s Y TE TINH HOA BINH CONG HOA XA HQI CHU NGHIA VIET NAM

BENH VIEN PA KHOA TINH Poc lap — Tu do — Hanh phic
sé& 125 /BYDPKT-VITBYT Hoa Binh, ngay 26 thang 4 nam 2022

V/v Bio gia hoa chat xét nghi¢m

Kinh gui: Cac don vi kinh doanh, cung cap Héa chat xét nghiém

Trude hét Bénh vién Da khoa tinh Hoa Binh xin trn trong cam on cac don vi
kinh doanh, cung cap vat tu, hoa chét da hop tac voi Bénh vién trong sudt thoi gian
qua.

Can cu nhu cau chuyén mon, dé cong tac mua sam c6 co sd va tuan thu dung
cac quy dinh cua phap ludt vé dhu thau. ddng thoi giup Bénh vién lua chon dugc
nhitng trang thiét bi, vat tu y té, hoa chat phu hop voi thiét bi cha Bénh vién sir dung
trong cong tac phuc vu nguoi bénh thoi diém hién nay va phat trien k§ thuat chuyén
mén trong nhimg giai doan t6i.

Bang van ban nay, Bénh vién da khoa tinh Hoa Binh kinh moi cac don vi quan
tam bao gia hoa chét sir dung cho may xét nghiém voi nhiing ndi dung sau:

1) Bang chao gi4 cho cdc hoa chét xét nghiém nhu phu luc LILIII dinh kem.

2) Céc tai liéu chimg minh phén nhom theo Théng tu 14/2020/TT-BYT (néu co)

3)Tai lidu ké khai gia theo khoan 4, diéu 44 Nghi dinh 98/2021 /ND/CP

4) 114 so bao gié gui vé theo dia chi: Phong Vat tu - TBYT- Bénh vién da khoa
tinh Hoa Binh (trude 17h ngay 28/4/2022).

Thong tin lién hé: Bui Thi Huyén (S6 DT 0974.802484)

Xin tran trong cam on./.

Noi nhan :

- Nhu trén:

_ Giam doc, PGD;

- HDKHKT. Website BVDKT;
- Phong: YCKT;

- Luu VT, VITBYT. 2 A~

Nguyén Hoang Di¢u



PHU LUC 1

Phan nhom

: C. 0z du kién theo T liga s
P % T, Pic tinh, thong s6 k¥ thudt mare 161 thicu hodc twong | Quy cach L khai gis
ST1 Tén ho4d chat . ! : : 2 ke .| DVT Thone tw s
duong dong goi S theo khoan
14/2020 Néu 4, didu 44
o) Nghi dinh
98/2021/NB
Sé lwong & Dongid | Thinh tién /CP
HOA CHAT MAY XET NGHIEM DONG MAU TU DONG STA COMPACT MAX/ STAGO
Hoa chat xét nghiém PT sir dung trén may déng méu tur
dong. Mét hop bao gom: .
- R1: chira thromboplastin dong kho dugc chiét xudt tir
néio tho. Ngodi ra con chira mot chét tre ché heparin dac
hiéu.
- R2: dung moi hoa tan ¢é chira canxi.
Méi hop thude thir déu 6 chita ma vach chira dung cac
Hoa chit xét thong tin: sd 16, s6 ma kit, sd ma thude thir, han sir dung, Hop ,
I o . SN (e i T 2 ml Nhom 1
nghiém PT gia tri hiéu chuan va gia tri ISI va gia tri hiéu chuén cho 12x10ml
cic két qua theo dom vi phan tram.
Do lap lai do mau binh thuomg: 0.8 CV%
PG 1ap lai do mau bét thuong: 1.3 CV%
Do tai lap do mau binh thuong: 1.2 CV%
D6 tai lap do mau bét thuong: 2.0 CV%
TCCL: 1SO 13485
7.200




Phan nhom

ie ti a E e A Y SR = ; du Kién theo Tai lidu ké
STT Tén hoa chit Dic tinh, thdng s6 ky thuat muc t6i thiéu hoidc twong O=< nm.nmw.. PVT n_,—_m:_m o _..._:: gid _
duong dong goi 14/2020 Néu ::__._”:wm: i
4, dicu 44 |
co) Nghi dinh
. . . cm.&aw:._iu_
So luwgng Don gia | Thinh tién P !
LN |
Hoa chat dung dé xac dinh thoi gian Kaolin .
thromboplastin hoat hoa timg phan (APTT) trong huyét
tuong:
Gia tri Phan tich kém theo véi ma vach dugc cung cap
trong hop. Ma vach nay chira cac théng tin: s6 16, s6 ma
kit, s6 ma thudc thir va han sir dung.
» Thude thir 1: cephalin (platelet substitute), duoc chudn bi
7 Hoa chat xét tr md nao tho theo Bell va Alton (2), dang dong khé. Hop il Nhom |
nghiém APTT |+ Reagent 2: lo Sml, dung dich dém huyén phi ctia kaolin 6xSml o

(5 mg kaolin /ml).
D6 lap lai do mau binh thuéng: 0.6 CV%
P lap lai do mau bat thuong: 0.7 CV%
D6 tai 1ap do mau binh thuong: 3.5 CV%
D6 tai lap do mau bat thuong: 2.6 CV%
TCCL: ISO 13485

2.400




Phan nhom
. £ Tai liéu ké
- _ , du kién theo ;
5 B sk Dic tinh, thong s6 ki thuit mire {6i thiéu hodc twong |Quy cach = R khai gia
STT Tén hoa chat : Y | VT Thong tw yiéi chod
dwong dong gbi £ theo Khoan
14/2020 Néu 4, ditu 44
c) | Nghi dinh
98/2021/ND
S6 luong. Pongid | Thinh tién ICP
Dung dich Canxi Clorua 0.025 M diing cho cac xét nghiém Sk
déng mau nhu thoi gian hoat hoa qu_jwon_mm:: ting | o
; hin (APTT) hay cho cée phén tich cac yéu t6 con dudm .
Dung dich CaCL2 ”O_ EM: ) hay P g i
5 0,025 M dung cho i Hop m—
3 ) R Gia tri phan tich kém theo v6i ma vach dugc cung cap ml ‘Nhom 1
xét nghiém dong o 24x15ml .
: trong hép. Ma vach nay chira céc théng tin: 56 16, s6 ma
mau
kit, sb ma thude thir va han sir dung.
TCCL: ISO 13485
8.100
Hoa chét xét nghiém dinh lugng Fibrinogen. gia tri phan
tich kém theo véi ma vach dugc cung cp trong hop. Ma
vach ndy chira cac thong tin: s6 16, s ma kit, so ma thude
thir va han st dung.
Héa chét chira thrombin ngudi da citrat héa ¢é chira canxi
N (khoang 100 NIH units/ml) va c6 chira mot chét {rc ché dic
L :9 heparin inhibitor cho phép phan tich fibrinogen tron
e 1 rin inhibitor ¢ s
3 {nghiém dinh luong W Phepp Elizxam ml Nhom |
. iy mau huyét trong co heparin.
Fibrinogen g T . X
Do lap lai do mau binh thuong: 2.1 CV%
Do lap lai do mau bat thuong: 4.9 CV%
P tai lap do _:m: binh thwomg: 2.1 CV%
P tai lap do mau bat thuong: 3.2 CV%
TCCL, I1SO 13485
2,500
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STT

Tén hoa chat

Dic tinh, thong s6 k¥ thuat mic t6i thiéu hodce twong
dwong

Quy cach
dong goi

bVT

Phéin nhom

du kién theo

Théng tu
14/2020 Néu
€G)

Bon gia

Thanh tién

Tai liéu ké
khai gia
theo khoan
4, dieu 44
| Nehj dinh
98/ 202L/ND

[P

Dung dich dém
Owren koller cho
cac xet nghiém
dong mau

Dung dich pha lodng cho xét nghiém déng mau (dung dich
dém) co pH khoang 7,35.

Gia trj phan tich kém theo v&i ma vach duge cung cap
trong hép. Ma vach ndy chira cac thong tin: s6 16, sé ma
kit, 56 ma thude thr va han sir dung

TCCL: ISO 13485

"
24x15ml

ml

_ Nhom 1

Sé lupng
e

12.000

wn

Hoa chat dinh
lugng D-dimer

Dinh lugng D-Dimer huyét twong tinh mach béng phuong
phap do mién dich d6 duc. Gia trj Phan tich kém theo voi
ma vach duge cung cap trong hdp. Ma vach nay chira cac
théng tin: sb 16, s6 mi kit, s6 ma thude thir .han sir dung va
cac gia tri hiéu chinh. Hoa chat mﬁ.,u_._._“

* Thude thir 1: 6x5ml dung dich dém chira tdc nhan ngan
chan di khang thé (bao gom yéu t6 dang thip).

» Thude thir 2: 6x6ml dung dich huyén pht vi hat latex
duge phu boi hai khang thé don dong khac nhau khang D-
dimer nguoi.

TCCL: 1SO 13485

Hép

g

6x6ml

ml

Nhom 1

900
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_
Phan nhom
i Tai liéu ké
: 2 du kién theo y
. . - Pic tinh, thong s6 ky thuidt mirc t6i thicu hojc twon uy cach D oo khai gid
STT Tén hod chat f B0 ' ’ g |Q YT PVT | Thong tu b Ew_._
duong dong goi At FhEn K aGan
14/2020 Néu 4. dieu 44
co) Nghi dinh
98/2021/ND
So luyng’ Don gis | Thanh tién /CP
Ty
- Hoa chét kiém chudn xét nghiém déng mau thuong quy, :
diing cho may dong mau tu dong. Thuoe thu cung cap '
huyét tuong ngudi binh thudng va bat thuang, dung cho
viéc kiém tra chat luong cac xét nghiém dong mau thuong '
quy: PT, aPTT, TT, Fibrinogen, Antithrombin..
- Gia tri Phan tich kem theo v&i ma vach dugc cung cap
Hoé chat ding  [trong hop. Ma vach nay chira cac thong tin: s6 16, s0 ma
6 |Kkiém chudn cdc xét |kit, sé ma thube thir Jhan sit dung va cac gia tri hiéu chuan | 12x2x2ml|  ml Nhom 1
nghiém déng mau. |va cac gid tri thong so xdc dinh cho cac 16 tuong (rng.
- Thuée thir 1: huyet tuong ngudi binh thudng co citrat,
dang dong khé.
- Thude thir 2: huyét twong ngudi bat thuong cé citrat,
dang dong khé.
TCCL: ISO 13485
600
5
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- . A
Tén hoa chat

Dac tinh, thong s6 ky thuat mirc t6i thiéu hodc turong
duong

Quy cach

dong goi

1
1

bVvT

Phan nhom
dy kién theo
Thong tu
14/2020 Néu
€0}

S lwong

Don gia

Thanh tién

khai gia |
theo khoan
4, diéu 44
Nghi dinh
mmscu:/t_

ICP

|
[
Tai lidu ké _
[
_*

Huyét twong chitng
cho phan tich mién
dich dé duc.

- Chat kiém chuan cho xé1 nghiém D-Dimer, Yéu t6 VWF
va protein S Free.

Cung cap huyét tuong binh thuong va bét thuong danh cho
viéc kiém soat chat lugng cac xét nghiém khang nguyén
béng phuong phap mién dich dé duc.

- Gia tri Phan tich kém theo voi hai mé vach, mdi ma vach
chira cdc thang tin sau: s6 16, ma sb thude thty, ngay hét
han va cac gia tri tham s xéac dinh.

- Thude thir 1: huyét tuong ngudi binh thudng co citrat,
dang déng khé.

- Thude thir 2: huyét twong ngudi bit thudmg co citrat,
dang dong khé.

TCCL: ISO 13485

Hop
24x 1ml

ml

Nhom 1

Rics

30

—

Cuvette phan ng
kem bi tir dung cho
may dong mau tu
dong

- Cuvette phan ng trén may déng mau tu dong. Cuvette
dang cudn, méi cudn chira 1000 cuvette don, cic cuvette
don dugc lam bang nhya trong sudt gin trén ruy bang. mdi
cuvette chira 01 vién bi tir dugc lam bang thép khong gi.
Str dung twong thich trén hé théng may STA Compact
Max.

TCCL: ISO 13485

1000
O:m:m

Cudn

Nhom |

QU




Ph#n nhom _
A Tai lidu ké
R S % 2. i s age sk 5 . dwr kién theo oo
< " . £ Pic tinh. thong s6 k¥ thuiit mirc 16i thicu hoge turong Quy cach E: khai gia
STT Tén ho# chit : . . 9“.3_ g ao. il PVT Thong twr theo khodin
| n 1 il s
g AR 14/2020 Néu 4, dibu 44
o) Nghi dinh
58/2021/ND
“ N Sh lwong: Pon eii | Thinh tien P |
- Dung dich rira pha san cho cac hé théng phan tich don g R S
g p g1 g
mau dong nguyén ly do tur, thanh phan chinh chira chit
digt nAm ho ether glycol pha loang trong dung méi nudac. '
; : - Dune dich con nguyén trong binh c6 thé 6n o.::r trong
Dung dich rua : m, ol & ¢ 2
" _ o sudt thai han su dung ghi trén nhan hop khi gitr ¢ nhigt do Can ; .
) |diung cho may dong A e 2 g - ml Nhom 3
i . 2-250C. Khi da mé nip, dung dich 6n dinh 30 ngay © nhiét | 2500ml
mau tu dong P
do phong.
Han sir dung 24 thang & nhiét d6 2-250C
TCCL: ISO 13485
. 600.000
) . .. |-Dungdich chira ucamm_ca hydroxide (KOH < 1 %). La
Dung dich ria hé
o= T T 1dung dich sat khuin diing trén hé théng may dong mau tu -
thong kim hut trén Hop :
10 - —— dong do tir, bén trén may 5 ngay. 5] 57 ml Nhém |
/ u ot ! X% ]2
: 5 © |TCCL:1SO 13485 .
dong
12,000 y




PHU LUC 11

STT

Tén hoa chit

Pic tinh, thong s6 k¥ thuit
mire tHi thiéu hodie twong
duong

Quy cich
dong goi

Phin nhém
dur kién theo
TT14 (Néu c6)

Pen vi tinh

-

[} T

luong

Pon gia

Thanh Tién

Tai liéu ké khai
gid theo khodn 4
diéu 44 Nghj dinh

98/202 1/NB/CP

Héa chét sir dung cho may xét nghiém mién dich [M1300 - Hang Siemens

Dung dich rua
cuvet sau phan
ung

- Narde mudi dén) Phosphate:
natri azide (<0.1%).
- Hop (1x3000 mL)
- Pat tiéu chuan 1SO 13485.

1x3000 mL

Hop Nhom 1

69

Dung dich phan
ung

- Atellica IM Acid: Hydrogen
peroxide (0,3%): nitric.acid
(0,1 N)

- Atellica IM Base: Natri
hydroxide (<0,25 N); Chét
hoat dong bé mat

- Hop (acid 1x1500 mL, base
1x1500mL)

- Dat tiéu chuan 1SO 13485.

2x1500 mL

Hap Nhom 1

22

Lk

Dung dich lam
sach hé thong

- Natri hypochlorite (0.29%).
-Hop (2x1500 mL)
- Dat tidu chudn 1SO 13485.

2% 1500 mL

Hop Nhom |

Dung dich phu
rua kim |

- Chét rira éng hut 1.
- Hép (2x25 mL)
- Dat tiéu chuan 1SO 13485,

2x25 mL

Hop Nhom |

A



Dic tinh, thong s6 ky thuit

miie toi thiéu hodc twong

Quy cach

Phian nhom

Tai liéu ké khai
gia theo khoan 4

SIEU NHAY

- Pat tiéu chuan ISO 13485,

o = A ; T du oK ri,. . p, u ik :
ién hoa chat Hiromg d6ng 901 Don vj tinh .M.MHM_M“M*__H& S6 lrgng 4 Thanh Tién diby 44 Nehi dinh
SRASR SIS 98/2021/ND/CP
: - Chit rira bng hit 3. , .
w:m.ﬂ_wg PhY | op (2x25 mL) 2x25 mL Hop Nhom 1 7
i - Pat tidu chuin ISO 13485,
Yane dich s - Dunyg dich rua Kim 3,
ra g - Hop (1x50 mL) 1X50 mL Hop Nhom | 4
- Dat tiéu chuan [SO 13485.
Hés chli %8 - Hoa chat xét nghiém dinh
- lugng FERRITIN. . . _—
7 |nghiém i 90 test Hop Nhom | 49
FERRITIN - Hop 90 test
- Dat tiéu chuédn ISO 13485.
A - Hoa chat xét nghigm dinh
Hoa chat xét 3 4 S
nghiém NT luong tien chat NT PROBNP. 100 test Hép Nhém | 7
PROBNP - Hgp 100 test
- Dat tiéu chuan 1SO 13485.
- Héa chét xét nghiém dinh
Héa chit xét lugng CKMB.
. i 100 t Hg Nhém | 5
nghi¢gm CKMB - Hop 100 test 1ot P —
- Pat tiéu chuan 1SO 13485.
Hoa chat xét - Hoa chdt xét nghiém dinh
nghiém lirong TROPONIN 1. . )
e s 0 test I N :
TROPONIN | |- Hop 100 test |DBRS ey ) £




Piic tinh, thong sd k§ thudt . Tai liéu ké khai
mirc thi thidu hodc twon Quy ciich ERAwrium i4 theo khoin 4
STT | Tén hoa chit : & tyeach | o nvitinh | dukién theo | Slugng | Don gid Thanh Tidn | B 1160 k1040
duong dong goi TT14 (Néu ¢6) diéu 44 Nghi dinh
(Neweo; 98/2021/ND/CP
i Gl - Hoa chat xét nghiém dinh
TISOL. R
11 |nghiem HRRE CORTCD 50 test Hop Nhém | 8 .
CORTISOL FE L .
- .Pat tiéu chuan ISO 13485.
- Hoa chit xét nghiém dinh
Hoa chat xét lugng FSH. : »
2 . 9 Ho I 1
_ nghiém FSH - Hop 190 test G " R
- Pat tiéu chudn [SO 13485.
- Hoa chat xét nghiém dinh
Hoa chat xét luong LH.
13 : . 10 tes 10 thom | 1
nghiém LH - Hop 110 tes! S Hee g
- Pat tiéu chuan 1SO 13485.
P ikt st _Hq:om MTM.WMMM nghiém dinh
14 |nghiém o._um X . o 100 test Hop Nhom | 1
ESTROGEL - Hop 100 test
’ - Pat tiéu chudn 1SO 13485.
- - Hoa chat xét nghiém dinh
15 |nghiém :me Mwmm_umqu@r 90 test Hop Nhom 1 5
FROGERREROL | Dat tidu chuan 1SO 13485.
T chat xét nghiém dinh
{ i
16 |nghiém :ﬂ_uww Mwwm“a,h L 50 test Hap Nhom | !
R Op 5 .
HRULALTN - Pat tidu chudn 1SO 13485.

W
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Dic tinh, thong s ky thuat
miirc ti thiéu hodic tuong

Quy céich

Phéin nhom

Tai liéu ké khai
gia theo khodn 4

~ . £ - kié S s 3 5 i
STT | Tén hoa chét dwong dong goi Don vj tinh ,_ﬁ._.wi_”.._“mwﬂv S6 luong Bon gid Thanh Tién dién 44 Nghi dinh
98/202 1/NB/CP |
_
. BALS
. B - Hoa chat xét nghiém dinh
Hoachatxét |, ine ndi tiét t4 HCG ’
17 |nghiém TOTAL | o087 : 90test Hop Nhom 1 19
HCG - Hop 450 test 1
- Dat tiéu chudn 1SO 13485.
Hia chid xit [ Haoa chat xét nghiém dinh
g at xe =
18 |nghiém EMMW H%Qmﬁﬁm%_ e 100 test Hop Nhom | _
VBSTOSTEROL 1 o s tiew ok 156 1545,
Hoa chét chinh | Enw n:m._" iy n_._w el
dine cho xét um_m.:né dinh lugng tu wrmsm
19 - thé khang Peroxidase. 100 test Hop Nhom | I
nghiém ANTI ,
TPO - Hop 100 test
e - Pat tiéu chudn ISO 13485.
- Hoa chat xét nghiém dinh
Hoa chat xét luong thyroxine tu do. : .
P C . i
20 nghiém FT4 - Hop 250 test 250 test Hap Nhom | 54
- Pat tiéu chudn [SO 13485.
Héa chét chinh ﬂ.wom ,_Uu_%uﬁ xét nghiém dinh
21 |ding cho xét Qum 60test Hop Nhom i 18
nghiém FT3 i
i - Pat tiéu chudn 1SO 13485.
- Hoa chat xét nghiém dinh
Hoa chdt xét luong T4. , .
22 : _ 3 g
nghiém T4 - Hop 150 test R0 Hop st

-.Pat tiéu chuan SO 13485,




Pic tinh, thng sb ky thudt . Tai liéu ké khai
mire ti thidu hodc trron Quy cich Fhin ahom i4 theo khoan 4
STT | Tén hoa chit * . g uy each | ponvitinh | du kién theo | S8 lwomg Pon gia Fhinh ik | R4 TIE0 104N
dwong ding gai TT14 (Néu o) ditun 44 Nghi dinh
= Ly
98/2021/ND/CP
- Hoa chat xét nghiém dinh £
Hoa chét xét lwong T3.
23 . i 120 test Ho Nhém | 98 .
nghiém T3 - Hop 120 test P
- Dat tiéu chuén [SO 13485. ;
E - Hoa chat xét nghiém dinh
Hoa chat xet i :
S lwong TSH . ” ,
24 [nghiém dinh g 550 test Haép Nhom | 1
lugng TSH = hapadiies
5 - Pat tiéu chuan 1SO 13485.
; _ 5 A - —.—m .
T _:Iom ﬂ.w_ﬁ._ xét nghiém dinh
75 |nghiém dinh Vg 110 test Hop Nhém 1 153
lwone TSH - Hép 110 :mw_ﬁ
SR - Pat tiéu chuan 1SO 13485,
- Hoa chat xét nghiém dinh
Héa chat xét luong AFP. ; :
26 A = 100test Ho! Nhom | 25
nghiém AFP - Hop 100 test P
- Pat tiéu chuan 1SO 13485.
- Hoa chét xét nghiém dinh _
Hoa chit xét lwong FBHCG. i A
2 . R 10 N |
i nghiém FBHCG |- Hop 100 test HOR L Hop bom 2
- Dat tiéu chuan ISO 13485.
- Hoa chat xét nghiém dinh
Héa chat xét luong CEA.
28 . Al 500 test Ho Nhom | 1
nghiém CEA - Hop 500 test = P :.,
- Pat tiéu chuan 1SO 13485.
- Hoa chat xét nghiém dinh
Hoa chit xét lugng CEA.
29 i pedy 1001est f Nhom | 2
nghiém CEA - Hop 100 1est 4 :3 Hon hom §
- Dat tiéu chuan 1SO 13485,

Lﬂl‘.*

-
-
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Dic tinh, thong s6 ky thuat

Phan nhom

-

Tai liéu ké khai

o i s n ) : ,
STT Tén hoa chat TR SL Shidl, hoje teape Of‘ am:”.w._ Bon vj tinh | dyg kién theo So lugng Don gia Thanh Tién mw» e .r__..uE”_ 4
duong i dong goi TT14 (Néu c6 . diéu 44 Nehi djnh
SRR S 98/2021/NPICP
- Hoa chat xét nghiém dinh * RS
Hoa chat xét lugng CA 125. : f
30 . : t ( Nho 3
" Inghiem CA 125 |- Hop 100 test e Hop gl :
- Dat tiéu chuén [SO 13485.
- Hoa chat xét nghiém dinh .
Hoa chét xét lwgng CA 15-3. .
3 : 100 t 5 | 15
1 lnghiem CA 153 |- Hop 100 test Dres HOp R
- Dat tiéu chuan SO 13485.
- Hoa chat xét nghiém dinh
. Hoéa chat xét lugng CA 19-9. " -
32 |nghiém CA 19-9 |- Hop 250 test 20018 Hop Nhdm | :
- Dat tiéu chudn 1SO 13485,
; - Hoa chat xét nehiém di
Mk el ek : _.M”m M..MHHMM nghiém dinh
33 |ding cho xét Hong ’ 50 test Hap Nhém | 29
nghiém CA 19-9 |~ FOP 0 test
C - Dat :anrcmn [SO 13485.
. P - Hoa chat xét nghiém dinh
Hoa chat xét i
B lwong khang nguyén dac hiéu .
. nghiém dinh P R ,
34 . tuyén tién liét. 100 test Hép Nhém 1 14
luong PSA toan B
hin - Hgp 100 test
2 - Pat tiéu chuéin 1SO 13485,
Hoa chét chinh M:EJM Wﬂ:m_ﬁ_ %MM nghib b
35 |dung cho xét v N 100 test Hop Nhém | 9
nghiém Anti TG |~ 110P 100 test
= - Dat tiéu chuin [SO 13485, .
Hoachitchinh | | o cnde xée nighigm dinb
dung cho xet i PCT
36 |nghiém mwm il 100 test Hop Nhom 1 3
PROCALCITONI] oo chdin (50 13483 |
= b 3 0
[N (PCT) S




Pic tinh, thong s6 ky thudt . . Tai liéu ké khai
virc t6i thiéu hogic twon Quy cich R i4 theo khoin 4
STT | Tén hbaehde | IS HCH oge g Uy €ach | ponvitinh | du kién theo | S8 luong Pon gis Thanh Tign | 8% H160 X1950
duong, ding i TT14 (Néu c6 dicu 44 Nehi dinh
(Neu c0) 98/2021/ND/CP
; - Hoa chat xét nghiém dinh
Hoa chét dimg __M”M w_ﬂ: X nghigor dig |
37 |cho xét nghiém i 190test Hop Nhém 1 6 =R
PTH - Hop 100 test ¢ g =
- Dat tiéu chudn 1SO 13485.
. T - Hoa chat xét nghiém dinh :
Hoa chat dung luone IR]
38 ._”_”5 w& nghiém | ___@m 100 test 100 test Hdp Nhom | 2 :
ol - Dat tiéu chudn ISO 13485,
Héa chét ding _,MH m;w xmm”m_:@a e
39 |cho xét nghiém C-| oee <P 100 test Hop Nhom 1 3
ot - Hop 100 test
Pep - Dat tiéu chudn 1SO 13485,
Hoa chat chinh |- Hoéa chéat xét nghiém dinh
40 a::m,nro Xét _:E;_m VITAMIN B12. 100 test Hop Nhém 1 |
nghiém - Hop 100 test
VITAMIN B12 |- Dat tiéu chun ISO 13485.
41  |ding cho xét g 100 test Hop Nhom | 2
nahien BNP. [P 100t
= - Dat tiéu chuén 1SO 13485.
_ Hoa chat kiém - Héa chit kiém chuan BNP
42 |tra chét lwgng - Hop (3x3x2mL) 3x3x2ml Hop Nhom 1 2
BNP - Pat tiéu chufn 1SO 13485.
; : . - Hoéa chit hiéu chuan cho xét
Hoa chat chuan Hehiem dinh luone E2
43 |choxétnghigm |5 em i LONg B2 2x2x2mL Hop Nhom 1 3
mmﬂxomumr - Hop (2x2x2mL)
_ - Pat tiéu chudn 1SO 13485.
7
] |



bic tinh, thong s6 ky thuit

Phén nhém

Tai lidu ké khai

o me iR o ) y i
STT | Ténhéachdy | MEctoithieuhoictuong | Quycdch | . vitinh | du kién theo | S8 lwong Don gia Thanh Tign | B4 theo khaan 4
duong dong goi TT14 (NS &6) - digu 44 Nghy dinh
S 98/2021/NH/CP
Hoéa chat chudn |- Hoa chat hiéu chudn cho xét R
cho xét nghiém  |nghiém dinh lugng T3,FREE ) )
44 |T3,FREE T3, T4, |T3, T4, FREE T4, T-UPTAKE.| 2x2xSmL Hop Nhom | 8
FREE T4, T- - Hop (2x2x5mL)
UPTAKE - Dat tiéu chuan ISO 13485, .
Hoa chdt chuan |- Hoa chét hiéu chuin cho xét
cho xét nghiém  |nghiém dinh lugng LH, FSH ,
45 ITSH, LH, FSH, |PROLACTIN, TOTAL HCG. 2x2x5mL Hop Nhom 1 6
PROLACTIN, - Hop (2x2x5mL)
TOTAL HCG - Dat tiéu chuén 1SO 13485.
Moa chitehntn | Iﬁ.u,m nrmq, hiéu chuan cho xét
cho xét nghiém MM aj g
46 | ’ FERRITIN, VITAMIN B|2. 2x2x5mlL Hop Nhom | 5
FERRITIN, .
VITAMIN Bl2 |- HOP (2x2x5mL)
- Dat tiéu chuan ISO 13485,
Héa chét chudn |~ Ho2 chat hiéu chudn cho xét
iém dj g AFP J
47 |cho xétnghigm |"éhiém dinh lugng AFP,CEA. | o Hap Nhom | 5
AFP. CEA -Hep (2x2x2ml.)
: - Dat ti€u chuan 1SO 13485,
4 i ; - Héa chat hiéu chudn cho xét
Héa chét chuan A
) 3 nghiém dinh lugng
cho xét nghiém y — . ) _
48 .ﬁﬁmﬂOmwﬂumOz CORTISOL, PROGESTERON.| 2x2x2mL Hop Nhom 1 4
& b t N, ) 5
PROGESTERON | 0P (2x2x2mL)

- Dat tiéu chudn 1SO 13485,




Pic tinh, thong so k§ thuit . Tai liéu ké khai
e thi thiéu hodic tuo : Quy céch FLuiw i i theo khoén 4
STT Tén hoa chit MGl Aoge it 1.4 . Pon vjtinh | du kién theo S6 lwong Pon gid Thanh Tién m; S
dwong dong goi TT14 (Néu c6 dieu 44 Nghi dinh
e 98/2021/ND/CP
- Hoa chat hiéu chuan cho xét e
Héa chét chuan  |nghiém dinh lugng ANTI i i .
49 |cho xét nghiém  |TPO. 2x2x1mL Hép Nhom 1 3 '
ANTI TPO - Hop (2x2xImL) \
- Pat tiéu chudn ISO 13485.
, : i - Héa chat hiéu chuan cho xét ;
Héa chat chuan ohiém dinh leone PSA
50 |cho xétnghigm  |MET e CInN HHOME ESA. 2x2x2mL Hép Nhom | A
PSA - Hép ﬁxmxm:_drv
- Pat tiéu chuan ISO 13485.
4 . . |- Hoa chat hiéu chuan cho xét
Hoa chdt ohiuin | o cors it lirgmg CA 125
51 icho xét nghiém ﬂg ,ﬁx.qxq_” : uu o 2x2x2mlb Hép Nhom | 4
y - Hop (2x2x2ml] )
eaLs - Dat tiéu chudn 1SO 13485,
i .z |-Hoachat higu chudn cho xét
i |08
52 |chiowétiighigm | ooorn. o Ugng = Ix2x2mlL Hép Nhom | 4
CA 153 - Hop (2x2x2mL)
- Pat tiéu chuén 1SO 13485.
" . 2 - Hoa chét hiéu chuén cho xét
Flde iehuin nehiém dinh lwong CKMB
53 |cho xét nghiém SN Phg ' 2x2x2mL Hop Nhom | 4
CKMB - Hop (2x2x2mL)
_ - Pat tiéu chuin ISO 13485.
. : : - Hoa chét hiéu chuln cho xét
Hoda chét chuén ohiém IR]
54 |cho xétnghiem | = 2x2x2ml Hop Nhésm | 3
IR] = - Hop (2x2x2mL)
- Dat tiéu chuan 1SO 13485.
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Dic tinh, théng so ky thuat " Tai liéu ké khai
; mire t6i thiéu hodc tuong Quy cach 1_3:_'::&5 : 3 ia theo khoan 4
STT Tén hoa chat . : . Don vi tinh | du kién theo 50 luong Pon gia Thanh Tién w e
m duong dong gai TT14 (Néu c6) ditu 44 Nehj dinh
ARRES 98/2021/ND/C]
L ;|- Hoéa chat hiéu chuan cho xét R
Héa chat chuan hiém dinh | BNP : : 2
iy
55 |cho xétnghigm  |"Srem dimn luong 2x2x2ml Hop Nhém 1 3
BNP - Hop (2x2x2mL)
- Dat tiéu chudn 1SO 13485.
. < % - Hoéa chat hiéu chuén cho xét :
Hbaehas dtiugn nghiém C-peptide
5 it nghiém C-| = ° (2x1ml Ho Nho 3
56 n__ow%m nghiém C - Hop (2x2x1mL) 2%x2x1m dp om |
PR - Pat tiéu chuan ISO 13485
; : - Hoa chat pha loang xét
Héa chit pha -
57 |loang xét nghigm ["ERiémM TOTAL HCG. 2x25mL Hop Nhom 1 3
TOTALHCG | Fopf@x2iml)
o - Dat tiéu chuan 1SO 13485. )
Hoa chat tién - Thudc tha phu T3/T4/
phan ng xét VITAMIN B12. " . ; .
% lnghiem T3/T4/ |- Hop (2 x 25.6 mi) e Hep He.l =
VITAMIN B12 |- Pat tiéu chudn ISO 13485.
; AR - Hoa chat kiém chuan ANTI
Hoa chat kiém TPO
59  |tra chat lwvong 4 2x3x2mL Hép Nhém 1 3
ANTI TPO o (xeml.)
_ . - Pat tiéu chuan ISO 13485.
Hoa chat kiém - Hoa chat kiém chuin PTH
60 |tra chat lugng - Hop (3x2x1mL) 3x2x1mi Hop Nhom 1 4
PTH - Dat tiéu chudn 1SO 13485.
- Bau con
- - Hop 6480 cai
61 | PAUCON Sk 6480 c4i Hop Nhom | 17
- Dat tiéu chuén chat luong
1SO 13485
I 4 - Hoa chit hiéu chuan cho xét
Haa char chuén hiém ATG
62 |cho xét nghiém 18 N Bl ’ 2x2x Iml Hop Nhom | 4
Anti TG -Hop (2 x2 x Iml)
; - Dat tiéu chudn SO 13485,

10




Pic tinh, thong sb k§ thuit Tai liéu ké khai
‘ miic tdi thidu hodc twong | Quy cich Fhin nhoim : gi4 theo khoin 4
STT Tén hoa chat : R N Pon vjtinh | du kién theo hirong Pon gia Thanh Tién =5 L
duung dong goi TT14 (Néu o6 digu 44 Nghi dinh
L °0) 98/2021/NB/CP
£ - Hoa chat kiém chua ét &
B eyt T%M Swmw_na chuén cho xé [T
63 |tra chét lugng xét [ =0 2x2x2ml Hop Nhom 1 4 .
nghiém PCT ~Hip 22X 2t} !
Bie - Pat tiéu chuan ISO 13485, :
; £, Ak - Héa chat kiém chuan cho xét
Hoa chat kiem hiém Anti TG g
64 |tra chit lugng xét | 'S cm AT 2 %3 x 2ml Hop Nhém | 4
nehiém aTG ~Hep (23 x.m:._:
s - Dat tiéu chuan ISO 13485.
Hoa chét kiém - Hoa chit kiém chuén cho xét
gy |[Techdtlomg  fgiem mitedich 3IxdxSml Hop Nhém 3 5
cho cde xét - Hop 3xdxSml
nehiém mién dich |- Dat tidu chuan 1SO _w.mmm_
Héa chit kiém qﬂaw”ﬂm MM: _qm shavhigng
66 |tra chit luong Rl . 6 x 3ml Hop Nhém 1 4
Troponins mac 1 | Hbetigl ;
PO ™M™ " |- Dat tiéu chuén 130 13485.
Héa chat kiém - Héa chat kiém tra chat lugng
A . i ony
67 tra chét . H,H.owo:_:.,m mirc 2. 6 3ml Hop Nhém 1 4
lugngTroponins |- Hop 6x3ml
mic 2 - Dat tiéu chuan 1SO 13485.
Hoa chét kicm |- Hoa chat kiém tra chat lugng
68 tra chét , ,_,Bmuo:_:,m muc 3. 6 x 3ml Hop Nhém 1 4
lugngTroponins |- HOop 6x3ml
mire 3 - Dat tiéy chuan 1SO 13485.
i - - Hoa chat kiem tra chit luong
Hoa chat kiém N . =
P CK-MB muic | ” = o o -
69  |tra chatl lugng . . I x3ml HOp Nhom | 3
CK-MBmic I | Hoploml
- Pat tiéu chuan ISO 13485.
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Dic tinh, thong s6 ky thuit
mirc tdi thiéu hodc twong

Quy cach

Phéin nhém

Tai liéu ké khai
gia theo khoan 4

S a i » i 1A 3 Yo I8 i s ;
8TT Tén hoa chat Ao dong y6i Pon vi tinh a: r.m:. ,:_ac | S6 lwgn Pon gi Thanh Tién dibu 44 Nghj djnk
= I'T14 (Neu co) 3 =
98/2021/ND/CP
b - Hoa chat kiém tra chat luong AL
Hoa chat kiém CK-MB mirc 2 L ; i
70  |tra chét lugng 5 | x3ml Hép Nhom | 3 .
CK-MB mirc2 | Lo Ix3ml
_ - Dat tiéu chuédn 1SO 13485.
e Loz - Héa chat kiém tra chat lugng
Hoa chat kiém .. .
£ CK-MB mirc 3 5 .
71 |tra chat lugng . 1 x3ml Hdp Nhom | 3
CK-MBmgc3 | oplx3ml
- Pat tiéu chuén SO 13485.
- Goi tao do6 am
72 Goi tao d6 4m - Goi 5 cai 5 cai/goi Goi Nhom 6 2
- Pat tidu chudn [SO 13485
- Cdng nhua dung Ew:m ImL
Coc dyng mau  |ding cho hé théng may xét
73  |dung cho chuin  |nghiém sinh hoa - mién dich 1000 chiéc Hép Nhom | |
cac xét nghiém |- Hop 1000 chiéc
- Dat tiéu chuén 1SO 13485.
) . - Cong do phan (mg. .
h : :
74 |Congdophan | o000 chide 3000 chiéc Hop Nhom | 40

ung

- Dat tiéu chuan 1SO 13485.
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Pic tinh, Thong s ky thuat

Phin nhdém

Tai lidu ké khai

s | ommge s ; e 161 thidu hodie taong ¢ cad . ¥ ) i s 3 ia the :
ST I'én hang hoa et 5.?:, SR Muys ,:,_w Don vitinh | du kién theo S6 hwong Don gia T'hanh Tién mw.w tage rr.ms:. !
dwong déng goi TT14 (Néu c6) dieu 44 Nghi Dinh
98/2021/NB/CP
Hoa chét sir dung cho may xét nghiém sinh hoa CH930 - Siemens -
) A, r.., y h .
Himehin-ling n,ﬂmms_“ ﬁmﬂzﬂcﬁmq” U_um”w”_no,&
I cho xét nghiém 2 i i 4 x 1560 test Hép Nhom | 13
Giliicaae = - Hop (4 x 1560 test) -
) - Pat tiéu chuan 1SO 13485.
_—— - Héa chét dimg cho xét
Hoachatdung |\ e dinh luong Albumin
2 |cho xét nghiém & L _ S ' 4 x 1700 test Hop Nhom 1 3
P —— - Hop (4 x 1700 test)
' - Dat ti¢u chuan 150 13485,
- Hoa chat dung cho xét
Hoa chat diing Mmr_ﬂa_w_h.__”hﬂwzm hogt tiah
3 |cho xétnghiem  [la men dan 3 x 850 test Hop Nhém 1 28
aminotransferase. -
ALT R
- Hop (3 x 850 test)
- Pat tiéu chuan 1SO 13485.
g e g - Hoa chat diing cho xét
Hoa chat ding 1 o\ am dinh lugne Amylase
4 |choxétnghiom | Doior IR HIONS AMYRSE< 1 3x350test Hop Nhom 1 3
o— -Hép (3 x umo test)
k - Pat tiéu chuan 1SO 13485,
- Héa chét dung cho xet
: iém di t tinh
Hoéa chat dung HME@JM am_w”whhm‘,m R
5 |cho xét nghiém NSRS 3 x 850 test Hop Nhom | 28

AST

aminotransferase.
- Hép (3 x 850 test)
- Dat tiéu chuin 1SO 13485.




bic tinh, Thong s6 ky thuat

Phin nhém

Tai liéu ké khai

STT | Tenhanghea | Moot icuhofetioge | Quyeheh | o du kién theo | Sélugng | Bom gid Thanh Tidp | 814 theo khodn 4
dwong dong g6i TT14 (Néu c6) - ditu 44 Ngh) Di
. 98/2021/ND/CP
: - Hoéa chat di ho xé BALS
Hoa chat dung _“Mm nww imﬂuwmn ? xnﬂm . :
6 |choxétnghigm |"ENI¥T CiMh luong canxi. 4 x 890test Hop Nhém 1 2
Gt - Hép (4 x mwwﬁnma
- Dat ti€u chuin ISO 13485.
onc g | 1l e
ot ié iy ' ) ’ 21 3 3 Nhé
7 MWMMMHHW:EE - Hop (4 x 2100 test) 4 x 2100 tes Hop om | 3
- Dat tiéu chuan I1SO 13485.
Hoa chét diig - I.n_m n:..wﬂ dung n:m Xét )
. . nghiém dinh lugng nong do  »
cho xét nghiém C- : i : 4 il .
8 _ . |protein phan tng C. 2 x 500 test Hop Nhom 1 4
. Reactive Protein )
‘ (CRP) - Hop (2 x 500 test)
- Dat tiéu chuin [SO 13485.
- Hoa chat dung cho xét
Hoa chdt ding  |nghiém dinh luong Creatine
9 cho xét nghiém Kinase. 3 x 332 test Hop Nhom 1 3
Creatine Kinase |- Hop (3 x 332 test )
- Pat tiéu chuan 1SO 13485.
. . % —s—.nﬂ - T ’
ROIRIAL diing avwmwh M:%ﬂ__ﬂmﬂn M_“.M_..ni:m
10 |cho xét nghiém Biwn &) e S| 4x 1472 test Hap Nhom 1 15
Cheitiiing - Hop (4 x K,ﬁ test)
) - Dat tiéu chuan ISO 13485.
- Hoa chat ding cho xét
Héa chit ding nghiém dinh luong Bilirubin
i1 |cho xét nghiém  |tryc tiép. 4 x 448 test Hop Nhom | 5

Bilirubin tryc tiép

- Hop (4 x 448 test)

- Dat tiéu chuin 1SO 13485,




Dic tinh, Thong sb k¥ thuét

Tai liéu ke khai

e £y o ] " Phan nhom . .
STT Tén hang hoa e ol H:“g Mg rang O.ﬂ nmn\—q Pon vitinh | du kién theo Sé Iwrong Don gia Thanh Tién m..m. Z_mc_r_:.umj 5
- dirong dong goi ’ \_;_.:L (Néu 6} T dieu 44 Nghi Pinh
OR/2021/ND/CP
PO - Hoa chat dung cho xet
nﬂmeMw”wmww nghiém dinh lrgng Bilirubin &
12 S toan phéan. 4 x 448 test Hap Nhom | 5 2
Bilirubin toan "
v:mz - Iou.ﬁ X mE._m test)
- Dat tiéu chudn [SO 13485.
Hda chat ding - Hoa chat dung cho xét
cho xét nghiém nghiém dinh luong cholesterol '
13 |Direct HDL HDL (HDL-C). 4 x 448 test Hdop Nhom | 6
Cholesterol (D- |- Hop (4 x 448 test)
HDL) - Dat tidu chuén ISO 13485.
Hoa chat ding |- Hoa chat ding cho xét
cho xét nghiém nghiém dinh luong Gamma-
14 |Gamma-Glutamyl |Glutamyl Transferase (GGT). 4 x 448 test Hép Nhoém | 5
Transferase - Hop (4 x 448 test)
(GGT) - Dat tiéu chuan 1SO 13485.
Hoéa chat ding | Iwm nrmﬁ CangThe 2t
15 |cho xét nghiém :mwmm.a dmbcheomg SAT. 4 x 448 test Hop Nhom | 4
SAT - Hop (4 x .ﬁm test) .
- Pat tiéu chuan ISO 13485.
Hoa chat ding - Hoa chat diing cho xét
cho xét nghiém  |nghiém dinh lwong cholesterol
16 |Direct LDL LDL. 4 x 400 test Hap Nhom 1 P
Cholesterol (D- |- Hdp (4 x 400 test)
LLDL) - Dat tidu chuan 1SO 13485.
; 2 i - Hoa chat dung cho xét
Héa chit ding e ccanis - .
7 |chosttnghitm | EDemdinhligng Lipase 4 x 320 test Hop Nhom | 3
Ligase - Hop G X umn test)
- DPat tiéu chuén 1SO 13485,
3
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ENECTTISE.

Dic tinh, Thong s6 ky thuat

Phén nhom

Tai liéu ké khai

STT | Ténhanghoa | MUCIOithicwhojctvong | Quycheh | o0 tinn | dir kidntheo | S6ivomg | Donsi Thauh Tidn | §¥theokboind
duong dong goi 0 E 7 dien 44 Nghi Binh
I'Ti4 (Néu co) _ va BT |
98/2021/NbH/CP
_ . ~ \ -
Hoa chét diifig - I.o,m n:.mw dung r_._o,, xﬁ,‘ ‘ e
cho xét nehidm nghiémdinh lugng yéu to khdp : 5
18 BT dang thip. 2 x 180 test Hop Nhom 1 3
Rheumatoid : £
Factor (RF) - Hop (2 x 180 test)
- Dat tiéu chuin ]SO 13483,
- Hoa chat dung cho xét :
aa chic ding e
19 |cho xét nghiém . _..: e 52 4 x 400 test Hép Nhom 1 5
Total Protein niéu ity
" |- Hop (4 x 400 test)
- Dat tiéu chuén 1SO 13485.
Haa chat ding M._JMM:M*MM_M F__“Mﬂn:.%qummoﬂ:
20 |cho xétnghigm | Br o GIMN WONE | 4 x220 test Hop Nhom | 2
Tearisfori - Hop (4 x 220 test)
- Dat tiéu chuan ISO 13485.
Héa chit — : _“MM#nMﬂ”rn_H“nm M*Mnﬁﬂc:n ;
21 |cho xétnghigm [ o e Gl oS " | 4% 1200 test Hop Nhom | 3
Uric Acid - Hop (4 x 1200 test)
- Dat tiéu chudn 1SO 13485,
- Hoa chat dang cho xét
Hoa chat ding  |nghiém dinh luong
22 |cho xét nghiém Triglycerides 4 x 500 test Hop Nhom | 10
Triglycerides - Hop (4 x 500 test)
- Dat tiéu chudn ISO 13485.
Hoa chat ding -wﬂﬂm nwﬁ_ a_:_:m Mrc et P
23 |cho xétnghigm |"Sriem Ginh IWONg MHOULE. | 4 1560 test Hop Nhom | 8

Urea

- Hop (4 x 1560 test)

- Dat tiéu chuan ISO 13485,




Pic tinh, Thong sb ky thuat Tai liéu ké khai
mire t5i thidu hoidic twon Quy cich Ehdy i oy ia theo kho#n 4
STT Tén hang hoa ' B . ..{ 2 Pon vi tinh | dw kién theo S6 lugng Pon gia Thanh Tién m_ €0 wm:.
duong dong goi TT14 (Néu c6) - didu 44 Nghi Pinh
) 08/2021/ND/CP
Hoa chit dung |- Hoa chét ding cho xét e
cho xét nghiém nghiém dinh luong Ethanol . i o : i
4 ‘ : ; :
24 \dinh lugng - Hop (4 x 300 test) A% K0 test Hop k. ?
Ethanol - Pat tiéu chuédn 18O 13485.
Hoa chat dung |- Hoa chat ding cho xét <
. |cho xét nghiém  |nghiém dinh lwong HBAIC. " .
2 : _ ' i x 300 Tests
> |dinh luong - HGp (2 x 300 test) exitiless  hop Ll -
HBAIC - Pat tiéu chuin 1SO 13483,
Hegetdechida I In._w chét hiéu chudn cho xét
e ; o nghiém ALT, AST. i .
26 |cho xét nghiém . 6x1.5mL Hop Nhom 1 2
ALT. AST - Hop Ex_,m;_C
T - Pat tiéu chuan 1SO 13485.
Hoa chat chudn - Hoa chét hiéu chuan cho xét
e xw ohiem  |nghiém CHE, GGT, LDLP,
27 SHEM - ip. 6x2.5mL Hop Nhom 1 2
CHE, GGT, ,
e N
e - Pat tiéu chuén 1SO 13485.
Héa chit chuan | - Hoa chét hidu chudn cho xét
; cho xét nghiém  |nghiém CK_L. 5 ;
28 . , r dmL H ~ 2
sinh héa chung - Hop m.oxMEC Gre % M
loai A - Pat tiéu chudn 1SO 13485.
. £ i - Héa chat hiéu chuan cho xét
Hoa chat chuan nohiém ETOH
29 |cho xétnghigm | orem =R 6x3mL Hop Nhom 1 5
ETHANOL =Hoptdcm)
- - Pat tiéu chuan 1SO 13485,
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Diéc tinh, Thong so ky thuat
miie ti thidu hodc tuong

Quy cach

Phéan nhom

Tai lig¢u ké khai
gia theo khozan 4

ST é 5 m vi tinh - kié S6 lug i Thi ié :
STT Tén hang hoa dirong - Pon vj tin q.m_,w_w.m““_“m”: 56 lugng Don gia hanh Tién dibu 44 Nghi Dinki |
(veu e O8/2021/NB/CP
Héa chat chudn | - Hoéa chét hiéu chuén cho xét R
cho xét nghiém C- [nghiém CRP 2. . o ?
5 " ; e 1 L Nhom 1 3
- Reactive Protein |- Hop (1x6x1mL) Hoxlm Eip 5 o
(CRP) - Dat tiéu chuén [SO 13485.
Hoa chat chudn | - Hoa chét hiéu chudn cho xét
cho xét nghiém nghiém D-HDL va DLDL . )
3 Iy I 5
¥ HDL Cholesterol |- Hop (3xImL ) Sl HEp Mpom
/LDL Cholesterol |- Dat tiéu chuin 1SO 13485.
- Hoa chat hiéu chudn cho xét
. nghiém AAG, AAT. ASO 2,
Hoa chat chuan  |C3, C4, Hapt, IgA 2, IgG 2,
32 |cho xét nghiém [gM_2, PreAlb va Ix6x1mL Hop Nhom | |
sinh hoa dac biét |Trf,
- Hop (1x6x1mL)
- Pat tiéu chuin ISO 13485.
Hoa chat chudn | - Hoa chét hiéu chuin cho xét
cho xét nghiém  |nghiém Lac va TIBC. .
33 j * j 5 ha
"> |sinh hoa chung |- Hép (10 x 5ml) ERAm! Hop S| _
loai B - Pat tiéu chuan ISO 13485,
Haadhdbcbuds 17 _“Mm nWm_” hi¢u chuén cho xét
34 |cho xét nghiém gl AT 3x5mL Hop Nhom | I

Total protein niéu

- Hop (3x5mL)

- Pat tiéu chudn 1SO 13485.




Pic tinh, Thong s6 ky thuat
mire t6i thiéu hodic tuong

Quy cach

Phin nhém

Tai liéu ké khai
gia theo khoén 4

STT | Tén hang hoa B Honagth Bon vitinh | dy Em._, M_:a. S6 lwong Pon gid Thanh Tién dibu 44 Nghi Dinh
LI (Men e 98/2021/ND/CP
- Hoéa chét chuan hiéu cho cic .
xét nghiém hoa hoc: Alb, Ca, . ;
wss ehlakiks Chol 2, Crea 2, DBIl 2, _.
35 |cho cac xét ek 40 Gl DG, 12 x 3 ml Hop Nhom 1 3
nghiém sinh hoa lrn_2: L v, IR T4 2, . . :
= TP, Trig. UA. va UN_c.
-Hop (12 x 3 ml)
- Dat tiéu chuén [SO 13485.
- Hoa chat theo dai va dicu
Hoa chat kiém chinh tv 1€ pha lodng cho xét
36 (g pha loang xét nghiém IMT Na K Cl. 6x2ml Hdp Nhém | !
nghiém dién giai |- Hop (6x2ml) .
-_Dat tiéu chudn 1SO 13485,
Héa chit pha - Hoa chit pha lodng xét
37 |loang xét nghiém |nghiém dién giai 2x1.5L Hép Nhém 1 7
dién giai - Hop( 2x1.5L)
Hoa chat chuan _/.hm_P._wAm Mwﬂ_n:.._m: A% nEhikm .
5 ; i s ‘ . 2 ;
38 mewm,ﬂmsﬁa G nm_i.uE 2155 Hop Nhom | 8
e - DPat tiéu chuan ISO 13485.
_._ow nswﬁ chuan | isa chdt chuln chudn xét
B9 chaton iyl nghiém Na, K va Cl|
30 |dién cue ding . ? i 2x250mlL+2x Hop Nhom 1 15
cho xét nghiém | Her Amxume:.,__reux_mmag 125mL
S - Dat tiéu chuan ISO 13483,
dién giai
. . .. |-Dungdich rira cuvettes.
40 Hwﬂwuﬂ_”fﬁw he | Hop 2 x L5L) 2 x 1.5L Hop Nhom | 24
= - Dat tiéu chudn ISO 13485.
7
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Pic tinh, Thong sé ky thuét

Phin nhém

Tai liéu ké khai

e t&i thid - . ] . i £
STT | "TBobinghi: | TUENCEhoictAy | QW | o ok | Sekidame | 88 lrong Pon gis ThapbTikn | 514 theo khodn 4
duong doéng goi i e |dieu 44 Ngh) Dinh
TT14 (Néu co) e i
GR/Z0ZUNDICP
- Dung dich ria va on dinh AR
Dung dichrira  |cuvet. ¢
41 Zx 1.5L H{ : 43
cuvet - Hop (2 x 1.5L) 3 a5 o
- Dat tiéu chufn 1SO 13485.
- Dung dich 1 rira kim hat hoa .
Dung djch rua chét, kim tron mau va cuvette.
42 e ! ; 44. 5 .
iy - Hlp (8 x 44.6mL) 8 x 44.6mL Hép Nhom 1 4
- Pat tigu chudn SO 13485,
- Dung dich 2 na kim hat hoa
Dung dich rra |chat, kim trén mau va cuvette.
43 : ) ¢ 44, op Nhe
4 Kim 2 - Hop (8 x 44.6mL) 8 x 44.6mL Hop Nhom | 4
- Pat tiéu chuén [SO 13485.
= Dung dich 4 ra kim hut hoa
Dung dich ira  |chdt, kim trén miu va cuvette.
44 - : - 4 x 47 0 Nh¢ 3
kim 4 - Hép (4 x 47 mL) v A7 ml Hop it
- Dat tidu chuan 1SO 13485,
Durig djch lan: %Mnmmmm_ﬂmﬁ__dma mat dén trén
. n .
45 at dén hé tho 0 Nha
HM: TMM ¢ thong |- Hop (1 x Nmo il 1 x 250 mL Hop hém | 4
- Dat tiéu chudn 1SO 13485.
- Cuvet pha lo@ing. 5 sews x 23
46 | Cuvet pha loang |- Hop (5 segs x 23 cuvettes) ; & . 2 Hop Nhom 1 )
- Dat tiéu chudn 1SO 13485. uvetes
A - Dung dich rira kim pha lodng.
= D dich ru =
7 | SPREICRIE | M 2xasm 2 x1.5L Hop Nhém i 7

déu ngay

- Dat tiéu chuan 1SO 13485,




Pic tinh, Thong s6 ky thuit

Phén nhom

Tai liéu ké khai

arT | tenbnegne,, | PUCNICuNoictoNg | Quyeleh | o Pileh | dildln thee: | 68 lwong Pon gia ThaplsTitn | B theo khoan 4
| duong dong goi ' TT14 (Néu c6) diéu 44 Nghj Pinh
{ ' ) N 98/2021/ND/CP
Dung dic ) i
| uw:ch%ﬁwwm - Dung dich pha lodang mau. T
48 xwgmr.,aa% - Hop (2 x 1.5L) 2x 1.5L Hop Nhom 1 71 _ )
. Sy - Pat tiéu chudn 1SO 13485.
- Dung dich dé giir cho bé u
Dung dich thém  |khéng bi nhiém khuan va ngan ;
49 |vao budng 0 nudc [bot bam Ién cuvette. 4 x 36 mL Hép Nhém | 3
an dinh budng u |- Hop (4 x 36 mL)
- Dat tiéu chuan 1SO 13485.
- Bo di ’ U
B diencue Na. |0 g
K.Cl dung cho g . m H,.E i fuong 4 cam hién . i
50 ; ST natri. kali va clorua . i Hop Nhom | 4
xet nghi¢m dién 5 o . da nang/hop
sidi - Hop (4 cam ﬁ_m: da :mqmu
= - Pat tiéu chufin SO 13485.
o8 ghir g THWM-MMM,__WMEOMMM:; 2
S |cho xét nghigm  |"S/ o G UONS ~* 14 x 2050 Test Hop Nhom 1 _
Coldiiusis 3 - Hop (4 x momo Test)
=2 - Pat tiéu chuan SO 13485,
. - Hoa chat di :
Ebadibekih, | AR R G
. dime cho xét nghiém dinh luong Total
52 e Protein. 4 x 1850 test Hop Nhom 1 !
nghiém Total i
prateln - Hop (4 x 1850 test)
- Dat tiéu chudn 1SO 13485.
Héa chat chinh |- Hoa chat diing cho xét
53 dung cho xét nghiém Magnesium. 3 x 400 test Heé Nhém | |
> Inehiém - Hop (3 x 400 test) i °P
Magnesium - Pat tiéu chuan 1SO 13485.
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Dic tinh, Thong s6 ky thuit
mire ti thiéu hodic twong

Quy cach

Phin nhom

Tai liéu ké khai
@ia theo khoan 4

nghiém HBAIC

2x2x1ml)
- Pat tigu chuan 1SO 13485,

STT | Tén hang hoa . > "7 | Ponvitinh | du kién theo i4 Thanh Tién .,, B
duong dong goi TT14 (Néu co) diéu 44 Nghi Pinh
3 ER 10 -
) 98/2021/NB/CP
Hoa chét chinh :ﬁwh:m: Mﬂwmm et
54 |dung cho xét Sl 4 x 200 Tests Hop Nhém 1|
oty Cystastin |0 20 v R 20T Teats)
i - Dat tiéu chudn ISO 13485.
Héa chit chinh ;
10a cnat Chinll 1 11 sa chit diing cho xét
- i nghiém Immunoglobulin G 2
55 ghié ) =i Q )
___QHM::MMHOo_og_:: - Hiop (4 x 180 test) 4 x 180 test Hop Nhom |
G5 - Dat tiéu chudn 1SO 13485.
_Q_“”M Mﬂwﬁ MMS? - Hoa chat ding cho xét
56 |nghiém :m:.,_n:._ E_nﬂom_o_u.:__n BeM. 2 x 200 test Hop Nhom |
Microglobulin B S b
Awwzwm - Pat zm:, chuan ISO 13485,
Hoa chat chinh |- Hoa chat dung cho xét
- ding cho xét nghiém Vancomycin. 5
a7 ; )
sl - Hop (4 x 100 test) 4 x 100 test Hap Nhém |
Vancomycin - Dat tiéu chuan [SO 13485,
- Cuvet phan ung Sy 17
58 | Cuvet phan tmg |- Hop (5 x 17 segment) N Hop Nhom |
- Pat tiéu chudn [SO 13485 g
- Hoa chét hiéu chudn cho xét
Hoa chit chuan nghiém dinh lugng HBA1C
- ; : . Ix1x5ml . .
59 |cho cac xét - Hop (1x1x5ml Hép Nhom | 3
2x2x1ml




Pic tinh, Thong s6 ky thuft . Tai lidu ké khai
mire ti thidu hodc twon ; Quy cich Flian phou ia theo kho#n 4
STT | Tén hang hoa . g ty cach | ponvitinh | dukién theo | S8 lugng Pon gid Thanh Tién | B .
dwone dang poi TT14 (Néu c6) diéu 44 Nghi Pinh
g 0
, . 98/2021/ND/CP
Lk . |- Hoa chét hiéu chuan cho xét
o nghiém dinh lwong Cystatin b
60 |cho cdc xét gk it g S | BxTx2ml Hop Nhém 1 1 -
nehiém Cystatin | Hop (5 1 x2mi) ’
SIS - Dat tiéu chudn ISO 13485. ..
Hoa chit chudn |- Hoa chat higu chuan cho xét :
cho cac xét nghiém Gent, Lido. Napa,
6! |nghiém Gent. Proc, Tob, Vanc 2x5x5ml Hop Nhom 1 1
Lide. Napa. Proc. |- Hop (2 x Sx S ml)
Tob. Vanc - Pat tiéu chuan 1SO 13485,
Hoa chét chuan |- Hoa chat hiéu chuan cho xét
. cho xétnghiém |nghiém Microglobulin.B2M. ;
2 : o it 3 Hé h 1
6 Microglobulin -Hép (3 x 1 ml) ke °P Mg, |
B2M - Pat tiéu chuin ISO 13485.
- Béng dén Halogen
Bo : F , . .
63 _._M_Hmmdms -Hop 1 céi 1 cai Hop Nhom 6 2
= - Pat tiéu chuan 1SO 13485.
Hoa chat chi :
16a chat chinh | 1. ht ding cho xét
dimg Eho 28 nehiém dinh luong Ammonia
x i o o 1a. - !
64 |nghiém dinh S i B 4x 120 test Hop Nhom | 1
luong Ammonia | gl
mz._._wg - Pat tiéu chuan [SO 13485.
. ; : - Héa chat dung cho hiéu
Hoa chat chuén P -5
S chudn xét nghiém luong
65 e Ammonia. 2x3x2.5mL Hop Nhom | |
dinh lugng ; S B B
Amenie iy | TRBIEEET
) - Dat tiéu chuan 1SO 13485,
11
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f
Dic tinh, Thong s6 ky thuit 3 . Tai liéu ké khai g
mire téi thiéu hodic tuon Quy cich Ctn i 14 thieo Khodn 4 |
STT | Tén hang héa SLRIREaIng WEACh | Donvitinh | dw kién theo | & lwong | Don gi Thanh Tién | B} theo Khoan 4
duong dong goi TT14 (Néu c6) ditu 44 Nghi Dinh |
¥ 98/2021/NB/CP |
Hoa chat chinh |- Hoa chét ding cho xét &
dung cho xét nghiém dinh lugng Lactate. x :
66 ; ’ e 4x 95 test hé
nghiém dinh - Hop (4x 95 test) R Hop Z., i
lugng Lactate - Pat tiéu chuin ISO 13485.
Hoéa chét chinh |- Hoa chit dung cho xét
~ |ding cho xét nghiém dinh lugng Phospho. . _
9 iohitn dish - Hop (3x1700 test) el 70t Hop Tty |
luong Phospho |- Pat tiéu chuén ISO 13485.
Hda chat chinh |- Héa chat ding cho xét
diing cho xét nghiém dinh lugng
68 |nghiém dinh Cholinesterase. 2%135 test Hop Nham |
lugng - Hép (2x135 test)
Cholinesterase |- Pat tiéu chudn ISO 13485.
Hoa chatchinh |- Hoa chat dung cho xét
dung cho xét nghiém dinh lugng Lactate
69  [nghiém dinh Dehydrogenase. 4 x 448 test Hop Nhom 1
luong Lactate - Hop (4 x 448 test)
Dehydrogenase |- Dat tiéu chudn ISO 13485,
Hoa chit chinh |~ 1102 chat ding cho xet
S nghiém dinh lugng Lactate
O _,wa Dehydrogenase. 4X210 test Hop Nhom 1
H%mﬁ.cm_g_:mn ~Elp (4 x 210 tost ]
-_Dat tiéu chudn ISO 13485,
Hoa chit xét - Hoa chat xét nghiém dinh
nghiém dinh luong Kappa tu do. ” ;
B o o . 3x 1.7 ml H N
lugng Kappa ty |- Hop (3 x 1.7 ml) 8 LT o e |
do - Dat Tiéu chuan I1SO 13485




Pic tinh, Thong s k§ thuat

Phin nhom

Tai liéu ké khai

Ly T , ¢ < 5
STF | Tonmanphos | PO ortmCubejetomng | Quyedeh | oo e |apnibivies | b Pon gis Thsnk Tiga | D0 theo khoan'd
duong dong goi . i diéu 44 Nehi Pinh
TT14 (NEu ¢6) B E
98/2021/ND/CP

Hoa chat xét - Hoa chat chinh xét nghiém
nghiém dinh dinh hrong Lambda tir do. i &

72 ! 2. H Nhom 1 I :
luong Lambda ty |- Hop (3 x 2.1 ml) Szl op i :
do - Pat Tiéu chuin SO 13485 g
Ho# chat chudn |- Hoa chét chuin xét nghiém
xét nghiém dinh  |dinh luong FLC Kappa. FLC :

73 |lugng FLC Lambda . 3x1mi Hop Nhom | I
Kappa, FLC -Hép(3 x| 3:
[.ambda - Pat Tiéu chudn 1SO 13485
Hod at kie :
i mwﬁ Lo . |- Hoa chat kiém tra muc 2 cho
tra mirc 2 cho xét | e
nohiém dinh xét nghiém dinh lugng FLC

74 S Kappa, FL.C Lambda. - 3x1ml Hop Nhom 1 1
1 0Ag FLC Hop (3 x | mi)

. - 3

AP, ELG - Dat Tiéu chuan 1SO 13485
Lambda
Hoa chat phu
chay céc xét - Héa chét bo sung chay cac
nghiém dinh xét nghiém dinh luong chuéi 3x0.5mi
lwong chudi nhe  |nhe ty do Kappa va Lambda . | Suppl. A and . .

15 : " NI I 1
twdo Kappa va |- HOp (3 x 0.5 mI Suppl. Aand | 3 x2ml Hop tom
Lambda: ( FLC |3 x 2 ml Suppl. B) Suppl. B
Kappa, FLC - Dat Tiéu chuén 1SO 13485
Lambda )
Hoa chat kiém -Hoa chat kiém tra chat lyong
tra chat luong cho cdc xét nghiém Sinh Hoéa

76 cho cac xét mirc | 12x5ml Hop Nhom | 4
nghiém Sinh Hoéa |- Hop 12x3ml
mirc | - Dat tiéu chudn 1SO 13485,

13
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Pic tinh, Thong s6 ky thuat

]

Tai liéu ké khai

A D R ] Phan nhom : el
STT | Ténhanghoa | Muctoithicuhogctwong | Quycach | oo o0 on | dy kiéntheo | Sélugng | Don gid ThanhTidn | Bt theo khodn 4
duong dong goi TT14 (Néu c6) ditu 44 /w_.f cm,.L..
98/202 1/ND/CP
Hoa chit kiém - Hoa chat kiém tra chat lugng e
tra chit luong cho céc xét nghiém Sinh Hoa , e .
77 |cho cac xét mtuc 2 12x5ml Hop Nhom 1 -+ )
nghiém Sinh Hoa |- Hop 12x5ml
mire 2 - Dat tiéu chuan 1SO 13485.
Hoa chat kiem | - Hoa chat kiém tra chét lugng '
tra chét lugng cho xét nghiém Ethanol va
78 |cho xét nghiém Ammoniac mirc 1 6 x 3ml Hop Nhom 1 +
Ethanol va - Hop 6x3ml
Ammoniac mic | |- Dattiéa chudn 1SO 13485.
Héa chat kiém - Hoa chét kiém tra chat lugng
tra chét lugng cho xét nghiém Ethanol va
79 |cho xét nghiém Ammoniac muc 2 6 x 3ml Hop Nhom | 4
Ethanol va - Hop 6x3ml
Ammoniac mirc 2 |- Dat tiéu chuin 1SO 13485.
Héa chat kiém | - Hoa chat kiém tra chat lugng
tra chét luong cho xét nghi¢m Ethanol va
80 |cho xét nghiém  |Ammoniac mirc 3 6 x 3ml Hop Nhém | 4
Ethanol va - Hop 6x3ml
Ammoniac mirc 3 |- Dat tiéu chuén 1SO 13485,
Hoéa chat kiém - Hoa chat mﬁ_ma H.q,m nr,mﬁ ,
tra chét hrong lugng nd._c xét nghiém FR va ) ,
81 CRP mirc 1 3x1ml Hop Nhom 3 2

cho xét nghiém
FR va CRP mirc |

- Hép 3x1ml
- Pat tiéu chuin 1SO 13485.

14



Pic tinh, Thong s6 ky thuat

Phin nhém

Tai liéu ké khai

ire tdi thiéu hode tu 3 ia theo kho#n 4
STT Tén hang hoa e 101 thicw hiuge frrng O_ﬁ_ awam Pon vi tinh | du kién theo S6 lwong Pon gid Thanh Tién m..pm o2 ﬁ.u :
duong dong goi ’ TT14 (Néw ¢6) diéu 44 Nghi Dinh
de e 98/2021/NB/CP
. PO - Hoa chat kiém tra chat
Hoa chat kiém : & , b
. lugng cho xét nghiém FR va [t
tra chat lugng . 3 &
82 2 55 CRP mirc 2 3x1ml Hop Nhom 3 2 .
cho xét nghiém .
FR va CRP mire 2| HoP xIm! ._
. |- Dat tiéu chuin I1SO 13485.
- Hoa chat kiém tra chét
Hoa chat kiém luong cho xét nghiém FR va
gy |Muchdtlogne JEEBmucd 3xIml Hop Nhém 3 2
cho xét nghiém |- Hop 3x1ml
FR va CRP muec 3 |- Dat tiéu chuin ISO 13485.
; & 3 - Hoa chat kiém tra chat
Hoa chit kiém . L
R lrgmg cho xét nghiém HDL
tra chat luong ; . - n -
84 . i mirc | Sx 3ml Hop Nhom 3 !
cho xét nghiém 3
HDL | = - Hop 5x3ml
. - Pat tiéu chuan [SO 13485.
. £y - Héa chat kiém tra chat
Haa chat kigm : _ S
v ehE T lugng cho xeét nghiém HDL
85 g mire 2 5x3ml Hop Nhom 3 I
cho xét nghiém .
HDL 2 - Hop 5x3mi
B - Pat tidu chuan 1SO 13485.
: T - Hoa chat kiém tra chat
Héa chat kiém ) ..
ikl Tions luong cho xét nghiém HDL
86 e mirc 3 5x3ml Hép Nhom 3 1
cho xét nghiém -
HDL 3 - Hop 5x3mi _
- Dat tidu chuan 1SO 134835,
Héa chét kiém - Hoa chét kiém tra chat
tra chit luong lugng cho xét nghiém HBAIC . .
7 iy A = 6x0.5ml H Nhom | 3
. cho xét nghiém - Hép 6x0.5m b i o
HBAIC - Pat tidu chuan 1SO 13485.
|
15
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