thé don dong cua cdc dong t€ bao Anti-B: dong | Sifin Diagnostics .
4
i g v tinh sifin B-6F9. ISO-13485 GmbH e ki o Le
. Khéng thé thudc phin nhém IgM. Thude thir ctia xét nghiém chira khang thé don dong ciia cic dong té bio Anti-AB: dong | Sifin Diagnostics 5
95 L
Aot v6 tinh sifin A-SE10 vi dong vo tinh sifin B-2D7. ISO-13485 GmbH g 10mV/lo g 4
96 Anti D (IgM+1gG)  |Khéng thé don dong c6 dn xuit tir té bao dong lai (CCS) Anti-D BS225 1,0ml. ISO-13485 Dﬁg;::t‘izs Ai Cép 10ml/lo 30 Lo
Nhém 12: Sinh pham y té
Kit thir nhanh pht hién Phat hién va phén biét cic khang thé (IgG, IgM, IgA) dic hiéu véi virus HIV-1 gdm type phy O va HIV-2 trong mau huyet Abbott
or | i thé Widng viiis thanh, huyét tuong va mau toan phan bj nhay 100%, jo5i] dﬁc hleu 99.8%. Khong c6 phan mg chéo vai cac rnau thim Di tics Korea| Han Quéc 30000 Test
gl—]IV 1 &Zg tédch mau, mAu rdi loan ddéng mau, miu chira yéu td dang thip, miu dwong tinh voi khing thé khang HCV va miu méu phy lagn();
nir mang thai. ne.
0,
Kit thit nhanh phét hién Phat hién dinh tinh khang nguyén HBsAg trong miu huyet thanh, huyét twong ngudi. P nhay: 96,2-100%, B§ dic h1¢u Abbott
98 [$hike neuven vite 7t 97,9-100%. Khéng cin dung dich dém (lo Buffer). Cac méu ly gla: méu, miu m& mau, vang da khéng anh hudng dén két Diagnostics Korea| Han Quéc 36000 Test
& gug);n B qua xét nghiém. Khéng c6 phan (g chéo véi cic méu chira yeu t6 dang thip, chira khang thé khing HCV, khéng thé s T

khang HIV va phu nit mang thai.
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- b6 nhay 98,9%; D¢ dic hiéu 100%, d§ chinh xéc 100%. C6 sin éng mao din 20pl trong mdi hop. Dat tiéu chuin CE,
Test nhanh phét hién gidi han phat hién ctia Genotype 1a £:‘a 7.54(8/CO0), clia Genotype 2b la 1.38(S/CO), ctia Genotyp 3a la 1.53(S/CO). _
929 qi.7 Khéng bj anh huéng bdi cic hop chit trong miu nhu Ribavirin, Caffein, Ethanol, WB ciia PNMT,...Khdng phén img chéo | SD Biosensor | Han Quéc 30000 Test
khiang thé vimganC | . ° . . R . et
vdi cde vi sinh vit: Viém gan A, B, Influenza A/B, Dengue, Rotavirus, Syphillis,... 7
Thanh phén: Khéng nguyén HCV NS3/NS4/NS5/15i téi t& hop, khing thé don dong khang IgY g
100 Rt t,h u nhan11 phivhitn Phat hién khing nguyén virus Dengue NS1 trong miu huyét thanh, huyét trong va méu todn phin ngudi. Standard . £
khang nguyén (NS1) [ g . " Han Qudc 2000 Test
: D¢ nhay tuong quan > 92,4 %, Dj dic hiéu trong quan> 98,4%. Diagnostics, Inc.
virus Dengue
Kit thir nhanh pht hién | Xégt nghiém phétﬂhif_”:n khéng tPé IgG/IgM' khang De:lgue
101 | “Ehiing thé biing virus. | Ma:u pham: Huyét thz:nh, huyﬂet twong, mau toan phan. ‘ Stzmdlard Han Quéc 1500 Test
Dengue - Do nhay 2?9 % ; D§ dic hiéu > 96.8 % Diagnostics, Inc.
Dat ti€u chuin ISO 13485:2016
it Mo athanh phoit bign Phat hién dinh tinh va phan biét khdng nguyén virus ciim type A vi cim type B trye tiép tir miu tim béng dich mii/ty hiu Standard £
102 [khing nguyénviritcim| _ 5 A * . . Han Quoc 4000 Test
A/B hodc mau dich hit ty hau Diagnostics, Inc.
Test nhanh phét hi¢n |- P9 nhay > 99,3%, d§ dic hiéu >>99.1% Abbott
103 khéng thé khang Khéng phén tmg chéo v6i Dengue IgG/IgM, Chikungunya IgG/IgM, Zika IgG/IgM, ... Khong xay ra tirong tic véi cdc hop | Diagnostics Korea| Han Québc 1000 Test
Treponema pallidum  [chét: EDTA, Heparin, Natri citrat, Hemoglobin, Albumin ngudi, ... Inc.
Panel thir phat hién (L xét nghiém mién djch canh tranh, nhanh chéng, dinh tinh phat hién céc chit giy nghién v/ hoiic cdc chét chuyén hoa InTec
104 | MDMA/MET/OPI/THC |ciia ching trong nudc tiéu ngudi. PRODUCTS, | 1rung 20000 Test
trong nuéc tidu |- Ngudng phat hién (cut-off), MDMA: 500 ng/ml ; MET: 500 ng/ml ; OPIATES Morphin): 300 ng/ml ; THC: 50 ng/ml INC. Qi
’ a - v a A - -a - A ’ > YT S A . r
s Kit phat hién djnh tinh g::gg :,:: é};htaité :'u:n thai sém dung dé thir nghi¢m nhanh, phat hi¢n sy c6 mit ctia hormone ndi tiét to thai nghén (HCG) c6 Koshl?iohPrivate C{)ng hf‘)a oo et
oo Test thir : Khéng thé don dong khing hCG-o, Khéng thé don dong khéng hCG-B Licaites AnEH
D6 nhay: thude thir duge thiét ké dé ngung két véi sy ¢6 mit cla céc mirc do
106 Hoa chit xét nghiém RF |RF cao hon 20 [U/ml. Quimica Clinica | Tdy Ban 500 Test
Latex Tinh dic hiéu: thudc thir ngung két chi khi cé mit céc yéu t6 dang thip. Aplicada,S.A Nha
Khéng c6 hién tuong prozone dbi véi chit chudn do < 1129 TU/ml.
D6 nhay: thudc thir duge thiét ké dé ngung két véi sir cé mit ciia cac mire dé anti-SLO cao hon 200 £ 50 Ul/ml.
107 Héa chit xét nghiém AS |Dé de':c higu: sy trong quan ctia két qua véi phuong phép chudn d(“: ctia Rantz va Randall 13 100% déi véi cdc chét chudn | Quimica Clinica | Ty Ban 500 Test
Latex d6 thap hon 166 IU/ml hogc cao hom 250 TU/ml. Titters giita cac cap d nay c6 thé cho két qua déng ngd. Aplicada,S.A Nha
Khéng ¢6 hién twgng prozone dbi véi hidu gid < 1100 IU/ml.
Dé nhay 100% , d5 dic hidu > 99,75%, Cho két qué nhanh trong vong 15 phiit, D3 6n dinh ciia két qua xét nghiém t&i 60
phiit .khong cin sir dung thém bét ky dung dich dich dém(chase) cho miu méu huyét thanh, huyét twong , Nha mdy sin
xudit dat tiéu chudn chau Au EN ISO 13485.
Xét nghiém invitro phdt |- Him luong chinh: Antibody Anti HIV-1, Antibody Anti HIV-2, Antigen (pGO9-CKS/XL-1) HIV-1 Group O, Antigen Abbott
108 | hién khang thé khéng |(pGO1 1-CKS/XL-1) HIV-1 Group O,Antigen (PjC100)HIV-2, Antigen (pOM10/PV361) HIV-1, Antigen (pTB319/XL- Diagnostics Nhat Ban 200 Test
HIV-1/HIV-2 & ngudi |1)HIV-1, HIV-1 Peptide Antigen, HIV-2 peptide Antigen. Medical Co., Ltd 4
Sinh phim nim trong Khuyén cdo Phuong céch xét nghiém chin doan HIV Quéc gi4 cdng bd bai Vién vé sinh dich &
Trung Uong
Ching chi xét nghiém : WHO PQ
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Kit thir nhanh phét hién
khéng thé khéng virus
HIV 1&2

Dinh tinh phét hién sy c6 mit ctia khang thé khéng HIV-1 va HIV-2 trong mau toan phén, huyét thanh hoiic huyét trong
clia ngudi nhdm myc dich chén doan 18y nhiém HIV

- Tiéu chuéin ISO13485:2016

- Méu phém: Huyét thanh, huyét twong, mdu toan phin

- D§ nhay: 99.47% ; B$ dic higu: 99.87%

- Thanh phén Kit thir: Céng hop vang HIV-Ag tdi t& hop.

- Vach két qua Anti-human IgG-Fe Mcab.

- Nim trong khuyén cdo xét nghiém chén dodn HIV quéc gia bd sung 2020 ciia vién VSDTTW

InTec
PRODUCTS,
INC.

Trung
Quéc

200

Test
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Test thir phat hi¢n nhanh
HBeAg

Phit hi¢n HBeAb trong méu toan phén, huyét thanh, huyét trong

Dat tiéu chudn ISO13485:2016,

- B§ nhay 95.6%

- B§ dic higu 99.3%

- Méu phim: Huyét thanh, huyét twrong, méu toan phén

- Thanh phén kit thir: Viing cong hop: Khéng thé don dong khéng HBe (0,16 ng); Vach két qua: Khéng thé don dong
khéng HBe (0,2 jig); Vach chimg: Khang thé da dong dé khéng chudt (0,88 pg).

InTec
PRODUCTS,
INC.

Trung
Quéc

500

Test

Nhém 13: Héa chit sir dung cho mdiy xét nghiém PCR

111

binh lugng HBV

- K¥ thuét: Real-time PCR

- Phuong phép phén tich: Pinh tinh va dinh lugng

- Trinh ty dich: Trinh ty DNA bao thi & khung doc mé X (ORFx)

- D§ diic hi€u phén tich: HBV genotype A - H, HBV dot bién tién 15i (am tinh véi HBeAg), 100%
- D nhay phén tich (Giéi han phét hién LoD): chi tir 13.9 IU/ml véi xdc xuét 95%

- Kiém sodt téch chit/ trc ché:

Kiém soét trc ché PCR va kiém soat higu suit tich chiét ADN (ISEX)

- Méu diu vao: Huyét trong, huyét thanh

- Kénh mau yéu cdu: FAM, HEX

- Chirng nhén: CE IVD

GeneProof

Cong hoa
Séc

100 test/hdp

30

Hép

112

Kit tach chiét RNA/DNA
Virus

- Téch RNA/DNA Virus tir nhicu logi mau bénh phim khéc nhau: huyét twong, huyét thanh, dich co the, dich phét,. ..
- Thanh phén: VL, VW-1, VW-2 (Bottle), RNase free water, Proteinase K, Capsule Column.

- Khéng yéu ciu carrier RNA trong qué trinh tich

-LaTTBYT loai A

- Ung dyng: Quantitative PCR (gqPCR, gRT-PCR), Pathogen detection, Poly-A selection, cDNA synthesis, Microarray,
Northern blotting.

Biofact

Han Quéc

100 Test/Hop

30

TONG: 112 KHOAN




