TRUONG PAI HQOC Y HA NOI CONG HOA XA HQI CHU NGHIA VIET NAM

BENH VIEN DAI HQC Y HA NOI DPic 14p - Tw do - Hanh phiic
S6::t) |/TB- BVPHYHN " Ha Ngi, ngay - thdng § ndm 2025
THONG BAO

V@ viéc yéu cau bdo gia hang ho4, dich vu phuc vu cdng tic

kham chira bénh ciia Bénh vién Dai hoc Y Ha Noi

Kinh giti: C4c hang san xuét, nha cung cép tal Viét Nam

Bénh vién Dai hoc Y Ha N§i c6 nhu cau tiép nhan bio gia d& tham khéo, x4y
dung gid goi thau, 1dm co s¢ & chirc Iya chon nha thiu cho g6i thAu mua sim cac
mit hang chi tiét nhu Phuy luc 3 kém theo.

L. Théng tin cia don vj yéu cau bdo gia

1. Don vi yéu ciu bao gia: Bénh vién DPai hoc Y Ha Nbi

2. Thong tin lién hé ctia ngudi chiu trach nhiém tiép nhan bao gia:

Ba Pham Thanh Huong, Chuyén vién Phong Vit tu thiét bi- Quan tri, Phong
511, toa nha A2, Bénh vién Pai hoc Y Ha Noi. SDT: 0983.402.960.

3. Cach thirc tiép nhan béo gia:

Nhén tryc tiép tai dia chi: Phong VAt tu thiét bj - Quan tri, Phong 511, toa nha
A2, Bénh vién DPai hoc Y Ha Noi

4. Thoi han tiép nhan bao gia: Tix 08h00 ngay /¢ thang | nim 2025 dén
~ truée 17h00 ngay 23 théng ¥ nim 2025.

Céc bao gid nhan duoc sau thoi diém néu trén s& khong dugc xem xét.

5. Thoi han ¢6 higu luc ctia bao gid: Toi thiéu 180 ngay, ké tirngay /Y thang
nam 2025.

II. N§i dung yéu ciu bio gi4:

1. Danh muyc hang hoa: Chi tiét trong Bang mb ta c4c tinh ning, yéu ciu k§

thuat co ban cta cac thiét bi y té tai Phu Iuc 03 kém theo.



2. Pia diém cung cép, lép dat; cac yéu ciu vé van chuyén, cung cép, lép dat,
bao quan thiét bi y té:

- Giao hang hoa tai Bénh vién Pai hoc Y Ha N6i, moi chi phi van chuyén do
nha cung cip chiu.

- Hang héa trong qua trinh van chuyén phai thyc hién theo quy dinh cta nha
san xuat.

- Dia diém nhan hang: Ting 5 nha A2 - Bénh vién Pai hoc Y HA N6, s6 1 Tén
Thit Tung, Péng Da, Ha Nbi.

3. Thoi gian giao hang du kién: Giao hang trong vong 15 ngay ké tir ngdy nhan
duoc thong bao dat hang ctia Bénh vién.

4. Dy kién vé céac diéu khoan tam tmg, thanh toén hop déng:

- Gi4 tri thanh to4n: bang sb luong thuc té nha thiu d3 thuc hién nhan véi don
gi4 ¢b dinh trong hop déng hodc phu luc hop ddng (néu co).

- Phuong thitc thanh toan: chuyén khoan trong vong 90 ngay tinh tir ngay cudi
cung cua thang xuét héa don sau khi Bén A nhan duoc hoa don chung tur hop 1€, hop
phap.

5. Thoi gian thue hién hop dong: 24 thing ké tir ngay ky

6. Cac thong tin khac (néu co).

- Kinh d& nghi céc cong ty, cdc nha cung cip nghién ctu k¥ céc yéu cdu va
lam theo huéng dan @3 néu tai cac Phu luc dinh kém théng bao nay.

- Luu y: Dé danh gia dap tmg vé k¥ thuat cta hang hoa do cong ty chao gié so
v6i yéu cau ctia Bénh vién, dé nghi Cong ty thuc hién ddy du cac yéu cau néu tai cac
phu luc dinh kém théng bao. Cac bao gia khong cung cép diy du théng tin theo yéu
ciu tai phu luc cua thong béo thi Bénh vién s& khong c6 di cin ctr dé tong hop, xem
xét.

-Puogc chio gia 1 hodc nhidu muc hang trong danh muc moi chio gia theo kha
ning cung cap cia cong ty.

- D& nghi cac cong ty thuc hién 14y (c4c) file mau, thuc hién lap béo gid qua

hé théng hd tro tai dia chi:

757 0 oo\



https://sites.google.com/view/hmuh-vttbgt/qu%E1%BA%A3n-1%C3%BD-ch%C3%A00-21%C3%A1-v8
hoic quét ma QR phia dudi dé truy cép.

Tai khoan truy cap guest@]123 mat khau 121212.

Trén trong cam en./.
ong i
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Noi nhin:
- Nhur trén;
- Luu: VT, VITB-QT.

Nguyén Thanh Binh
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PHU LUC 01
Céc yéu cu chung vé 1ip bio gia

(Kem theo Thong bdo sé 2131 /TB-BVPHYHN ngay Y thing Y ndm 2025)

Chi tiéu Danh gia dap tng ky

STT Thong tin
thuit ciia Bao gia

Céng ty phai 1ap bang dép tmg | C6 bang dép ting voi day | Dép tng
tinh ning chi tiét ciia hing héa | du thong tin yéu ciu
va may muon do Cong ty chao
so vOi yéu cdu ctia Bénh vién
nhu MAu 1. 2 tai Phu luc 02

Khéng c6 bang dap tng | Khéng dap tmg
hodc bang dép tng khong
c6 ddy du thong tin

- Bénh vién danh gia gia mirc 6 dap Gng k¥ thuat cia hang hoa va may muon cong ty chao
dua trén co s¢ Bang ké khai thong sé k¥ thuit - do céng ty tw ké khai — tu chiu trach nhiém
trude phéap luat vé tinh chinh x4c ctia cc ndi dung do cong ty tu ké khai. Truong hop cén thiét
Bénh vién s& yéu ciu 1am 16, cong ty phai cung cép tai lidu dé chiing minh.

- Yéu cu k¥ thudt néu trong Phu lyc 03 14 cic thong sb yéu ciu tham khio co ban dé Bénh
vién xay dung du toan mua sdm. Cong ty cé thé chio loai hang hoa twong duong hoic tét hon.

- Truong hop hang hoa cong ty chao khong dip ving diy di cic yéu ciu vé Tinh ning,
théng s6 k¥ thuit va/hoiic Chitng nhén chit lrgng, Bénh vién dé nghi cong ty vin thuc
hién chao gid va ghi chi 13 cc tiéu chi khong d4p ing. Bénh vién s& xem xét tong thé céc tiéu
chi va gi chao cta cong ty. Néu (c4c) tidu chi khéng d4p tmg khéng anh hudng qua nhiéu dén
tinh ning, céng dung, chét lugng ctia hang héa, Bénh vién s& chp thuin béo gi4 clia cong ty
va diéu chinh tidu chi yéu ciu tuong tmg dé phu hop véi thuc té hang hoa trén thi truéng nhung
van dam bao yéu ciu chuyén mén va hidu qué diéu trj cho bénh nhan.

- Pé dam bao tinh ddng bd, d& nghi cong ty chao gia day du cdc danh muc hing hoa trong
1 phan.

- Céng ty cung cip kém theo Béo gia (cac) két qua tring thiu gin nhit trong vong 360
ngay (néu c6) cua (cac) thiét bi y té twong tu da chio gia cho Bénh vién.

- Trudng hop cong ty c6 nhidu thiét bi, nhiéu model cting dap g véi nhidu mirc gia khic
nhau thi cong ty 1am cho mdi thiét bj, m3i model mét bang dap tmg k¥ thuat, bdo gid mdi model

riéng biét.




PHU LUC 02

Miu 1: Bing dap tng k¥ thuit hang héa

(Kém theo Théng bdo sé 21 | /TB-BVDHYHN ngay / I thing {  ndm 2025)

BANG PAP UNG KY THUAT HANG HOA CHAO GIA

Yéu cau moi chao gia

(Chi tiét tai Phu luc 03)

Tén

phan

Tinh
STT STTTB | Tén
ning,
theo | moichao | hang )
. théng so
phan gia héa
ky thuit

Théng sb k§

thuit chao gia

Cic diém khéong
dat kém thuyét

minh

Neéu cac thong
s6 ki thuat coa
hang héa
tuong Gng voi
cac tinh nang
ky thuit yéu

cau

- Néu 10 cac thong
s6 khong dép ting
ctia hang hoéa (néu
c6) kém theo thuyét
minh/ 1y giai

- Trudng hop co
cong nghé/ giai
phap k¥ thuat twong
duong hoic tét hon
nhung van dép tng
yéu ciu chuyén mén
dé nghi thuyét minh

cu thé




MaAu 2: Bang dap &ng k¥ thuat ciia Miy mwon

BANG PAP UNG KY THUAT MAY MUQN

Yéu ciu moi chao gia
(Chi tiét tai Phy luc 04)

Théng s6 ky thuét chao gia*

Tén may - Tén may:
- Model/tén thwong mai/ky ma hiéu:
- Hang san xuit:
- Xuft xir:
STTTB | Théongsé | Twdinh Chi tiét thong s6 ky thudt | Tai liéu tham
moi chao | k¥ thuat gia chao gia chiéu (néu c6)
gia moi chao
gia
Pap tng/ |- Néu dap Gng: néu chinh xac | Cong ty chi ré
Khong théng s6 c6 trong tai liéu k¥ tiéu chi ky
dap rng thuat ctia hang hoa thudt dwoe

- Néu 15 céc théng sb khong
dap ting ctia hang hoa (néu co)
kém theo thuyét minh/ Iy giai

- Trudng hgp c6 cdng nghé/
giai phap k¥ thuat tuong duong
hoic tét hon nhung van dap
{ing yéu ciu chuyén mén dé
nghi thuyét minh cu thé

tham chiéu tir
muc nao, trang
nao, thudc tai
liéu cong ty
cung cdp kém
theo bdo gid dé
Bénh vién dé
dang tiép cdn
duwgc thong tin
can thiét
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PHU LUC 03
Bing mo ta cac tinh ning, yéu ciu ki thuit co ban clia cdc hoa chét theo may

(Kém theo Théng bdo s6 9% /TB-BVDHYHN ngay /3 thdng § ndm 2025)



STT | STT Tén hang héa Tinh ning, thong s6 ky thuit Don vi| 86 lwgng |Chitng nhin| My muen chay
theo moi tinh |24 thing héa chét (néu cb)
phin |chao gid
P1.1 1 |Hoa chit xét nghiém  |Héa chét xét nghiém do tai luong virus HBV| Test 25.152| 1SO 13485 |May xét nghiém sinh
do tai lugng virus 6 chira thudc thir khuéch dai dong khﬁ‘vé hoc phén tir tw déng
HBV thudc thir hoat héa dang 1éng da chia ligu. hoan toan s6 1
P1.2 > |Hoa chat mau chimg | Héa chét méu chimg cho xét nghi¢m do tai ml 824| ISO 13485 |May xét nghiém sinh
cho xét nghiém do tai |lugng virus HBYV gom chimg dm v ching hoc phan tir tr dong
lrong virus HBV duong. hoan toan s6 1
P13 3 Héa chit mAu chudn  |Hoa chét mAu chufin cho xét nghiém do tai ml 80| 1SO 13485 |Méy xét nghiém sinh
cho xét nghiém do tai |lugng virus HBV, chita HBV DNA plasmid hoc phan tir tw déng
lwgng virus HBV dang mach thing khong giy nhlcm trong hoén toan sb 1
dung dich dém véi DNA truyen ti.
P1.4 4 Hoa chit xét nghiém  |Hoéa chit xét nghlem do tai luong virus Test 1.920| SO 13485 |M4y xét nghi¢m sinh
do tai lwong virus CMV c6 chira thubc thit khuéch dai dong hoc phén tir tir dong
CMV kho va thuéc thir hoat héa dang long da chia hoan toan s6 1
lieu. ‘
PLS 5 |Hba cht mau ching  |Héa chét mau ching cho xét nghiém do tai | ml 756| 1SO 13485 |May xét nghiém sinh
cho xét nghiém do tdi |luong virus CMV gbm chirng 4m va chiing hoc phén tir tir ddng
lugng virus CMV duong. hodn toan s 1
P1.6 6 Hoba chit miu chudn  |Hoéa chét miu chudn cho xét nghiém do tai ml 56| 1SO 13485 |M4y xét nghiém sinh
cho xét nghiém do tai |luong virus CMV, chira CMV DNA plasmid hoc phéan tir tw dong
lwong virus CMV dang mach thing khong ghy nhlem trong hon toan s6 1
dung dich dém véi DNA truyén tai.
P1.7 7 Hoa chit xét nghiém  |Hoéa chét xét nghiém do tai lugng virus HCV| Test 4724| 1SO 13485 |M4y xét nghiém sinh
do tai lugng virus ¢6 chita thudc thir khuéch dai déng kho va hoc phén tir ty dong
HCV thubc thir hoat héa dang 1éng di chia ligu hoin toan s6 1
P1.8 8 |H6a chAt miu chimg |Hoa chdt mau chimg cho xét nghiém do tai ml 360| 1SO 13485 |Miéy xét nghigm sinh
cho xét nghiém do tai |lugng virus HCV gom chimg 4m vi chimg hoc phén tir tir dong
lugng virus HCV dwong. hoén toan sb 1
P1.9 0 |Hoa chat mhu chudn  |Hoa chét mau chuin cho xét nghiém do tai ml 04| 1SO 13485 |Miy xét nghiém sinh
cho xét nghiém do tai |lugng virus HCV, chira Armored RNA hoc phén tir ty dong
lwgng virus HCV khéng gdy nhim voi chudi HCV trong hoén toan s6 1
huyét tuong ngudi dm tinh da loai bo fibrin
P1.10 10  |Hoéa chit xétnghigm |Hoa chét xét nghiém do tai lugng virus EBV Test 1.920| ISO 13485 |May xét nghiém sinh
do tai wong virus EBV |c6 chira thude thir khuéch dai dong khé va hoc phan tir tw ddng
thude thit hoat héa dang long dé chia lidu. hoan toan 0 1
P1.11 11 Hoéa chit miu chimg  |Hoa chat miu chimg cho xét nghiém do tai ml 756| 1SO 13485 |Miéy xét nghiém sinh
xét nghiém do tai lwong virus EBV gom chimg &m va chimg hoc phén tir tr dong
lugng virus EBV dwong. hoén toan sb 1
P1.12 12 |Hoa chit miu chudn |Héa chit mau chudn xét nghiém do tai lvgng [ ml 56| 1SO 13485 |May xét nghiém sinh
xét nghiém do tai virus EBV, chira DNA EBV plasmid dang hoc phén tir tyr dong
lwgng virus EBV mach thing khong gy n]nem trong dung ho#n todn s6 1
dich dém v6i DNA truyén tai.
P1.13 13 |Héachét xétnghiém |Hoéa chét xét nghiém dinh tinh DNA cia Test 16.864| 1SO 13485 |May xét nghiém sinh
dinh tinh DNA ctia virus HPV nguy co cao, c6 chira thubc thir hoc phén tLr tu dong
virus HPV nguy co cao khuéch dai dong kho va thubc thir hoat hoa hoan toan s& 1
dang léng d chia liéu.
P1.14 14 |Hoa chit miu chimg  |Hoa chét mAu chiing cho xét nghiém dinh ml 404| ISO 13485 |Méy xét nghiém sinh
cho xét nghiém dinh  |tinh DNA chia virus HPV nguy co cao gom hoc phén tir ty dong
tinh DNA. ctia virus chimg 4m va chimg duong. hoén todn so 1
HPV nguy co cao
P1.15 15 |Héa chétxétnghiém |Hoa chét xét nghiém nhim tring dudng Test 5.760| 1SO 13485 |Méy xét nghiém sinh
nhiém tring duéng sinh duc (STI) c6 chira thuc thir khuéch dai hoc phin fir tu dong
sinh duc STI déng khé va thudc thir hoat hoa dang 1ong hoan toan s6 1
da chia liéu.
P1.16 16 |Hoa chat mau ching  |Héa chit méu chimg cho xét nghiém phiém | ml 316| 1SO 13485 |Méy xét nghigm sinh
cho xét nghiém nhigm |tring dudng sinh duc STI gbm chimg am va hoc phin tutu dong
tring dudng sinh dyc  |chimg duong. hoén todn s6 1
STI
P1.17 17 |Bdhoa chit tach chiét |Bo tach chiét DNA hoiic RNA tir mAu HPV, | ml 6.000] 1SO 13485 |Méy xét nghiém sinh
mau HPV va STI STI, Thinh phén chira cic vi hat tir tinh va hoc phén tir tir d6ng
dém tach rira dang long. hoén toan s6 1

Tyl




Tén STT STT Tén hang héa Tinh niing, thong s0 ky thudt Pon vi|S6 lwgng | Chimg nhian| M4y mugn chay
phin | theo moi tinh |24 thing héa chét (néu cd)
phin |chio gid

P1.18 18 |Bé hoa chét tach chiét B tich chiét DNA hoic RNA tir miu HBV, [ ml 5.152] 180 13485 |May xét nghiém sinh
méu HBV va HCV HCV. Thanh phn chira cée vi hat tir tinh va hoc phén tir tu ddng

dém tach rira dang long. hodn toan s6 1

P1.19 19 |Dung dich ly gidi méu |Dung dichly giai miu xét nghiém. Thanh ml 1SO 13485 |Maéy xét nghiém sinh

xét nghiém ph?m chiza: Nuée voi Pém Tris, GITC, va hoc phén tir ty dong
Tween 20. hoan toan s 1

P1.20 20 |Dung dich pha lodng |Dung dich pha lodng méu xét nghiém. ml 1SO 13485 |May xét nghiém sinh

mau xét nghiém Thanh phén chira: Nuéc ding trong sinh hoc hoc phén tir tu déng
phin tir va ProClin. hoan toan sb 1

P1.21 21 |Dung dich chéng bay |Dung dich chéing bay hoi méu xét nghiém. ml 1SO 13485 |Méy xét nghiém sinh

hoi miu xét nghiém [ Thanh phin chira dau khoéng. hoc phén tir tir dong
hoan toan s6 1

P1.22 22 |Chn tuyét di danh cho|Cdn tuyét b1 danh cho sinh hoc phén ti. Lit ISO 13485 |May xét nghiém sinh

sinh hoc phén tir hoc phin tir tw déng
hoan todn sb 1

P1.23 23 |Dau tip SOuL chuyén |Déu tip thé tich hit 50 uL, biing nhya Céi SO 13485 |May xét nghiém sinh
dung cho may xét Polypropylene - PP hodc turong duong. hoc phén tir tyr dng
nghiém PCR tu déng hoan toan s 1

P1.24 24  |Phu tip 1000pL Diu tip thé tich hit 1000 uL, bing nhua Céi ISO 13485 |May xét nghiém sinh
chuyén dung cho miy Polypropylene - PP hofic tuong duong. hoc phén tir tu dong
xét nghiém PCR tu hoan toan s6 1
dong

P1.25 25 |Khay phantmgtich [Khay bing nhya sir dung mot 14n c6 chira Cii I1SO 13485 |May xét nghiém sinh
hop chuyén dung cho  |céc thanh phan cin thiét 4é ding trong qué hoc phan tir tw dong
méy xét nghiém PCR trinh chiét xudt méu va quy trinh PCR. hoan toén s6 1
tu ddng

P1.26 26  |Bd lay/van chuyén B§ gdm: Ong vin chuyén ding nép co thé Bo 1SO 13485 |Miy xét nghiém sinh
méu nude tidy, dich  |xuyén qua chira tbi thidu 1,2 ml dém vin hoc phén tir tw dong
phét cb tir cung, Am chuyén méau (guanidine thiocyanate trong hoan toan b 1
dao cho xét nghiém dém Tris), mdt que swab 14y méu vé tring,

STI trén méy xét mbt pipet chuyén loai dimg mdt lin
nghiém PCR tu ddng

P127 | 27 |Béliyvanchuyén  [Bd gdm: éng van chuyén da ddy nép chira Cai ISO 13485 |Md4y xét nghiém sinh
méu xét nghiém cbtir |téi thidu 2,4 ml d8m vén chuyén méu hoc phén tir tir dong
cung xét nghiém HPV (guanidine thiocyanate trong dém Tris) va hoan todn s6 1
trén may xétnghiém  |mdt ban chai t& bio ¢b tir cung
PCR ty ddng

P1.28 28 |Ong chira miu xét Ong chira mau xét nghiém HPV va STI ding| Céi ISO 13485 |May xét nghiém sinh
nghiém HPV va STI trén may PCR tur dong. hoc phén tir tw ddng
ding trén may PCR tu hoan toan s8 1
déng

Phin2 | P2.1 29  |Chai cAy méu phét Chai moi truomg phét hign vi khudn hiéu khi [ - ml 1SO 13485 |Md4y ciy méu phat
hién vi sinh vat hidu  |va ki khi ty tién (vi Kiwan vi nim men) tir hién vi khudn va ndm
khi ding cho ngudi 16n |méu va dich vo Khudn cia co thé. C6 kba ti dong
c6 hat polime hép phu [nang trung hoa céc khang sinh: penicillins,

glycyleyclines, polyenes, macrolides,
triazoles, echinocandins, cefazolin,
cefoxitin, ceftaroline, aminoglycosides,
fluoroguinolones, lincosamides,
glycopeptides, vd oxazolidinones.

Chita méi trromg va hat polime hép phy.

P2.2 30  |Chai chy méu phat Chai moi trdmg phét hién vi sinh vt hiéu ml ISO 13485 |Miéy chy mau phat
hién vi sinh vt hidu  |Khiva ky khi thy tién (vi Kkhun va ndm men) hién vi Kkhudn va nim
ichi ding cho tré em c6 |t 4w, C6 kha ning trung hoa céc khéng tir déng '
hat polime hép phu sinh: penicillins, glycyleyclines, polyenes,

macrolides, triazoles, echinocandins,
cefazolin, cefoxitin, ceftaroline,
aminoglycosides, fluoroquinolones,
lincosamides, glycopeptides, va
oxazolidinones.

Chia méi trudmg va hat polyme hép phu

el *




Ching nhén| May muwon chay

Tén | STT | STT Tén hang héa Tinh ning, théng so ky thudt
phén | theo moi héa chat (néu cd)
phin |chao gid
P23 31 |Chai cAy méu phat Chai méi trudng phat hién vi sinh vit ky khi May chy méu phat
hién vi sinh vét ky khi |va k'y khi tiry tién tir mau va céc dich v hién vi khuén va nim
b hat polime hép phu Ichuén khac cia co thé. C6 kha ning trung tu déng
héa cic khang sinh: imipenem, meropenem,
oxacillin, glycyleyclines, macrolides,
cefoxitin, ceftaroline, aminoglycosides,
fluoroquinolones, lincosamides, ketolides,
va glycopeptldes
Chira méi trudng va hat polyme hép phu.
Phin3 | P3.1 32 |Thé dinh danh vi Thé dinh danh Gram am dé dinh danh trye May dinh danh va
khudn gram dm Kkhudn Gram am lén men va khéng lén men. lam khang smh dd vi
Kkhudn, vi nim tu
dong
P32 33 Thé dinh danh vi Thé dinh danh Gram duong dé dinh danh May dinh danh va
khuén gram duong chc vi sinh vt Gram dwong. lam khang smh db vi
Kkhuén, vi ndm tu
ddng
P3.3 34  |Thé dinh danh Thé dinh danh Neisseria-Haemophilus d& M4y dinh danh va
Neisseria-Haemophilus|dinh danh vi khudn khé moc. lam khang smh dd vi
khuén, vi ném ty
dong
P3.4 35  |Theé khéng sinh ddvi |The khang sinh db vi khuin Gram im chira Méy dinh danh va
Kkhuén Gram 4m céc khang sinh chon loc & ndng do khac lam k.hang smh dd vi
nhau, ducrc sy khé cing voi moi truong khudn, vi ném tu
nudi cdy vi sinh. ddng
P3.5 36 |Thé khéng sinh ddvi |Thé khang sinh b vi khudn Gram duong May dinh danh va
khuén Gram dwong chira cac khang smh chon loc & nbng do lam khéng smh b vi
khéc nhau, duge shy khd clng véi mdi Khuén, vi nim ty
trudmg nudi céy vi sinh. dong
P3.6 37  |Thé khéng sinh ddvi |The khang sinh b vi khudn Streptococcus May dinh danh va
Kkhuén Streptococcus  |chira céc khéng sinh chon lgc & nong do lam khang smh b vi
khac nhau, duge say khé cling voi moi khuén, vi nim tu
trudmng nudi chy vi sinh. dong
P3.7 38 |Nuéc mudi 0.45% dé  |Nude mudi 0.45% dé pha huyén dich vi May dinh danh va
pha huyén dich vi khudn cho miu xét nghiém. lam khang smh dd vi
khuén cho miu xét Khuan, vi ndm tu
nghiém dong
Phin4 | P4. 39 |Bo hoa chit tach chiét |- Kit tich DNA/RNA virus/vi khudn, bao He théng téch chiét
axit nucleic vi rit hodc gdm khay chia sin hoa chat va vt tu tiéu Nucleic Acid ty djng
DNA vi khufin hao
- Loai méu chinh: cdc méu gidu té bao nhu
vi sinh vt gay bénh da bét hoat, pel]et vi
khuan/khuan lac tir m&i trudng nudi chy,
mAu tim béng trong moi trudng vén chuyén
dang long va vat ligu t méi trudng (nudc,
dat,.. )
- Thé tich mAu du vao: 100-200 pl
- Thé tich thu héi: 50-300 pl
P4.2 20 |Kit tich DNA/RNA |- Kit tich DNA/RNA virus/vi khudn Hé théng tach chiét
virus/vi klén - Loai mu chmh Tuyét tuong, Thuyét thanh, Nucleic Acid tir dong
CSF, nudc t:eu va céc dich khéng bao khac
- Thé tich miu diu vao: 100-400 pl
_ Thé tich thu hdi: 50-200 pl
P4.3 41  |Kit thch Nucleic Acid |- Kit tach Nucleic Acid Virus ding tach Hé théng tich chiét
Virus chit Nucleic Acid ciia HIV, HCV, HBY, Nucleic Acid tir dong
CMV, EBV, virus cim
- Loai mAu chmh huyét trong, huyét thanh,
CSF, nuéc tiéu dd qua xir Iy, dich co thé




Tén STT STT Tén hang hoa Tinh ning, thong s0 ky thudt Pon vi| S6 lwrgng | Chimg nhin| M4y mwgn chay
phin | theo | mai tinh |24 thing héa chét (néu cé)
phﬁn chao gia
Phin5 | P5.1 42 |Canh trrdng ding dé  |Canh trudng ding dé chudn bi huycn dichvi| ml 67.500| ISO 13485 M4y dinh danh va
chuén bi huyén dich vi [khuén va vi nam. Thanh phin t6i thidu: lam khang sinh dd vi
Khufn va vi nAm Potassium chloride, Calcium chloride, khuén tr déng
Tricine glycine, Polysorbate 80

P5.2 43 |Canh trudmg ding Canh trrémg ding trong xét nghigm tinh ml 240.000| 1SO 13485 |M4y dinh danh va
trong xét nghiém tinh  [nhay cam v&i khang sinh ctia vi khuén. lam khang sinh d6 vi
nhay cam véi khang Thanh phén thi thiéu: Canh trudmg Mueller khuén tr dong
sinh ciia vi khwan Hinton, Polysorbate 80

P53 44  |Chét chi thi ding trong Chét chi thi ding trong xét nghi¢m tinh nhay| ml 1.800| ISO 13485 |M4y dinh danh va
xét nghiém tinh nhay |cam v01 khéng sinh ctia vi khuén. Thanh lam khang sinh d vi
cédm voi khang sinh phin t6i thiéu; (cong thire trén 1 Lit nuée khuén ty dong
ciia vi khudn tinh khiét): Redox indicator <3g, Redox

stabilizers < 20g

P5.4 45 |Thube thir xét nghiém |Ding dé dinh danh nhanh cdc logi vi Khuan | Thé 10.000| ISO 13485 |May dinh danh va
dinh danh vi khuén Gram am hiéu khi va ky khi tdy nghi lam khang sinh dd vi
gram am hiéu khi va khuén tu déng
Iy khi tuy tién

P5.5 46  |Thudc thir xét nghiém -Dung dé thir nghigm d6 nhay cam cia hiu | Thé 5.000| ISO 13485 |M4y dinh danh va
tinh nhay cam voi hét céc loai vi khuén Gram &m hiéu khi va lam khang sinh db vi
khang sinh cha vi ky khi tiry nghi . khuén tr dong
khudn gram &m -C6 chira céc loai khang sinh va | gleng

kidm sodt sinh truémg. Céc khang sinh thudc
céc nhém:Beta-lactam, Aminoglycoside,
Quinolone, Cyclic peptide, Tetracycline,
Fosfomyecin, Nitrofuran, Glycylcycline,
Folate Antagonist.

- Phét hién céc vi Kkhu#n sinh men
carbapenemase (CPO): Enterobacteriaceae,
Acinetobacter va Pseudomonas

- Phan CPO thanh nhém Ambler A,B hodc
D.

P5.6 47  |Thé xétnghiémtinh  [-Ding dé thir nghigm d6 nhay cam cua hiu | Thé | 10.000 | ISO 13486 |Méy dinh danh va
nhay cdm véi khéng hét cac loai vi khudn Gram &m hiéu khi va lam khang sinh dd vi
sinh cita vi khudn gram |ky khi tiy nghi . khuén tr dong
am -C6 chira céc loai khéng sinh va 1 giéng

kidm soat sinh truéng. Céc khang sinh thude
céc nhém:Beta-lactam, Aminoglycoside,
Quinolone, Cyclic peptide, Fosfomyein,
Nitrofuran, Glycylcycline, Folate
Antagonist.

- C6 cac khéng sinh:
Ceftazidime-Avibactam,
Ceftolozane-Tazobactam,
Imipenem-Relebactam,
Mcropenem-Vaborbactam

- Cé giéng thir nghiém phét hién xac nhén
CPO cho Enterobacterales, Pseudomonas
aerugmosa va Acinetobacter baumannii,

- Cé giéng thir nghiém va phin nhém CPO
thanh cic Ambler (A, B, D) cho
Enterobacterales.

Phin6 | P6.1 48  |Héa chét xét nghiém |Héa chéit dung cho xét nghiém phat hién Test 51.200| ISO 13485 [May dinh danh vi
dinh tinh/ dinh type dinh tinh céc type human papillomavirus Kkhuén/ virus tw dong
HPV (HPV). Xét nghiém phat hién 14 type HPV

nguy co cao vi chimg néi ly tir miu 12 mot
doan ADN tir gen beta globin ciia n guoi.

P6.2 49 Thé md khoa xét Theé tai khoan chira chia khoa m& két qua Khoa 50.000| ISO 13485 |Mdy dinh danh vi
nghiém dinh type HPV [dinh type HPV, gbm > 1000 khéa. khuén/ virus ty dong

P6.3 50 |Ong tich chiét ADN  [Pugec ding cho quy trinh hch chiét DNA tir | Ong | 51.200| ISO 13485 |May dinh danh vi
cho xét nghiém dinh miAu cho xét nghiém dinh tinh HPV. khuén/ virus tu déng
tinh HPV




Tén STT STT Tén hang héa Tinh ning, thong s6 ky thudt Pon vi| S6 lwgng | Chimg nhin| MAy mugn chay
phin theo moi tinh |24 thang héa chit (néu cb)
phin |chao gid
P6.4 S1  |Hoa chat kiém chudn |Bao gbm chimg dwong va chimg am ding dé| Bo 1.800| ISO 13485 |Mdy dinh danh vi
cho xét nghiém dinh kiém sodt chét lugng xet nghiém HPV khuén/ virus tr dong
tinh HPV - Chitng dwong bao gbm: copy cia HPV 16
plasmid, copy HPV 18 plasmid, copy HPV
56 plasmid, copy DNA ciia beta globin
ngudi.
- Chimg &m chia carrier nucleic acid (Poan
DNA don).
P6.5 52 |Hoachitphaloing  [Héa chit pha loang 'nEu @ bao nhing dich | Ong |  51.200| SO 13485 |Méy dinh danh vi
mAu té bao nhiing dich |HPV khuén/ virus tx déng
HPV
P6.6 53 |Hoa chittach chiét  |Hoéa chét ding cho xét nghiém khuéch dai | Méng 1.800| 1SO 13485 |May dinh danh vi
ADN cho xét nghiém [ADN nhim phat hién dinh tinh céc type khudn/ virus tw déng
dinh tinh HPV human papillomavirus (HPV)
P6.7 54  |Bd phu kién PCR B gdm téi thidu: 1 miéng dén dia trong subt| Bd 1.800| 1SO 13485 |Méy dinh danh vi
va | tai thai khuén/ virus tw dng
P6.8 55  |Tui dung réc thai thé |Tai dung réc thai the rin cho xét nghiém Tl 900| ISO 13485 |M4y dinh danh vi
rén HPV khuin/ virus tw déng
P6.9 56 |Tnibét trung hoardc | Tui bt trung hoa réac thai thé long Tai 600| 1SO 13485 |May dinh danh vi
thai thé 1éng khuAn/ virus ty dong
7610 | 57 |Che hit miéng dén dia |Ce hit miéng dén dia ding cho xétnghiém | Cai 90| 1SO 13485 |May dinh danh vi
virus HPV khuén/ virus ty déng
P6.11 58  |Héa chét bdo quan t¢ |Bo hod chat bao gdm chdi 14y miu tébaocd | BO 48.000| 1SO 13485 |M4y dinh danh vi
bao cb tir cung kém tlr cung va dng pha loéing chra hoa chét Kkhuén/ virus ty dong
chdi thu miu Tris/Sodium Chloride véi chét hoat déng bé
mat va dung dich béo quan
P6.12 59  |Pau tip pipet Déu tip 1000pL, c6 loc vét Iy Tip | 222.720| ISO 13485 May dinh danh vi
khudn/ virus ty déng
Phin7 | P7.1 60 |Hoéa chit phat hién da |BG kit real- time PCR phat hién ddng thoi Test 4.000| ISO 13485 |May xét nghiém sinh
tac nhan virus gay céc thc nhan: Influenza A virus, Influenza B hoc phén tir da mdi
nhi®m tring dudng hd |virus, RSV A, RSV B, Flu A-HI, Flu A-H1 tir dong
hép: Influenza A virus, pdm09, Flu A-H3
Influenza B virus, RSV| - Loai mAu bénh pham: Dich ngody ty héu,
A, RSV B, Flu A-H1, |Dich hat ty héu, Dich rira phe quan
Flu A-H1 pdm09, Flu
A-H3
P7.2 61 |Hoa chdtphat hién da |B9 kit real-time PCR phit hién ddng thoi Test 4.000] 1SO 13485 |May xét nghigm sinh
tac nhén virus gdy chc thc nhan: Adenovirus, Enterovirus, hoc phén tir da mdi
nhifm tring duémg hé [MPV, PIV1, PIV2, PIV3, PTV4 tu dong
hép: Adenovirus, - Loai mAu bénh phém: Dich ngody ty héu,
Enterovirus, MPV, Dich hit ty hiu, Dich rira phé quan
PIV1, PIV2, PIV3,
PIV4
P73 62 Héa chét phathiénda |BS kit real-time PCR phat hién ddng thoi Test 4.000| ISO 13485 |Méy xét nghiém sinh
tac nhén virus giy céc thc nhin; Bocavirus, Rhinovirus, CoV hoc phén tir da mdi
nhiém tring duémg hé |OC43, CoV NL63, CoV 229E tur ddng
hép: Bocavirus, - Loai méu br;:nh pharn Dich ngody ty hiu,
Rhinovirus, CoV Dich It ty héu, Dich nra phe quan
0C43, CoV NL63,
CoV 229E




Tén STT STT Tén hang héa Tinh ning, théng s ky thuft Pon vi| $6 lugng | Chimg nhin| M4y mugn chay
phin | theo moi tinh |24 thing héa chét (néu c6)
phin |chao gid

P7.4 63 |Hoa chit phathiénda |- B kit real-time PCR phét hién dbng thoi Test 4.000| ISO 13485 |May xét nghiém sinh
the nhn vi khudn gay |cdc tac nhin: Bordetella parapertussis (BPP), hoc phén tir da mbi
nhizm tring dudng hé |Bordetella pertussis (BP), Chlamydophila tur dong
hip: Bordetella pneumoniae (CP), Haemophilus influenzae
parapertussis (BPP),  |(HI), Legionella pneumophila (LP),

Bordetella pertussis Mycoplasma pneumnoniae (MP),

(BP), Chlamydophila |Streptococcus pneumnoniae (SP)
pneumoniae (CP), - Loai miu bénh phz"lm: Dich ngoéy ty hiu,
Haemophilus Dich hut ty hiu, Dich rira phé quan , Dém
influenzae (HI),

Legionella

pneumophila (LP),

Mycoplasma

pneumoniae (MP),

Streptococcus

pneumoniae (SP)

P7.5 64 |Hoéa chat phathién da |BO kit real-time PCR phat hién ddng thoi Test 6.000| ISO 13485 |M4y xét nghiém sinh
tac nhan vi khuén gdy |cdc téc nhan: H.influenzae, S.pneumoniae, hoc phén tir da médi
viém mang nio: L. monocytogenes, N, meningitidis, GBS, tr dong
H.influenzae, E.coli K1
S.pneumoniae, L. - Loai mAu bénh phém: Dich ndo tiy (CSF)
monocytogenes, N.
meningitidis, GBS,

E.coli K1

P7.6 65 |Hoba chét phét hién da |BG kit real-time PCR phét hién dbng thoi Test 6.000| 1SO 13485 |May xét nghiém sinh
tac nhén virus gay chc tac nhan: HSV1, VZV, CMV, HHV7, hoc phén tir da mdi
viém mang ndo: HSV2, EBV, HHV6 fu dong
HSVI1, VZV, CMV, - Loai méu bénh phém: Dich nio tay (CSF)

HHV7, HSV2, EBV,
HHV6

P7.7 66  |Hoachét phat hién da |B9 kit real-time PCR phét hién ddng thoi Test 6.000| 1SO 13485 |May xét nghiém sinh
tac nhén virus gay céc tac nhan: Parvovirus B19, Mumps virus, hoc phén tir da mdi
viém mang néo: Human parechovirus, AdV, HEV tu dong
Parvovirus B19, - Loai mAu bénh pham: Dich ndo tily (CSF)

Mumps virus, Human
parechovirus, AdV,
HEV

P7.8 67 |Hoachét phathiénda |B kit real-time PCR phat hién ddng thoi Test 6.000] ISO 13485 |May xét nghiém sinh
thc nhan vi khudn gdy |cdc tdc nhan: Campylobacter spp., hoc phén tir da mébi
nhiém tring duong Clostridium difficile toxin B, Yersinia tir dong
tiéu hoa: enterocolitica, Shigella spp./EIEC, Vibrio
Campylobacter spp.,  [SPP-» Salmonella spp., Aeromonas spp-

Clostridium difficile | - Loai miu bénh phém: Phan
toxin B, Yersinia
enterocolitica, Shigella
spp./EIEC, Vibrio spp.,
Salmonella spp.,
Aeromonas spp
P7.9 68 |Hoa chit phathiénda |Bo kit real-time PCR phét hién dbng thoi Test 6.000| ISO 13485 |May xét nghiém sinh
: hoc phén tir da mdi

thc nhén vi khuan gy
nhiém tring dudng
tiéu hoa: E. coli 0157,
STEC (stx 1/2), EPEC
(eaeA), Clostridium
difficile hypervirulent,
ETEC (It/st), EAEC

(aggR)

cac tic nhan: E. coli 0157, STEC (stx 1/2),
EPEC (eacA), Clostridium difficile
hypervirulent, ETEC (1t/st), EAEC (aggR)
- Loai mau bénh phim: Phan

tr dong




Tén STT STT Tén hang héa Tinh ning, thong b ky thuét Pon vi $6 Irgng | Ching nhin M4y mugn chay
phin | theo mai tinh |24 thing héa chit (néu cb)
phin |chao gid

P7.10 69  |Hoéa chit phat hién da |B6 kit real-time PCR phat hién ddng thoi Test 6.000| ISO 13485 |May xét nghiém smh
tac nhén virus gy céc tac nhan: Norovirus G I, Norovirus G II, hoc phén tir da mbi
nhifm tring dudng Rotavirus, Adenovirus, Astrovirus, tur dong
tiéu hoa: Norovirus G Sapowrus
I, Norovirus G II, - Loai mau bénh phém: Phin
Rotavirus, Adenovirus,

Astrovirus, Sapovirus

P7.11 70  |Hoa chét phat hién da |BJ kit real-time PCR phat hién ddng thai Test 6.000| 1SO 13485 |May xét nghiém sinh
tac nhén ky sinh tring |céc tc nhan: Giardia lamblia, Entamoeba hoc phén tir da mbi
giy nhiém tring dudng histolytica, Cryptosporidium spp., tur dong
tiéu héa Blastocystis hominis, Dientamoeba fraggilis,

Cyclospora cayetanenms
- Loai mau bénh phém: Phan

P7.12 71 Hoa chit phét hién lao B3 kit real-time PCR phét hién Lao va Lao | Test 12.000| ISO 13485 |May xét nghiém sinh

vi lao khéng dién hinh |khéng dlen hinh: MTB, Mycobacterla hoc phén tir da mbi
- Loai méu bénh pham Dém, Té bao nubi fir dong
cy, Dich rira phe quén, Mb tuoi

P7.13 72 |Héa chit phat hien va |BJ kit real- time PCR phat hi¢n ddng thoiva | Test 3.600| ISO 13485 |May xét nghiém sinh
dinh tuyp céc tuyp xdc dinh 19 type HPV nguy co cao va 9 type hoc phan tir da mbi
HPV nguy cocaova |HPV nguy co thép giy ung thu ¢b tir cung, tu dong
nguy co thap bao gdm: 19 type HPV nguy co' cao: 16, 18,

26, 31,33, 35, 39, 45, 51, 52, 53, 56, 38, 59,
66, 68, 69, 73, 82 va 9 type HPV nguy co
thap 6,11, 40, 42, 43, 44, 54, 61,70 . Loai
méu bénh pham Dich phet ¢b tir cung, dich
phét dm dao tw lay
P7.14 73 |Ong PCR 0.1mL Ong 0.1mL cho phan img PCR, Real- tJme Chiéc 6.000] ISO 13485 |May xét nghiém sinh
PCR, khéng c6 nap, thanh méng, mau tring hoc phén tir da mbi
duc. tr dong

P7.15 74  |Nép bng PCR 0.1mL  |Nép cho éng PCR 0.1mL tuong tng, ¢6 thé | Chiéc 6.000| 130 13485 |May xét nghiém sinh

hip séy. hoc phén tir da mbdi

tir dong
Phin 8 | P8.1 75  |Héa chét phét hién cac |Phdt hién va xac dinh dong thai nim:u axit Test 288| 1SO 13485 |May xét ngh:em smh

tac nhin gy viém nucleic ctia vi khuén, vi-rat va ném men géy hoc phén tir da mdi
mang ndo viém mang ndo tir céc bénh phim dich ndo tir déng hoan todn

fuy (Cerebrospmal Fluid, CSF). C6 thé phét

hién 15 tic nhén giy bénh gom: Escherichia

coli K1, Haemophilus influenzae, Listeria

monocytogenes, Neisseria meningitidis,

Streptocuccus agalactiae, Streptococcus

pneumoniae, Mycoplasma puneumoniae,

Streptococcus pyogenes, Vi-rat herpes

simplex 1, Vi-riit herpes simplex 2, Vi-rit

herpes & ngudi 6, Enterovirus, Human

parechovirus, Vi-rit varicella-zoster vé

Cryptococcus neoformans/ pattii* -

P8.2 76 |Héa chét phét hién Phat hién 21 tac nhén gdy bénh dudng ho Test 288| 1SO 13485 |Méy xét nghiém smh
SARS CoV-2 vé cdc hép va 1 tac nhan SARS- CoV-2, bao gbm: hoc phén tir da mbi
tac nhan gdy bénh Influenza A; Influenza A, subtype tir dong hoan todn
duomg ho hap khac  |HIN1/2009; Influenza A subtype HI;

Influenza A subtype H3; Influenza B;
Coronavirus 229E; Coronavirus HKU1;
Coronavirus NL63; Coronavirus
0C43;SARS-CoV-2; Parainfluenza Virus 1;
Parainfluenza Virus; Parainfluenza Virus 3;
Parainfluenza Virus 4; Respiratory Syncytial
Virus A/B; Human Metapneumovirus A/B;
Adenovirus; Bocavirus;
Rhinovirus/Enterovirus; Mycoplasma
pneumoniae; Legionella pneumophila;
Bordetella pertussis.
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Tén STT STT Tén hang héa Tinh ning, théng s6 ky thudt Don vi| S6 lwgng | Chiing nhin [ Mdy muon chay
phin | theo | mai tinh |24 thing héa chét (néu cd)
phin |chlo gid
P83 77 |Hoa chét phat hién céc |Phat hién dinh tinh ddng thoi va xéc dinh Test 288| 1SO 13485 |May xét nghiém sinh
tac nhan nhidm tring  |axit nucleic cta 23 loai vi-rit, vi khudn va hoc phén tir da mdi
dudng tiéu hoa ky sinh tring giy nhiém tring dudng tiéu tir déng hoan toan
héa: Adenovirus F40/F41; Astrovirus;
Norovirus (GI/GII); Rotavirus A; Sapovirus
(GI, GII, GIV, GV); Campylobacter (C.
jejuni, C. coli and C. upsaliensis);
Clostridium difficile (toxin A/B);
Enteroaggregative Escherichia coli (EAEC),
Shigella/Enteroinvasive Escherichia coli
(EIEC); Enteropathogenic Escherichia coli
(EPEC); Enterotoxigenic Escherichia coli
(ETEC) It/st; Plesiomonas shigelloides;
Salmonella spp.; Shiga-like toxin-producing
Escherichia coli (STEC) stx1/ stx2* (bao
gbm ching E. coli 0157 serogroup trong
nhém STEC); Vibrio vulnificus; Vibrio
parahaemolyticus; Vibrio cholerae; Yersinia
enterocolitica; Cryptosporidium; Cyclospora
cayetanensis; Entamoeba histolytica; Giardia
lamblia; *Shiga-like toxin-producing E. coli
(STEC) genes (stx1 va stx2) dugc phén biét
boi QIAstat-Dx Gastrointestinal Panel 2
Phén 9 | P9.1 78 |Hoa chét rira hé théng |Hoa chét rira hé thong ml | 630.000| ISO 13485 |May xét nghiém sinh
hoc phén tir ty dong
hoan todn sb 2
P9.2 79  |Hobachétphaloing  [Hoa chit pha lodng ml | 140.000| ISO 13485 |May xét nghiém sinh
hoc phén tir fw dong
hoan toan sb 2
P9.3 80  |Hoa chitly giai Héa chit ly giai ml | 280.000| ISO 13485 |May xét nghiém sinh
hoc phén tir tw ddng
hoan toan s6 2
P9.4 81  |Héa chit hat bi tir Héa chit hat bi tir Test 67.200| ISO 13485 |Méy xét nghiém sinh
hoc phén tir tw dong
hoan toan s6 2
P9.5 82  |Péu tip it mAu va Diu tip hit mAu va thude thir ¢6 loc, thétich | Cai | 192.000| ISO 13485 |May xét nghiém sinh
thude thir 1000 pl 1000 pl hoc phén tir tr dong
hoén toan s6 2
P9.6 83  |DPAu tip hit miu va Diu tip hit méu va thudc thir 300 pl Cai 115.200| ISO 13485 |Mdy xét nghiém sinh
thudc thit 300 pl hoc phén tir tr ddng
hoan toan s6 2
P9.7 84  |Piaxirly miu Dia xtr 1y 24 vj tri Cii 4.800| ISO 13485 |M4y xét nghiém sinh
hoc phén tir tir dong
hoan toan s6 2
P9.8 85  |Piachét thai long Dia chét thai long 24 vi tri Ciai 4.800| ISO 13485 |M4y xét nghiém sinh
hoc phén tir tir dong
hoan todn s6 2
P99 86  |Dia phan g Dia phan {mg 24 vi tri Cai 4.800| ISO 13485 |M4y xét nghiém sinh
hoe phén tir tw ddng
; loan todn sb 2
P910 | 87 |Hoéachitkiémsodt |Hoa chitkiém sodt duong tinh xét nghigm | Test 880| ISO 13485 |May xét nghiém sinh
hoc phén tir tw dong

dwong tinh xét nghiém
dinh tinh va dinh luong
RNA ctia HIV-1, dinh
lugng DNA cia HBV,
dinh tinh va dinh luong
RNA cta HCV

dinh tinh va dinh lugng RNA ciia HIV-1,
dinh lwgng DNA ciia HBY, dinh tinh va dinh
hrgng RNA ctia HCV

\ 5 A
hodn toén so 2

. oo ol

- MM\

o . .



Tén STT STT Tén hang héa Tinh niing, théng s6 ky thuit Pon vi| S lrgng | Chimg nhén| Miy mugn chay
phin theo moi tinh |24 thing héa chit (néu cé)
phin |cho gid
P9.11 88  |Héa chit kidm so4t am |Hoéa chat kidm sodt Am tinh xét nghiém phat | ml 1.040| ISO 13485 |M4y xét nghiém sinh
tinh xét nghiém phat  |hién/ dinh tinh / dinh lugng RNA cta hoc phén tir tr dong
hién / dinh tinh / dinh  |HIV-1, RNA ctia HIV-2, RNA ctia HCV, hoan toan s 2
lwgng RNA cua HIV-1,| DNA ciia HBYV, DNA cua CMV
RNA ctia HIV-2, RNA
cia HCV, DNA cua
HBV, DNA cia CMV
P9.12 80  |Hoa chét xét nghiém | Xét nghiém khuéch dai acid nucleic in vitro | Test 5760 1SO 13485 |M4y xét nghiém sinh
dinh tinh va dinh luong dé phét hién va dinh lugng RNA ctia vi it hoc phén tir tr dong
RNA cua HCV viém gan C (HCV), kiéu gen tir 1 dén 6 hoan toan s6 2
P9.13 90 |Héa chét xét nghiém | Xét nghiém khuéch dai acid nucleic in vitro | Test 51.840| ISO 13485 |May xét nghiém sinh
dinh lugng DNA cta dé phét hién va dinh lugng DNA cua vi riit hoc phén tir tr dong
HBV viém gan B. Phét hién duoc ti thidu céc hoan toan sb 2
kidu gen HBV Genotype A-H
P9.14 91 |Héa chit xétnghiém |Héa chit xét nghiém dinh lugng DNA ctia | Test 1.920| ISO 13485 |Méy xét nghiém sinh
dinh lwgng DNA cia |CMV hoc phén tir ty dgng
CMV hodn toan s6 2
P9.15 02  |Hoachit kiém soat  |Hoa chit kiém soat duong tinh xét nghiém | Test 144| ISO 13485 |May xét nghiém sinh
duong tinh xét nghiém |dinh lugng DNA cytomegalovirus (CMV) hoc phén tir tw dong
dinh lugng DNA cia  |trong huyet twong ngudi chéng dong bang hoan toan s6 2
CMV EDTA gom hai mtc ndng dé thdp v cao
P9.16 93 Hoa chit xét nghiém  |Hoéa chit xét nghiém dinh lugng DNA cta Test 1.920| 1SO 13485 |May xét nghiém sinh
dinh Ivgng DNA cta  |virus Epstein-Barr hoe phan tir tir dong
virus Epstein-Barr hoan toan s6 2
(EBV)
P9.17 94  |Héa chét kiém soat Héa chit kiém soat duong tinh xét nghiém Test 280| ISO 13485 |Méy xét nghiém sinh
duong tinh xét nghiém |dinh lugng DNA cia vi rit Epstein-Barr hoc phan tir tir dong
dinh luong DNA ciia  |(EBV) trong huyét twong chong déng bing hoan toan sb 2
virus Epstein-Barr EDTA gdm hai mitc nong dé thdp va cao
(EBV)
P9.18 95  |Héa chét xét nghiém |Hoa chit xét nghiém dinh hrgng DNA ciia Test 1.920| ISO 13485 |M4ay xét nghiém sinh
dinh lrong DNA cia  |virus BK hoc phén tir tw déng
virus BK hoan todn s 2
P9.19 06 |Hoa chit kidm soét 4m |Héa chit kiém sot am tinh xét nghi¢ém phat | ml 320| ISO 13485 |Mé4y xét nghiém sinh
tinh xét nghidém dinh  [hién / dinh tinh / dinh lugng DNA/RNA hoc phin tir tw dong
tinh, dinh lrong hoan toan sb 2
DNA/RNA
P9.20 97  |Tuiréc thai rén Ti réc thai rén Cai 120| ISO 13485 |Méy xét nghiém sinh
hoc phén tir tir d6ng
hoan toan s6 2
P9.21 98  |Ong thi cép tigu hao Ong thit cp tiéu hao phu trg cho céc hé Cai 4.500| ISO 13485 |May xét nghiém sinh
phu tro cho céc hé théng xét nghiém Acid nucleic va may hat hoc phén tir tr dong
théng xét nghiém Acid [mu tw dong hoan toan s6 2
nucleic va may hit
méu ty déng
Phén 10 | P10.1 99  |Hoa chét phat hién 34 |Xét nghiém dé phat hién va x4c dinh ddng | Test 360| 1SO 13485 |Hé théng xét nghiém
PCR 1dng da tic nhén

tac nhin gy bénh
duong ho hap

thai axit nucleic cia virus va vi khuin
dudng h6 hdp, cling nhw cic gen khéng
khéng sinh dugc lua chon trong céc méiu
dérm hodc cic méu dich phé quan phe nang
thu duoc tit céc ¢ nhan nghi ngd nhiém
khuén dudng hd hip dudi. Co thé phit hign
34 tac nhan gy bénh Zoém: vi Kkhuan, virus,
gen khang khéng sinh
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Tén STT STT Tén hang hoa Tinh ning, thong s6 ky thuat Pon vi| 86 lvgng [ Chirng nhén M#y mugn chay
phin theo méi tinh |24 thang héa chét (néu cé)
phin |chio gid

P10.2 100 |Héa chit phat hign 14 | Xét nghiém dé phat hién va xac dinh dong Test 360| ISO 13485 |HE théng xét nghiém
tac nhén gy viém thcn axit nucle1c clia virus va vi khudn va PCR ldng da téc nhan
nio/viém mang néo ném men true tiép tir mAu bénh phém dich

ndo tuy (CFS) thu dugc bing cach choc do
tay sbng tir nhiing ngudi co déu hiéu viém
mang nio va/hodc viém néo.
Cé thé phat hién 14 tc nhén gy bénh gdm:
vi khudn, virus

Phan 11 | P11.1 101  |B# kit tach chiét axit |BG kit tich chiét axit nucleic c6 thanh phan | Test 12.288| 1SO 13485 |May téch chiét acid

nucleic t6i thidu gbm: Lysis Buffer (LB), Binding nueleic va chuén bj

Buffer (BB), Elution Buffer (EB), Magnetic phén ing PCR,
Beads, Lysis Buffer (LB), Proteinase K Model: Seegene
(Iyophilized), WB1, WB2, WB3. STARlet, hing
Dung trén May tach chiét nucleic acid va Seegene - Han Quéc
chuén bj phan tmg PCR, Model: Seegene
STARlet, hing Seegene - Han Quéc clia
Bénh vién

P11.2 102  |Dungcu dimg méu Pia 96 giéng, c6 ma vach Chiée 580| ISO 13485 |M4y tach chiét acid

bing nhua Dung trén M4y tach chiét nucleic acid va nucleic va chufn bi
chuén bi phan ing PCR, Model: Seegene phan ing PCR,
STARIet, hing Seegene - Hin Quéc cia Model: Seegene
Bénh vién STARIet, hang
Seegene - Han Quéc
P113 | 103 |Diucén300uL Dau con bing nhra, thé tich 300uL Tip 17.280] 1SO 13485 |May téch chiét acid
Ding trén May tach chiét nucleic acid va nucleic va chuan bi
chudn bi phan ing PCR, Model: Seegenc phan ing PCR,
STARIet, hing Seegene - Han Québc cia Model: Seegene
Bénh vién STARIet, hang
Seegene - Han Quéc
P11.4 | 104 |Diucén 1000pL Phu cén bing nhua, thé tich 1000pL Tip 61.440| 1SO 13485 |May tach chiét acid
Dung trén May tach chiét nucleic acid va nucleic va chufn bi
chuin b phan ting PCR, Model: Seegenc phan img PCR,
STARlet, hing Seegene - Han Qubc cia Model: Seegene
Bénh vién STARlet, hang
Seegene - Han Quéc
Phén 12 | P12.1 105 |Kit xét nghiém vi Héa chit cho xét nghiém phét hién dbng thoi| Test 14.400| ISO 13485 |M4y dinh danh va do
khudn lao khdng RIF  |DNA ctia vi khuén lao va vi khuén Lao tai hrong virus, vi
khang it nhat véi Rifampicin. Kkhuén
Tich hop chét chung trong bd hoa chét xét
nghiém PCR & kidm soat qué trinh phén
ung.

P12.2 106 |Hoéa chét xétnghiém |Hoa chit dinh lvgng DNA ctia Virus Viém Test 5.000| SO 13485 |May dinh danh va do
dinh hrong DNA virus |gan B (HBV) tai lwong virus, vi
viém gan B - Tich hcrp t6i thiéu 2 chét chiing trong bd khu#n

hoa chét xét nghigém dé dinh lucmg DNA cia
virus HBV va kiém soét c6 chét tc ché phan
tng PCR.
- Tich ho‘p tach chiét mAu tu ddng trong bd
héa chét xét nghiém
P12.3 107 |Héa chét xét nghiém |Hoa chéit dinh lugng nhanh RNA cta Virus Test 2.000| ISO 13485 |May dinh danh va do
tai lwong virus, vi

dinh lrong RNA virus
viém gan C

Viém gan C (HCV) trén may PCR tw déng

- Tich hop chét chimg trong bd hoa chét xét
nghicm PCR dé dinh lugng RNA clia virus
HCV va kiém soat sy c6 mit cia chéit tre ché
trong phan tmg RT va PCR

- Tich hop téch chiét méu ty dong trong bd
héa chit xét nghiém.
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PHU LUC 04

Bang mé ta cdc tinh ning, yéu cAu ky thuit co bdn ciia may muon de chay

héa chit

(Kém theo Thong bdo s6 7%\ /TB-BVDHYHN ngay N thang & ndm 2025)

STT | Tén may Théng s k§ thuit S6 lwong
1. Hé thong 1. Cic xét nghiém thwce hién: Tach chiét axit nucleic ty dong tix 1
tach chiét nhiéu mAu khac nhau (vi du: méau toan phz‘“m, huyét thanh, huyét tuong,
Nucleic Acid | bénh phim, mé)
tw dong 2. Céng suit va Thoi gian thye hién ciia mbi may:
Cong suat: 1-12 mau trong 1 14n chay
Thoi gian xir Iy mau: 30-180 phut
2. Tinh ning k¥ thuat
Céc mAu t8i thidu c6 thé xir 1: Méu toan phén, Huyét twong, Huyét
thanh, FFPE, Mb tuoi/dong lanh, Té bao nudi cdy, Nude bot, Dom, Té
bao vi khuin, Dich phét, Phan, Nudc tiéu,Mau phép y va mau sinh hoc
khac
Déi twong tach chiét: DNA téng s, Nucleic acid téng s6, DNA vi
khuan, FFPE, cfDNA, ctDNA
2. Heé thong xét | 1. Céc xét nghiém thie hién: viém duong hd hip trén (RP), nhiém 1
nghiém PCR | trung huyét (BCID2), nhidm tring duong da day tiéu héa (GI), viém
1ong da tac mang ndo(ME), viém phdi (Pneumonia), viém khop (JI)
nhén 2. Thoi gian ra két qua: 45-60 pht
3. Thong s6 k¥ thufit
- Céng nghé: PCR long da mdi (Nested Multiplex PCR)
3. M4y cdy mau | 1. Cc xét nghiém thue hién: Vi khudn nuéi ciy dinh danh tu dong 3
phat hién vi (cAy mau)
khuén va 2. Céong suat va Thoi gian thue hién cia moi may:
nam tu dong | - Cong suét: > 240 vi trf
- Théi gian doc < 10 phit/ 1an.
3. Théng sb k§ thuat:
May c6 tinh nang tuw dong u, lic va theo ddi lién tuc chai mdi truong da
céy bénh pham.
M6 truong nuéi cdy cé kha ning trung hoa t6i thiéu cdc nhém khing
sinh nhw: penicillin, tetracycline, polyenes, macrolides, triazoles,
echinocandins, cephalosporins. ..
May c6 tinh néng tw dong kiém tra chét lrgng
4. May tach 1. CAc xét nghiém thye hién: tach chiét axit nucleic ty dong tir nhiéu 1

chiét acid
nucleic va
chuén bi
phén tmg
PCR, Model:
Seegene
STARIet,
hing Seegene
- Han Qudc

mau khéc nhau: nuée tiéu, dich miii, niéu dao, am dao, co tir cung,
mau toan phﬁn, huyét trong, serum, dich mfii hong, mau té bao dang
16ng, dom, phan, CSF...

2. Cong suit va thoi gian thue hign ciia mbi may:

- Cong sut: 1- 94 mAu trong 1 1an chay

- Thoi gian thyuc hién: 120 - 155 phit

3. Théng so k§ thuit

- Cong nghé: ly trich axit nucleic bang hat tir tinh
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| STT Tén may Thong s k§ thuét S6 lwong
5 May xét 1. Cac xét nghiém thye hién 1
nghiém sinh | - Pinh lwgng HBV, HCV, HIV, EBV, CMV
hoc phén tir - Pinh tinh Sars-Cov-2
tiy ddng hoan | - Pinh tuyp HR HPV: phat hién DNA tir 14 ching virus HPV (Human
toan sb 1 Papillomavirus) nguy co cao, 14 cac ching 16, 18, 31, 33, 35, 39, 45,
51, 52, 56, 58, 59, 66,va 68 '
- Xét nghiém STI: Dinh tinh va phén biét CT, NG, TV, MG
- Xét nghiém Resp-4-plex: x4c dinh va phan biét RNA tir cim A, cam
B, RSV, va SARS-CoV-2.
2. Céong suAt va Thoi gian thyc hién ciia mbi may:
- Cong suat:
+ Twong duong > 300 méu trong khoang 8 gio
+ Twong duong > 1080 méau trong khoang 24 gio
- Thoi gian ra két qua ctia 12 mau déu tién: < 115 phut
- 12 két qua tiép theo trong mdi < 16 phit
- C6 thé thuce hién > 75 xét nghiém khéc nhau trong 8 gio
3. Théong s k§ thuat
- Cong nghé: Realtime PCR
- 86 lugng mau nap cung luc: =140 mau
- Hé théng ¢ thé nap cling lic >20 loai xét nghiém
- Phat hién >6 targets/phdn img
- Str dung phtt hop voi cac éng mau co kich thuge 13-16mm
6. May xét 1. CAc xét nghiém thwe hién: dinh lugng HBV, HCV, CMV, EBV 1
nghiém sinh | 2. Cong sudt va thoi gian thyce hién cia mbi may:
hoc phdn tt | - S6 lwong mau nap tbi da: > 125 méu
tir dong hoan | - Thoi gian tra két qua dau tién (1én toi 24 mau): < 2 gid 45 phiit
toan s6 2 - Thoi gian tra két qua tiép theo cho m&i mé 24 mAu: < 60 phit
- Cong sudt dbi da trong 8 tiéng: > 140 mAau
- Cong suét tdi da trong 24 tiéng: > 525 miu
- Céng suit tbi da cho mdi mé chay: > 20 mau bao gbm ca méu chimg
- Kha ning chay ddng thoi > 06 loai xét nghiém trén mdi mé chay
3. Tinh ning k¥ thuit
Hé thong xét nghiém sinh hoc phén tir tich hop va hoan toan tw dong
thuc hién xét nghiém acid nucleic (NAT) dya vao cdng nghé phan ung
chudi polymerase (CR).
% May xét 1. Cac xét nghiém thue hién: Xét nghi¢m Real-time PCR phat hién da 3
nghiém sinh | tic nhéan virus, vi khuan gdy nhiém tring duong ho hép, nhiém tring
hoc phan tir | dudng tiéu héa, viém mang nao, phét hién lao va lao khong dién hinh,
da moi tu phat hién va dinh tuyp céc tuyp HPV
dong 2. Cong suét cia mbi may: > 95 mAu/ luot chay
3. Thong sb k¥ thuit
- Cong nghé: Real-time PCR
- Thé tich mAu: 1-50 pl
- $6 kénh: > 5 kénh
8. May xét 1. Cc xét nghiém thuye hién: phét hién: ) 1
nghiém sinh | - Virus SARS CoV-2 va cAc tic nhén gy bénh duong hd hap khac
hoc phén fir
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STT

Tén may

Théng s6 k§ thuit

So lwgng |

da mbi tw
déng hoan
toan

- Tac nhan gdy viém mang ndo

- Tac nhén nhlem tring dudng tiéu hoa

2. Cong suét ciia mbi may: 1én dén > 80 miu/ngay
Thoi gian cho két qua: khoang 1 gio

3. Théng s6 k¥ thuat
Nguyén tic hoat dong: dua trén cong nghé real-time PCR da moi.

X4c dinh mim bénh bing sdn phédm PCR dic hiéu dya trén bidu db
dwdmg cong khuéch dai va gié tri Ct.

May dinh
danh vi
Kkhuén/ virus
tr dong

1. Cé4c xét nghiém thyce hién:

+ Thtr nghiém HPV: Phat hién dinh tinh > 14 loai HPV nguy co cao.
+ Tré két qua cho timg loai gen riéng biét,

+ Ching néi cho timg thir nghiém: beta flobin cia nguodi

2. Cong suét va Thoi gian thwe hién clia méi may: Thir nghiém
HPV: > 30 mau/4 5 gidv

3. Thong sb k¥ thuat

- C6 chirc ndng tach chiét DNA

- Str dung k¥ thuét Khuéch Pai Dich Chuyen S¢i (Strand Displacement
Amplification-SDA) hodc phan tung chudi polymerase (PCR) 1am
phuong phap khuéch dai va truyen ning lugng huynh quang (ET) lam
phuong phap phat hién dé kiém tra su hién dién cia mam bénh

10.

May dinh
danh va lam
khang sinh
d6 vi khuén,
vi ndm tir
dong

1. Céac xét nghiém thuc hién

Dinh danh va khang sinh 3 vi khuén, ndm

2. Cong suat va Thoi gian thue hién ciia moi may

- Céng suit: > 30 test (card)/ l4n chay

- Theoi gian dinh danh cac nhém vi khuin va ndm: 2-18 gioy
- Kha ning dinh danh vi sinh vat:

+ Nhém vi khuan Gram 4m: > 155 loai

+ Nhém vi khuin Gram dwong: > 120 loai

+ Céc loai ndm: > 50 loai

+ Nhém céc vi khuéin Neisseria/ Haemophilus: = 25 loai

+ Nhém Corynebacteria va vi khuén ky khi: > 60 loai

- Kha nang lam khéng sinh dd: khoang 125 loai khang sinh (gbm ca

khang sinh suy ludn)

3. Thong sb k§ thuit

- Nguyén ly dinh danh: Dung phwong phéap do mau

- Nguyén 1y khang sinh dd: Dua trén k¥ thuat MIC (ndng do trc ché tbi
thiéu)

- Hé théng méy dinh danh va 1am khéng sinh dd 1 hé théng ty dong

- C6 kha ning dinh danh va lam khang sinh dd dong thoi hodc riéng ré
- Giao dién tuong thich v6i LIS (Laboratory Infomation System).

- Co may tinh ddng bo, may in laser va phu kién khic dong bd

11.

May dinh
danh va lam

khang sinh

dd vi khuin
tw dong

1. C4c xét nghi¢ém thuce hién: Dinh danh va khang sinh d6 vi khuén
2. Cong suat va Thoi gian thue hién ciia moi may:

- Céng suit: > 50 test (card)/ lan chay
- Thoi gian dinh danh cdc nhém vi khuén va nim: < 16 gio

- Thoi gian 1am khang sinh d6: < 16 gior
- Kha niing dinh danh vi sinh vat:

N



STT

Tén may

Théng sb ky thujt

S6 lwong

+Nhém vi khuan Gram am: > 165 loai
+ Nhém vi khuén Gram dwong: > 150 loai

+ Cac loai nim: > 60 loai

+ Nhoém streptococcus: > 30 loai

- Kha nang lam khang sinh @5: nhém vi khudn gram 4m, nhém vi
khuén gram duong

3. Théng so k¥ thuit

- Nguyén ly dinh danh: stt dung phuong phap do quang Két hop so
mau, huynh quang phan ing sinh héa va cac xét nghiém truyén thong
- Nguyén ly khang sinh dd:

+ Phuong phap KSD dugc sit dung 1a thir nghiém canh truong vi pha
loang

+ Mbi panel KSD dugc thiét ké chira mot sb khang sinh v6i ddy pha
lodng nong do nhén déi

+ Hé théng sir dung chi thi oxy hoa khir dé phat hién sy sinh truéng
cta vi sinh vét. Céc phép do lién tuc vé sy thay d6i ciia chi thi cfing
nhwr d6 duc ctia vi khudn duge sir dung dé xéc dinh sy sinh trudng cta
vi khuén.

- Hé théng may dinh danh va lam khéng sinh d6 14 hé théng tr dong

- C6 kha ning dinh danh va lam khang sinh d6 ddng thoi hodc riéng ré
- Giao dién twong thich voi LIS (Laboratory Infomation System).

- C6 méy tinh déng bo, méy in laser va phu kién khac ddng bo

12.

M4y dinh
danh va do
tai luong
virus, vi
khuén

1. Cac xét nghiém thwc hién, thoi gian va cong suit ciia mdi may
Xét nghiém ho hép: t6i thiéu c6 xét nghiém phat hién Sars-CoV-2,
Cim A, cam B, RSV, thoi gian tra két qué <40 phuat |

Xét nghiém Lao & Cac bénh truyen nhiém méi ndi: ti thidu cé xét
nghiém lao khang RIF va Lao siéu khang XDR, thoi gian trd két qua <
90 phut

Xét nghiém céc virus trong mau bénh phdm mau, strc khée phu nit va
sttc khoe tinh duc, t6i thiéu cé xét nghiém phét hién CT/NG, HPV,
GBS va xét nghiém dinh lwgng virus HBV, HCV, HIV thoi gian tra két
qua <2 gio

2. Tinh niing ky thuit

Hé théng xét nghiém sinh hoc phan tir tw dong va tich hgp quy trinh
chudn bi méu, khuéch dai axit nucleic va phat hién trinh ti dich trong
c4c mAu bénh phdm bang cach st dung Phan ting chudi polymerase
(PCR) thoi gian thuc

- Str dung c6ng ngh¢ > 10 mau hodc twong duwong, theo doi ddc 1ap

dugc > 10 tin hi€u trong mot 6ng phan tmg.




