Phu luc 1: DANH MUC BAO GIA [

(Kém theo Thir moi bdo gid s6 /TTYT-TM ngay thang nam 2025 cua TTYT Cho Mdi )
Danh muc £
my . ich do Ponvi | Sb
STT héa chét, vat Théng s6 k§ thuit g‘g“?: dl‘;;'f ) ti'r'] hV ! lmfn
tw xét nghiém g g . yne
Pha lodng diing |Dung dich pha lodng cho may phan tich huyét hoc. Trang thai vat li: Chét
1 | choméy phan |long; Mau: Khong; Mui: Khong; Do pH: 7.35 dén 7.55; Tinh tan: Tan 18L.it/ Can Can 23
tich huyét hoc |trong nudc. Thanh phan: Natri clorid, Sulfate. Dat tiéu chuan ISO: 13485
Ly giai hong cau | Hoa chit ly giai cho may phan tich huyét hoc. Trang thai vat ly: Chét
5 duAng f:ho ma)! long; Ma1‘1: Kho?g; Mu:: Nhe; 1_:)() pEI: 7;0 dén 7.6..AT11}h tan: Tan trongw 250mL/ Can can 4
phan tich huyet [nudc. Thanh phan: Chat hoat dong bé mat mang dién tich duwong: Pat tiéu
hoc chuan 1SO: 13485
Rita ditne el Dung lam chét tay rira cho may phén tich huyét hoc Trang thai vat 1y:
ta GURE Cho Chat long; Mau: Xanh duong; Mui: nhe; D6 pH: 8.0 dén 8.6. Tinh tan: .
3 | may phan tich ) . \ e 2L it/ Can Can 2
huyét hoc Tan trong nudc. Thanh phan: ethylene glycol monophenyl ether: Dat tiéu
' chuan 1SO: 13485
Rita dine ch Dung lam chat tay rira cho may phan tich huyét hoc. Trang thai vat 1y:
ua dung cho Ao 12 N AN X7 < s LN NN Do et LA
4 | may phan tich Chat 16ng; MaE. Vang hcgac vang xanh 14; Mulr. Mui ‘kho ch‘}u (clo),. bo 3x 15mL/ Bo Bo 4
huyét hoc pH: 10.0 dén 13.0; Tinh tan: Tan trong nudc. Thanh phan: Natri
‘ hypoclorit (NaCLO). Dat tiéu chuan ISO: 13485
Ly giai hong Hoa chat ly giai cho may phén tich huyét hoc. Trang thai vat Iy: Chat
g | cau dur}g c_ho long’; Mau: kh.ong; Mulz th)ng; D:.) pH: §.0 den 8;6. T1‘Anh ‘Ean: Tan tr.czng 250mL/ Can can 4
may phantich | nuéc(dung dich nude). Thanh phan: Chat hoat dong be mit mang di¢n
huyét hoc tich Am: Pat tiéu chuan 1SO: 13485
vat h‘?}l kl‘?m Hoa chét kiém chuan cho may phan tich huyét hoc muic thuong. Trang
si;t r‘nuc bfltlh thai vat 1i: Chat long; Mau: D6 sam; Mui: Mui mau; Do pH: Trung tinh;
6 ngﬁg?f;ih Tinh tan: Tan trong nudc; Nhiét do tu bdc chay: Khong tu boc chay. 3mL/Lo Lo 4
lugng '20 tﬁéng Thanh phﬁn: Co nguén géc tir con nguoi hoac dong vat; Natri azide

sO huveét hoc

(NaN3): Dat tiéu chuan ISO: 13485




Vat liu kiém
so4t mirc thap

Hoa chét kiém chuan cho may phan tich huyét hoc muc thap. Trang thai
vat 1i: Chat long; Mau: D6 sam; Mui: Mui mau; D6 pH: Trung tinh; Tinh

7 |xétnghiém dinh | tan: Tan trong nudc; Nhiét do tu bdc chay: Khong tu bdc chay. Thanh 3mL/Lo Lo 3
lu’qng 20 thong | phan: C6 ngudn gdc tir con ngudi hodc dong vat; Natri azide (NaN3): Dat
30 huyét hoc tiéu chuan ISO: 13485
Vat liéu kiém Hoa chét kiém chuén cho may phan tich huyét hoc mtc cao. Trang thai
soat mirc cao | vat 1i: Chét long; Mau: D6 sam; Mui: Mui méau; D6 pH: Trung tinh; Tinh
8 |xétnghiém dinh | tan: Tan trong nudc; Nhiét do ty bde chay: Khong ty bde chay. Thanh 3mL/Lo Lo 3
luqng 20 thong | phan: C6 ngudn gbc tir con ngudi hodc dong vat; Natri azide (NaN3): Dat
30 huyét hoc tiéu chuan ISO: 13485
H(La Cna,t du,ng Hoa chit dung cho may xét nghiém huyét hoc. Thanh phan: Chét pha Diluent:5000 mL,
9 n;hiérzqaﬁ(;gt lodng, chat phan tng ly giai va chét tay rira Enymatic. Pat tiéu chuan ISO | Cleaner: 750 mL, Pack 18
e 13485 lyse:125 mL
Xét nghiém phat hién khang nguyén A trén bé mat hong cau
Thubdc thir nhém mau chira khang thé IgM don dong cuia chudt trong dung
dich dém. Dung dich dém photphat chira natri clorua, EDTA va nguyén
liéu bo. Thude thir chira <0,1% natri azide va cac chit tao mau va dong té
Thudc thir xét |bao sau:
nghiém dinh |- Thudc thir: Anti A R
10 tinﬁ nhom mau |- Mau sic: Mau xanh da troi Lo 10 mL /Hop Lo °
A - Thubc nhudm: Patent blue

- Dong té bao: BRIMA-1
Do nhay: 100%, do dac hi¢u: 100%
Chung chi: ISO13485




Xét nghiém phat hién khang nguyén B trén bé mat hong cau

Thudc thir nhém mau chira cac khang thé IgM don dong cua chudt trong
dung dich dém. Dung dich nay la dung dich dém photphat chira natri
clorua, EDTA va nguyén liéu bo. Thudc thir chira <0,1% natri azide va

Thudc thurxét |, NSO
nohiam dinh €3¢ chat tao mau va dong té bao sau:
1q | eV AN ppiée thie: Anti B Lo 10 mL / Hop Lo
tinh nhém mau N N
B - Mau sac: Mau Vang
- Thudc nhudm: Tartrazin
- Dong té bao: LB-2
Do nhay: 100%, d6 dac hi¢u: 100%
Chung chi: ISO13485
Xét nghiém phat hién khang nguyén A hodc B trén bé mat hdng cu
Thubc thir nhém mau chira khang thé IgM don dong cuia chudt trong dung
dich dém. Dung dich dém photphat chira natri clorua, EDTA va nguyén
£ . |liéu bo. Thubc thir chtra <0,1% natri azide va cac chét tao mau va dong té
Thuoc thur xét |, . )
nghiém dinh |20 S
1p | PEME AN rpiée thir: Anti - AB Lo 10 mL /Hop Lo
tinh nhom mau N . .
AB - Mau sac: Khéng mau
' - Thudc nhuém: Khéng co
- Dong té bao: ES-15/ES-4
Do nhay: 100%, 6 dac hi¢u: 100%
Chutng chi: ISO13485
Cum chin Huyét thanh chan doan Spectrum Anti-Human Globulin dé phat hién in-
13 vitro ctia 16p phii khang thé & hong cdu ngudi. Bao quan tir 2-8 ¢6 C. ISO | Lo 10 mL / Hop Lo

doan Invitro

13485




Hoa chat Xet
ngiém dinh

luong Hoa chit xét nghiém APTT
14 Activated  [Thanh phan chinh: APTT Ellagic Acid <0.1 mmol/L; Calcium Chloride 10x5mL Ho
Partial Solution <45 mmol/L +1x51mL P
Thromboplasti [Dat tiéu chuin: ISO 13485
n Time
Daotactinn Kit
Hoéba Chét xét , z . 2 , Cn . e . . £
nohiam dinh Hoa chat dung dé phat hi¢n dinh lugng thoi gian protrombin trong huyét 10x5 mL,
& hiforn ’ tuong ngudi trong 6ng nghiém. QC1: IxImL
15 "8 |Thanh phin chinh: Thubc thir dich PT <3mg/L; Chét hiéu chuén thoi gian | QC2 : IxImL ; | Hop
Prothrombin . PO e s . .
. prothrombin; Chat kiém soat thoi gian prothrombin Calibrator : 1x1
TIMe | Tiéu chudn cong nghé: 1SO 13485 mL
Detection Kit 8 nghe:
Hoba chét xét  |Hoa chit cho xét nghiém Fibrinogen
16 nghiém dinh | Thanh phan chinh:: FIB Fluid Reagent: Thrombin < 100 U/mL; OVB 10x5 mL 16
luong Buffer: Sodium chloride < 140 mmol/L. +2x51 mL/ Hop P
Fibrinogen |Tiéu chun cong nghé: ISO 13485
Hoa chat kiém chuan cho may dong mau mirc 1, str dung dé kiém soat
chat luong cac xét nghiém 1am sang vé thoi gian prothrombin (PT), thoi
Héa chét kiém |gian thromboplastin mot phan hoat héa (APTT), thoi gian thrombin (TT),
17 |chuén cho may [fibrinogen (FIB) va antithrombin 11 (AT-I11) 1x1mL/ Lo Lo
déng mau  |BO kiém chuéin duoc 1am bé“mg huyét tuong duoc xur ly béng natri citrat
1. D6 chinh x4c: ndm trong pham vi gia tri myc tiéu Kiém soat.
2.Do déng nhat: CV: 55,0%.
Hoa chat kiém chuan cho may dong mau mirc 2, str dung dé kiém soat
. . |chat luong cac xét nghiém 1am sang vé thoi gian prothrombin (PT), thoi
Hoa chat kiém | . RV ,
. gian thromboplastin mot phan hoat hda (APTT)
18 |chuan cho may Ix1mL/ Lo 0

déng mau

Bo kiém chuan duoc 1am bang huyét tuong duoc xir Iy bang natri citrat
1. D6 chinh x4c: nim trong pham vi gia tri myc ti€u Kiém soat.
2. Bo ddng nhat: CV: 55,0%.




Hoa cht hiéu

Hoa chat hiéu chuan cho may dong mau, su dung dé hiéu chuén céac hé
thdng phét hién thoi gian prothrombin (PT), fibrinogen (FIB) va
antithrombin I11 (AT-I11) trén 1am sang.

19 |chuén cho may [Thanh Phéni . ) . IxImL/ Lo 0
dong mau  |BO hi€u chuén dugc lam bang huy€t twong dugc xtr Iy bang natri citrat
1. D6 chinh xac: Do léch twong ddi phai nam trong pham vi £15,0%.
2. B dong nhat: CV < 5,0%.
. Cuvet dugc thiét ké dé str dung cing may xét nghiém déng mau, cho cac
Cuvet dung , i PO A XA .
.- |xétnghiém IVD deé x4c dinh céac thong s6 mau thong qua phép do quang
cho may xét N . AR £ T
20 A hoc thoi gian dong mau cia cadc mau huyét tuong. 1440 cai//Hop 0
nghiém dong AT A s N
. Cuvet dugc thiét ké dung 1 1an
mau
Hoa chit rira dau do
Hoa chitrira |- Thanh phan chinh: Sodium hypochlorite <3,0%.
21 dau do [Chi sb hiéu suét san phdm] O (2541 )°C, pH 1a 12,00+1,0; Chénh 1éch 50mL/Lo Lo
(Detergent I) |gitra cac 16 phai dat: ApH <2.0
Tiéu chuén cong nghé: ISO 13485
Hoa chét rira Hoa chit rira diu do: Thanh phan chinh: Anionic surfactant<1.5%
! 2 A 1A A, » 2 2 110 \ " . A A
99 dhu do [Chi s0 hiéu suat san pham] O (25+1 )°C, pH la 2,00+0,50; Chénh 1éch 500mL/Lo Lo

(Detergent I1)

gitra cac 16 phai dat: ApH < 1.0
Pat tiéu chuin: ISO 13485
















