BO Y TE | CONG HOA XA HOI CHU NGHIA VIET NAM
VIEN SOT RET - KY SINH TRUNG Dge lap - Ty do - Hanh phie
CON TRUNG TRUNG UONG

$6: AN TB-VSR Ha Noi, ngav O théng 3. nim 2023

YEU CAU BAO GIA
Kinh giri: Ciic cing ty, don vi, nha cung cip hang hoa tai Viét Nam

Hign nay, Vign Sot rét - Ky sinh tring - Con trung Trung wong cé nhu ciu ticp
nhan bao gu& dé tham khao, xay dl,mg gid go thau, lam co so th chire lira chon nha
thau cung cip hing hoa phuc vu cdc hoat dong cua Vién giai doan nim 2025-2026 vii
non dung cy thé nhu sau:

l. Thﬂng tin ciia dom vi yéu ciu bio gia:

1. Brom vi yéu ciu bao gid: Vién 86t rét - Ky sinh tring - Cén tring Trung wong

2. Céch thirc tiép nhén bio gid:

- Ban eimg (co chir ky. dong dau hop phap) gin trre ticp hofic qua dwimg buu
dién.

- Pia diém nhin bdo gid: Van thu Vign 8ot rét - Ky sinh tring - Cén trung Irung
wong. dja chi: 56 34, duomg Trung Van, Phuomg Inmg Van, Cuedn Nam Tir Liém,
Thinh pho Ha Noi.

3. Thiri gian nhin bao gia tr .0 gier (7. phit. ngay .0 thang 3. niim 2025 dén
trude. A gids. 00, .phiit, ngiy .4¥thang...4.. ndm 2025.

4. Thii han c¢o higu Iyc cia bao gid: Téi thiku 90 ngiy ké tir
ngiy 4F thang. 2 ..nam Eﬂl‘i

I1. Ngi dung yéu cau bio gia:

1. Ho sorbdo gia hgp 1¢: Bao gia phai co diy di thong tin dom vi bdo gid. ngay.
thang, ndm ky phat hanh bao gia va thin gian hig¢u lyc ci bdo gid, dbng thari phai co
k¥ xac nhin va dong dau theo quy dinh. Bio gid da bao gdm thué, phi giao hang. bao
hanh, bao tri, heimg dan sit dung tai Vién 5ot rét - Ky sinh trung- Con tring Trung
UOng.

2. Mau bao gid: Phy lye 01 kém theo.

3. Danh muc hang hoa: Phu Iye 02 kém theo.

4. Dia dicm cung cip hing héa, dich vy: Vién S0t rét - Ky sinh tring - Con tring
Trung womg: Pja chi: 56 34, duomg Trung Vin, Phuomg Trung Vin, Quian Nam Tir
Liém, Thanh phi Ha Nai.

5. Thodi gian giao hang dy kién: Nhin hang thanh cic dot theo nhu cdu sir dung
tai Bénh vién, thyre hign trong vong 24 thang tinh tir 01.7.2025,

6. NGi dung khae (néu cé): Don vi bdo pid gin' kém theo cac tii li¢u chl:mg minh
vie tiéu chuﬁn k¥ thugl. cdn cor dé xudt gid chao va cac @i ligu lien quan khac cua hing
hoa nhu: Két qua tring thau mat hang twong tur theo hinh thire ddu thiu rong rii trong
\-l:lﬁg 11 thang trude thivi didm bao gid; hop ddng tring thiu hodc tr khai hai quan co
gid hiang hoa. ..

Xin trdan lr:;ing cam om./,

Nerit nhin:

- Mhar trén:

- Website cia Vign, Bénh vién (de cdng khai);
- Laru: VT, KHTC.




BO Y TE 1 CONG HOA XA HOI CHU NGHIA VIET NAM
VIEN SOT RET - KY SINH TRUNG Dic lip - Ty do - Hanh phiic
CON TRUNG TRUNG UONG

PHU LUC 01: MAU BAO GIA )
(Kém theo Thing bao s6 NS VSR-TE ngay 2. thang 5. nam 2025 cua Vién Sot rét -
Ky sinh tring - {":in trimg Trung womg)

Miu bio gid:

CONG HOA XA HQI CHU NGHIA VIET NAM
ﬂﬁcﬂp_- Tl,r do - Hanh _phﬁc

Tén don vi bdo gid: ..........
3R L
M sb thué: ...
Si dién thoai lién hé: .
Email: ..o
BAO GIA

Kinh giri: Vi¢n St rét-Ky¥ sinh tring-Con tring Trung wong.
Pja chi: 34 Trung Vin - P. Trung Van- Quan Nam Tir Liém- Ha Noi.

Trén co sé yéu ciu bio gid cia Vién Sét rét-Ky sinh tring-Con tring Trung wong
tai Thong bdo sb ... /VSR-KHTH ngdy....thang....nam 2025, ching (6i....(ghi tén,
dia chi ctia hiing sdn xuit, nhi cung cap] bio gia cho hiang héa nhir sau:

1. Bsio gia hang héa va djch vu lién quan:

T | Danh | Ki.md, | MA | Nam | Xudt | Donvj| S6 | Bom | Chi | Thub, | Thanh |
T | myc | nhiinhifu, | HS san wir tinh | lugmg! | gi& | phicho | phi, § tién

hing model, imitu | xude khéi | (VNDY | cée phi (VN

hia bang san cih) hirgng dich vy | (néu

xuik | liém o)
fuan {VNEN
i (VNB) |
/! é 3 4 ¥ f rAR B 9 i i1 2
: .
2 |
Tong | |

2. Bao gia ndy ¢o hiéu lyc trong vong: ... ngay (Ghi cu thé 56 npay nhirng
khéng nho hom 90 ngiv), ké tir ngay 43 thing 3 n&m 2025,

3. Chiing tdi cam kiét;

- Khang dang trong qua trinh thye hign tht tue gidi thé hode bj thu hoi
Gidy chimg nhin dang kv doanh nghiép hodc Gidy chimg nhin ding ky
h$ kinh doanh hofic cac i li¢u weong duomg khae; khong thude trudmg

2

B vl



hop mat kha ning thanh toan theo quy dinh cia phap ludt vé doanh
nghiép.
- Gid trj cda hang hoa néu trong bdo gid la phi hgp. khong vi pham quy
dinh cia phap ludt vé canh tranh. ban pha gia.
- Nhimg thong tin néu trong bao gia la trung thye.
. ngay.... thang... nﬁm
bai dién hop phap cua hing sﬁn 1u%l nhi fungt:p
{(K¥ tén, dong dau (néu co))

Ghi chii:

(*) Nguﬁl dai dién theo pl-ua,p ludt hodic nguin dwge ngurdi dai dign theo phap
lugt uy quyen phai ky tén, dong diu (néu ¢6). Trimg hop Gy quvén, phai gini kém theo
gia}.-' y qu:.-&n ky bio gla Truomg hep lién danh tham gia bao gia, dai dién hop phip
clia tat ca cac thanh vién lién danh phai ky tén, dong dau (néu cd) vio bio gid,

Ha Noi, ngay ﬁ]‘;_.fﬂuiug ___.{) ndm 2025
HT. \-"IE.N TRI_TD'N('-

Trﬁn Quang Phyc




BO Y TE _ CONG HOA XA HOQI CHU NGHIA VIET NAM
VIEN SOT RET - KY SINH TRUNG Béc lip - Tw do - Hanh phic
CON TRUNG TRUNG UONG

PHU LUC 02: DANH MUC HANG HOA |
(Kém theo Thing bdo s6ZAYVSR-TB ngay 5. thing A ndam 2023 ciig Vign Sot rét -
KY sinh trang - Can frimg Trung womg)

1T Danh muyc Mb ti yéu ciu | Don S6 hrgng dé
vé tigu chudin k§ vi xuiit giai doan
thuji tinh | ndm 2025-2026
I | Hoa chit, vt twr twong thich véi may
xét mghigm huyét hoe Nihon Kohden
Celltac F
I | Hoa chit pha lofing ding cho may phan | Bang 01: Yéu | Thing 41
tich huyét hoe cau tiéu chuan k¥
2 | Hoa chét ly giai héng ciu ding cho thudt cua hang | cpa; 30
may phin tich huyét hoc héa thude phan I:
: T T Hoa chat, vir to -
3 | Hoachit ly giai hong ciu ding cho e .| Chai 30
: ; i . g thich vai
may phén tich huyél hoc dé bach phin 20wt ol
T may xX¢i ng Lu,m
bge ; huyét hoe Nihon
4 Hn.’mlch.il rira diing cho méy phin tich Kohden Celltac F | Thing 7
huyet hoe logi dim dc
5 H&&Ichi‘it rira dimg cho mdy phén tich Thiing 9
huyet hoc
6 | Hoa chit ding cho may phin tich huyét Lo I8
hoc dung dé ndi kiém mire thuimg
7 | Hoa chit ding cho may phin tich huyét Lo I8
hge dang dé ndi kiém mirc cao
8 | Hoa chdt ding cho may phin tich huyét Lo I8
hoc ding dé ndi ki¢m mire thip
9 | Dy bom miy Nihon Kohden Celltac F Chide 4
10 | Phin lpc may Nihon kohden Celltac F Chide 20
11 | Hoa chit ding cho may phin tich huyél Lo 4
hoe dé hidu chudn may huyét hoe Nibon
Kohden Celltac F
Il | Hia chat twong thich vii may xét
nghiém huyét hoc Siemens ADVIA
2120
| | Hoa chit tpo dong cho phén tichtébao | Bang 02: Yéu | Can 60
miu cau tiéu chuan k¥
2 | Hoa chit tgo dong cho phin tich cac | thudt cta hang [ e, 4
thanh phin bach ciu hoa thude phan




TT Danh myc M ta yéu_ciu Pon S6 lwgng dé
vi tiéu chudn k¥ | vi | xudt giai doan
thudgt tinh | nim 2025-2026
3 | Hoa chit rira hé thing I:  Hoa chat| Hgp 12
e - : - T | wnomg thich v =
4 | Hoa chat phan tich thanh phan bach cau mdy Xt nghibns Heop 20
huyét hoc
Siemens ADVIA
21204
5 | Hoa chit phén tich héng ciu. bach ciu Hip 22
va tiéu cau
6 | Hoa chit kiém chuin cho xét nghiém Lo 57
huyet hpe mite binh thuimg,
7 | Hoa chiit kiém chudn cho xét nghi¢m Lo 57
huyét hoc mire cao
8 | Hoa chit kiém chuin cho xét nghiém Lo 57
huyét hpe mic thip
111 | Hoa chit, vit tr twong thich véi may
xét nghifm sinh héa Beckman
Coulter AUGRD
I | Diy din Roller tubing Bang 03: Yéu | Chiée 6
2 | Pén doc photometer lamp cau tiéu chuan k§ Chidec f
3 | Hoa chit g wom hang -0
. c ma“ A hia Lhui}clphinluﬂ 20
4 | Binh lugng Bilirubin todn phin Ill: Hoa chat, vat | Hip 3
. 0 w wromg  thich
5 | Dinh lugmg Cholesterol todn phan véi  miy xét Hip 13
z nghi¢m sinh hda
6 | Binh hrgmg Glucose Boibrian Coulter Hop 27
7 | Dinh ligng Protein todn phin ALGE0 Hop 4
§ | Dinh lugng Albumin trong huyét thanh Hop 3
va huyét tuong
9 | Vit ligu kiem soat xét nghiém héa sinh Lo 40
mirc 2
10 | Vit ligu kigm sodt xé1 nghiém hoa sinh Lo 40
mire 3
11 | Binh hegmg Acid Uric Heyp 8
12 | Binh lugmg Creatinin | Hgp 28
13 | Hoa chit djnh lwgng Ure | Hép ]




T Danh mye M td yéu ciu | Dom | S0 lugng dé
vé titu chudn k¥ | vj | xuét giai doan
thuiit tinh | nim 2025-2026
14 | Do hogt 4 GGT (Gamma Glutamyl Hop i
iransferase)
15 | Dinh lugmg Triglyceride Hop 18
16 | Hoa chit hidu chuin cho cic xét Lo P
nghi¢m sinh hoa thuimg quy
17 | Binh lugng Bilirubin trye tiép Hop 3
18 | Do hoat do ALT Hop 129
19 | Do hogt d AST Hop 256
IV | Hoa chiit, viit tw twong thich vii may
xét nghi¢m mién djch Cobas e411
1 | Hoa chiit xét nghiém IgE Bang 04: Yéu | Hip 536
2 | Hoa chit hidu chudn xét nghi¢m Ige | ¢8u tiu chuan k¥ | s, 4
thugt cia hang
hoa thudc phin
IV: Hoa chit, v
tuw tuomg thich
vii mdy  xél
nghi¢m  mien
dich Cobased11
3 | Chét rira diing cho cic xét nghigmmign | Thitng 7
dich
4 | Dung dich hé théng kich hoat tin hidu Thiing 4
dign héa phit quang
5 | Dung dich lam sach hé thing Lg 21
6 | Péu con hit miu Chide 115.200
7 | Cong x¢ét nghiém mién dich Chiéc 46.800
& | Hoa chét kitm tra xét nghiém: FT3, Hipp 10
FT4, TSH, T3, T4, AFP, CEA, HCG +
B
9 | Hoa chat diing dé pha lodng miu xét Hop 10
nghiém mién dich (Troponin T, CEA.
AFP....)
10 | Hoa chét xét nghigm AFP Hop 40
11 | Hia chit tgo duimg chudn cho xét Hip 4
nghiém AFP
12 | Dung dich v¢ sinh may phin tich mién Hip 4
dich
V | Kit ELISA
I | ELISA khéng thé sdn 14 gan lén Bang 05: Yéu| Hop 140




TT Danh mye M td yéu ciu | Dom S0 lwgmg dé
ve titu chusin ki | vj xuit giai doan
thugt tinh | ndm 2025-2026
2 | ELISA khang thé giun diia chd cau tidu chuan k¥ | Hop 1170
3 | ELISA khing thé &u tring sin lgm P“:;*‘ - hp:gﬁ Hop 53
4 | ELISA khang thé giun luon V- Kit ELISA Hop 615
5 | ELISA khang thé giun chi Hop 10
6 | ELISA khing thé amip (Entamocba Hop 40
histolitica)
7 | Elisa khdng thé san day chd Hap 645
8 | ELISA khing thé giun dau gal Hop 275
9 | ELISA khing thé sin 14 phdi Hop 26
10 | ELISA khang thé giun diia Hép 21
11 | ELISA khang thé san mang Hip 28
12 | ELISA khang thé giun xofn Hop 32
13 | ELISA khéng thé san la gan nho Hop 155
14 | ELISA khang thé giun luon ndo Hop 18
V1 | Test chiin dodn nhanh
I | Test chén dodn nhanh bénh viém gan B- | Bang  06: Yéu | Test 8.500
HbsAg cau tiéu chudn ky
2 | Test nhanh phét hién khang nguyén thudt cua hang | peg 22,500
H.Pylori Ag trong phin ‘:’;5‘ i
3 | Que thir nute tiéu 10 thong twong thich | g2 o | Test 4.000
viri miy siemens
4 | Vit lidu kiém sodt xét nghidm nude tidu Test 100
tuemg thich vt may xét nghi¢m nnde
tiéu Cobas ud11
5 | Que thir nurde tiéu 10 théng sé trong Test 10,000
thich vai may xét nghigm nude tidu
cobas udl|
6 | Giay in twomg thich vdi mdy cobas udl1 Cudn 40
T | Test nhanh Crypto Test 200
8 | Test nhanh Giardia Test 200
9 | Test nhanh Entamocba Test 200
10 | Test nhanh s6t xuat huyét Test 200
VII | Hoa chiit, vit tr tiéu hao
; Bang 07: Yéu| Chm
1| Nurive mudi sinh ly cau tiéu chudn k¥ | 500 |14
thugt cua hiu;lg ml
= héa thugc phin | e 5 200)
2 | Nude cat tiém VII: Hoéa chit, n‘ﬁ




T Danh mye Mo ti véu ciin | Dom | S lwgng dé
v titu chusin k| vi | xudi giai doan
thudt tinh | ndm 2025-2026
3 | Can 70 a5 vl tar tiéu hao 5%:;:: 1 445
4 | Dung dich sit khuin nhanh Lit 130
5 | Lam kinh Chiée 1060.800
6 | Gac vai Mét 600
7 | Hop an todn dymg bom Kim tidm Hop B50
8 | Bang dinh vet thuong Miéng 147.900
9 | Bom tiém 5 ml ding mit lin Chiée 1 14.000
10 | Bang y té Gidi 7.000
11 | Lamen Chiée 140.000
12 | Giing tay khing bt Dai 9000
13 | Gang tay ¢ bit D 9.000
14 | Lo dyng phin Chiée 83.500
15 | Khau trang v 1€ 4 lip Chiée 45.650
16 | Nude cét 2 lin Lit 2.000
17 | Pipette nhya Chiéc 2.000
18 | Ong nghiém (ldy nude tiéu) Ong 15,000
19 | Ong nghiém chin khong EDTA K2 Ong 100.000
20 | Déutip 2pl - 200ul Chiée 430,000
21 | Tube nhira vo khuan 1,5 ml diy nhon Chiée 530,000
22 | Péutip 0,1-10pl Chiée 310,000
23 | Pl tip 20-300 pl Chide 1.000
24 | Dhutip 50-1000 pl Chice 1.000
25 | Ong nghi¢m nhya ndp tring Ong 100,000
26 | Ong nghi¢m Heparin (Lithium) chin Ong 55.000
Kiving
27 ﬂn.g nghi¢m Heparin Lithium 2ml If.'lng 55.000
28 | Coc thot day Chiée 20
29 | Hip dymg béng cén Hap £
30 | Day garo Chiée 10
31 | Khay chir nhii Chiée 5
12 | Gel siéu 4m Lit i
33 | (g iy méu chin khong chir chit kich - Cai 65.000




T Danh muyc Mo ti yéu ciu | Don |  Sé lugmg dé
vé tidu chudn k¥ | vi | xuit giai dogn
thujt tinh | niim 2025-2026
hogt ding miu
14 Z-i.':::tl Jay mau chin khong hai diu dic Ca 65.000
35 | Gid 8 kim chan khang ding mit lan | Ong 65.000
VI | Vit tr khic

1 | Tai nilong ving Bang O08: Yéu| Kg 30

2 | Tii nilong xanh cau tidu chudn k¥ | o 30

3 | Tui nilong tring ::;f m‘;‘; EE Kg 15

4 | Tui nilong den VI Vit wrkhac | kg 10

5 | Khan gidy da nang Cugn 1400

6 | Déng hd dém nguee dién tir | Chice 10

7 | Gidy lau da niing Kg 1.500

8 | Gidy in nhigt Cudn 1500

9 | Coe gidy ding 1 lin i 1 030,000
10 | Nurde rira tay Chai 300

11 | Tiai zip dyng thuds kg 3

12 | Gang tay cao su i 100)

13 | Nude iy Javen Lit 200

14 | Khin mat Chige 500

15 | Khan mit vudng tring Chide 500

16 ;;'ncrl:]]cm dymg rac mau xanh (KT:40 x Ke 960

17 | Thi nilon dymg rac mau xanh (KT: 90 x K 400

110 em) £
18 | Bt giat Kg 370

Ha Noi, nguy ﬁ . theang . _5.. ndm 2025

=n Quang Phuc




Bang 01: Yéu céu tigu chuiin ki thujt cia hang hoa thuge phin I: Hoa chit, vit tr

twong thich vii may xét nghi¢m huyét hoe Nihon Kohden Celltac F.

TT Danh myc Tiéu chuan k§ thuit |
1 Hea chat pha Cuy djnh han ding:
loding ding cho |+ Han diing 18 thiéu con 45 ngay ké tir khi nhin hang déi vii
mdy phén tich hing héa co tubi tho tr < 03 thing., :
huyét hoe + Han diing 16i thiéu con 04 thang ké tir khi nhin hing doi v
hing héa cd o tho < 12 thing.
+ Han diing 161 thiéu cdn 06 thang ké tir khi nhin hing d6i vii
hang hoa cb tudi the tir > 12 thang dén 18 thing.
1. Tiéu chuén chung:
- Hang mai chua qua sir dung.
| - Dat chimg nhin 150 13485 hode twomg duomng
2. Tiéu chudn k¥ thudt cy thé:
- Diing lam chit pha loding cho méy phén tich huyét hoc.
- Trang thai vt 1i: Chit long.
- D pH: 7,35 dén 7.55.
- Tinh tan: Tan trong nudc.
- Thénh phiin hogt chat: Sodium cloride, sodium sulphate.
- Thing = 18 ht.
3. Yéu ciu khic:
- Cam két khi giao hing co chimg nhin phan tich (CoA). ¢ tai
ligu chimg minh nguﬁn gt_!lc. xudt xir cua hang hoa.
2 | Héachat ly giai | Quy dinh han ding:
hong ciu ding cho |+ Han ding t6i thiéu con 45 ngay ké tir khi nhin hang ddi véi
may phin tich hang hoa cd tudi the tir < 03 thang.
huvét hoe + Han ding 167 thiéu con 04 thang ké tir khi nhdn hang d6i vii
hang héa ¢6 di the < 12 thing.
+ Han ditng toi thiéu con 06 thang ke tir khi nhin hang ddi v
hang hoa ¢6 tudi tho tir > 12 thang dén 18 thang.
I. Tiéu chuan chung;
- Hang mdn chua qua s dyung.
- Bat chimg nhén 150 13485 hodc neomg duong,
2. Tiéu chuan k9 thudt cy thé:
- Ding lam chit Iy giai cho méay phin tich huyét hoc.
- Trang thai vt li: Chat lang
- D% pH: 4 dén 7.
- Tinh tan: Tan trong mudc.
- Thanh phin hogt chit: Chét hogt dong bé mijt mang dién tich
duemg: Mudi amoni bic 4.
= Chan =304 mi.
3. Yéu cau khac:
- Cam két khi giao hing ¢6 chimg nhin phén tich (COA), ¢ tai
| ligu chimg minh ngudn gic, xudt xir cia hang hoa. .'
3 |Hoéachitlygisi | Quy djr hi

héng ciu ding cho

! Quy dinh han ding: !
'+ Han ding toi thiéu con 45 ngay ké tlr khi nhin hing ddi vdi
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Danh myc Tiéu :hunn k¥ thugt
méy phn tich hang hoa co twdi th tir < 03 thang,
huyét hoe ¢ bach |+ Han ding t6i thiéu con 04 thing ké tir khi nhin hang déi véi
phén bach ciu hang hoa cé tudi tho < 12 thang.
+ Han diing t&i thiéu con 06 thang ké tir khi nhin hang déi vii
hing héa cé tudi th tir = 12 thang dén 18 thang.
1. Tiéu chuan chung:
- Hang mdi chua qua sir dung.
- Dat c:hung nhin [S0) 13485 hodic wong duong.
2. Tidu chuin k} thuit cy thé:
- Ding lam chit ly gi1ai cho may phan tich hu}*ét hoc.
- Trang thai viit li: Chit long.
- D§ pH: 7.5 dén 9,5.
- Tinh tan: Tan trong nudc.
- Thanh phin hoat chit: Chit hoat dong bé mit mang dién tich
am: Sodium alkyl ether sulphate.
- Chai =500 mi.
3. Yéu cdu khic:
- La;m két khi giao hang ed -:hung nthin phén tich (CoA), ¢ 1ai
li¢u chimg minh ngudn goc., xudt :m ciia hiing hoa,
Hda chat rira ding | Quy dinh han ding;
cho may phan tich |+ Han diing 161 thiéu con 45 ngy ké tir khi nhin hang déi véi
huyét hoe loai hang hoa o tudi tho tir < 03 thang.
dim dfic + Han ding 16 thiéu con 04 thang ké tir khi nhin hing d6i vii
héang hoa co woi tho < 12 thang.
+ Han ding 16i thiéu cdn 06 thang ké tir khi nhin hang déi vivi
hing hia o tudi thy tir > 12 thang dén 18 thing.
. Tidu chuan chung:
- Hang mdi chwra qua sir dung.
- Pt chimg nhén ISO 13485 hofic twong duong,
2. Tiéu chudn k¥ thudt oy the:
- Dimg lam chat rira cho may phin tich huyét hoc.
- Trang thai vt li: Chat long.
- ¢ pH: 10 dén 13,
- Tinh tan: Tan trong munéc.
- Thanh phin hoat chit: Sodium hypoclorit,
- Thung> 5 lit.
3. Yéu cdu khac:
- Cam két khi giao hing ¢i chimg nhan phéin tich (CoA), c6 i
li¢u chimg minh ngudn goc, xudt xir cia hing hoa,
Haa chat rira d'f'lag Quy dinh han ding:
cho miy phan tich |+ Han ding i thicu con 45 ngay ké tir khi nhan hing ddi véi
huyét hoc hing hiia cé tudi th 1ir < 03 thing.

+ Hon diing 16i thiéu con 04 thang ké tir khi nhin hing d6i véi
hiang hoa cd tubi tho = 12 thing.

11




Danh mue

Tiéu :huan Iijn" thuit

+ Han ding tdi thicu con 06 thing ké tir khi nhin hang doi v
hang hoa ¢o fucid tho tir = 12 thang dén 18 thang.

1. Tiéu chuin chung:

- Hang mdi chira qua sir dung.

- Pat chimg nhin 1SO 13485 hodc wong duong.

2. Tiéu chuin k¥ thusit cy the:

- Diing lam chit rira cho may phén tich huyét hoc.

- Trang thai vat li: Chit long.

- DG pH: 7.7 dén 8.3,

- Tinh tan: Tan rong nurée.

- Thinh phin: Polvoxyethylene tridecylether,

- Thiing =5 lit.

3. Yéu cau khig;

- Cam ket khi giao hing co chimg nhin phin tich (CoA), ¢6 tai
liéu chimg minh ngudn poc, xudt i coa hang hoa.

Héa chat ding cho
may phén tich
huyét hoe ding dé
ndi kiém mic
thurdmg

Quy dinh ha.n dung

+ Han diing t6i thidu con 45 ngay ké tir khi nhén hing déi vod
hiang hoa co woi tho tir < 03 théng.

|+ Hgn ding 16i thiéu con 04 thing keé tir khi nhin hang ddi vai
| hang héa ¢6 wéi tho < 12 thang.

|+ Han diing 16i thiéu con 06 thang ké tir khi nhin hang déi vii
hing héa b i the tir > 12 thang dén 18 thang.

1. Tiéu chuin chung;

- Hang mai chira qua sur dung.

- Pt chimg nhin 1SO 13485 hodic wong duong,

2. Tiéu chudn k¥ thudt ey thé:

- Diing d¢ kiem chudn may phan tich huyét hoc.

- Trang thai vt li: Chat long.

- Mau: Dé sdm,

- D¢ pH: Trung tinh.

- Tinh tan: Tan trong mude.

- Thanh phan: Héng ciu nguii, bach ciu bj kich thich va tiéu
ciu cua ding vt cé viL

- Loz 3 ml.

3. Yéu ciu khic:

- Cam ket khi giao hang cé chimg nhin phin tich (CoA), c6 tai
| ligu chimg minh nguon goe, Xuit xir caa hing hoa.

Hda chat ding cho
may phin tich

huyét hoe ding dé
ndi kiem mirc cao

| Quy dinh han ding:
+ Han ding 16 thi¢u con 45 ngay ké tir khi nhin hang d6i vei
hang héa co o the tir = 03 thing.

+ Han diing tdi thiéu com 04 thang ké tir khi nhin hing d&i véi
hing héa cd twdi tho < 12 thing,
+ Han ding t&i thiéu con 06 thing ké tir khi nhin hing déi vai
hing héa cé tudi tho tir > 12 thang dén 18 thing.
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Danh mye

Tiéu chuan k¥ thust

1. Tiéu chudn chung:
= Hang mdi chura qua sir dung.

- Pat chimg nhén 150 13485 hojic tuong duong

2. Tiéu chuan k¥ Ihual. cy thé:

- Diing dé kiém chudn may phin tich huyét hoc.

- Trang théi vt li: Chat long.
- Mau: Do sim.
- B§ pH: Trung tinh.
- Tinh tan: Tan trong nudae.
- Thanh phin: Hong ciu nguin, bach cau bj kich thich va tiéu
cau ciia dong vt co vii.
-Lg=3ml
3. Yéu cdu khic:
- Cam két khi giao hang ¢t chimg nhin phén tich (CoA), €6 1ai
lidu chimg minh ngudn gde, xuit xir cia hang hoa,

Héa chat ding cho
méy phén tich

huvét hoe ding dé
nii kiém mirc thip

Quy dinh han dimg:
+ Han diing 16i thiéu con 435 ngy ke tir khi nhin hang déi v
hang hoa 6 tdi thy tir < 03 thing,
+ Han ding 16i thidu con 04 thang ké tir khi nhdn hing d6i véi
hang hoa ¢6 woi thy < 12 thing.
+ Hgn ding 16i thigu cdn 06 thing k& tir khi nhin hing ddi véi
hing hda ed ti the tir = 12 thing dén 18 thang.
1. Tiéu chudn chung:
- Hang mai chura qua sir dung,
- Bgt chimg nhin IS0 13485 hodc twong duong.
2. Tiéu chudn k¥ thuit cy thé:
- Diing dé kiém chudn may phin tich huyét hoc.
- Trang thai vt li: Chat lang.
- Mau: Do sim,
- B pH: Trung tinh.
- Tinh tan: Tan trong nudc,
- I'hanh phin: Hung ciu nguri, bach cau bj kich thich va tiéu
ciu ciia ding viit co vil.
- Lo= 3ml

r 3. Yéu cau khac:

- Cam két khi giao hang 1:6 chimg nhan phin tich (CoA), cb tai
ligu chimg minh nguon guf: XUAL X cla hang hoa,

Déy bom

- Dang vat ligu: TPE.

- P cimg: = 64 Shore A,

- Diy bom durge tigt tring theo tidu chudn nha san xudt,
- Dty bom o thé hoat ding & didu kién nhidt do:

- Nhigt 4 16i thi¢u 1a: -40°C,

- Nhigt &0 toi da la: 135°C,

- Déng goi theo tidu chuin nha sin xudt,
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Danh mye

Tiéu chuin k¥ thujt

- Pat chimg nhin 1S0 13485 hodc wong duong.

- Cam két khi giao hing c6 t4i li¢u chimg minh ngudn géc, xuit
%1t ciia hang hoa (CO hodc hd so hai quan hojic gidy tir chimgp
minh khac).

10

Phin lpc

- Ti trong: <0.9 g/cm3.
- Pan hoi kéo: = 1400 Mpa.

- DG bén kéo: = 33 Mpa.

- HE 56 uon: = 1400 MPa.

- D§ bétn udn: > 40 Mpa.

- Nhigt ¢¢ bién dang: > 85°C.

- Ping goi theo tiéu chudn nha san xudt,

- Dat chimg nhin 150 13485 hojic twong durong.

- Cam két khi giao hing o6 tai li¢u chimg minh ngudn gde. xud
xir ctia hang hda (CO hode hd so hai quan hojie gidy tir chimg
minh khdc),

11

Héa chat ding cho
may phan tich
huyét hoc dé higu
chudn may huyét
hoe Nihon
Kohden Celltac F

- Ding dé hiéu chudn mdy phin tich huyét hoe cho may Nihon
Kohden Celltac F,

- Thanh phan: Hong cdu ngudi, bach ciu mé phong vi tiéu cu
cua ding vt ¢o vi

- Nhiét d6 bao quan: 2 dén 8°C.

- % on dinh sau khi mé nip: 2 7 ngay.

- Béng gi theo tidu chudn nha san xuit.

- Dt chimg nhan IS0 13485 hojic twong duong,

= Cam két khi giao hang cd chimg nhin phan tich (CoA), c6 tai
ligu chimg minh ngudn gée. xuét xii cita hing hoa.
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Bing 02: Yéu ciiu tiéu chudn ky thujt ciia hang hoa thuje phin 11: Hoéa chit twong
thich véi miy xét nghiém huvét hoc Siemens ADVIA 2120i.

TT

Danh muye

Tiéu chuiin ki thugt

1

Héa chat tao dong
cho phin tich té
bio midu

Quy dinh han ding:

+ Han ding 16i thigu con 45 ngay ké tir khi nhdn hang d6i ved
hing héa co ol thy tir< 03 thing.

b Han ding i thidu con 04 thing ké tir khi nhin hing di vai
hang hia ¢d wdi the < 12 thing,

+ Han ding 151 thiéu cdn 06 thang ké tir khi nhin hiang déi vai
hang héa cd tudi thy tir > 12 thing dén 18 thing.

1. Tiéu chuan chung:

- Hang mdi chura qua sir dyng.

- Dat chimg nhdn 1SO 13485; Chimg nhjn FDA/CE hojc tuong
durong.

2. Tiéu chudn k¥ thudt cu thé:

- Thanh phin: Chét bao quan, dém, chdt hoat dong bé mat,

- Can = 20 lit.

3. Yéu ciu khic:

- Cam két khi giao hang cd chimg nhin phan tich (CoA), cd tai
ligu chimg minh ngudn gde. xudt xir clia hang héa.

Héa chat 1g0 dong
cho phin tich cac
thanh phin bach
ciu

Quy dinh han ding:
+ Han ding t6i thiéu con 45 ngay ké vir khi nhan hang déi véi
hang hia ¢ tudi tho tir < 03 thang,

+ Han diing i thiéu con 04 thang ké tir khi nhan hing d6i voi
hang hia ¢ tudi tho < 12 thing.

¢ Han ding 16 thiéu con 06 thang ké tir khi nhan hang doi voi
hang hoa ¢d i tho tir > 12 thang dén 18 thang.

1. Tiéu chuan chung:

- Hang man chira qua sir dung.

- Dat chimg nhin IS0 13485: Chimg nhiin FDA/CE hofic tiromg
duromg.

2. Tiéu chuin k¥ thudt cu thé:

- Thanh phan: Propylen glycol 4,06 mol/l, chit hoat ddng bé
mat.

- 01 hiip ghm: = 4 lg, mdi lp > 2,725 ml,

3. Yéu ciu khic:

- Cam két khi giao hang c6 chimg nhin phan tich (CoA). ¢6 tai
li¢u chimg minh nguon goe. xuat xir cia hing hoa.

Héa chit rira hé
thong

Quy dinh han ding:

+ Han ding 16i thidu con 45 ngay ké tirkhi nhin hang d&i véi
hang hoa ¢ tudi the tir < 03 thing.

¢ Han ding toi thiéu con 04 thang ké tir khi nhin hing déi voi
hing hoa e twdi the = 12 thing.

+ Han ding t6i thidu con 06 thang ké tir khi nhin hang doi véi
hang hoa ed wéi thy tir > 12 thing dén 18 thing.




Danh myc Tiéu chuin k¥ thujt
L. Tiéu chuan chung:
- Hang mdi chua qua s dyng.
- Dat chimg nhin IS0 13485; Chimg nhin FDASCE hofic irong
duromg,
2. Tiéu chudn k¥ thudt cy thé:
- Thanh phin: Natri hydroxide. 2-(2-cthoxyethoxy) ethanol,
chét hogt ding bé mat,
- 01 hip goém: = 2 lo. méi lo = 1.620 ml,
3. Yéu ciu khae:
- Cam két khi giao hang ¢ chimg nhan phan tich (CoA), o tii
| ligu chimg minh ngudn gdc, xudt xir cia hing hoa.
Héa chdt phan tich | Quy dinh han dang:
thinh phin bach |+ Han ding t&i thidu con 45 ngay ké tir khi nhin hang doi véi
ciu hing héa co twoi thy tir < 03 thang,
+ Han ding t5i thidu con 04 thang ké tir khi nhan hang déi vai
hang hda co twdi thy < 12 thing,
+ Han ding 151 thicu con 06 thing ké tir khi nhin hang d6i v
hing héa cé tudi tho tir > 12 théng dén 18 thing.
1. Tiéu chudn chung;
- Hang mdi chira qua sir dung,
- Pat chimg nhan [S0 13485: Chimg nhin FDA/CE hodc iomg
duomg.
2. Tiéu chuan ki thudt cy thé:
- Thinh phén:
+ Haa chit 1: Natri dodecyl sulfate, sorbitol, natri clorid,
formaldchyde, BRIJ-33. dém.
+ Hia chiit 2: 4-cloro- I-naphthel, diethylene glycol.
+ Hoa ehit 3: chit dn dinh, hydrogen peroxide.
+ Hoa chat 4: Propylene glycol, chit hogt dfng bé mit.
- 01 hiyp bao gom:
+ Hod chiit 1 = 2 lo, mdi lo héa chit 1 = 650ml
+ Hod chit 2 = 2 lg, mdi lg hoa chat 2 > 575ml
+ Hod chit 3 = 2 Ig, mdi lo héa chat 3 = 585ml
+ Hoa chat 4 = 2 lg, mdi lp héa char 4 > 2.725mi
Yéu cau khdc:
- Cam két khi giao hang ¢ chimg nhin phan tich (CoA), ¢6 tai
ligu chimg minh ngudn gde. xudt xir cia hing héa.
Héa chét phin tich | Quy dinh han ding:
hong cau. bach |+ Han diing 15i thiéu cin 45 ngay ke tir khi nhan hang déi véi

H L] i
cau v tieu can

hiang héa o wdi the tir < 03 thang.

+ Han diing 167 thiéu con 04 thang ké tir ki nhin hing d8i voi
hing héa ¢6 i the = 12 thing.

+ Han diing t&i thiéu con 06 thang ké tir ki nhan hing ddi vai

hang hda ¢6 Wi the v > 12 thang dén 18 thing.
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Danh myc

Tiéu chuin ki thugt

|, Tiéu chudn chung:

- Hang mdi chura qua sir dung.

- Pat chimg nhan 150 13485; Chimg nhin FDA/CE hoje tuong
dueng.

2. Tiéu chuin k¥ thudt cy thé:

- Thanh phén:

+ Hida chit 1: Dung dich silicone.

¢ Hioa chéit 2; Natri dodecy! sulfate, dinatri EDTA dihydrate.
tetranatri EDTA dihydrate, natri clorid. glutaraldehyde, dém.

+ Hoa chat 3: acid hydroclorid. Phthalic acid. chit bao quén,
chit hom ding bé mit.

+ Haa chit 4: Dimethvl laurviamide oxide.

- 011 hip bao gom:

+ Hod chat 1> 1 lg, mdi lg hoa chat | = 75m|

v Hoa chét 2 = 2 1o, mbi lo hoa chat 2 = 2.700mi

+ Hod chat 3 = 2 lg, moi lo hoa chat 3 = 1.100ml

|+ Hod chit 4 > 2 lo. mdi lo hoa chit 4 = 1,100m!]

| 3. Yéu ciu khic:

- Cam két khi giao hing c6 chimg nhin phén tich (CoA), ¢6 14
ligu chimg minh nguén goc, Xudt xir cia hing hoa.

Hoa chat kiem
chufin cho xé
nghiém huyét hoe
mirc binh thuimg

Quy dinh han dang:

+ Han diing t6i thidu con 43 ngay ké tir khi nhin hang doi vii
hang hia cd tudi thg tr < 03 thang.

+ Han ding tHi thiéu con 04 thang ké tir khi nhin hang d6i vii
hang héa ¢6 i the < 12 thang.

+ Han ding tai thiéu con 06 thang ké tir khi nhin hing dbi vir
hiing héa 6 tdi the tir > 12 thing dén 18 thing.

. Tiéu chuan chung:

- Hang mdn ¢hura qua st dung.

- Dat chimg nhédn 1SO 13485; Chimg nhin FDA/CE hode tuomg
duromg.

2. Tiéu chuan k¥ thuit cy thé;

- Thanh phin: Hong cau, bach clu, tiéu ciu md phang va chat
bao quan.

- B 6n dinh sau khi mé ndp: 10 ngéy.

- L = 4ml.

3. Yéu ciu khac:

- Cam ket khi giao hing ¢6 chimg nhin phin tich (CoA). co tai

ligu chimg minh ngudn goe, xuat xir cua hing héa.

Hoa chat kiem
chudn cho xét

nghiém huyét hge
MUFC Cao

Quy dinh han dung:

+ Han diing t6i thidu con 435 ngay ké tir khi nhin hang ddi vii
hang hda ¢6 tudi tho tir < 03 thing.

+ Han dimg 16i thiéu cdn 04 thang ké tir khi nhin hing d6i vai
hing héa ¢d wdi tho < 12 thing.
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Danh myc

Tiéu chudn ki thudt

+ Han ding 181 thiéu con 06 thang ké tir khi nhan hing dai véd
hing hoa cd tudi the tir > 12 thang dén 18 thang.

. Tiéu chuin chung:

- Hang mai chura qua sir dyng.

- Dat chimg nhan [SO 13485; Chimg nhin FDA/CE hojc twomg
duremg.

2. Tiéu chuan k¥ thudt cy the:

- Thanh phén: Hﬁng citu, bach ci, tiéu cu mo phiong v chit
bao quan.

- B§ on djnh sau khi mé ndp: 10 ngay.

- Lo = dml.

3. Yéu cdu khac:

- Cam két khi giao hiing ¢ chimg nhin phin tich (CoA), c6 1
ligu chirmg minh ngudn goc, xudt xir ctia hang héa,

Héa chat kiém
chuin cho xeét
n-.ghiémﬁhu}rél hoe
e thip

Cuy dinh han ding:

+ Han diing i thiéu con 45 ngay ké tir khi nhin hang d6i véi
hang héa co tubi the tir < 03 thang,

+ Han ding t&i thiéu con 04 thang ké tir khi nhin hing ddi vii
héng hoa cb twdi th = 12 thang.

+ Han diing tﬁil thiéu com 06 thing ké tir khi nhan hang d6i vai
hing hoa co tudi tho tir > 12 thing dén 18 thing.

1. Tiéu chuin chung:

- Hang mdi chua qua sir dyng.

- Pat chimng nhin IS0 13485 Chimg nhan FDA/CLE hodc womg
duromg.

2. Tiéu chuan k¥ thujt cy thé:

- Thanh phan: Hing cu, bach ciu, tiéu ciu md phong va chit
héo quan.

- i) 6n dinh sau khi mé ndp: 10 ngay,

- Lo = dml

3. Yéu ciiu khic:

- Cam ket khi giao hing ¢6 chimg nhin phin tich (CoA). c6 tai
ligu chimg minh ngudn g, xuwit xir cia hing hoa.
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Bang 03: Yéu ciu tiéu chufin ki thudt cia hing hoa thuje phan 111: Hoa chit, vt tu
twroag thich vii may xét nghigm sinh hia Beckman Coulter AUGS0.

1T Danh myc Tiéu chuin k¥ thujt
| Dy dan Roller - Chiit ligu: cao su va nhyra, chicu dai thng 10,7 e, (+/- 2Zmim),
tubing chiet dai phin cao su 8,8 cm (+/- 2mm), dudmg kinh 5 mm (+/-
1 mm}.
- Dat chimg nhgn 15O 13485,
- Cam kit khi giao hing ¢6 ti ligu chimg minh ngudn géc. xuit
xir ctia hdng héa (CO hode ho so hai quan hodc gidy o chimg
minh khac).
2 [ Déndoc - Bong dén Halogen, 12V, 20W,
photometer lamp | - Bat chimg nhin 150 13485,
- Cam ket khi giao hang 6 tai liéu chimg minh ngudn goc, xuat
xir cua hang hoa (CO hodic ho so hai quan hofic gidy ti chimg
minh khac).
3 | Dung dich rra Quy djnh vé han ding;
+ Han ding t6i thicu con 3 thing ké tir khi nhin hing doi vai
hing héa c6 tudi tho tir < 12 thang.
+ Hgn ding t6i thiéu con 06 thang ké tir khi nhin hing doi voi
hang hda cd t-:u*:i thy tir trén 12 thing dén 24 thang,
+ Han ding t&i thidu cdn 12 thang ké tir khi nhin hing d6i v
hang hda o6 wdi the > 24 thing.
1. Tiéu chuin chung;
- Hang mdni chuea qua s dung.
- Pat chimg nhin 150 13485 hodc wong duong.
2. Tiéu chudn k3 thudt ¢y thé:
- Dung dich rira hé théng.
- Thanh phin bao gém: Baypur CX 100: Sodium Hydroxide 1 -
2% Genapol X080 1 - 2%; Sulfonic acids, C14-] 7-sec-alkane.
mudi natri 1 - 5%,
- Can = 5 lit.
3. Yéu cau khic:
Cam két khi giao hing ¢6 chimg nhdn phan tich (CoA), o6 tii
li¢u chimg minh nguén goc. xuit xir cia hing hoa.
4 | Dinh lwgng Quy dinh v& hgn ding:
Bilirubin toan + Han diing 161 thiéu con 3 thang ké tir khi nhin hang ddi vei
phin hing héa e6 tudi the tr < 12 thing.

B

+ Han diing t3i thiéu con 06 thang ké tir khi nhén hang ddi vai
hang hoa c6 tudi the tir trén 12 thang dén 24 thing.

+ Hgn dimg toi thicu con 12 thang ké tir khi nhén hang doi v
hiing hia ¢o i the > 24 thang.

1. Tiéu chuan chung:

- Hang mii chura qua sir dyng.

- Pat chimg nhin 150 13485 hofic tuong duong.

2, Tiéw chuin kv thugt cy thé:
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Danh myc

Tiéu chuian ki thudt

~Hoa chat ding che xét nghiém total Bilirubin; Dai do: 0-513
| pmol; phuong phip: DPD. budc song 540 nM.

- Thanh phin: Caffeine 2.1 mmol/l; 3.3-
dichlorophenyldiazonium tetrafluoroborate 0,31 mmol/l.

- 01 hip bao gdm:

+ Hoa chat 1 = 4 lo, mbi lo hoa chat 1 > 40mi

+ Hoa chit 2 = 4 19, mdi lp hoa chit 2 = 40mi

1, Yéu cau khic:

Cam két khi giac hang ¢6 chimg nhan phin tich (CoA), 6 1ai
ligu chimg minh ngudn géc. ¥udt xir caa hing hoa

Binh lugmg
Cholesterol toan

phin

Quy dinh vé han ding:

+ Han dimg 101 thiéu con 3 thing ké tir khi nhin hang ddi v
hiing héa ¢d tudi tho tir < 12 thing.

+ Han dimg 161 thidu con 06 thang ké tir khi nhan hang déi véi
hing hia e6 tudi the tir trén 12 thang dén 24 thing.

+ Hgn dimg 16i thicu con 12 thang ké tir khi nhin hang doi vai
hing hia ¢6 tudi the > 24 thing.

. Tiéu chudn chung:

= Hang mdn ¢chura qua sir dung.

- Pat chﬂng_ nhan 150 134'5% hode tremg duong.

2. Tieu chudn k¥ thuit cy the:

- Hoa chit dimg cho xét nghiém Cholesterol: dai do: 0,5-18
mimol/l; phuong phap: Enzvmatic: CHO-POD; budc song
S40/600 nM.

- Thanh phirni:4-Aminoantipyrine 0,31 mmol/l; Phenol 5.2
mmol/l: Cholesterol esterase = 0.2 KU/ (3.3 pkat1); Cholesterol
oxidase = 0.2 KL/ (3.3 pkauT).

- 01 hip bao gm: = 4 lo, mdi lo = 22.5 ml.,

3. Yéu ciu khdc:

Cam két khi giao hang <6 chimg nhiin phin tich (CoA), ¢6 tai
| ligu chimg minh rlg_uﬁn gﬁc Xt xir cua hing hoa,

Bijnh lugmg
Glucose

Quy dijnh vé I'uim dﬁmg

+ Han diing 16i thicu cén 3 thang ké tir khi nhin hing déi vai
hang hoa cd tubi the tir < 12 thang.

¢ Han diing t6i thiéu con 06 thang ké tir khi nhin hang déi v
hing héa co tudi tho tir trén 12 thang dén 24 thing.

+ Han diing 161 thiéu con 12 thang ké tir khi nhin hing déi vii
hing ha b tubi the > 24 thing,

I. Tiéu chuan chung:

- Hang mdd chura qua su dyng.

- Dt chimg nhdn 1SO 13485 hojie trong duong.

2. Tiéu chudn k¥ thudt cy thé:

- Héa chat ding cho xét nghi¢m Glucose: dai do: 0.6-45
mmol/l; phuong phip: Hexokinase, bude sdng 340 nM.,
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Danh myc

Tiéu thufn k¥ thudt

- Thanh phin: Dem PIPES (pH 7.6) 24,0 mmol/l, ATP = 2.0
mmol/l, Hexokinase = 0,59 k131, G6P-DH = 1.58 kUA.

- 01 hop bao gom:

+ Hod chét 1 = 4 lo, mdi lp hoa chit 1 = 25 ml.

+ Hod chit 2 > 4 lo, mdi lo hoa chdt 2 = 12,5 ml.

| 3. Yéu ciu khac:

Cam két khi giao hang cé chimg nhiin phén tich (CoA), ¢ i
liéu chimg minh ngudn gie, xudt xir cia hang hoa.

Ennh lugng
Protein toan phin

Quy dinh ve han dung: _ ‘

+ Han dimg 16 thicu con 3 thang ké tir khi nhin hang doi viai
hang hoa c6 tudi the tir < 12 thing.

+ Han ding 161 thitu con 06 thing ké tir khi nhin hang doi viai
hang hoa €6 tudi the tr trén 12 thang dén 24 thing.

+ Han dang 167 thiéu con 12 thang ké tir khi nhén hang d6i vai
hing héa cé tudi thy > 24 thing.

I. Tiéu chuan chung:

- Hang mdn chura qua sir dung.

= Pat chimg nhgn IS0 13485 hode twong duong.

2. Tiéu chudn k¥ thujt cy thé:

- Hoa chit ding cho xét nghi¢m Peotein toan phin: dai do: 30-
120 g/1; phuromg phip Photometric: Biuret.

- Thanh phan: Sodium hydroxide 200 mmol/l; Potassium
sodium tartrate 32 mmol/l; Copper sulphate 18.8 mmol/l;
Potassium jodide 30 mmol/1.

- 01 hép bao gdm:

+ Hod chat 1 = 4 1p, mdi lp hoa chit 1 = 25 ml.

+ Hod chit 2> 4 1o, mbi lp hoa chit 2 = 25 ml,

3. Yéu ciu khic:

Cam ket khi giao hang ¢6 chimg nhin phan tich (CoA), &6 ti
liéu chimg minh ngudn gic. xudt xir ctia hang hda.

Binh lugng
Albumin trong
huyét thanh va
huyét tiremg

Quy dinh vé han chng

+ Han ding 16i thidu con 3 thang ké tir khi nhin hing d6i v
héng hda 6 tudi tho tir < 12 thang,

+ Han diing 161 thiéu con 06 thing ké tir khi nhin hang déi véi
hang héa co woi the tir trén 12 thang dén 24 thing.

+ Han ding i thiéu con 12 thing ké tir khi nhin hang doi voi
hang hoa 6 woi the > 24 thing,

I. Tiéu chuan chung:

- Hang mdn chua qua sir dung.

- Dat chimg nhin 1SO 13485 hofic tuong dirong.

2. Tiéu chuin k¥ thudt cu thé:

- Héa chat dimg cho xét nghig¢m Albumin: dai do: 15-60 g/l;
phuomg phip: Bromocresol Green (BCG), bude sdng 600/800
nM.
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Danh myc

Tieu chuin k¥ thuit

- Thanh phan: Succinate bufTer (pH 4.2) 100 mmol/1;
Bromocresol green 0.2 mmol/l.

- 01 hop bao gom: = 4 lo. mdi lop = 29 ml,

3. Yéu cau khac:

Cam kiét khi giao hing co :hl,mg nhdn phin tich (CoA), cd @i
ligu chimg minh nguon goc. xuat xir cia hang hoa,

Vit lidu kiém soat
%€t nghiém hoa
sinh murg 2

Quy dinh veé han diung:

+ Han dimng t6i thiéu con 3 thang ké tir khi nhan hing déi voi
hing hda ¢é tudi tho tir < 12 thang.

+ Han diing 16i thiéu ¢dn 06 thang ké tir khi nhén hang doi vai
hang hda 6 tudi tho tir trén 12 thing dén 24 thing.

+ Han diing t5i thicu con 12 thing ké tir khi nhdn hang déi vai
hing héa ¢6 tudi thy = 24 thing.

. Tiu chuin chung:

- Hang mdn chwra qua sir dung.

- Pgt chimg nhan 150 13483 hoje tuong duong,

2. Tiéu chudn k¥ thuit ¢y thé:

- Dé kidém sodt di chinh xdc ciia xét nghidm,

- Thinh phdn; huyét thanh nguri,

-\Hil on dinh sau md nip: 28 ngdy khi bao quan ddng lanh mdit
Iﬁn a -20°C.

| Quy cich: Lo = 3 ml.

3. Yéu ciu khac:

Cam két khi giao hang ¢6 chimg nhan phan tich (CoA), ¢6 i
ligu chimg minh ngudn gdc. xuit xir cua hang hoa.

10

Vit ligu kiém soat
x€t nghigm hda
sinh murc 3

Quy dinh vé han ding:
+ Han diing i thiéu con 3 thang ké tir khi nhin hing J36i vai
hang héa cé tudi thy tir < 12 thang.
+ Han diing 15i thiéu con 06 théang ké tir khi nhin hang d6i v
hang hda co '[I:ll".llll tho tir trén 12 thang dén 24 théing.
+ Han diing t6i thiéu con 12 thing ké ir khi nhin hang d6i vai
hang héa e6 wdi the = 24 thing.
. Tiéu chuan chung:
- Hang mdi chura qua sir dung.
- Dat chimg nhin IS0 13485 hojic twong duong,
2. Tiéu chuan k¥ thuit cy thé:
- Dé kiém sodt dé¢ chinh xdc cua xét nghig¢m.
- Thanh phan: huyét thanh ngui,
- D% on dinh sau ma ndp: 28 ngay khi bio quan dong lanh mot
Hin & -20°C,
= Quy cach: Lo= 5ml
3. Yéu cau khie:
Cam két khi giao hing c6 chimg nhin phin tich (CoA). ¢ i

ligu chimg minh ngudén goc, xudt xi cta hing hoa.




Danh muc

Tiéu chudn ki thudt

Bynh lugmg Acid
Urnic

Quy dinh Ve h@n dung

+ Han ding téi thidu con 3 thang ké tir khi nhan hang A v
. hang hda ¢ h::ﬁu 1h_:;rtu:- 12 thang, _

+ Han ding t6i thidu con 06 thang ké tir khi nhan hang d6i vii
hang hoa cb tudi tho tir trén 12 thing dén 24 thing,

+ Han ding t&i thiéu con 12 thang ké tir khi nhin hang déi vii
hang hoa ¢6 tubi thy > 24 thang,

1. Tiéu chuan chung:

- Hang mdi chura qua sir ding,

- Dat chimg nhin [SO 13485 hojc wong duong,

2. Tiéu chudn k§ thujt cu thé:

- Héa chit ding cho xé1 nghiém Uric Acid: dai do: 89-1.785
pwmol/l; phuong phap: Enzymatic colour: Uricase.

- Thanh phin: Phosphate Buffer (pH 7.5) 42 mmol/l; MADB
0.15 mmol/l; 4-Aminophenazone 0,30 mmol/l; Uricase = 0,25
KU/ (4,15 pkau1),

- 01 hép bao gom:

+ Hod chit 1 = 4 lp, mdi g hoa chit 1 = 30 ml.

+ Hod chilt 2 = 4 1o, mdi lo hoa chit 2> 12,5 ml.

1, Yéu cau khac:

Cam két khi giao hang cé chimg nhin phin tich (CoA), c6 13
li¢u chimg minh nguon goc. xudt xir cia hing hoa.

12

Binh lugmg
Creatinin

13

Dy d|r|h ve han diing:

+ Han ding 16i thiéu con 3 thang ké tir khi nhin hing déi vai
| hing héa co Iu-m tho wr < 12 thing,

+ Han ding téi thidu can 06 thing ké tir khi nhan hang doi vii
hing hda e tudi tho tir trén 12 thang dén 24 thang,

+ Han ding t:‘?&i_ﬂiiﬁu cém 12 thang ké tir khi nhin hang d6i v
hiang héa cé tudi tho > 24 thing.

. Tiéu chudin chung:

- Hang mdn chura qua sir dung.

- Brat chimg nhén 150 13485 hojc tuong duong.

2. Tiéu chudn k¥ thudt cy theé:

- Héa chit dimg cho xét nghiém Creatinine: dai do: 5-2.200
pwmol/l; phuong phip: Kinetic Jaffe, bude séng 5200800 nM.
- Thanh phén: Natri hydroxide 120 mmol/l; Axit picric 2,9
mmol/].

- 01 hép bao gom:

+ Hod chit | > 4 lg, mdi lo hoa chit 1 = 51 ml,

+ Hod ehﬁu 2 = 4 lo. mbi lp-hoa chat 2 = 51 ml.

3. Yéu cau khac:

Cam két khi gian h&ng o chtmg nhin phan tich (CoA). b téi
ligu chimg minh nguon g ghe, xudt xir cia hang hoa.

Hoa chét dinh

Quy dinh v han ding:




Danh muc

Tién chuanlhﬁ" thugt

lurgmg Lire

] pr=

+ Han ding tdi thiéu con 3 thang ké tir khi nhan hang A6 veri
hing hoa e6 wéi thy tir < 12 thang,
+ Han ding toi thi¢u con 06 thang ké tir khi nhin hing déi véi
hang hoéa c6 twdi tho 1 trén 12 thing dén 24 thing.
* Han diing ti thiéu con 12 thing k& tir khi nhin hang déi veri
hang hda ¢ i tho > 24 thang.
1. Tiéu chudn chung;
- Hang mai chura qua sir dung,
. ﬂat chimg nhin ISO 13485 hoge trong duong.

2. Ticu chuan k¥ thugt cu the:
- Hoa chit ding cho xét nghigm Urea/Urea nitrogen; dii do:
0.8-50 mmol/l; phuomg phip: Urease/GLDH.
- Thanh phén: NADH = 0,26 mmol/l; 2-Oxoglutarate > 9.8
mmol/l; Urease = 17.76 KU/ GLDH = 0,16 kUYL,
- 01 hdp bao gom:
+ Hod chiit 1 = 4 lo. mdi lo hoa chit 1 = 25 ml.
+ Hod chat 2 > 4 19, mdi Ip hoa chit 2 = 25 ml,
3, ¥Yéu ciau khic:
Cam két khi giao hing cd chimg nhin phin tich (CoA), ¢6 i
ligu chimg minh ngudn gbe. xudt xir ciia hing hoa,

14

Bo hoat 46 GGT
{Gamma Glutamyl
transferase)

Quy dinh ve han ding:

+ Han diing tdi thiéu con 3 thang ké tir khi nhdn hing ddi voi
hang hoa b tudi tho tir < 12 thing.

+ Han diing 16i thiéu con 06 thang ké tir khi nhiin hang ddi voi
héng héa ¢ tudi tho tir trén 12 thing dén 24 thang.

+ Han ding t6i thicu con 12 thang ké tir khi nhin hing d6i vii
hang hda cd wbi thy = 24 thing.

. Tiéu chudn chung;

- Hang mdi chua qua sir dyng.

- Brat chimg nhin IS0 13485 hojdc wrong duong.

2. Tiéu chuan k¥ thust cu thé:

- Hoa chét dimg cho xét nghigm GGT; dai do: 5-1200 U/
phuremg phap dya trén khu}'én nghj cia IFCC.

- Thanh phin: Glyeylglyeine pH 7.7 (37°C) 150 mmol/l; L-y-
glutamyl-3-carboxy-4-nitroanilide 6 mmaol/1.

- 01 hép bao gom:

+ Hod chét 1 > 4 lp. mdi lo hoa chét 1 = 40 ml.

+ Hod chit 2 = 4 lp. mbi lp hoa chit 2 = 40 ml.

3. Yéu ciu khac:

Cam két khi giao hinj, €0 :.hung nhin phéan tich (CoA). eo ti
In:u chimg minh ngudn goc. xuat xi cla hiang hba.

i3

Dinh lugng
Trglyceride

qu dinh v& han ding:
+ Han diing 161 thiéu con 3 thiing ké tir khi nhin hing doi v
hiang hoa cd tudi tho tir < 12 thang,

24




Danh myc

Tiéu chuin k¥ thuit

+ Han ding 151 thicu con 06 thang ke tir khi nhan hing doi voi
hang hia cé tudi the tir trén 12 thing dén 24 thang.

+ Han diing 16 thiéu con 12 thang ké tir khi nhdn hang 361 véi
hing héa ¢b tudi tho > 24 thang.

1. Tiéu chuin chung:

- Hang mdn chura qua sor dyng.

- Dat chimg nhin IS0 13485 hodic twong duong.

2. Tiéu chuan k¥ thuit cy the;

- Hoa chit ding cho xét nghiém Trigiyceride; dai do: 0,1-11,3
mmol/l; Phuong phip Enzymatic: GPO-POD; budc séng
660/800 nM.,

- Thanh phﬁn: 4-Aminoantipyrine 0,5 mmol/l; Lipases 1.5 kU/
(25 pkat/): Glyeerol kinase 0.5 KU/ (8.3 pkat1); Peroxidase
0.98 kU (16,3 pkav1); Ascorbate oxidase 1.48 KU/ (24,6

t pkat1); G]}'ﬂ:tp&-ir-ph-tﬁphﬂ.lt oxidase 1.48 KU/ (24.6 pkau).
| = 01 hip bao gom:

+ Hod chét 1 > 4 1, mbi lo héa chit 1 > 50 ml.

+ Hoa chat 2 = 4 19, mdi lop hoa chat 2 = 12,5 ml.

3. Yéu cau khdc:

Cam két khi giao hang ¢6 ¢himg nhan phin tich (CoA), ¢o L
ligu chimg minh nguén goe. xuit xir cta hing hoa.

16

Héa chat higu
chudn cho cdc xét
nihiém sinh hba
thiiimg quy

Quy dinh v¢ han ding

+ Han dimg téi thidu con 3 thang ké tir khi nhin hang doi v
hang hoa ¢d tudi the tir < 12 thing.

+ Han diing toi thiéu con 06 thang ké tir khi nhin hang déi véi
hing hoa 6 tudi tho tir trén 12 thing dén 24 thang.

+ Han diing 101 thicu con 12 thang ké tir khi nhin hing ddi v
hing hoa co i thy = 24 thing.

I. Tiéu chudn chung:

- Hang mir chura qua st dung.

- Pgt chimg nhén SO 13485 hojc nwomg duong.

2. Tiéu chudn k¥ thudt cu the;

- Huyét thanh hiéu chuan.

- Thanh phén: Hu}"él thanh ngudi cd hoa chit phy gia vi enzym
thich hop tir nguii, dong vit va thye vat: Alkaline Phosphatase,
ALT, AST, Amylase, Cholinesterase, CK-NAC, GGT, HBDH,
LDH, Albumin, Creatinine. Cholesterol, Glucose, Lactate,
Lipase, Total Protein, Triglyceride, UIBC, Urea, Uric Acid,
Bilirubin, Inorganic Phosphorous, Caleium, Iron, Magnesium
- 01 hép bao gom: = 1 lp. mdi lo 2 S ml.

3. Yéu ciu khic:

Cam két khi giao hang ¢6 chimg nhan phén tich (CoA), €6 1
ligu chimg minh ngudn goc, xudt xir ¢ta hing hoa.

17

Binh lugmg

Quy dinh v han ding: =
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Danh myc

Tiéu chuin Ky thuit

Bilirubin tnge tiép

s arm s

+ Han diing 15 thiéu con 3 thang ke tir khi nhdn hang doi vai
hang hoa co tudi tho tr < 12 thang.

+ Han dimg t6i thiéu con 06 thang ké tir khi nhan hing déi vii
hang hda ed tudi tho tir trén 12 thang dén 24 thing.

+ Han diing 16 thiéu ¢dn 12 thang ké tir khi nhin hang d6i véi
hing héa cd tudi thy > 24 thang.

I. Tiéu chudn chung:

- Hang mdi chura qua sir dung.

- Bat chimg nhan ISO 13485 hojdc tvong duong.

2. Tiéu chuan k9 thugt cy the:

- Hoa chit ding cho xét nghiém Bilirubin tre tiép; dai do: 0—
171 pmol/l; phuong phap: DPD, budce song 570 nM.

- Thanh phin: 3.5 Dichloropheny] diazonium tetrafluorcborate

(L08 mmol/l.

- 1 hop bao gom:

+ Hod chét 1 = 4 lo, mdi Ig hda chit 1 = 20 ml,

i Hod chat 2 > 4 lo, mdi lo hoa chit 2 > 20 mi,

3. Yéu ¢iu khic:

Cam két khi giao héng ¢ clll:mg nhédn phan tich (CoA). co 1ai
ligu chimg minh ngudn goc, xuit xir clia hang hoa.

18

Bo-hogt diy ALT

Quy dinh v han ding:

+ Han ding 19i thiéu con 3 thing ké tir khi nhiin hing ddi véi
hing héa ¢é tudi the tir< 12 thing.

+ Han diing t6i thiéu cdn 06 thang ké tir khi nhin hang dbi vei
hing hoa ¢6 i the tir trén 12 thing dén 24 thing.

| + Han ding 16i thieu con 12 thang ké tir khi nhin hang d6i véi
| hang hoa c6 tudi thy > 24 thing,
| 1. Tiéu chudn chung;

- Héng mdi chura gua sir dyng.
- Pat chimg nhén IS0 13485 hodic tuomg duong.
2. Tiéu chudn k¥ thudt cy the:
- Hoa chit ding cho xét nghiém ALT: dai do: 3-500U/; phuomg
phép dya trén khuyén nghj coa IFCC.
- Thanh phin: L-Alanine 500 mmol/; 2-Oxoglutarate 12
mmal/l: LDH = 1.8 kU/; NADH 0,20 mmaol/].
- 01 hip bao gdm:
+ Hod chiit 1 = 4 lp, mdi lg héa chit 12 12 m.
+ Hod chit 2 > 4 lp, mdi lo héa chit 2 = 6 ml.
3. Yéu cau khac;
Cam két khi giao hang co chimg nhan phin tich (CoA), co tai
ligu chimg mmh nguon gie, xudt xir cia hing hoa,

19

Bo hoat 4§ AST

Quy dinh ve han ding:
+ Han ding 16i thi¢u con 3 thing ké tir khi nhin hing déi voi
hing hoa ed toi the tir < 12 thing,

26
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Tiéu chudn k¥ thujt

+ Han ding t6i thicu con 06 thing ké tir khi nhin hing doi voi
hing héa cd twdi tho tir trén 12 thing dén 24 thing,

+ Han diing t4i thiéu con 12 thing ké tir khi nhin hing déi véi
hing hoa ¢6 twdi thy > 24 thing.

I, Tiéu chudn chung:

- Hang mdi chura qua sir dyng.

- Dat chimg nhin 18O 134835 hojic tuong duong.

2. Tidu chuén k¥ thudt cy thé:

- Hoa chit ding cho xét nghi¢m AST: dai do: 3-1.000 U/L;
Phurong phap dya trén khuyén nghj cta IFCC,

- Thanh phin: L-aspartate 240 mmol/); 2-Oxoglutarate 12
mmol/l: LDH = 0,9 kU/: MDH = 0,6 kU/L; NADH 0,20 mmol/l.
- 01 hip bao gim:

+ Hod chat 1 = 4 1o, mi lo hoa chat 1 = 6 ml.

+ Hod chit 2 > 4 1o, mdi Ighﬁachﬁtl = 6 ml.

3. Yéu ciu khic:

Cam két khi giao hang ¢ chimg nhin phan tich (CoA), ¢6 1ai
ligu chimg minh nguon goe. xudt xir coa hing hoa.

27



Bang 04: Yéu ciu titu chuiin k¥ thuit cia hing hoa thuje phin 1V: Hoa chit, vat tw
twomg thich vii mady xét nghi¢m mién djch Cobas ed11.

T Danh myc Tiéu chuin ki thuit
1 Hdba chat xé& er dinh v¢ hagn ding:
nghié¢m Igk + Téi thidu con 12 thing dbi voi nhimg mit hing co tng thii

han sir dung tir 36 thing tror 1én,

+ Téi thitu con 08 thing ddi vai nhimg mat hing ¢b téng thin
han sur dung tir 24 thang dén dudi 36 thing.

+ Tdhi thidu con 06 thang di vii nhimg mit hing cd 1ong thévi
han sir dyng tir 18 thang dén dudi 24 théng.

+ Toi thidu con 05 thang dbi véi nhimg mat hing e6 tdng thoi
han sir dyng tir 12 thang dén dudi 18 thing.

+ Téi thiéu con 03 thang d6i voi nhimg mat hing co 1ong théi
han sir dyng dudi 12 théng.

a) Tiéu chuin chung

- Hang mdi chua qua sur dung

- Bat chimg chi IS0 13485; CE hofic wromg duong.

b) Tiéu chudn k¥ thudt cy the

Thanh phén cia hop thude the déng goi gdm 03 chai:

= 01 chai: Dung tich 26.5 ml, thinh phén vi hat phu Streptavidin
nong 4 0,72 mg/mL. chit bio quan.

- 01 chai: Dung tich =10 ml, thinh phin khéng thé don déng
khang IgE danh diu biotin (chut) 2.5 mg/l, dém phosphate 83
mmol/l, pH 6.5, chét bao quan,

- 011 chai: Dung tich =10 mi, thanh phin khing thé don déng
khang IgE (chudt) dinh diu phire hop ruthenium 5.5 mg/: dém
phosphate 85 mmol/l, pH 6,5; chit bao quan.

- Quy cach: 3 chavhdp.

¢) Yéu ciu khac

- Cam két khi giao hing uﬁ t:hung nhén phén tich (CoA), ¢o tii
li¢u chimg minh nguon géc. xudt xir cia hing hoa.

2 Hda chat higu Quy dinh vé han diing:
chuan xé nghigm | + Toi thicu con 12 thang d6i vai nhimg mat hang o6 tdng thév
Igh han sir dyng tir 36 thang tror [én.

¢ Téi thidu con 08 thang d6i vai nhimg mét hing co 1dng thii
han sir dyng tir 24 thing dén dudi 36 thang.

+ Téi thiéu con 06 thing d6i véi nhimg mit bang 6 16ng thii
han sir dung tir 18 thing dén dudi 24 thang.

+ T6i thiéu com 05 thang ddi voi nhimg mit hing ¢ tong théi
han sir dung tir 12 thang dén dudi 18 thing,

+ Téi thiéu con 03 thang ddi vai nhimg mit hing co tong thi
han sir dyung dudi 12 thing.

a) Tiéu chudn chung

- Hang mai chua qua sir dung

- Dat chimg chi SO 13485; CE hode tuong duong.

28




Danh mye

Tiéu chuin k¥ thugt

b) Tiéu chudn k¥ thudt cp the

Thinh phin 14 huyét thanh ngya chira IgE ngui.

B gom 4 1o

-2 lo 1GE Call, mdi lo chita = 1.0 ml méu chudn 1 huyét thanh
ngya chia IgE nguii nong 49 | IU/ml hojic 2.4 ng/ml vi chit
bao quan,

- 2 1 IGE Cal2. méi lo chira =1.0 ml miu chusn 2 huyét thanh
ngyra chita 1gE ngudd ndng dé 100 1U/ml hodic 240 ng/ml va
chit bao quan,

= Quy cich: 4 lp'hdp.

¢} Yéu cau khac

- Cam két khi giao hiang ¢ chimg nhin phén tich (CoA ). ¢6 14i
ligu chimg minh ngudn gdc, xuit xir cia hing hoa

Chat nira ding cho
cac xét nghigm
mién dich

Quy dinh vé han ding:

+ Toi thidu con 12 thang d6i vai nhitg mat hing 6 tong thivi
han sir dyng tir 36 thang tro lén.

+ Tdi thidu con 08 thang dbi voi nhimg mat hing co 1ong thiv
han sir dung tir 24 thang dén dudi 36 thang.

+ Toi thidu con 06 thang ddi vai nhimg mit hing co tdng thii
han sir dung tir 18 thang dén dudi 24 thing,

+ Toi thicu con 05 thang ddi vai nhimg mat hang eo tdng thin
han sir dyng tir 12 théng dén dudi 18 thing.

¢ Téi thitu con 03 thang déi véi nhimg mat hang ¢o tong thii
han sir dyng dudi 12 thing.

a) Tiéu chudn chung

- Hing méi chua qua su dung

- Pat chimg chi 150 13485; CE hofic twong duong.

b} Tiéu chuan k¥ thudt cy thé

Thinh phan: Dung dich mudi KOH nong d& 176 mmol/l (tuong
img vai pH 13.2); chit 1dy < 1 %.

- Quy céch: Thing = 2.280 ml

¢) Yéu céu khic

- Cam két khi giao hang ¢d chimg nhin phin tich (CoA), co i
liéu chimg minh nguon goe, xudt xir cia hang héa.

Dung dich hé
thémg kich hogt tin
hidu dién hoa phat
quang

Quy dinh ve han ding:

+ Téi thiéu con 12 thang doi véi nhimg mit hing co 1ong thii
han sir dyng tir 36 thang rd Ién.

+ Tii thiéu con 08 thing d6i vdi nhimg mjt hang b tong this
han str dung tir 24 thing dén dudi 36 thing.

+ Téi thiéu con 06 thang ddi véi nhimg mat hing cd téng thisi
han sir dung tir 18 thang dén dudi 24 thang.

+ Téi thiéu con 05 thang 48 vii nhimg mat hang ¢é ting théi
han sir dung tir 12 thing dén dundi 18 thang.

+ Toi thiéu con 03 thang doi véi nhimg mt hang co tong thin




Danh myc

Tiéu chudn k§ thudt

han sir dung dudi 12 thang,

a) Ti¢u c_huﬁn chung

- Hang mifi chura qua sir dung

- Pat chimg chi 180 13485; CE hoje tuong duemng.

b) Tiéu chudn k¥ thudt cy the

Thanh ph;:m: Bém phosphate 300 mmol/l; tripropylamine 180
mmol/l; chit thy < 0.1 %: chét bao quan: pH 6,8,

- Quy cach: Thing > 2.280 ml.

¢} Yéu ciu khic

- Cam két khi giao hing ¢6 chimg nhin phan tich (CoA), co tai
lign chimg minh ngudn goc, xudt xir ca hing hoa

Dung djch lam
sach h¢ lhﬁng

Quy dinh vé han ding:

+ Téi thiéu con 12 thang déi vai nhimg mat hing c6 tong thin
han s dl,mg tir 36 thang trd lén.

+ Tii thiéu con 08 thing ddi vai nhimg m{t hing co téng thei
han sir dyng tir 24 thing dén dudi 36 thang.

+ Toi thidu con 06 thang doi véi nhimg mat hang cd tong thed
han sir dung tir 18 thing dén dudi 24 thang.

+ Téi thiéu con 05 thang d&i véi nhimg mit hing 6 ting this
han sur dyng tir 12 thing dén dudi 18 thing.

b Tdi thidu con 03 thing ddi vai nhimg mat hang cb tdng thisi
han sur dung_ durdi 12 thing.

a) Tiéu chuin chung

- Hing mdi chura qua sir dung

| - Dat chimg chi 1SO 13485 CE hoge tuong duomg.

h‘J Fidu chugn k§ thujit cu thé

- Dung dijch ria.

- Quy cach: Lo = 500 ml

¢) Yéu ciu khic

- Cam két khi giao hang ¢6 chimg nhin phin tich (CoA), ¢6 tai
li¢u chimg minh ngudn goe, xudt xir cua hing hoa,

Béiu con hit mau

Quy dinh vé han ding:

+ Téi thidu con 12 thang déi voi nhimg mit hing 6 tong thé
hin sir dyng tlr 36 thing tro lén.

+ Toi thiéu con 08 thing ddi v nhimg mat hing co tong thii
han s dyng tir 24 thang den dudi 36 thing.

+ T6i thigu con 06 thing ddi véi nhimg mit hing c6 tdng thiv
han sir dung tir 18 thing dén duwdi 24 thang.

+T6i thidu con 05 thing d_f:ﬂ vai nhimg mdt hing cd tong thisi
han sir dyng tir 12 thing dén dudi 18 thing.

+ T6i thiéu cdn 03 thang dbi vidi nhimg mjt hing c6 tong thin
han sir dyung dudi 12 thang.

a) Ticu chudn chung

- Hang mdvi chura qua sir dung
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Danh muc

Tiéu chuan ki thujt

- Pat chimgg chi 150 13485; CE hoje tuong duong.
b) Tiéu chudn k¥ thujt cy the

- Péu hit miu ding trén hé thong Cobas ¢ 411,

- Chat ligu: Nhiyra.

= Quy cach: Theo quy cach dong gon ¢cua nha san xudt (nha thau |
chio thiu rd quy cach dong goi doi vai hing hoa dy thiu).

¢) Yéu ciu khiac

- Cam két khi giao hing c6 chimg nhin phén tich (CoA). c6 tai
liéu chimg minh ngudn gie, xudt xir cua hing hoa.

Cong xét nghi¢m
mién dich

- Dt chimg chi 150 13485; CE hojic womg duong,

Ouy dinh ve han ding:

+ T6i thiéu con 12 thang ddi véi nhimg mat hing co téng this
han sir dyng tir 36 thiang tré 1én.

+ T6i thiéu con 08 thang ddi véi nhimg mjt hang c6 ting thid
han sir dung tir 24 thing dén dudi 36 thing,

+ Téi thiéu con 06 thang ddi vai nhimg mit hing ¢6 tong thix
han sir dung tir 18 thing dén durdi 24 thang.

+ Téi thiéu con 05 thang ddi vivi nhimg mit hing c6 tdng thin
hian sir dyng tir 12 thing dén dudi 18 thang.

+ T6i thiéu con (3 thang ddi vii nhimg mt hang cé tong thii
han sur dung dudi 12 thing.

a) Tiéu chudn chung

- Hang mdi chua qua sir dyng

b) Tiéu chudn k3 thujt cy thé: Cde dymg miu ding trén hé
thong Cobas ed11

- Cht ligu: Nhya.

- Quy cich: Theo quy cach déng géi ciia nha san xudt (nha thiu
chiio thiu rd quy cach déng gdi d6i viai hang hoa dy thiu).

¢) Yéu cau khac

- Cam két khi giao hang co chimg nhiin phin tich (CoA), ¢6 tai
ligu chimg minh ngudn gdc, xudt xir cia hing hoa,

Héa chit kiém tra
xét nghiém: FT3,
FT4, TSH. T3, T4,
AFP. CEA, HCG

F s

Quy dinh ve han ding:

+ Téi thitu con 12 thang doi vai nhimg mit hing c6 1ong thir
han sir dung tie 36 théng trd 1én.

+ T6i thicu con 08 thang doi vii nhimg mt hang ¢6 tng this
hgn sir dyng tir 24 thing dén dudi 36 thang,

v T6i thidu con 06 thang ddi véi nhimg mat hing c6 tong this
han sir dyng tir 18 thing dén dudi 24 thang,

+ Toi thiéu con 03 thing d6i vii nhimg mat hang o6 tng thid
han sir dung tir 12 thing dén dudi 18 thang.

+ Toi thidu cén 03 thing d&i voi nhimg mat hang ¢o wng thii |
han s dyng dudi 12 thing.
a) Tiéu chuin chung

- Hang mdi chua qua sa dung
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- Pat chimg chi 150 13485; CE hodc twong duong.

b) Tiéu chuan k¥ thugdt cy the

- Thianh phin 13 huyét thanh chimg déng khé dya trén nén huveét
thanh nguwiri chia thinh hai khodng m:":'rlg d§. Mau chimg duge
ding dé kigm tra dd diing va 46 chinh xdc ciia cic xé nghi¢m
mieén dich.

- B thude thir gdm:

| + 2 1g héa chét 1: 2 chai dé pha, mdi chai = 3.0 m| huyét thanh
| chimg (nguii)

+ 2 lg hda chat 2: 2 chai dé pha, mdi chai = 3,0 ml huyét thanh
chimg (ngurdn)

- Kém theo: 2 thé ma vach, tir mil vach miu chimg.

= Quy cach: 4 lphap.

¢) Yéu ciu khéc

- Cam két khi gigo hang c6 chimg nhin phén tich (CoA). 6 tai
fli¢u chimg minh ngudn gde, xudt xir cia hang hoa,

Haa chat ding dé
pha loding mau xét
nghiém mién dich
{Troponin T,
CEA, AFP....)

Quy dinh vé han ding:

+ Toi thidu ¢dn 12 thing ddi vii nhimg mat hang cé 1ong thin
han sir dyng vir 36 thing tro [én,

+ Tii thiéu con 08 thing dbi vai nhimg mit hing c6 tong thiv
han sir dyng tir 24 thing dén dudi 36 thang.

+ Toi thidu cdn 06 thang ddi vii nhimg mat hing co thng thivi
han sir dyng tir 18 thang dén dirdi 24 thing.

+ Toi thidu con 05 thing ddi v nhimg mit hang co téng théd
han sir dung tir 12 thang dén dudi 18 thing.

+ Téi thiéu com 03 thing déi vi nhimg mat hing c6 tong thai
han sit dyng dudi 12 thing.

a) Tiéu chudn chung

- Hang man chua qua ir dung

- Dat chimg chi ISO 13485 CLE hodc wwong duong.

b) Tiéu chudn k¥ thudt cy the

- Thinh phin: Hén hop protein; Chit bdo quan < 0,1 %,

- Quy cich: Hp = 2 lg, mdi lp =16m,

¢) Yéu cu khéac

- Cam két khi giao hing c6 chimg nhin phan tich (CoA). 6 i
ligu chimg minh nguén gde, xudt xir cia hang hoa.

1o

Haa chat xét
nghi¢m AFP

Quy dinh v& han ding:

+ Téi thidu con 12 thang ddi véi nhimg mjt hang cé ting thiv
han sir dyung tir 36 thdng tré 1én.

+ Ti thiéu con 08 thang dbi vai nhimg mat hing c6 téng thi
han sir dyng tir 24 thang dén dudi 36 thang.

+ T thiéu con 06 thang doi véi nhimg mit hang ¢6 tong thoi
han sir dyng tir 18 thang dén dudi 24 thang.

+ Téi thidu con 05 théng i vivi nhimg mat hang oo tong this
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han sir dyng tir 12 thing dén dudi 18 thiang,

¢ THi thicu con 03 thang déi vai nhimg mjt hang c6 tong thix

han sir dung dudi 12 thing.

a) Tidu chuan chung

- Hang mdi chura qua st dung

- Dat chimg::hi IS0 [ 3485; {'L hodc tuomg duomg,

b) Tidu chuan k¥ thudt cu the

Hép thude thir bao gom:

- 01 chai: Dung tich = 6,5 ml, thanh phﬁn vi hgt phu
Streptavidin nong d¢ 0.72 mg/ml, chat bdo quan,

- 01 chai: Dung tich =10 ml, thanh phan: Khdng thé don dong

khang AFP ddnh diu biotin (chugt) 4.5 mg/l; dém phosphate
100 mmol/l, pH 6.0; chit bio quén,

- 01 ¢hai: Dung tich =10 ml, thanh phédn: Khing thé dom déng

khang AFP {chudt) ddnh ddu phir hep ruthenium 12,0 mg/:

dém phosphate 100 mmol/l, pH 6.0: chit bio quan

- Quy cach: 3 chai/hip.

¢) Yéu céu khic

- Cam két khi £1a0 himg ch chr.mg nhan phin tich {(CoAj, ¢b i
lign chﬂﬁg minh ngmm yﬁ-c XUAL XUF i hang hoa,

i1

Héa chat 1o
duémg chuidn cho
xél nghigm AFP

Quy d’nh vé han ding:

b Téi thidu con 12 thang ddi vai nhimg mat hing co tong this
han sir dung tir 36 thing tro 1én.

+ T thidu eon 08 thing dbi vai nhimg mat hing co 1ong thii
han sir dung tir 24 thing dén durdi 36 thing,

- Toi thidu con 06 thing dbi vai nhimg mit hang co ting thivi
han sir dung tir 18 thang dén dudi 24 thing.

+ Toi thidu con 05 thang d6i vii nhimg mit hing ed tong théi
han sir dyng tir 12 thang dén dudi 18 théng.

+ Téi thidu cdn 03 thing doi véi nhitmg mit hing ¢6 téng thii
han sir dyng durdi 12 thing,

a) Tiéu chuan chung

- Hang mdi chura qua s dung

- Han sir dung con 16i thiéu ké tir khi giao hang:

- Dat chimg chi IS0 13485: CE hode tuong duong,

b) Tiéu chudn k§ I.hua;t cy the

Fhanh phan la huyét thanh ngyra chira IgE ngudn.

| B gnm 4 lo:

- 2 lop AFP Call, mdi lo chira 1.0 ml miu chudn 1 14 huvé
thanh nguii ddng kho chira AFP ngudi (tlr canh ciy 1é bao)
nong di khoang 5 1U/ml hodic 6 ng/ml.

- 2 1o AFP Cal2, mdi 1o chira =1.0 ml miu chudn 2 14 huvet
thanh nguéi dong khd chita AFP nguii (e canh cdy 1€ bio)
nong d¢ khoang 50 1U/mi hofic 60 ng/mi.
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- Quy cach: 4 lo/hip.
¢} Yéu cau khic
- Cam két khi giao hang ¢o chimg nhan phan tich (CoA), co tai
ligu chimg minh ngudn gie, xudl xir cia hang hoa,
12 | Dung dich vé sinh | Quy dinh v¢ han ding:
mdy phén tich b T6i thidu con 12 thang déi vai nhimg m3t hang 6 1ong thik
mién djch han sir dyng tir 36 thang tro lén,

+ Téi thiéu con 08 thang dbi vai nhimg mat hang ¢ 1éng thix
han sir dyng tir 24 thang dén dudi 36 thang.

+ T6i thiéu con 06 thang déi vii nhimg mat hang ¢6 tdng thit
han sir dung tir 18 thang dén dudi 24 thang.

+ T6i thiéu con 05 thang doi vai nhimg mat hang c6 ong thiv
han sir dung tir 12 thing dén dudi 18 thing.

+ Téi thiéu eon 03 thang ddi véi nhimg mit hang cé tong thin
han sir digng durdn 12 thang.

a) Tiéu chudn chung

- Hang mdi chua qua sir dyung

- Bat chimg chi 150 13485; CE hodc trong duong.
b} Tidu chudn k5 thudt cy thé
- Dung dich vé sinh c6 tinh kiém, ¢é tinh chit khang khuan.
- Thinh phan:
Natnt hydroxide 3 mol/l; Dung djch natri hypochlorite (< 2 %
clo hogt tinh), Phy gia.
- Quy cdch: Hip =5 chai, mbi chai =100 ml.,
¢) Yéu ciu khic
- Cam két khi giao ha:ng co chimg nhn phin tich (CoA). co tai
li¢u chimg minh ngudn gde. xudt xir cia hing hoa.
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Tiéu chudn k¥ thujt

|

ELISA khing the
sdn 14 gan lém

a} Tiéu chudn chung

- Hang mai chira qua sir dung

- Han str dyng: Con toi thiéu 1/2 han sir dung ke tir khi giao
hang.

- Dat tiéu chudn chit lugmg: 150 13485; FDA hode CE hode
tromig duong.

- Nguﬂ:n vit li¢u (kit) phai co chimg nhin hqrp phap 1 sin
phim thuomg mai. vi duge phép ding cho chin doan lim sang
(IVD kit).

b) Tiéu chuan k¥ thujt cy thé

- Ban dijnh lugng khing the hodc dinh tinh khang thé 126G khing
Fasciola trong huyét thanh ngudi bing phuong phiap ELISA.

- Sinh phim dap img tong thiri gian thie hign xét nghi¢m < 60
phit.

- DG nhay: = 95%.

= X diic hidu: > 95%,.

- Thanh phin | bd bao gom:

+ Pia 96 gj-’fng phu khang nguvén Fasciola va cac thanh phﬁn
phin img theo tiéu chudn ciia nhi san xudt.

- Quy cich: Hop 96 giéng b the hé rin,

¢) Yéu ciu khéc

- Cam két khi giao hang c6 tai li¢u chimg minh vé chit lwong.
nguon goe, xudt xir cua hang hoa,

ELISA khang the
giun diia cha

a) Ticu chuan chung

= Hang mdi chua qua sir dung

- Han sit dyng: Cén t6i thidu 1/2 han sir dung ké tir khi giao
hang

- Dt tiéu chudn chat heomg: 150 13485: FDA holic CE hodic
tromg duomg,

- Nguyén vt liéu (kit) phai c6 tﬁimg nhin hgp phap la san
pham thuong mai, va duge phép diing cho chin dodn 1am sang
(IVD kit).

b) Tiéu chuan k¥ thudt cy the

- Ban dinh hugng khang thi hode dinh tinh khang thé IgG khang
Toxocara trong huyét thanh ngun bing phuong phiap ELISA.
- Sinh pham dip img 1ong thivi gian 0 xét nghiém < 75 phit &
nhigt dp <37'C.

- B§ nhay: > 85%.

= P dic higu: = 90%.

- Thanh phin 1 b bao gom:

+ Pia 9% giéng phi khang nguvén Toxocara v cic thanh phin
phan img theo tiéu chudn coa nha san xuat.

- Quy cach: Hop 96 gieng co the bé rivi.
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— |
¢) Yéu cau khic
- Cam két khi giao hing c6 tai liéu chimg minh vé chit lugmg,
ngudon gic, xult xir cia hang hoa,

ELISA khing thé
#u tring san lon

a) Tiéu chuan chung

¢ = Hang mdi chura qua sir dung

- Han sir dung: Con téi thidu 1/2 han sir dyung ké tir khi giao
hang
- Dt tidu chusdn chdt lugng: 15O 13485: FDA hojic CE hode
wremg duomng.
- Nguyén vt ligu (kit) phai ¢ chimg nhin hep phip 14 san
pham thuong mai. va duge phép ding cho chin dodn 1im sing
(IVD kit).
b} Tiéu chusin k¥ thuat cu thé
- Bin dinh lugng khing thé hodc dinh tinh khang thé IpG khing
Cysticercosis (Taenia Solium) trong hu;ﬂh thanh ngui béng
phuromg phip ELISA.
- Sinh pham dap img 1ong théi gian thue hién xét nghi¢m < 30
phat,
- D§ nhay: > 85%.
- P9 diic hidu: = 95%,

- Thanh phén 1 b bao gom:
+ Dia 96 giéng phu k]'umg nguyen Cysticercosis I_'] acnia
thl.m'-} vit cac thanh phfm phan img theo tiéu chuin cuia nha
san xudt.
- Quy cach: Hop 96 gitng c6 thé hé ri.
¢) Yéu cau khic
- Cam két khi giao hang ¢ tai idu chimg minh vé chit lugmg.
ngudn goc, Xuit xir cia hang hoa.

ELISA khiang thé
giun luom

a) Tiéu chuan chung

- Hing mdi chura gua sic dung

- Han sir dung: Con 1oi thiéu 1/2 han sir dung ké tir khi giao
hang

- gt tiéu chudn chit lugng: 150 13485; FDA hofic CE hodc
iwromg duomg.

- Nguyén vit li¢u (kit) phai co chimg nhin hgp phap la san
phlim thuomg mai, va duge phép dung cho chén doan lim SANE
(IVD kit).

b Tidu chudn k¥ thudt cy thé

- Ban dijnh lugmg khang thé hedic dinh tinh khang the lgCs khang
Strongyloides trong huyét thanh ngu bﬁng phuong phap
ELISA.

- Sinh pham dap img tong thin gian thye hign xé nghigm < 60
phut.

- D nhay: = 03%,
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- D dic higu: > 95%.

- Thanh phan 1 b bao gom:

+ Pia 96 giéng phi khang nguyén Strongyloides Stercoralis va
ciic thanh phén phan img theo tiéu chuin cia nha san xudt,

- Quy cach: Hop 96 gieng co the be rii.

¢) Yéu cdu khac

- Cam két khi giao hing ¢6 tai ligu chimg minh vé chit lugng,
nguon goc, xudt xir cia hang hoa.

ELISA khing the
giun chi

v

a) Tiéu chuidn chung

- Hang ma chua qua sir dung

- Han sir dyng: Con t6i thidu 1/2 han sie dyng ké tir khi giao
hang o

- Pat tieu chudn chat lugng: SO | 3485; FDA hojic CE hojdic
tromng duomg,

- Npuyén vt ligu (kn) phan ¢6 chimg nhan hop phap 1 san
phim thuemg mai, va duge phép ding cho chan dodn ldm sang
(VI Kit).

b) Tiéu chudn k§ thut ¢y th _

- B3dn dinh lugng khing thé hodic dinh tinh khing thé 1pG khing
Filaria trong huyét thanh hojic hu:.'f:l Luomg ngun I‘rﬁng phirong
phip ELISA.

- Sinh phim dap (mg tong thivi gian thyc hién xét nghigm = 60
phut.

- Thanh phin | bd bao gdm:

+ Pia 96 gif:ng phi khang nguvén Filaria va cde thanh phﬁn
phan {mg theo tiéu chudn cia nhi san xudt.

- Quy cich: Hp 96 giéng co thé bé roi.

¢) Yéu cau khae

- Cam két khi giao hang ¢6 ti ligu chimg minh vé chit lugmg,
ng.uérn goc. xuat xir cia hing hoa,

ELISA khing thé
amip ( Entamoecha
histolitica)

a) Tiéu chudn chung

- Hang mdi chura qua sir dung

- Han str dyng: Con 16i thiéu 1/2 han st dyng ké tirkhi giao
hing

- Pat tiéu chuan chit hugmg: 1S0 13485 FDA hojc CE hodic
tromg duomng.

- Mguyén vt ligu (kit) phai co chimg nhan hop phap 14 san
phém thuong mai, va duge phép ding cho chan dodn lam sing
(IVD kit).

b} Tiéu chuan ki thugt cu thé

- Bén dinh lugng khéng thé hofic dinh tinh khing thé 1gG khing
Entamoeba histolytica trong huyét thanh ngudi bing phuong
phip ELISA.

- Sinh pham dap img téng thisi gian thire hign xét nghi¢m < 30
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pht,

- B nhay: = 95%.

- PBg diic higu: = 95%.

- Thanh phin 1 b bao gém:

+ BYia 96 giéng phi khang nguyén Entamoeba histolytica va cdc
thanh phin phan img theo tiéu chudn ¢ia nhi san xuat.

- Quy cach: Hap 96 gidng co thé bé ri.

¢) Yéu chu khac

- Cam két khi giao hang cd tai ligu chimg minh vé chit lumg,
ngudn g, xudt xir cla hang hoa,

Elisa khing thé
san ddy chd

a) Tiéu chuan chung

- Hang mdi chura qua sir dung

- Han sir dyng: Con toi thicu 1/2 han s dung ké tir khi gian

hang

- Pgit tidu chudn chat lugmg: 15O 13485; FDA hojic CE hodc

wromg duemg.

- Nguvén vt ligu (kit) phai ¢6 chimg nhin hgp phap 14 san

| pham thuong mgi, va duge phép ding cho chén dodn 1am sang

(VD kit).

| b) Tiéu chudn k¥ thudt cy thé

- Ban djnh lugmg khing thé hodc dinh tinh khing thé IgG khing

i Echinoeoccus trong huyét thanh ngurdi biing phuomg phép
ELISA.

- Sinh pham dap (mg tong thév gian G 6 nghiém < 75 phiit &

nhigt 4§ <37"C.

- D{ nhay: = 90%.

- D¢ dae hidu: = N,

- Thanh phén 1 b bao gom:

+ Dia 96 giéng phi khing nguyén Echinococcus vii cae thinh

phéin phan img theo tiéu chudn cia nha san xudt.

- Quy céch: Hop 96 giéng ¢6 thé bé ré.

) Yéu ciu khic

- E'am kel khi giao hang ¢d tai ligu chimg minh vé chit lugmg.

nguun gu:nc, xuat xir ciia hang héa.

ELISA khing thé
giun diu gai

a) Tiéu chudn chung

- Hang mdn chua qua sir dyng
- Han sir dyng: Con 16 thiéu 1/2 han sir dung ké 1l khi giao
hang
- Dat tiéu chudn chit heomg: 1SO 17025-9001 hoje twong
duong,
- ngyen vit liéu (kit) phai cd chimg nhin hm'r phap la san
;:rham thuomg mai, va duge phép ding cho chan doan Em sing
(VD kit).
b) Tiéu chudn k§ thudt ey thé

38




Danh muc

Tiéu chuan k§ thugjt

| - Ban dinh lwomg khing thé hojc dinh tinh khdng the IgG khdng
Gnathostoma trong huyét thanh nguéi bing k¥ thuit ELISA.
| - Sinh phim dap tmg tong thii gian & xét nghiém < 60 phit &
| nhigt dg <37°C.
- DG nhay: = 90%.

- D0 dfic higu: = 95%.
| - Thanh phin | b bao gdm:
| + Dia 96 giéng phi khang nguyén Gnathostoma v cic thanh
phiin phan img theo tiéu chudn cua nha san xudt.
| = Quy cach: Hop 96 giéng ¢d thé bé rid,
| ¢ Yéu ciu khdc
| - Cam két khi giao hang ¢6 tdi ligu chimg minh vé chit lugng,
nguon goc, Xuat xir cia hing hoa,

ELISA khang thé
sén 4 phai

| a) Tiéu chuin chung

- Hang mai chura gua sir dung

- Han sir dyng: Com i thidu 1/2 han sir dyng ké tir khi giao
hang

- Pat tiéu chuan chit lugng: 1SO 13485: FDA hojic CE hodc
tremg diremeg.

- Nguyeén vit ligu (kit) phai ¢d chimg nhin hop phip 1a san
phiam thireng mai, va duge phép ding cho chin dodn 14m sing
| (IVDkit).

| b Tiéu chudn k¥ thudt cy thé

- Ban dinh lugmg khing thé hode dinh tinh khang thé 1gG khang
Paragonimus trong huy¢t thanh hodic huyet turong ngui biing
phuong phip ELISA,

- Sinh phim ddp img tong thiri gian thye hién xét nghiém < 60
phut.

- D{ nhay: = 95%.

- DO dic hidu: = 95%.

- Thanh phin 1 b bao gom:

+ Dia 96 giéng phu kKhang nguyén Paragonimus v cic thanh
phin phin (mg theo tiéu chudn cia nha san xuit.

- Quy edch: Hop 96 giéng cb the bé rix,

¢) Yéu chu khc

- Cam két khi giao hing & tai ligu chimg minh v chat lugng.
nguon ghe, xudt xir cia hing hda.

10

ELISA khidng thé
giun diia

- Hang mdi chura qua sir dyng

- Han sir dung: Con t6i thigu 1/2 han sir dung ké 1ir khi giao
hang

- Dat tiéu chudn chit lugng: 180 13485; FDA hodc CE hoge
tuomg duomg,

= Mguvén vat ligu (kit) phai co chimg nhan hgp phap la san
phim thuong mai, v duge phép ding cho chin dodn lim sing

kLY
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(IVD kit).
b) Tiéu chudn k§ thudt cy thé
- Bén dinh hrgmg khing thé holic dinh tinh khang thé 1gG khang
Ascaris trong huvét thanh hode huvét tuong ngudd biing phuong
phip ELISA.
- Sinh phdm dap tmg tong thoi gian 0 xét nghiém < 75 phit &
nhiét d < 37 dé C.
- P§ nhay: = 90%,
- PG diic higu: = 90%,
- Thanh phén 1 bé bao gom:
+ D¥ia 96 giéa‘tg phii khang nguyén Ascaris va cdc thanh phan
phén tmg theo tidu chudn cia nha san xudt,
- Quy cach: Hép 96 giéng ¢ thé bé rin,
&) Yéu chu khac
- Cam két khi giao hing ¢6 tai ligu chimg minh vé chit lnomg,
nguf}n g{‘:'rr.'. xudt xir cia hang hoa.
11 | ELISA khing thé | a) Tiéu chun chung

5an mang - Hang mdi chira qua sir dung
- Han sir dung: Con 15i thiéu 1/2 han sir dung ke tir khi giao
hiang
- Dat tiéu chudn chit hegmg: 15O 13485; FDA hodc CE hodc
tuwong dirong,.
- Nguyén vt ligu (Kit) phai ¢o6 chimg nhan hgp phap [a san
phim thuemg mai, va duge phép ding che chin dodn lam sing
(IVD kit).
b) Tiéu chuan k§ thudt cy thé
- Bin djnh lugmg khing the hode djnh tinh khdng thé 12G khang
Schistosoma trong huyét thanh nguén bing phuong phap
ELISA.
- Sinh phdm dép tmg tong thd gian thyre hign xét nghiém < 30
phit.
- B§ nhay: = 95%.
- B dic higu: > 85%.
- Thanh phin 1 b bao gom:
+ Pia 96 giéng phi khéng nguyén Schistosoma va cic thanh
phan phan img theo 1iéu chudn cta nha san xudl.
- Quy cach: Hop 96 giéng ¢ thé bé riv.
¢) Yéu cau khic
- Cam két khi giao hang cd tai li¢u chimg minh vé chit laong,
ngudn goc, xudt xir cua hing hoa,

12 | ELISA khang thé | a) Tiéu chuan chung
giun xodin - Hang méi chua qua sir dung

- Han sirdyng: Con toi thiéu 1/2 han sir dung ké ir khi gian
hang
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- Dat tiéu chuan chat luemg: 1SO 13485: FDA huac CE hodc
trong duong.
- Mpuyeén vit ligu (kit) phat co chimg nhan hgp phap la san
phiam thuomg mai, va duge phép diing cho chén dodn lim sang
(IVD kit),
b) Tiéu chudn k¥ thujt cu thé
- Bén dinh lugmg khang thé hode dinh tinh khing thé 1gG khing
Trichinella rong huyét thanh nguin bing phuong phip ELISA.
- Sinh phim dap img tong thixi gian 4 xét nghigm < 75 phit &
nhiét do =37" C.
- P nhay: > 95%.
- P diic hidu: > 95%.
- Thanh phén 1 b bao gém:
+ Pia 96 giéng phu khing nguyén Trichinella v cdc thanh phin
phin img theo tiéu chuﬁn cua nhi sin xut,
- Quy cich: Hop 96 giéng ci the bé rii.
¢} Yéu cau khic
- Cam ket khi giao hing cd tai li¢u chimg minh ve chat ligng,
ngnmn gﬁc XUAL Xi7 clia hiang hoa.

13

ELISA khing the
san la gan nho

e s —r

14

ELISA khang thé

| a]n Tiéu chuin chung

- Hang méi chura qua sir dung

- Han sir dung: Con t6i thidu 1/2 han sir dung ké tir khi giao
hang

- Dat tidu chudn chat luong: 150 13485; FDA holic CE holic
turemg duemig.

- Nguven vit ligu (kit) phai cd chimg nhin hop phap 13 san
pham thuong mai. va duge phép dimg cho chin dodn 1am sang
(FVD kit).

b) Tiéu chuin k¥ thujt cy the

- Ban dinh lugmg khing thé hodic djnh tinh khing thé [gG khing
Clonorchis trong huyét thanh hofie huyét tuong ngurdi bing
phuong phip ELISA.

- Sinh pham dap (mg tong thii gian thye hign xét nghiém < 35
phut.

= B nhay: = 95%.

- Bg dic higu: = 90%.

- Thanh phin | b bao gom:

+ Dia 96 gi¢ng phi khéng nguyén Clonerchis v céc thanh phin
phan (mg theo tiéu chuan cha nhai san xuit.

- Quy cich: Hop 96 giéng ¢6 thé bé rév.

¢} Yéu ciu khic

- Cam két khi giau hang co tai ligu chimg minh ve chit lugmg,
ngu-ﬁn gﬂu: Xt MI cua hiing hoa,

a) Tiéu chuan Lhung
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giun leom ndo

- Hang mi chura qua sur dung

- Han sir dyng: Con b thiéu 1/2 han sir dung ké tir khi giao
hang

- Dat tidu chudn chilt legng: 150 13485; FDA hoje CE hojc
wrong duong.

- Meuyveén vat ligu (kit) phai o chimg nhin hop phap la san
phim thueng mai, vi duge phép ding cho chin dodn lim sing
(IVD kit).

b} Tiéu chuan k¥ thudt cy thé

- Ban dinh lugng khing thé hodic dinh tinh khing thé 1gG khang
Angiostrongylus trong huyét thanh hodic huyét trong ngudn
bing phuomg phip ELISA.

- Sinh phim dap img téng thixi gian thye hign xét nghiém < 60
phat

- P nhay: = 90%.

- P dic hidu: = 90%.

- Thanh phin 1 bé bao gdm:

+ Dia 96 giéng phu khang nguyén Angiostrongylus v cée thanh
phan phan (mg theo tidu chuin cua nha san xudt,

- Quy cich: Hp 96 giéng co thé bé ro,

¢) Yéu ciu khac

- Cam két khi giao hang ¢6 tai ligu chimg minh vé chdt ligmeg,
nEuon goc. Xudl xir cia hing hoa




Bing 06: Yéu chu titu chuiin k¥ thudt ciia hing hoa thuje phin VI: Test chin doan

nhanh
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Danh muc

Tiéu chuin k¥ thujt

1

Test chan dodn
nhanh bénh viém
gan B- HbsAg

a} Tiéu chuan chung
- Hang mdi chua ua sir dung.
- Dat tiéu chuan chat lugng: 150 13485,
- Cochimg nhin CFS hodc tuong duong
- Han sir dyng: Con t6i thidu 2/3 han sir dyng ké tir khi giao
haing.
b) Tiéw chudn ey thé:
- Phat hién dinh tinh khing nguyén HBV trong miu huyét
thanh, huyét twomg nguwoi
- Gidi han phat hién < 1 ng/ml.
- D% nhay: = 95%.
- P dic higu: = 95%.
- Dang khay,
- Thanh phan: Khang thé khang HbsAg.
- Quy cich déng goi: Theo quy cich déng i cia nha san xuit
(nhi thau chio thiu rd quy cich dong gdi cia hing héa chio
thiu)
¢} Yéu cau khac
- Cam két khi giao hang co tai ligu chimg minh vé chit luong,
nguon goe, xudt xir cia hang hoa.

Test nhanh phat
hién khing
nguyen H.Pylori
Ag trong phin

a) Tiéu chuian chung

- Hang mén chua qua sur dung

- Pt chimg chi S0 13485,

- (6 chimg nhin FDA hofic CE hodc tuong duong.

- Han sir dyung: Con ti thiéu 2/3 han sir dyung ké tir khi giao

hang

b Tiéu chuin k¥ thujt cy thé

- Phat hign khdng nguyén H. Pylori trong phén.

- Miu thir; Miu phin.

- By nhay: = 98%.

- B dic hidu: = 98%.

- Sinh phim dap img téng thisi gian doc két qua: < 20 phat,

- Thanh phén 1 bé bao gém:

+ Khay thir dong gdi riéng timg khay.

+ Ong thu thip mdu ¢6 que Liy miu vi dung dich tach chiét.
- Quy l:al:h dong gi.‘h Theo quy cach déng gdi cia nha san xuit

(nhi théu chao thiu rd quy céch dong goi cda hang hda chio

thau),

c) Yéu ciu khic

- Cam lu:l khi glau hitng <6 tai liéu chimg minh vé chit luong,

ngudn goe, xudt xir cia hang hoa.

Qe thir nurde ticu

a) Tiéu chuin chung
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10 thing tromg - Hang ma chura qua sir dung.
thich véi may - Dt tiéu chudn chit lugng: 1SO 13485,
Siemens - C6 chimg nhin FDA hoje tromg duong,

- Han sir dyng: Con t6i thidu 06 thang han sir dung ké tir khi
giao hing.

b} Tiéu chudn cy thé:

- Sir dung cho may phan tich mude tiéu Clinitek Status®’
Siemens.

- Cie chi sb do: Glucose, Bilirubin, Ketone, pH, Blood, Protein,
Nitrite, Urobilinogen, LeukoCytes, SG.

- i do cua céc chi si:

Protein: 15 - 30 mg/dl atbumin

Blood: 0.015 - 0,062 mg/dl hemoglobin

LeukoCytes: 5- 15 ¢ bao bach ciu

Nitrite: 0,06 - 0,1 mg/d] nitrite ion,

Gilucose: 75 - 125 mg/dl glucose.

Ketone: 5 - 10 mg/dl acetoacetic acid.

pH: 4.6 - 8.0.

5Ci: 1.001 - 1,035,

Bilirubin: 0.4 - 0.8 mg/dl biliruhin.

Urobilinogen: 0.2 EU/L.

Quy cach dong goi: Theo quy cach ddng gdi cia nha san xuit
{nhil thau chio thau rd quy cdch dong gbi cia hiang hoa chao
thiu)

¢) Yéu edu khie

- Cam két khi gizo hing ¢6 i ligu chimg minh vé chit luong,
nguﬁn gérc. xudt XU ciia hang hda.

Vit lidu kiém sodt

a} Tiéu chuan chung

xét nghiém nude | - Hang mdi chua qua sir dung

tiéu tuong thich - Dt tidu chudn chat lugng: 150 13485,

vl miy xét - Ci chimg nhin CE hnE: fromg duong.

nghiém nude tiéu | - Han st dung: Con 16 thidu 6 thing han st dyng ke tir khi giao

Cobas ud| | hang.
b) Tiéu chuan cu the: |
Que miu chuiin duge sir dyung dé hién chudn dinh cho may phin
tich mudc tiéu
- Quy cich dong géi: Theo quy cich dong goi cia nha san xudt,
¢) Yéu ciu khac
- Cam két khi giao hang cé tai liéu chimg mink vé ehit luomg,
r'lguvﬁﬂ g:‘:rl:. xudt xir ciia hang hoa.

Quue thir nude tiéu | a) Tiéu chudn chung

10 théng sé twomg | - Hang mdni chura qua sir dung

thich viéi may xét
nghi¢m nurde ticu

- Dat tidu chudn chit lugng: 150 13485,
- Cé chimg nhan CE hode twong dsomg,
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Tiéu chuin k¥ thust

Cobas ud] 1

- Han sir dyng: Con 6 thicu 6 thing han st dung ké tir khi giao
hang,

b) Tiéu chudn cy the:

- Que thir ding dé dinh tinh hodc bin dinh liwgmg in vitro pH,
bach ciu, nitrite, pmll:ln.. glucose, ketone, umhlhmgm.
bilirubin, hong ciu va trong lrgmig riéng trong nude tiéu vai
may phdn tich nude tidu,

- Quy cich ddng goi: Theo quy cich dong goi cla nha san xudt.
¢) Yéu cad khac

- Cam két khi giao hang ¢6 tai ligu chimg minh vé chit hugmg,
nguon gie, xuat xir cva hang hoa.

Gidy in twong
thich v&i may
cobas udl |

- Gidy in chuyén dyng cho may cobas ud1]

- Dong goi: 3 cudn'hp.

- Cam két khi giao hang cd tai li¢u chimg minh vé& ngudn gbc.
xudl ¥t cua héng hoa,

Test nhanh Crypto

a) Tiéu chudn chung
- Hing min chua qua sur dung.
- Dat tiéu chudn chit hrgmg: 15O 13485,

= U6 chimg nhin FDA hojic CE hojic tuomg duong.
- Han sir dung: Con 16i thiéu 1/2 han sir dung ké ur khi giao
hang.
b} Tiéu chuin cu the:
Khay thir xét nghiém mién dich sic ky nhanh dé phat hi¢n djnh
tinh khang nguyén Cryptosporidium trong méu phan nguiri.
D nhay: = 95%,
P ddic hidu: = 95%,
Cuy cach dong goi: Theo quy cich dong géi cia nhi san xuat
(nha thiu chao thiu rd quy cach déng géi cua hing hoa chio
thiu).
¢} Yéu cau khic
- Cam két khi giao hang ¢6 ti ligu chimg minh vé chit lugng,
nguon gie, Xudt Xir cua hang hoa,

Test nhanh
Gilardia

a) Tiéu chuin chung

- Hing méi chua qua sir dung.

- Dyt tiéu chudn chit lugng: 150 13485,

- Cé chimg nhin FDA hojic CE hojc tuong duong.

- Han sir dung: Con 1o thi¢u 1/2 han st dyung ké tir khi giao
hang.

b) Tiéu chudn cy thé:

Khay thir xét nghigm mién dich sic kv nhanh d¢ phét hién dinh
tinh khang nguyén Giardia trong mau phéin nguin.

B nhay: = 95%.

D dic higu: = 95%.

Quy cach ding gdi: Theo quy cach dong goi cia nhi san Xt
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(nhi thau ehao thau rd quy cdch dong géi cua hing hoa chio

| thau).

| ) Yeéuchir ke

- Cam két khi giao hing 6 tai ligu chimg minh vé chit lugng.
neuon goc, Xuat xir cia hing hoa,

Test nhanh
Entamoeba

a) Tiéu chudn chung
- Hang mdi chura qua sir dyung.

- Dt tiéu chuan chat lugng: 1SO 13485,
- Co ¢himg nhin FDA hclac CE hodic tuomg duong,
- Han sir dyung: Con Wi thiéu 1/2 han sir dyung ké tir khi ziao
hing.
b) Tiéu chudn ey the:
Khay thir xét nghiém mién dich sic ky nhanh dé phét hién djnh
tinh Entamoeba trong mau phéin ngurdi.
Do nhay: = 7004,
D) dic higu: = 95%,
Quy cach déng goi: Theo quy cich déng goi cia nha san xudt
(nha thiu chao thiu rd quy cdch dong g6i cia hing hda chio
thiiu)
¢) Yéu cau khic
- Cam két khi giao hang c6 tai ligu chimg minh vé chit hamg,
nguon goe, xuat x1r cia hing hoa.

10

Test nhanh sot
xudt huvet

a) Tiéu chudn chung
- Héang mdri chura qua s dyng,

| - Dt tiéu chudn chit lugng: 1SO 13485,

- 6 chimg nhin FDA hode CE hojc wrong duong.

- Han sir dung: Com téi thidu 1/2 han sur dyng ké tir khi 2ian
hang.

b) Tiéu chudn cy thé:

Khay thir xét nghiém mién djch sic k3 nhanh @& phdt hién dinh
tinh khéng nguyén NSI cia virut st xuat huyét trong miu méiu
toan phin, huvét thanh hodic huyét trong.

B nhay = 95%.

Dé dic higu: = 96%,

Bd chinh xac = 96%.

Quy cdch dong goi: Theo quy cach dong goi cua nha san xudl
{nha thau chio thau rd quy cich dong g6i cia hang hda chio
théu).

¢) Yéu ciu khae

- Cam két khi giao hing ¢d 13 ligu chimg minh vé chit lugng,
ngudn ghe, xudt xir ctia hing hoa
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Tiéu chuiin k§ thujt

Nudc mudi sinh Iy

- Natri Clorid 0.9%
- Chai 500 ml.

Wardic cat liém

Céin 70 dd

- Thanh phén Nurde cit pha tidm.

- Dong goi: ong Sml.
- Han dung: Con toi thidu 1/2 han sir dung ké tir khi giao hang.
- Hing mdn chua qua su dung.

T R

a) Tiéu chudn ::hung

- Hang madri chura qua sir dung.

- Han sir dyng: Con t6i thidu 1/2 han sit dung ke tir khi giao
héng.

b} Tiéu chudn ey the:

- Dung dich ethanol 70%%.

- Bong gdi: Chai 500 ml.

Dung dich sat
khuén nhanh

= Thinh phﬁn: Ethanol 50%. Isopropanol 28%, Chiorhexidine
digluconate 0.5%.

= Mui: Dju nhe.

- Dang dung djch.

- PH: 7-8.

- Quy cach: Pong g6i theo tidu chudn nha san xud,

Lam Kinh

- Chiéu di cua lam kinh tir 76 mm £ 0.2 mm
- Chiéu rjng cda lam kinh tir 25.4 mm dén 25.6 mm

- D6 day ciia tam kinh: tir | mm dén 1,2 mm
- Céc canh, céic go¢ cia mdi lam kinh déu phai durge mai nhin
- T'oan bd 16 hing ﬂam kinh) fa m:;rt loai lam duﬂg nhiit
- Lam kinh khimg bj &, khéng bj méc
- Miit cua lam kinh khing cé ngii séc
- Lam dugc déng trong hip carton

- Dong goi: 72 chide lam trong mit hop carton nha, 50 hop
déng trong ml.','ll kign [hEng,gv:s huar. bing gidy), min mbi kign
ghi day di: S lugmg, noi san xudt, ngdy sin xual.
- Chimg chi IS0 9001 hodic 1SO 13485 hofic twong duong.
- Han sir dung: Con i thiéu 1/2 hyn sir dung ké tir khi giao
hing
- Hang midi chira qua st dung.

Gac vai

“Kich thue: Rong = 0,75m.

- Thémh phan: 100% cotton,

- Hang mdi chira qua sir dung.

- Chimg chi IS0 9001 hogc 150 13485 hoje twong duong,

Hép an todn dumg
bom kim tiém

- Chit ligu: Gidy Duplex khing thing.

- Tén in wrén hop: Hip an toan dvmg bom va kim tiém da su
dyng, . ‘

- Trén hip in bicu tugng canh bao nguy hiém sinh hoc.
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Tiéu chuan k¥ thugt

- Mau sfic: Ving,
- Kich thudc = 150 x120 x 270 mm,.
- Hang midi chura qua sir dung.

8 | Bang dinh vét a) Tiéu chudn chung:
thuromg - Hang mdi chira qua sir dyung,.
- Han sir dyng: Con t6i thiéu 1/2 han sk dung ké tir khi giao
hang.
- Pat chimg nhdn 15¢) 13485 hoiic tuomg duong.
b) Tiéu chudn cy thé:
- Dang miéng dan, kich thirde: 2em x Gem, duge dymg trong
umg bao riéng.
- Bang: Vai co giin,
- Gige: Mau tring. phi lap ludi polyethylene khong gay dinh.
= Quy cach dong g:fu Theo tiéu chuan cua nha 54 Xudt,
9 | Bomtiém 5 mi - Hang méi chira qua sir dyng.
ding mat lan - Han sir dung: Con 161 thiéa 1/2 han sir dung ke tir khi giao

hing.
- Pat tiéu chudn chit lugng: 1SO 13485 hofic 9001 hode tuong
duromg.
b) Tidu chudn ¢y the:
- Péng gbi vo khudn 1cdi/ i,
- Pung tich: 5ml.
- Khéng doc, khdng giy sit, khir tring bing khi EQ. v tring.
- Cor kim 23Gx 1"

10 | Béng v 12 a) Tiéu chudn chung
- Hang mdi chira qua sir dung.
- Han sir dung: Cén 161 thiéu 1/2 han st dung k& tir khi giao
hiang.
- Tiéu chudn chit lugmg: 1SO 13485,
b) Tiéu chuin cy the:
- Béng vé tring, tham nirde, dong géi 10gram/ gdi, cit sin
miéng vudng, kich thude: 2 x 2 em,

11 | Lamen - Kich thude: 22mm x 22mm.
- B§ day: 0.13-0,19 mm.
- Chilt li¢u: Thidy tinh, trong sudd,
- Khéng mic, khing xude, khing dyc. khing e6 miu ngi sic,
rivi nhau, khong bét dinh thinh khoi.
- Hang mai chira qua sir dung. t6i thiéu % han ding ké tir khi
gio hang.
- Sin xudt @i cde nude G7.
- Tiéu chuan: 150 9001.
- Hang mdi chira qua sir dung.
- Quy cach dong goi: Theo tiéu chudn nha san xudt.

12 | Glng tay khing - Han sir dyng: Con t6i thiéu 1/2 han sir dyng ke tir khi giao
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bt

hang.

- Chit ligu: cao su tr nhién.

- Loai khong bt - pha Polymer hode Clonn: ding cho ca 2 tay;
i lr.ing hodic vang ngd.

- Ham lugmg chiét xuit protein trong gang tay = 50 pg/g hodic <
100 pg/dm?,

- Lugng ngi djc 1 khong vurgt qua gicd han 10 dom vy ngi doc
té 1 chiée ging tay.

- Lusgmg bt < 2 mg bit min tan déu khong von, Khing giy
ngira, khong gdy kich tmg da, khong min buc, mau triing duc,

- Tidu chudn chét lugmg: 1SO 13485 hodie 150 9001 hodc wrong
duemg.

- Hang mdi chira qua sur dyng.

- Size: S, M, L.

- Déng gbi theo quy cich cia nha san xuat,

13

Giing tay cd bt

Lo dumg phin

- Han sir dung: Cén 10i thiéu 1/2 han st dung ké tir khi giao
hang.
- Pat tiéu chuin chit ligng: 180 13485 hode 150 9001 hodc
twromg diomg
- Vat liégu: Latex.
- Ham lugng chiét xudt protein trong ging tay < 50 pg/g hodic <
FO0 pg/dm’
- Lirgmg ndi dge 1o khang virgt qua gidi han 10 don vi ndi dic
to/1 chiée ging tay.
- 2 mg bt < lugmg bit <5 mg bét,
- C6 bit tale, it bot, bit min tan déu khiong von, Khong gay
ngira, khiing gy kich img da, khéng mun bye, mau tring dye,
- Size: 5, M. L.

- Déng g6i theo quy cdch ciia nha san xuat,

- Hang mdi chua qua sur dyng.

- Han sir dung: Cén 16i thieu 1/2 han sir dung ke tir khi giao
hing.

- Pat tidu chudn: 1SO 13485 hodc 9001 hoje tuong duong.

- Chét ligu: Nhya PS (nhya trung tinh, tinh khidt 100%) tring
irong, nidp xody, ¢d thia ldy phin bén trong, thia cimg vi gén
chiit vio nip.

- Kich thude: duémg kinh khodng 35-40mm, chi¢u cao khoang
50-T0Omm.

- Trén thin lo b dan nhin ghi théng tin: 1én, tudi. giol linh,
khoa/phing. so, ngdy, gidr.

e

i3

Khau trang v 1¢ 4

orp

- Hing mdi chura qua sir dung. _
- Han sir dyng: Con 16i thidu 1/2 han sir dung ké tir khi giao
hang.

- Pat tidu chudn: 150 13485 hodc 9001 hoje lmmg_ﬂl.mng,
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- Khilu trang 4 lop; Thanh nep mii nho gon, tién lgi gitp dinh
hinh khiu trang.

- Ddy deo tai chiic chiln, co gidn,

- Chat liéu: 3 ldp Vai khang dét. 1 1dp vai loc

- Kich thude: 17.5cm x 9.5¢cm.

- Béng gdi: Theo tiéu chudn cia nha sin xudt,

16

Nardec cat 2 lan

- Hang mdri chara qua sir dung.
- Han sir dung: Con téi thicu 1/2 han sir dung ké tir khi giao
hing.
- Chit Iong, khong méau. khéng mii. khong chiy.
- Nudre chumg cdt 2 lin,
- Tinh khiét,
- Nudc cit phai dim bao cde tiéu chuan sau:
«  Si02 <002 mgl,
«  Amoniac. mudi (NH4) Ameni (< 0,00 mg/1).
«  504; <04 mg/l.
o Clorua: < 0,02 mg'l.
« Fe:<0.01 mg/l.
« Cu:<0,0001 mg/
« Al <0001 mg/l.
+  Décimg - (Ca+ Mg): < 0,00 mg/]
« DopH55-65.
« Dijdin dign <1 pSiem,
= Tong luong chit rin hoa tan (TDS) = 0,5.
- Déng géi: Can < 20 lit,

17

Pipette nhya

- Puge san xuit bing chat ligu Polyethylene déo, mém, trong
SUH,

- Thé tich: 3ml,

- Kich thude: chiéu dai pipette > 183mm, chia 3 phan:

+ Phan bau hit; daimg kinh khodang 12mm.

+ Phin thin cé 6 vach chia rd ring tir 0.5 dén 3ml.

+ Phin diu hat: dwimg kinh tir 3mm dén 4mm,

- P day phén bé déng déu dam bao dd hit dong déu,

- Khing tiét tring.

- HSD: Cén t6i thieu 172 han sir dung ke tir khi giao hang.
- Hang mudi chira qua sir dung.

- Chimg chi 130 9001 hojc 150 13485 hoje twomg duong,

Ong nghi¢m (lay
nude tiéu)

- Chit liéu: Nhiga trung tinh, khong phin img vai céc logi hoa
chit bén trong. tinh khiét 100%. ¢6 nip nhin mau tring.

- Thanh dng tron, ling, chong sy bim dinh miu bénh pham.

- Kich thudc: 16mmx | 00mm.

- Chimg nhan tiéu chudn: 150 13485 hofic 150 9001 holc twong
duromg.

- Han sir dyng: Con toi thiéu 172 han sir dung ké tir khi giao
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hang.
- Déng goi theo quy cich cia nha san xudt
- Hang mén chua qua sir dung

19

Ong nghi¢m chén
khong EDTA K2

- Ong lay mau chin khong dang vacutainer v tring,

- Chat ligu PET.

- Chit bd sung: 3.6mg K2 EDTA.

- Thé tich 2mi. 13x75mm.

= Ca ky higu V giap hé trg dinh huremg v tri dan nhan phuy.

- Nip thiét ké hai lép, khing ¢6 latex,

- W& khuan bing phuromg phap chiéu xa.

- Tiéu chudn chit hrong FDA hodic trong direng, 150 13485,
- Siin xudt tai cic nude G7.

- Quy cich déng gai: Theo tiéu chuin cia nha san xudt.

- Hang mdi chua qua sir dyng.,

- Cam ket khi giao hing co chimg nhin chét luomg, ¢6 ti lidu
chimg minh ng.uém gﬁc. xuit xir cua hang hoa,
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Déu tip 2ul -
200ul

- Vit ligu: Nhya v t& PP, tiét tring.

- DYu tip phai teemg thich voi Micropipette hing Eppendort vini
thé tich twomg (mg,

- Khiing nhiém RNase, DNase,

= Chimg nhan 150 9001 hode tuomg diromg,

- Ddi: ~53mm,

- Diu tip ¢é céc nac chia thé tich dé ding thao tic. chia 3 vach,
- B tip thing, khing cong vénh,

= Dung tich: 2ul - 200pul.

- Han sir dyng: Con 161 thiéu 1/2 han sir dung ke tir khi giao
hang.

- Hing mdn chara qua sir dung.

- Péng géi: Theo tiéu chudn cla nha san xudt,

21

Tube nhya vi
khuan 1,5 ml day

nhon

- Vit ligu: Nhya y té PP.

- Khéng nhiém RNase. DNase.

- Dung tich: 1.5 ml.

- {6 vach chia dinh mirc.

- Tigt trimg, khéng ro ri, nip chi,

- Chimg nhin IS0 9001 hodc tuong drong.

- Han sit dyng: Con 16i thidu 172 han sir dung k€ tir khi giao
hang.

= Hiang mdi chua qua sir dung.

- Pong goi: Theo tiéu chudn clia nhi san xuit

Biu tip 0.1 - 104

- Vit ligu: Nhyra v te PP, tiét trimg.

- Dau tip phai tromg thich vai Micropipetie hing Eppendorf viri
theé tich tuong (mg.

- Khong nhiém RNase, DNase.
- Thé tich: 0,1 pl - 10 ul.
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Danh muyc

Tiéu chudn k¥ thujt

- Chiéu dai: - 34mm.

- Déu tip 6 céc vach chia thé tich, sb vach chia: 3
- Piu tip thing, khang cong vénh,

- Chimg nhin 150 9001 hojic tromg duong.

- Ding gai: Theo tiéu chudn cha nha san xuat,

Péiu tip 20-300 pl

- Vit Ticu: Nhyea nguyén sinh.

- au tip phai twomg thich vii Micropipette hing Eppendorf v
the tich tuomg img.

- Piu thing.

- Thé tich chira: 20 ul - 300 pl.

- Dai ~55mm, méu trdng, trong sudl, tro v acid, bazo, chiu
haoa chat, nhigt dg,

-Chimg nhin khong co chdt théi nhya (slip agents, plasticizers.
biocide. mineral oil...).

- Khéing nhidm ADN, ARN,

- Khdng cong vénh khi hip khir tring.

- Déng goi: Theo tiéu chudn cia nha san xudt,

- Chimg nhan: IS0 9001; 150 13485,

Biu tip 50- 1000
il

- Mau triing trong.

- Chiéu dai: ~7imm

- Lam tir nhyra nguyén sinh.

- Chimg nhin khéng c6 cdc chit thoi nhya,

- Hip khir trimg 121°C,

- Piu tip phéi twromg thich v Micropipetie hiing Eppendor! v
thé tich tuwong (mg.

- Pong goi: Theo tiéu chudn ciia nha sin xuat,

- Dat chimg nhin: 150 9001; 150 13485,

25

Ong nghi¢m nhura
nip tring

- Ong xét nghi¢m co nap, kich thide: duimg kinh khodng 12
mm, chiéu dai khoang 75mm

- Chét ligu: bing nhya PS khong lin tap chit, dam bao céc dng
ddng nhit vé kich thude va chat luomg. Chét lidu nhya trung
tinh khéng phin (mg véi cac loai hoa chit chita bén trong, tinh
khiét 100%.

- Thinh éng tron ling ching sy bam dinh miu bénh phim,

- Thinh dng déy dam bio chju duge lire quay Iy tim dén 5000
RPM.

- Han sir dung: Bap img t6i thicu % han dimg ké tir thixi diem
2iao hang.

- Quy cach: Theo tiéu chudn nha san xudt.

= Hang mdn chura qua sir dung.

26

Ong nghiém
Heparin (Lithium)
chin khing

- Hang mdi chwa qua sir dung.

- Han sir dyng: Con 161 thidu 1/2 han st dung ké tir khi giao
hing.

- Dt tiéu chuan chat luegng: 150 13485, CE hoje tuomg duong.
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Danh myc

Tieu chuin ki thujt

- Xudt xir: 1 cac nudge G7.

- Nguyén ligu: nhiga PET, trong sudt, khong mau, khang cd dnh
méy, ndp miu xanh 1 ciy.

- Kich thude: dudmg kinh khoang 13 mm. chidu dai khoang 75
.

= Dung tich: 4 mi

= Phu gia: Lithium Heparin.

- Nip cao su cho phép kim choc miu xuyén qua.

- Ong kin chin khang.

- Nuit cao su chiit, khang bi bat ra khi mo nﬁp Chat ::hnng dong
dudi dang phun swong phun déu 1én todn bé mit trong dng.

- Day tron, saeh khong bam biin.

- Pdng poi: theo tiéu chudn cia nhia sin xual

¢) Yéu cau khac

- Cam két khi giao hang co tai ligu chimg minh vé chit huegmg,
nguon goc, xudl X cia hang hoa,
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(Ong nghiém
Heparin Lithium
2ml

a) Tiéu chuin chung:

- Hang mai 100%4% chua qua sir dyng.

- Han sir dung: Con thi thiu 1/2 han sir dung ké tir khi giao
hing.

- Dt tiéu chuan chat lugng: 150 13485 hojic twong duwong,

- Neuyén ligu: nhya PP, cé ndp nhya (LDPE), ndp dn chat cé
thé thao révi, kin khong rd ri mau khi dao nguge, BE mat bén
trong éng khéng ¢6 tdc nhin gdy hoat hod déng mau do ticp
KU,

- Kich thnée: duimg kinh khoang 13 mm, chi¢u dai khoang 75
mm

- Dung tich: 2 ml. ¢6 vach dijnh mie

- Phy gia: Lithium Heparin vdi nong ¢ turong thich dng 2ml.
- Chit ching déng dudi dang phun suomg phun déu ién todn b
mdt trong fmg.

- Dy tron, sach khéng bim ban,

- Png goi theo tiéu chuan cia nhi san xuat.

- Chiu lyc quay ly tam= 6000 vong' phat.

¢) Yéu ciu khic:

- Cam két khi giao hing cé tai ligu chimg minh vé chat lugng,
nguon goc, xudt xir cia hiang hoa.

Coe thét déy

Chit 1igu thiy tinh, thot day, c6 chin.

- Dung tich: 1.000ml.

- Chia vach cho cac the tich: 100ml, 200ml, 400ml, 600 ml, 800
ml, 1.000ml.

- Hang mdai chua gua su dyng,
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Hép dung bing
con

- Chat li¢u: Inox SUS 304,
- Trong lugmg: = 100 g,
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khéng dimg 1 lin

T Danh myc Tiéu chuan k§ thudt
- Nip cd quai o dinh.
- Budmg kinh =8cm; cao >Tem.
- Hang mdn chiura qua s dung.
30 | Day garo - Chit ligu; Vai thun co gian.
i - Co khoa nhyra.
31 | Khay chir nhat - Kich thardre: 22em x 32em x 2 cm
- Chit liéu inox.
- Hang md chua qua s dyng.
32 | Gel siéu dm - Khéng giy ban quan do, khing gy hai diu do.
- Khing ¢6 Formaldehvde.
- Vé khuiin, khong gy min cam hoje rat da.
- Miéu sdic: Xanh hodc trong sudt,
- Dung tich: Can < 5 It
= Quy cich: Thing < 4 can.
- Dat tiéu chuidn IS0 13485 hofic 9001 hojic twong durong.
- Han diing: Con 16i thiéu % han ding ké tir khi giao hang.
- Hang mdi chua qua sir dung.
33 | Ong lay miu chan |- Ong lay mau chin khong dang vacutainer v0 trung,
khong chirachat | - Chat ligu PET.
kich hoat déng - Chat bé sung: cac hat silica,
My - Thanh dng co phi silicone, giam bam dinh 1€ bao.
- Kich thure: duimg kinh khodng 13 mm, chiéu dai khoang 75
mm,
- Dung tich: 4 ml.
- Ca ky hiéu gitip ho trg dinh hudmg vi tei dén nhan phiy.
- Nip thiét ké hai lap, khong co latex.
- Vi khudin biing phueng phip chiéu xa.
- Xuat xir tgi cde nude G7.
- Quy cach déng g6i: Theo tiéu chuan cua nhi san xudt.
- Tiéu chudn chat lugmg FI2A hodc tiomg duong. 150 13485,
- Cam két khi giao hang c6 chimg nhdn chit lugng. <0 tai ligu
chimg minh nguon poe, xudt xir cia hing hoa.
34 Kim Iﬁ'_'n.' mau chin | - Kim iﬁv mdu chan kh khding dbc due dang PrecisionGlide,
khing hai ddu doc | - Chat lidu: thép khdng gi.
duc - Kim phu silicone.
- Kich thudc 220,
- Vé khuan.
- Tiéu chuin chét hugng CE hode wong duong, 1SO 134835,
- Xudt xir: @i céc nude G7,
- Quy cach dong goi: Theo tidu chudin cta nhi san xudt.
- Cam két khi gi,an himg ) n:himg nhdn chat legng, <o tai ligu
chimg minh ngl.mn gﬁ-u xudil Xif ciia himg. hoa,
35 | Giado kimchan | - Holder két noi gilta ong nghigm c¢han khong va cic Togi kim

|d]r mau chan khong,
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Danh mue

Tiéu chuin k¥ thuit

- Tuemg thich véi tit ¢a cae logi kim/kim budm liy mau chin
khéng va cic loai ong chin khong.

- Mau triing,

- Tiéu chudn chat lugng CE hofic tuong duong, 190 13485,

- Quy cach dong goi: Theo tiéu chuin coa nha san xudt.

- Xudt xir: tai cde nude G7,

- Cam két khi giao hang c6 chimg nhdn chat lugng, ¢ tai liéu
chimg minh ngudn géc, xudt xir cioa hang hoa.
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TT

Danh mue

1

Tai nilong vang

|

- Chat ligu nilong PP, min ving, h:ip tigt tring khong bj co rim,
 khing bj 1o ri, khong rach, khong buc trong qué trinh thu gom,
|' vin chuyén, ed vach canh hio. _ )
- Ca in logo riéng theo quy dinh an todn sinh hoc (Biéu trgng
logo theo quy dinh).
- C6 in nhin riéng tmg mau theo quy dinh, Co vach gidd han
“KHONG BUGC DUNG QUA VACH NAY™.
- Kich thuae R45 x D70 em.

1
1

Tiii nilong xanh

- Chat li¢u nilong PP, mau xanh, hip tié¢t ring khang bi co rim,
khing bj ro ri, khong rich, khing byuc trong quad trinh thu gom,
van chuyén, cd vach canh bio.
- 6 in logo riéng theo guy dinh an toan sinh hoe {Biéu tuong
logo theo quy dinh).

- Cd in nhain riéng timg mau theo quy dinh. Co vach gidi han
“KHONG DBUQC BUNG QUA VACH NAY™,
- Kich thude 45 x T0em.

T nilong tring

khing b ro ri, khong réch, khing buc trong qua trinh thu gom,
vin chuyvén, cd vach cinh bao,

- Cd in logo riéng theo quy dinh an toan sinh hoe (Biéu tirgng
logo theo quy djnh). C6 in nhin riéng timg miu theo guy djnh.
(6 vach gidi han “KHONG DUGC DUNG QUA VACH
NAY™,

- Kich thudc R45 x D70 cm,

- Chiit 1iéu nilong PP, mau triing, hp Ligt tring khang bj co rim.

T nilong den

- Chilt li¢u nilong PP, mau den, hip tiét tring khéng bj co rum,
khong bj rd i, khdng rach, khong byc trong qui trinh thu gom,
vin chuyén, cb vach cinh bao,

- C6 in logo riéng theo quy dinh an toan sinh hoc (Bidu tymg
logo theo quy dinh). Cd in nhin riéng timg mau theo quy dinh.
Cé vach gidi han “KHONG DUGC DIYNG QUA VACH
NAY™,

- kich thudc R45 x D70 cm.

Khin gidiv da ning

- Quy cach: 22 £ 2 psm, 2 cudn x 2 Idm, 205 1éy, Kich thurde tér

E 228mm x 200mm.

- Dai, thdm hit nhanh, spch. Khong ¢6 hod chit tiy wing doe
hai.
- Béng tii, 2 cudn dai/tai.

Bong ho dém
nguge dign ti

Dong hi bam gidr co tinh ning bio thire; hen gidr, cd min hinh
hién thi; nit bam.

Chay lau da ning

- Thanh phin: bgt gidy 100%,

- Kich thuge: 210 x 210 = 5mm.
- Dinh lugmg: 17g £ 1g/m2.

- Khéi lugng: 1kg = 20,

Giay in nhigt

Kich thude: 80 x 80 mm,
hlﬁ:r day: EE g5,
Chiéu dai }Lﬂp xi cua giay: 55-60 mét.

Braomg kinh 18i: 19 mm
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TT Danh muc Tiéu chuan ki thudt
Kich thudc 18 nha: 17 1 19mm
9 | Cocgiay ding | | Dung tich: 180 dén 200mi.
lin | Chilt ligu: Gidy tring PE | mjt,
Bynh legng: = 210gsmim.

10 | Nude nira tay Dang san phiam: Nude rira tay, kho mii. diét vi khuan.
Thanh phan: Water, sodium laureth sulfate, sodium chloride,
glycol distearate, ...... ;

Thé tich: khoang 170ml dén 200 ml.
11 | Tii zip dimg Tt b miét nhya & migng, ¢6 duimg chi mau trang hodic dé

thude chay doc migng tii.

Chat [i¢u: nhyra trong.

KT:8.5x12 cm.
12 | Ging tay cao su Chat ligu: 100% cao su thién nhién.

Trong luemg: 110-116 gram.

B dai: 40 cm (£ 5 mm).

Mau sic: Hong, Kem.

Dq day: 45 - 35 (£ 0,01mm).

Ca L.

13 | Nirde tdy Javen - Ty vet moc, vet ¢ quan do, khin, ga givomg. chin goi.

- Dung tich = 20 li.
- Huomg thom dé chiju.
14 | Khiin miit Kich thudc: 28x42¢m,
Chat lidu; 100%% cotton.
15 | Khin m3t vudng Kich thude: 25x25cm.
tring Chat ligu: 100% cotton,
Miu sde: tring.
16 | Tii nilon dymg rac | Chat ligu: Nhra HDPE ur hiy.
mau xanh (KT:40 | Kich thude: 40 x 60 cm.
x 60 cm) Mau sic: xanh duomg. .
Tii ¢d in Jogo riéng theo quy dinh ATSH (bi¢u wgmg logo theo
quy dinh) cia B Y 1€, ¢6 ddy rit tign dung.

17 | Tai nilon dymg rac | Chat ligu: Nhya HDPE g hay.

mau xanh (KT: 90 | Kich thude: 90 x 110 em.

X 110 cm) Miu sic: xanh duemg. .
Tii ed n logo néng theo quy dinh ATSH (biéu trgmg logo theo
guy dinh) cua Bo Y té._l:_f_r_ﬂ&}' rul tign dyng,

I8 | Botgil Dung cho may gijt oira irién.

Bong goi: Theo tiéu chuan nha san xudt.

Ha Ngi, ngay... ...thdng... ... ndm 2025
T, VIEN TRUONG
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