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

Muc 1. Yéu ciu vé ky thuat

1. Giéi thiéu chung vé du todan mua sim, g6i thau

- Tén du toén'mua sam: Ké hpach lua chon nha thiu dy an, du toan mua sim:
Hoa chat, vét tu y té cho Tram Y té phuong Tir Liém;

- Tén g6i thau: Géi thdu héa chat, vat tu y té:

- Cha dAu tu: Tram Y té phuong Tir Liém

- Dia diém thuc hién: Ngd 8 Phé Huy Du Phuong Tir Liém Thanh phd Ha Noi

- Ngudn vén: Ngudn thu tir hoat dong kham chira bénh va ngudn thu hop phap
khéc cta don vi.

- Loai hop déng: Hop déng theo don gia ¢d dinh;

- Thoi gian thyc hién hop ddng: 12 théng.

2. Yéu ciu vé ky thuat

2.1. Yéu cau ky thuit chung

- TAt ca cac hang héa phai c6 ngudn gbe xuit xit r5 rang, hop phap va dam bao
chat lugng méi 100%, chua qua sir dung san xuat tir nam 2025 tr& vé sau.

- Cam két hang héa ¢6 nhan véi day du thong tin theo quy dinh hién hanh cia
phap luat vé nhan mac hang hoa.

- Cam két Bao quéan, déng g6i, van chuyén: Theo tidu chuin cia nha san xuat.

- Cam két thu hdi trong truong hop hang héa bi 16i, bi hong hodc ¢6 cac khuyét
tat ndy sinh c6 thé dan dén nhitng bét loi trong qud trinh sir dung binh thuong cua
hang héa do 16i ctia nha thau, hodc khi c6 théng bao thu hdi cia co quan c6 tham
quyén.

- Cam két thu hdi hang hod trong trudng hop hang hoa da giao nhung khong
dam béo chat lugng, hodc khong sir dung duge véi trang thiét bj hién c6 cua don vi
thu hudng

- Cam két cung cp chimg nhan xudt x va chit luong cua nha san xuat
(FSC/CO, ISO/CQ) doi véi hang nhdp khau hodc cam két cung cap ching nhén chat
luong xuat xudng cia nha san xuét déi vai hang hoéa trong nudc.

- Cam két han dung cua hang hoa tai thoi didm giao hang: Han st dung cua
hang héa tinh tir thoi diém cung ung dén co sé y té phai dam bao:

+ Toi thicu con > 18 théng déi véi cac mat hang c6 han dung tir 36 thang tro

lén;
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+ Toi thiéu con > 12 théng dbi véi céc mat hang c6 han dung tir > 18 théng
dén < 36 thang;

+ Ti thidu con > 8 thang dbi véi cac mit hang c6 han dung tir> 12 thang dén
< 18 thang;

+ T6i thiéu con > 5 thang d8i voi cac mat hang c6 han dung tir > 7 thang dén
< 12 thang;

+ Téi thiéu con > 3 théng ddi véi cac mat hang c6 han dung tir > 4 théng dén
< 7 thang;

+ T6i thiéu con > 2 théng dbi véi céc mit hang c6 han sir dung tir > 3 thang
dén < 4 thang;

+ Tbi thiéu con > 1 thang ddi vdi céc mit hang ¢6 han sir dung tir > 2 thang
dén < 3 thang.

+ Déi voi hang hoa khong ghi han str dung phai duge sén xut tir nim 2025 tro
di.

+ Néu ngoai giéi han néi trén thi phai c6 su thoa thuén déng ¥ cua bén mua
trude khi giao hang.

- Cam két Hang héa tham dy thu phai dép tmg du diéu kién vé luu hanh theo
quy dinh phép luat hién hanh.

- Cam Kkét chiu toan bd chi phi van chuyén, bée xép, bao hiém, cét gilt trong
qua trinh cung g hang héa, kiém tra, nghiém thu va giao nhén hang.

- Cam két hang hoa duoc giao theo timg dot theo yéu cau clia chu diu tu, cung
cap theo s6 lugng hang héa thuc té chu dau tu yéu cau trong méi dot giao hang.

Lwu y: Péi véi truong hop gidy phép luu hanh/ gidy phép nhdp khdw/ hét
hiéu luc trude thoi diém dong thau, nha théu cé van ban cam két dam bdo dii sé
lwong cung ting theo sé lwong yéu cau tai E-HSMT va cung cdp tdi liéu chumg
minh (b6 sung thé kho/ tai liéu chiing minh hang héa dé diroc nhdp khau vao Viét
Nam truée thoi diém hét hiéu liec..).

2.2. Yéu ciu ky thuit cy thé

- Nha thau phai cung cp diy du Catalogue va céc tai liéu ¢6 lién quan nhu: Tai
liéu k§ thuat, huéng dan str dung... cho toan bd hang héa chao thiu dé chimg minh
hing hoa do minh chao thau la dap ung cac yéu cau vé k¥ thuat.

- Cac tiéu chuan ky thuat ctia cac nha thiu néu trong E-HSDT phai thé hién trén
catalogue va tai liéu ky thudt. Nha thau chao cac TSKT ciia hang héa theo thir tw yéu
cau va ghi rd thdng s6 k¥ thuat tham chiéu tai trang nao cia catalogue hay tai ligu ky
thuat.

- Hang hoa phai dép img cac yéu cau vé cAu hinh, dac tinh, thong s ky thuat
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va cac yéu cau khac nhu quy dinh dudi diy va la mic yéu céu t6i thiéu phai dat hoac
chap nhan duoc:

-

T Dh:'l;'g‘ me | pvt 11:33; Thong s6 ky thuat
I Vit tw héa chit théng thudng
Betit i Bom tiém nl}ua lién kim,\?:ml, cdkim 23G, 25G. Vo Xylanh lam bi’mg
1 nhiyea 3l cai 2,000 | nhya PPy té, than kim bang thép khéng gi khong bj oxy héa. Puoc
dong géi riéng biét tirng cai va duoc tiét trung
o Bom tiém o8 2000 San xuét tir nhua y té nguyén sinh trong suét. Kim lam bing thép,sic
- nhira S5ml g nhon,cdt 3 canh
4 < Duoc lam tir 100% béng xo tu nhién, khéng mui, khon bi toi va co
S Eeldm ke S0 Pat tiéu chudn ISO 13485
Cén 70 o chai _ Dung dich trong, mau déng nhat. Ham luong Etanol ¢ 20°C: 70,7%
+ 500ml chai 100 | (t/tt) . Ham luong Aldehyd, tinh theo mg acetadehyd/ lit cén 100° :
2,25 mg/l. Chai 500ml
5 Con 90 da, chiai 1o | Thanh phan chinh: 90% vv Ethanol Cong dung: Sat Khuin dung cy
chai 500ml y &, tdy nra, chat dét, Dang bao ché: Dung dich.
g o B - Bugc lam tir g6 tr nhién, m&i que duoc déne vao 01 tii va duge tist
6 | Pelmigs |cii 50,000 trung, Kich thglrérckhoéng: inee 2mm. Tiéu chudn 1SO
Dung dich sat Thanh phan t3i thiéu gdm: Chlorhexidine Digluconate 0,5% (w/v):
7 khuén tay chai 200 | Ethanol 73% (v/v) ; Chit dudng dm béo bé da: Glycerine, Vitamin
nhanh E.Dung tich: 500ml.
8 K‘Tn sueh | o 200 | Kim lam tir thép khong gi, déu kim sic nhon, v6 tring,
Povidin 10% ; Sat khuép dé gip ngan ngira nhiém khuén & vét cat, vét triy va vet
9 (500ml) chai 20 bbng nhg. - Sat khuan da truée khi phau thudt. - Giup giam cac vi
. [ khuén c6 kha ndng gdy nhi¢m tring da.
I Vit tu héa chat dung trong
chuyén khoa Xét nghiém . .
X = Déu soi kinh hién vi. Dang Ion hodc long nhét. B nhét: 100-120
: Dausoikinh | ml 300 mPa.s(20 °C) Mit db (D20%4}: 1g.015 : 1.03gs
Gidy sica i Gi_ﬁy ‘in siéu d4m st dung cho mdy in nh.iét clia cac dong mdy in néi
2 Soily cudn 30 soi, siéu am. - Chat liéu gidy tot ¢6 dd tin cdy cao, sic nét bam mau
tot, khéng lem nhoe.
3 Lam kinh hép 5 Loai thong dung, bing thily tinh (25x76)mm
Ong duoc lam bang nhya y té PP, ndp bang nhya LDPE méi 100%,
Nép nhua LDPE day kin thanh 6ng va dugc giit chat boi khe tron
Gnpnahion gitta 3 vong rdng & thanh frong ctia ndp va 1i lot long trong cuia éng:
i ché‘?ngbdéﬁg s 5000 Hoa chat: Puge bom héa chat chong dong Lithium Heparin duéi
Heparii = G dang hat swong, Kich thuée ong 12x75mm, c¢6 vach dinh muirc lay
madu, chiu duge luc quay ly tdm 6000 vong/phiit trong vong 5 - 10
phit, nhan mau den, ¢6 phi€u kiém dinh chit lugng cia co quan kiém
dinh .
Ogﬁgliugldbs;h Ong luu bénh phim 2m| phi 10 la dng nhya nho, c6 neip xoay Kkin,
5 zoav phi l{)lj cdj 1,000 | dung dé chira va bao quan mau bénh pham. Chat li¢u bén, chiju lanh,
; ml dam béo an toan va khong ro ri khi van chuyeén hodc luu trix
I Vit tir chuyén khoa chudn doan

hinh anh

Phim X quang

20x25¢m

tdm

3,000

Thanh phan chinh: Polyethylene terephthalate (PET) (80-90%),
Polyvinyl butyral-polyvinyl alcohol- polyvinyl acetate terpolymer
(1-3%), Docosanoic acid, mudi bac (+1) (1- 5%), Cellulose, acetate

butanoate (< 5%). Phim SD-S duoc thiét ké dac biét danh riéng cho

may in phim kho lazer |
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Kich thuée: 25x30cm - Phim kho k¥ thuat sé cong nghé in laser -

2 5 tim 4,500 | Twong thich véi mdy in phim DryPix . Sir dung cong nghé Eco Dry
5x30cm R e Sy :
thén thién méi trudmg. D§ day phim
1\% Sinh phim y té va test thir
Dinh tinh phat hi¢n Morphine trong nuéc tiéu cia ngudi. Hoat chat
chinh: Khang thé khang MOP, cdng hop MOP-BSA. Ngudng phat
Test XN hién (cut off) 300 ng/ml. - P nhay tuong quan 100%, - B¢ dac hiéu
| Morphin test 2,000 tuci'ng quan 100%, - D6 chinh xéc twong quan 100%. - B§ chinh xdc
ngau nhién Iap 100% Khong b gdy nhiu béi cic chit sau tai ndng
d6 100 pg/mL: 4-Acetamidophenol, N-Acetylprocainamide,
Ampicillin, Aspartame. Doc két qua tai 5 phit
Que thir nue tiéu 10TS Dirul Phat hién 10 chat can phan tich quan
2 Test nuéc tiéu | test 1,000 | trong trong nuéc tiéu cta nguwi : Urobilinogen, Bilirubin,Kentone,
Blood, Protein, Nitrite, Leukicytes,glucose,specific Gravity va pH
v Vit twr héa chit dung trong
chuyén khoa YHCT
| Diéu ngai i 200 Ngai nhung dc ché. Huong li¢u dugc thao, cac tinh dwoc bi truyén
Co trung
TR Kim cham ciru v6 tring ding mot lan, Than kim dugc lam bang soi
Kim chiam ciru 25 ; gt SEaa s PR e e AT
2 56 0.25x25mm cal (20,000 | thépyte khmjlg gi, doc k'lm duge cudn _ban_g thép, cac vong quin tron
déu, khdng c6 go rép. Kich thuée: 0.25x25mm
" Miéng dan 4 e 2 Sl ; . o
3 AT miéng 10 Dinh t6t, khéng kich irng da Ding cho may massage xung dién
mdy dién xung
VI Vit tu héa chat diung trong
chuyén khoa Riin
Ftching tados Gel Acid ph_osphgric 37% ding xoi mon bé mat men nga. Mau xanh
1 ré:g tuyp 2 ddc trung gitip dé phén biét va lam sach. Do nhét ciia etching phu
hop dé kiém sodt trong qua trinh sir dung. Tuyp Sml
Vat liéu wu nuée, dam bao vat liéu c6 thé thdm xuyén qua cac sgi
2 Bonding o I collagen va éng nga déng thoi gii 4m bé mat nga rang. Chi can phu
: deu 1 lan 1én bé mat Quy cich dong g6i: Lo 6 gam Tiéu chuan: [SO
13485, CE hoic twong duong
3 Canxihydroxit | tuyp 5 ?iﬁum hydroxide dang tuyp, déng cimg dudi dén cyc tim. Tuyp
2ml > 1g)
Cavinton la loai vat ligu phuc hoi tam thoi bang thiy lyc dugc sir
4 Cavinton 30g lo 2 dung lam vat liéu trdm tai thoi cho cic xoang rang tiéu chuén va sau
khi diéu tri ndi nha
3 Cham gai vi 5 Vat lidu thép khong gi. Céc s6 15,20,25,30. Vi> 10 cay
Chéi cudc Cong dung dinh béng cao voi, lam sach bé mat rang khi chuan bj
6 danh bong céi 100 | gén/dén véi céc vat liu khdc. Chdi cude cé do bén cao, ¢6 thé hip
rang tai sir du_ngﬁnhiéu lan.
Cao su long ELite HD+ Light Thanh phan bao gdm: 1 tuyp chat nan
Composite 90ml, 1 tuyp chét xuc tic 90ml, dang long, d6 bén va chinh x4c cao.
7 denfil dac hq tuyp 2 *Ty 1€ pha trén 1:1 tron tay va dung sing *Téng thoi gian lam viée
A3 5°30” *Thoi gian trén: 2” *Thoi gian dong trong miéng 3°30” *Mau
xanh da tréi
Cao su lay dau loai nang, tring hop binh thuong, Elite HD+ 4 mot
5 silicone bo sung két hop cdc tic dong ciia cong nghé nano véi kha
Composite z ; i LS f ey e : .3
g ALA2.A3/ yp 10 néqg tham nuGe cao, d? do d;am ba_o lay da}.l l:lIt;tf qud frong l‘lhle‘ll.,
lone truomg hop 1dm sang. Hop/ 2 6ng/ 250ml *Ty 1¢ trén 1:1 *Tong thoi
= gian lam vigc 5°30” *Thoi gian tron: 2’ *Thoi gian déng trong miéng
3730” *Mau cam nhat"
Cén gidy tham
9 hut dng tiy b 1o | Cone gidy c6 vach sb 25 (H9p/200 cai) - Paper Points Quy céch dong
diing trong nha i goi: Hop 200 cai
khoa, s6 20
Que cao su nho, diing trong tram bit dng tuy & nha khoa, N6 gilp
10 Cén phu A hop 5 lap kin cac khe tréng gilta cac con chinh, dam bao 6ng tuy dugce

trim kin hoan toan, ngan ngira vi khudn xam nhap tro lai
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Xi mang han kin dng tity vinh vién sir dung cho ngudi truéng thanh

1 Chat tl::;n Sng hép [ voi 'thémh phfin lf'rednisolone axetat 1,1%, Diiodqthymol; Kém oxit;
(Cortisomol) g Bap sunfat; Chit Magié Stearate;_ kém axetat; silic. B3 hoa tan va
phén hiy < 3%. Thei gian dong két 15 phut.
Eugenol tinh khiét diing d€ 1am dju con dau nhire, dung 14 thuéc bang
. Eiissngl " 1 ong tiy hodc két hop véi cac loai bot thude trdm bit éng tiy trong
= : diéu tri ndi nha. Zinc oxide + eugenol ¢4 thé ding tram tam, hosc
cement tram bit tily
R X Gidy can ¢6 mau xanh va do dung dé danh dau tinh trang khép can
2 i hop : cua rang tir nhién, rang gia va cac loai phuc hinh khac o
Guong nha % riTen TR : 2 S
14 e cai 30 Chat liéu khung vién bing thép khéng gi. BE mat guong 22mm
Kim gdy t€ nha Kim gay té nha khoa - Mili bang chét liéu thép khéng gi. Ph.'?gn ong
15 by hép 1 béng silicone, truc nhua cé ren, dam bao khéng c6 kim loai tiép xiic
khoa 5 e cemtei ey e
vo1 nhau. Co chi dan huéng tiém bang ky hiéu
16 Lol vi 8 D\l‘mg dua chat han ring vao ong tiy véi chudi bang thép khéng gi,
dung trong nha khoa,
Dung trong nha khoa Chét liéu: than mui khoan bang thép khong gi,
phén lam viéc phi kim cuong, hat kim cuwrong cé nhiéu mirc d5: min,
tho. Mii khoan twong thich v6i tay khoan toc d6 nhanh 04 13. Ding
de tao xoang tram, diéu chinh miéng tram sau khi tram Xong, mai cli
Miii khoan rang, tiéu phdu ring. Téng chidu dai ciia mii khoan: c6 du céc cd
17 | kim cuong nha | cai 100 | 19mm, 21mm, 25mm. Phan téc dung: t3i thidu 50 loai (it nhit phai
khoa ¢6 cac hinh dang co ban sau: tron, try diu bang, tru nhon, tru thuén,
ngon lira, bup hra). DG thd: nhiéu dé thé min khac nhau, C hang miu
thire t& dé lya chon hinh dang, kich c& miii khoan cu thé (catalogue)
truée khi dat hang. Khong bj hir héng, khong bi ri sét khi ngdm nira
v6i héa chét khir khudn va hép tigt khudn.
Ous Hit e Puoc lam tir vat ]ié;ru nhya cao cap véi d6 linh hoat, kha nang loc va
18 bot tai 30 lwe hat t6i wu ma van giix nguyén hinh dang. Pau hiit mém, nhin cho
su thoai mdi, an toan khi sit dung.
lg | Tram Protaper hép 10 | Dung cundinha dung dé tao hinh va k&t thuc tao hinh trong diéu tri
tay ndi nha, trong thich véi cone chinh gutta percha F1, F2, F3.
Thubc té nha
20 khoa hép P Trong céc truong hop bénh nhéan co mong mudn giam dau, s& duogc
Medicaine 2% gdy té d€ tién hanh cac thu thudt hay phau thuat nho,
- Hop 100 éng
= Thas fae i 29 | Thdm trém duoc Tam bang thép khong gi. Hai diu dai, mot dau cong
va 1 dau nghiéng, nhon va sic bén,
2 Fujill 15 ¢ hop 1 Gom 15g powder, 10g liquid, Ia vat ligu ding d¢ trdm rang, diéu trj
siu rang, han truéce xoang [, II, ¢ ring
23 | Gipnhakhoa | cii 20 | Chat li¢u bing thép khng gi, dat tiéu chudn ISO 13485.
24 Mui_z_l;)écae céi 5 Lam bang thép khéng gi. - C6 thé hép tiét trung duoc
VII | Héa chit xét nghiém sinh héa
Str dung twong thich véi may xét nghiém sinh héa Phototron - Xuat
Héa chét xét xur: Prestige Diagnostics/ Anh Quéc * Thanh phin chinh: DHBS, 4-
1 nghiém Axit ml 500 aminoantipyrine, peroxidase (botanical), uricase (microbial),
Uric stabilizers, and preservatives. = Pat tiéu chuan ISO 13485 hodc tuong
duong
Héa chat xét Thudc thir xét nghiém dinh luong Cholesterol Thanh phan: R1: -
nghiém Good's Buffer 50 mmol/l - Phenol 5 mmol/l - 4 aminoantipyrine 0.3
. Cholesterol ml 4,000 | mmol/l - Cholesterol esterase = 200 U/1 - Cholesterol oxidase > 50
toan phén ( U/L - Peroxidase > 3 kU/l Qui cach: Hop (R: 10x44 ml) Tiéu chuin:
mau ) ISO, CE
Hoa chat xét Muc dich sir dung: dinh lugng Creatinine trong huyét thanh, huyét
3 nghiém Ho 5 twong ngudi. -Thanh phan: R1: sodium hydroxide < 450 mmol/;
Creatinin ( P carbonate buffer < 150 mmol/l. R 2: picric acid < 38.8 mmol/l. - Tiéu
méu ) chuan chét lrgng: ISO 13485.
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Thubc thir xét nghiém dinh luong Glucose Thanh phin: RI: -
Phosphate buffer 250 mmol/l - Glucose oxidase > 25 U/ml -

3 Glucose ( mau = 4000 Peroxidase > 2 U/ml - Phenol 5 mmol/] - 4-aminoantipyrine 0.5
) mmol/l Qui cach: Hop (R: 10x44 ml) Tiéu chudn: ISO, CE
Muc dich sir dung: dinh lugng Triglycerid trong huyét thanh, huyét
Hoa chiit xét twong ngudi. - Thanh phan: buffer PIPES (pH 7.0) 40 mmol/l; 4-
nghiém aminoantipyrine (4-AA) 0.4 mmol/l; ATP_[.S mmol/;Mg2+ 1.6
5 Triglycérid ( ml 2,000 | mmol/l; ADPS 0.6 mmol/l; glycerol kinase (GK) > 66.67
mén) ukat/l;glycerol-3-phosphate; oxidase (GPO) > 60.00 pkat/l;
peroxidase (POD) > 20.00 pkat/l; lipoprotein lipase (LPL) > 16.67
' ukav/l - Tiéu chudn chit lugng: ISO
HD;‘. c ha:rx Fi: "Thubc thir xac dinh dinh lugng Urea trong mau. Phan img tuyén tinh
6 “i;ﬁ‘;uﬁ ml | 500 | t6indng b 300 mg/dL (49.95 mmol/L). D4 nhay cuia phép thir & gi6i
trong mau han phét hién 13 3.0 mg/dL (0.50 mmol/L).
Hda chat xét
7 h‘;ﬁ‘{‘f&% ml | 4,000 | Héa chit xét nghiém ding do hoat d ALT(GPT) trong méu
(GPT)
Héa chat ding
cho may xét
8 nghiém sinh ML 4,000 | Hoéa chét xét nghiém dung do hoat d¢ AST(GOT) trong mau
héa (AST-
GOT)
Hoa chait chuan mdy sinh héa (hay con goi 1a héa chat hiéu chuin
Hoa chit hoc chat kiém chimg) la cac dung dich hogc cht chudn c6 néng d¢
Soun A cac thanh phan sinh héa d3 biét, dung d€ higu chinh va kiém tra d¢
9 chudn May hép 2 : S e e P P T e i S
G b chinh xdc clia may xét nghtgm sinh héa, dam bao két qua xet nghllem
do luémg nong d6 cac chit trong mau bénh pham la chinh x4c va dang
tin cdy.
Huyét thanh dong khé duoc ding dé kidm tra cac gia tri mirc At
thuong da thong s dua trén huyét thanh ngudi. Xéc dinh cho cac
thong sb sau: Total Acid Phosphatase, Non-Prostatic Phosphatase,
Albumin, Alk. Phosphatase, ALT/GPT, a-Amylase Total, a-Amylase
I-Iuyét thanh pancreatic, AST/GOT, Bilirubin total, Bilirubin direct, BUN,
10 kiém tra (mirc Lo 18 Calcium, Chloride, Cholesterol total, HDL-Cholesterol,
cao) LDLCholesterol, Cholinesterase, CK-NAC, Copper, Creatinine,
GGT, Glucose, GLDH, IgA, IgG, IgM, Iron, Lactate, LDH-P, LDH-
L, Lipase, Lithium, Magnesium, Phosphate inorganic, Potassium,
Sodium, Total Protein, Triglycerides, TIBC, Urea, Uric Acid, Zn
Tiéu chudn chat lwrong ISO 13485 Quy cich: 1x5m
Vat liéu kiém soat ddng khd dugc dung dé kiém tra cac gia tri mirc
thuong da thong sé duwa trén huyét trong ngudi. Xac dinh cho cac
théng sb sau: Total Acid Phosphatase, Albumin, Aldolase,Alk.
Phosphatase, ALT/GPT, o-Amylase total, a-Amylase pancreatic,
Huyét thanh AST/GOT, Bilirubin total, Bilirubin direct, BUN, Calcium, Chloride,
11 kiém tra (mirc Lo 18 Cholesterol total, HDL-Cholesterol, LDLCholesterol,
binh thuong) Cholinesterase, CK-NAC, Copper, Creatinine, GGT, Glucose,
GLDH, HBDH, [gAIgG, IgM, Iron, Lactate, LDH-P, LDH-L,
Lipase, Lithium, Magnesium, Phosphate inorganic,Potassium,
Sodium, Total Protein, Transferrin, Triglycerides, TIBC, Urea, Uric
Acid, Zn. - Tiéu chuan chét luong: ISO 13485. - Quy céch: Lo Sml
Bong dén
12 halogen may chi 4 Bong deén 12V/20W sir dung cho may xét nghiém sinh hoa tr don g
& sinh hoa tu BS-430
dong
Cuvet nhura
13 | mdy sinh héa | hop 2 Nhua, 100¢/hép (1x1x4.5 cm; thanh dng cuvet day 0.1 cm)

tw dong

VIII
(==

May xét nghi¢m huyét hoc
Nihon Kohden Celltac Alpha
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| | Chét pha loang G 5 Str dung phit hop, tuong thich véi may phan tich huyét hoe XP- 100,
hong cau Sysmex
La mét thudc thir ly giai hong cau, dugc sir dung dé xac dinh chinh
xdc s6 lugng bach cau, phin tich sur phén b theo kich thudc cia 3
Chi thanh phén bach ciu va do ham luong hemoglobin. Thanh phén:
2 Rl S S 5 | Organic quat ium salt 8,5g/L va sodium chiorid
2 héng clu g ganic quaternary ammonium salt 8, ,,f va sodium chloride
0.6g/L.tem nha san xuit cé6 ma vach nhan dién hod chét tu ddng qua
ddu doc barcode. Tiéu chudn chit lwong: ISO 13485 Quy cach:
500ml
Dung dich rira Dung lam chit rira cho mdy phan tich huyét hoc. D6 pH: 10 dén 13
3 | may huyéthoc | Lit IS | Thanh phén: Sodium hypochlorite D$ én dinh sau khi mé nip: 90
dim dic ngdy Pat tiéu chuin ISO 13485:2016
Dung dich rira Dung lam chét rira cho may phén tich huyét hoc Trang thai vat ly:
4 thubné méy Can 5 chit 16ng Mau: xanh dum!g Mui: _nhn:;: bé pH: 8,0 dén 8,6 Tinh tan:
huyét hoc tan trong nuéc Thanh phan: Sodium alky] ether sulphate: 0,069%
Nhiét d bao quan: 1 dén 30°C D6 on dinh sau khi mé nép: 90 ngdy |
Mau mau Cung cp thong tin ky thudt vé cac chi S0 cdng thirc mdu, bao gom sé
5 chuén (trung Lo 12 | luong hong cau (RBC), thé tich khéi hdng ciu (HCT), néng do
binh) hemoglobin (HGB) va thé tich trung binh héng ciu (MCV).
Mau mau Mau méu chuan c6 thdng tin ky thuat dugc xac dinh bang cach so
6 chuédn (mic Lo 12| sanh cdc chi s6 trong két qua xét nghiém véi cac khoang tham chidu
cao) binh thudng cia nam, nit
Hoa chit xét nghiém huyét hoc
IX str dung cho may xét nghiém
huyét hoc Sysmex XP - 100
Dung dich pha g . Dung dich pha loang dung cho mdy huyét hoc tu dong. Sir dung dé
1 = Thing 5 7 ; S ATty =
lodng do sd lu(_mg,_klch thudce hong cau va tiéu ciu,
Dung dich ly giai dé ph4 v& héng ciu - Bao quan: 2 - 35 d6 C.Sau
5 Dung dich ly Thing 5 khi m¢ ndp én dinh trong véng 60 ngdy. Thanh phan: Organic
gidi héng cau quaternary ammonium salt 8,5g/1 va sodium chloride 0.6¢g/l. - Lo
500mL - Tiéu chudn [SO 13485
Chung loai (Model)/Ma san pham: 83401621 Céng dung: Dung dich
Dung dich kiem manh dang dé rira hé théng midy huyét hoc. Bio quan 6 1 - 30
3 Lt roa ha Hop 5 dfj C, noi t6i, tranh 4nh sang mit I:E(‘:n tn_rc‘tiép Sau khi m¢ nip 61}
théng 7 : dinh trong vong 60 ngay Thanh phan: Sodium hypochlorite 5% Sit
dung dugc cho méy Sysmex XP-100 Chét luong: ISO 13485 HSD >
2/3 thoi gian ké tir ngay ban giao hang héa dén ngay hét han sir dung
Chat chuan may xét nghiém huy€t hoc voi bang gia tri > 54 théng s6
Chit chudn Cong dung; st dung nhur vt liéu kiém soat cho Xét nghiém cong thire
méy xét mau toé'n phan {CBC‘) : baig:h phan cac thanh phan bach cdu, va hong
4 nghiém huyét Hop 12 cau [Lr(i_rl (RET) va hf’ing cau nhan (NRBC) Bao quan: tir 2 - 8 o C
boe (‘mlirc cat) Sau khi m¢ nap on dinh trong vong 7 ngay 02-8dp C Thanh phan:
bao gom té bao RBC va WBC & nguoi, PLT, NRBC duogc giit én dinh
y trong méi truémg c6 chit bao quan Quy cich: Lo > 3mL"
Chat chuan
mdy xét Hoa chét dang long, str dung dé kiém chuin cong thirc méu, mirc binh
5 nghiém huyét | Hop 12| thuong Thanh phan: hong cdu, bach ciu, tidu cau md phong va chat
hoc ( mirc binh bao quan. Quy cach dong goi (4 loxdml)
thuong )
Ghi chi:

Nha thau dy thiu hang héa theo yéu cau c¢6 dic tinh thong s ky
dinh hodc twong duong hodc tét hon so véi E-HSMT (tén va ma hiéu n
mang tinh chat tham khdo), truong hop hang hoéa tuong duong hodc t
nha thau phai c6 tai liéu chimg minh va dam béo hang héa du thiu c6 d
thudt, c6 tinh nang str dung tuong duong véi céc hang hoa yéu cu. “Tu
co nghia la ¢6 diac tinh ky thuat tuong tu, ¢ tinh nan

cac hang hoa da néu trén.

thuat quy
éu ¢6 chi
6t hon thi
ac tinh ky
ong duong”
g str dung la tuong duong véi
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Muc 2. Ban vé
Khoéng c6 ban vé.
Muc 3. Kiém tra va thir nghiém

Bén mua hodc dai dién cia bén mua c6 quyén kiém tra dé khing dinh hang
hoa ¢ déc tinh ky thuat phu hop véi yéu ciu cia hop dong hay khéng. Truong
hop phat hién hang kém chét luong, khéng ding véi hang héa chao thiu hodc
khéng dép (g yéu cau chuyén mén thi don vi thu hudng c6 quyén tir chdi nhan
hang, nha thau phai c6 trach nhiém cung tmg hang héa theo diing tiéu chuan nha
thau d4 chao.

Noi dung kiém tra:

Buwaére 1: Khi hang hoa dugc chuyén dén bén mua, bén ban bao cho bén mua
biét dé hai bén cling nhau tién hanh kiém tra cic hé so, chimg tir lién quan dén
hang hoa theo hop dong da ky két.

Buée 2: Nha thau phai tién hanh kiém tra thir nghiém hang hoéa duéi su
gidm st clia chu dau tu va can b ky thuat dai dién clia chit dAu tw dé chimg minh
hang héa dé ¢6 chat lugng, thir nghiém dac didm k¥ thuat ... phu hop véi céc quy
dinh trong hop dong.

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

- Cach thirc xtr 1y déi v6i hang hoa khong dat yéu ciu qua kiém tra, thir
nghiém: Bat cr mot hang hoa hodc chi tiét hang héa qua kiém tra va thit nghiém
ma khong phu hop vé chat lugng, v& dic tinh k§ thuét ..., thi cha diu tu ¢ th tir
chéi va nha thau s& phai thay thé cac hang héa hoic chi tiét hang hoa bi tir chéi,
moi chi phi thay thé hang héa déu do nha thiu chju trach nhiém, céc hang héa
thay thé phai dép tmg cac yéu cdu vé dic tinh kj thudt. Trudng hop nha thiu
khong c6 kha ning thay thé hay didu chinh céc hang héa hodc chi tiét hang hoa
khong phu hop, chii dau tu c6 quyén td chic vide thay thé hay diéu chinh d6 néu
can thiét. Moi ruii ro va chi phi lién quan do nha thau chiju.

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