SOY TE THANH PHO HAI PHONG ~ CONG HOA XA HQI CHU NGHIA VIET NAM
BENH VIEN PHU SAN Déc lap- Tw do- Hanh phiic

Hai phong, ngay 29 thdng 03 ném 2023

THONG BAO

A " A p L A’ r . r A * A r A’ A r A
Ve viéc moi cung cap Bio gia vt tw tidu hao- héa chit phuc vu cho cong tic chuyén
mén va chim séc ngwdi bénh tai Bénh vién Phu sin

Bénh vién Phu San c6 nhu cdu mua sém céc trang thiét bi phuc vu cho cong tac
chuyén mén va cham séc ngudi bénh (chi tiét theo phu luc dinh kém).

Nay thong bao dén Quy cong ty kinh doanh quan tdm gui bao gia cic danh muc
hang hoéa ctia don vi minh theo dting linh vurc hang hoa trén. '

Thoi gian nhan béo gia: Bt ddu ké tir ngay ra thong béo dén hét ngay 07 théang
0% nam 2023

Pia diém ndp: Phong Nghiép vu Duge- Bénh vién Phu San

Dia chi: 19 Trén Quang Khai- Quén Hong Bang- Hai Phong
Dién thoai: 039.771.2595
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Nhin hiéu

_— ‘ A - ., uy cach s, . | Donvi
STT Tén hang hoa Dic tinh ky thuat Q ,u\ . |hang héa hodc | Xuit xir =
dong goi i ; tinh
tuwong duong
Kim dugc lam béng thiy tinh, mii kim ¢6 kich thuée chiéu dai canh xéo 10-12um, bé géc nghiéng
e : 35°. DPudng kinh bén trong: 4.3-4.9um.. Chiéu dai toan bg kim: 5.4-5.8cm. Chiéu dai miii kim: ;
Kim tiém trimg e B g s CooperSurgical . i
10 (ICSI Micropipets) 0.5mm.Tiét triung timg cay. 10 cdi/hdp Origio Costa Rica Cii
PIp Dat tiéu chuan cht lugng quéc té 1SO, FDA hoiic tuong duong, di dugc kiém nghi¢m béng cdc test g
chuyén sdu nhu MAE, Endotoxin LAL test, an toan dé sir dung trc tiép trén trimg va phéi ngudi.
Diing d¢ chuyén phéi trong ky thuat hd trg sinh san, g0m 2 b phan chinh:
Cay A — Guiding catheter va Cay C- Loading catheter , ngoai ra khi can thiét ¢6 th xai them ciy B -
Mandrel catheter
Chiéu dai:
: ) Cay A: 200mm (+ 2 mm)
Dung cy chuyén phéi Cay C: 266mm (+ 2 mm)
(Embryo Transfer Dudne kinh bén neoii e ; . 5
11 £ Cn ngoai: 5 ot
Catheter #4000 The Tulip Cay A: 2.20 mm (+ 0.05 mm) 7 calhop Sheties o Cai
Memo) Céy C: 1.00 mm (+ 0.05 mm)
Téng dung tich: Cay C: 0.21 ml
Tong dung tich trir hub: Cay C: 0.069ml
- Pugc tiét tring timg cdi bing tia cyc tim.
Dat tiéu chudn chat lugng quéc té ISO hoiic twong duong, di duge kiém tra chit lugng bing céc test
MEA (toct thi't nahifem tein nhal chu A
Diing dé trit lanh trimg, phoi va phéi nang trong tit ca cic giai doan va tét ca cic méi trudng.
-~ e S ) o L hr 5 .. ; - _ .
12 Cong trir phéi VitriFit Thict ké hinh _cun m‘_mo. » 20 céihip Ooouo_..wm_.m_nm My Céi
Khu vye nap mau duge udn cong Origio
Tiét trung timg cai.
Diing dé tach trimg hodc chuyén phéi tir giot nay qua giot khéc khi thie hién vi thao tac trong k¥ thut
hd trg sinh san.
3 Kim tach trimg cac ¢ Kim dugc lam bang nhyra.Dudng kinh miii kim 50/ 75/ 100/ 125/ 135/ 145/ 150/ 155/ 170/ 175/ 200/ 20 ciithép CooperSurgical My Cii

(Stripper Tips/ EZ Tip)

275/290/ 600/ 1000) .
Dat tiéu chuan chit lugng ISO, FD hoc twong duong, dugce kiém nghiém béng cdc test chuyén séu

nhu MEA, Endotoxin IAI test, an todn s dune trén trime va phdi newrdi

Origio
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Nhin hiéu

n . e i n uy cach SN, Don vi
STT Tén hang héa Dic tinh ky thuit Q \u‘ .. |hang héa hodic | Xuit xir s
dong géi ) ) tinh
tuong duong
Dung d¢ hit mau, chiét va chuyén céc loai méi trudmg, dung dich nuéi cdy té bao trong k¥ thut hd
; : tro sinh san.
Pipette chia vach 10ml i . s
1 : ich: 5 y
b (Pipet Serol 10ml) O@m H_Anr. _.o:.__. ) 200 cai/hdp Corning My Cai
Tiét trung timg céi.
Dat ti¢u chudn chit lrong ISO hoic twong duong _
Dia nhya diing dé nuéi cdy t¢ bao trong ky thuit hd trg sinh san.,
~ . Nguyén ligu: nhya Polystyrenc (PS).
Dia Petri 35x10mm ; : :
2 2 g S _ : PR I - :
0 (Dish TC 35x10mm) .Q,r :n.”r hoat dong: 2.5 - 3ml. Kich thuée dia: 37.133 mm O.D x 11.05 mm. 500 cai/h{p Corning My Cai
Tiét trung.
Dat ti¢u chuin chit lvong ISO hoiic tugng duong .
Dung d€ nuéi cay phéi trong k¥ thudt hé trg sinh san. Trong sudt. Dién tich nudi cdy: 8.8 cm? Kich :
" o Thermo Fisher
Dfa Petri nh6 35mm thude: 35 x 10 mm. i g "
21 : AN 500 cai/thing Scientific - Dan Mach Cai
(Nunc IVF 35mm Dish) Tiét trung. Nunc a/s
BDat ti€u chuan chit luong ISO hoic trong duong
Dia nhyra dung dé nudi cdy té bao trong k¥ thuat h3 tro sinh san. Nguyén ligu: nhyra Polystyrene (PS).
Dia Petri 100x20mm The tich hoat dong: 16.0 — 17.5 ml. Kich thuéc dfa: 89.54 mm 0.D x 19.20 mm. T, . 2 i
22 /h M &
(Dish TC 100x20mm) Tiét tring. 200 céi/hop Corning y ai
Dat ti¢u chuan chit lugng 1SO hofic twong duong
% : Dung dé nuéi cdy t& bao phéi trong k¥ thudt ho trg sinh san. Trong subdt. Di¢n tich nuéi cy: 56.7 cm=. Thermo Fisher
o D1a Petri 90mm . ! e o -
23 (Nunc IVF 90mm Dish) Kich thude: 90 x 17 mm. 150 céi/thiing Scientific - Pan Mach Cai
Dat ti¢u chuén chét lugng ISO.FDA hodc tuong duong Nunc a/s
Dia nhya dung dé nuéi cdy té bao trong k¥ thudt hé trg sinh san.
Nguyén li¢u: nhyra Polystyrence (PS). Thé tich hoat dong: 6 — 7 ml. Kich thudc dia: 54.81mm O.D x
Dra Petri 60x15mm 13.89 mm. y 2 - =
4i/hd M C
E (Dish IVF 60x15mm) Tiét trung. 500 cai/hdp Corning ¥ A
Dat tiéu chuan chét luong qudc & 1SO, CE holic trong duong. Da dugce kiém nghiém béing cic test
chuyén siu nhu MAE, Endotoxin LAL test, an toan dé sir dung tryrc tiép trén trimg va phéi ngudi.
Diing dé nudi cdy té bao phéi trong k§ thuat hd tro sinh san.
Dia Petri 60 ,?.mzm.mcoﬂ . g ) Thermo Fisher
25 1a Petrl 60mm . D.Hn: tich nuéi cay: 21.5 em? Kich thuée: 60 x 15 mm. 400 céifthing Sclentific - Pan Mach Céi
(Nunc IVF 60mm Dish) |Tigt tring. Nunc a/s
Dat tiéu chuan ISO va FDA ho#c tuong duong. Da Puge thir nghiém trén t¢ bao phodi chudt MEA
tested
. y Ny 3 ar A A - ~ A = . - A AL gk A A u. wu_._
Dia nubi cly 4 giéng Dm:m dé nudi cay t¢ bao phdi trong k¥ thudt hd trg sinh san. Trong subt. Dién tich nuéi cay: 1.9 cm - .H._._Q,.Bo. ._m er Iy
26 ; Kich thuée: 66 x 66 mm. 120 céi’hdp Scientific - Dan Mach Cai
(Nunc 4 Well IVF Dish) Rl
Tiét tring. Nunc a/s
Bia cdy chuyén dyng thiét ké riéng cho ky thuat hd tro sinh san. Budng kinh dia 60mm, lam bing
nhya polystyrene logi khéng cé déc td, chuyén dung trong y té. Tidt trung 10cai/gdi trong bao bi dic
o7 |PTatrung 2x4 giéng biét, voi nong d§ khi déc VOCs thép, khéng gy doc hai cho phéi. Gom 4 giéng 100 ul vong ngoai, va 10 chilgsi CooperSurgical My Cii

(4-Well GPS Dish)

4 giéng 300 ul & gitra.
Dat tiéu chuan chat hrong quéc té ISO. FDA hoiic tuong duong, da duge kiém nghiém bing céc test
chuyén sau nhu MAE, Endotoxin LAL test, an toan dé sir dyng tryc tiép trén trimg va phdi nguoi.

LifeGlobal
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34

M&éi trudmg thu tinh va
thao tac véi giao tir
(Origio Sequential Fert
60ml)

Mi trudmg thy tinh h¢ chuyén tiép, st dung dé h3 trg sy thy tinh trong qud trinh cdy tinh tring véi
nodn trong k¥ thudt IVF, va nudi cdy phéi t6i giai doan phén chia 2-8 té bao, ¢6 thé sir dung trong qua
trinh chuyén phéi vio budng tr cung. Thanh phén: Sodium Chloride. Sodium dihydrogen, Phosphate
dihydrate, Magnesium Sulfate, heptahydrate, Sodium Bicarbonate, D-(+)-glucose, Calcium pyruvate,
Sodium pyruvate, Non-essential amino acid, L-alanyl-L-glutamine, Calcium pantothenate, Folic acid,
Gentamicin sulfate, Tri-sodium citrate dchydrate, EDTA, Albumin, Calcium chloride. Potassium
chloride, Taurine.

Bat tiéu chudn chat lugng quéc té 1SO, CE hoiic tuong duong , d duge kiém tra vé& doc tinh déi véi
phdi, dam bao an todn str dung trén trimg va phéi ngudi, théng qua mt s test chuyén dung nhu:

Bi dugc kiém tra vo trung (Ph. Eur., USP)

D duge kiém tra 4p lyc thim théu (Ph. Eur, USP)

D4 dugc kiém tra dé pH (Ph. Eur.. USP)

i dugc kiém tra dgc t6 < 0.1 EU/ml (Ph. Eur., USP)

Da dugce thir nghi¢m trén phéi chudt (MEA)

Lo 60ml

CooperSurgical
Origio

Dan Mach

Lo

35

Mdi trudmg nudi cdy phai
lién tuc va chuyén phéi,
hé don budc

(Global Total LP 10ml)

Mbi trudmg nuéi ciy phéi ngudi lién tyc h¢ don bude, tir giai doan hep tir dén phéi nang, chuyén
phéi, trong k¥ thudt hd tro sinh san. Thanh phén: Sodium Chloride, Magnesium Sulfate, Sodium
Pyruvate, L-Asparagine, Glycyl-Glutamine, L-Lysine HCI, L-Serine, L-Valine Potassium Chloride,
Sodium Bicarbonate, Glycine, L-Aspartic Acid, L-Histidine, L-Methionine, L-Threonine, EDTA
Calcium Chloride, Glucose, L-Alanine, L-Cystine, L-Isolcucine, L-Phenylalanine, L-Tryptophan,
Phenol Red Potassium Phosphate, Lactate Na Salt, L-Arginine HCI, L-Glutamic Acid, L-Leucine, L-
Proline, L-Tyrosine, Human Scrum Albumin* (5 mg/ml) Gentamicin Sulfate* (10 pg/ml)

- B¢ pH (véi 5% CO2) 7.2-7.4

- B thim thdu 260-270 mOsM

- Noi doc t6 (LAL) < 0.5 EU/ml

- Kiém tra vé tring (sang loc vi khudn va nim, SAL 10-3) Pat

- Thir nghi¢m trén té bao phéi chudt (% phdi nang mé rong & 96 gidr nudi ciy) > 80%

Lo 10ml

CooperSurgical
LifeGlobal

Lo
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Moi trudmg phi dia ciy té
bao
(Liquid Paraffin 5x60ml)

- La loai dau phu chuyén ding dé phu 1én dia méi trudmg nudi cdy phoi ngudi trong HTSS.

- D duge rira sach biing méi truding ¢6 bé sung HSA. dé loai bo hoan toan cic thanh phén déc td
lipophilic va hydrophilic endotoxins gay hai cho phoi.

- D dugc kiém tra chit lugng nghiém bing céc thir nghiém:

+ Atomic Finger Print Test (Thir nghi¢m nhén dang nguyén t)

+ Extended MEA Test (Thir nghiém trén phéi chudt kéo dai): dat ty 1& > 80% phéi chuét 1 té bao
phét trién thanh phéi nang da thodt mang sau 144 gio.

+ POV Test (Thir nghiém tri sb peroxit): dat mirc peroxide < 0,02 mEg/Kg.

+ Endotoxin < 0 1 E1l/ml Test (Thit nehidm nai dac t4 dat <01 EI/mN

Hép 5x60ml

CooperSurgical
Origio

Dan Mach

Lo
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MGoi trudmg loc tinh trung

(ORIGIO Gradicnt
60ml)

90 -

Méi trudng dung dé loc rira tinh tring ngudi theo phuong phép thang ndng d3, trong céc k¥ thuét hd
trg sinh san nhu bom tinh tring va budng tir cung dé thy tinh nhén tao (IUI), thy tinh trong ng
nghiém (IVF ¢ dién) hay tiém tinh tring vao bao twong nodn (ICSI). Thanh phén: Salt solution of
silane coated silica particles, Sodium chloride, HEPES sodium salt, Sodium hydroxide, D-(+)-
glucose, Potassium Chloride, Calcium Chloride, Sodium bicarbonate, Taurine, Sodium Pyruvate,
Sodium dihydrogen phosphate(monobasic), Magnesium sulphate heptahydrate, Tri sodiumcitrate
dihydrate, Ethylenediaminetetraacetic acid (EDTA).

Dat tiéu chuan chit lugng quéc té 1SO, CE hoaqj tuong duong, da duge kiém tra vé doc tinh déi véi
phéi, dam bao an toan sir dyng trén tring va phdi ngudi, thdng qua mot sé test chuyén dung nhu:
D dugc kiém tra v4 trung (Ph. Eur., USP)

P dugc kiém tra 4p lyc thim thiu (Ph. Eur., USP)

D3 dugc kiém tra d§ pH (Ph. Eur., USP)

Da dugc kiém tra déc t6 < 0.1 EU/ml (Ph. Eur., USP)

Da duge kiém tra ty I¢ séng cua tinh tring

Hép 60ml

CooperSurgical
Origio

Pan Mach

Lo
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Moi trudmg rira tinh tring

(Ferticult Flushing
Medium 3 x 100ml

)

Méi trudmng dung dé rira tinh triing trong chudn bj tinh tring cho hd trg sinh san. Ngoai ra duge str
dyng lam méi truong choc hut va nira nodn, chuyén phéi trong céc ky thudt hé trg sinh san. Thanh
phén: bicarbonate, mudi sinh 1y, glucose, lactate va huyét thanh ngudi (4.00g/L). Gentamicin
Sulphate c6 thé bd sung theo yéu cdu (10mg/L). pH: 7.3 - 7.6. Do tham thiu: 270-290 mOsm/kg. Do
v6 tring SAL: 10-3. N§i doc 6 : < 0.25 EU/mL. Thir nghi¢m trén phéi chugt > 80% phdi thanh phéi
nang sau khi tiép xtic 30 phit ¢ giai doan hop tir, Albumin

Dat chuén FDA (M¥), EMEA (Chau Au) hoic twong duong

Hép 3x100ml

Fertipro

Bi

Lo
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Moi truong loc tinh tring
(SilSelect Plus 2x 50ml)

Mai trudong ding dé loc rua tinh trung theo phuong phép Gradient (phuong phdp thang néng do).
Sil-Sclect gom hai 16p loc 45% va 90% thanh phin gém cac hat silica dugc phu silane va huyén pha
trong dém HEPES-EBSS (Earle’s balanced Salts Solution).

Sil-Select khéng doc hai, duge sir dung dé Ioc rira tinh trung trude khi thye hién k¥ thuit bom tinh
tring vao budng tir cung (IUI). Ciing c6 thé sir dung dé lgc rira tinh tring trong k¥ thuat IVF hoiic
ICSL.

Kiém soat chét lugng

-pH :72-7.6

- Tham thau  : 310 - 350 mOsm/kg
-D§ vé tring  : SAL 10-3
-Ngidoctd :<0.25 EU/mL

- Thir nghiém tinh tring con tdn tai : > 80% sbng s6t sau 4 giv tiép xtc

Hgp 2x50ml

Fertipro

Bi
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PHU LUC 2
(Binh kém théng bio ngay 29/03/2023)

Tén vit tu ticu

STT| hao, héa chit Pic tinh ky thujt Quy cach. [Nbin Mguhoge | - .00 | Bom
i v dong goi twong duong vi tinh
xét nghiém
Hoéa chét xét Héa chit ding dé xét nghiém thoi gian o
i % £ = 5x9 mL+ | Instrumentation . R
1 |nghiém APTT  |APTT trong mau huyét tuong ngudi. Pong 5x8 mL LabaRiary I My Hop
(APTT-SP) g6i: Hop 5x9 mL+5x8 mL i
... |Hoa chat dung dich diing dé lam sach trén
Dung dich rira it X o v % ; ; .
2 ltcleanin h¢ thong may xét nghiém doéng mau. Thanh 1 x 500 mL Instrumentation M Ho
Soiution;g phin: Acid clohydric 100 mmol/L. Béng Laboratory IL 4 °P
g6i 1 x 500 mL/Hop
bt Pjoa cl;at dl.lilg diCh E!ung (?e laEn saci.lﬂva
(e tay nhiém trén hé thong may xét nghiém P
3 1 déng mau, thanh phin: dung dich natri I x 80 mL My Hop
Agent/Critical = 5 : ; 2 Laboratory IL
core) hypoclorit chira < 5% clorin. Péng géi | x
80 mL/Hop
Thanh phan: dd natriclorid, natri azide
. i 0 . A | A e : s
D}mg dich pha |( 0'.1.@' H(:a chfxt duﬂng (Te p?a 1oar'1g ‘(t?t It et ) .
4 |lodng (Factor nghi¢m chuin mdy trén hé thong may xét I x 100 mL Ysissentors It My Hop
Diluent) nghiém déng mau. Péng g6i 1 x 100 !
mL/Hp
Héa chét dung dich ding dé xiic rira; thanh
s Dung dichrira  [phan 3(2H)-Isothiazolone, 2-methyl-, 1 x4000 | Instrumentation M Binh
(Rinse Solution) |hydrochloride (1:1)< 0.005 %. Péng géi 1 mL Laboratory IL 4
x 4000 mL/Binh
I3 h.: . A r A - A
dRVVT Confirm Hoa chit ding dé phat hién l-fhang dorjg '
- Lupus (LA) theo phuong phap pha lodng Instrumentation ] .
6 |hodc tuong S 10 x 2 mL My Hop
e noc doc rin Laboratory IL
g Dang: bét kh, dong géi 10 x 2 mL/Hop
. £ 5 A a A ’ ~
ARYNT Sereen i{l?aucsh(aﬁgl)uzﬁeie F;:::‘;;‘ lgnhlghanhgadlzgi [nstrumentation
7 |hoiic twong pus (L pauong puap’p 5 | 10x2mL My Hop
duon noc djc ran Laboratory IL
& Dang: bot khé, déng géi 10 x 2 mL/Hop
s h.{ - s ) .
ﬁ(:;c At b Héa chét dung dé dinh lugng Fibrinogen, Tstraiienttion
] e theo phuong phéap Clauss 10 x2 mL My Hép
Fikirlnogsn Dang: bot kho. Péng g6i 10 x2 mL/H} JAROCHOL
(Fibrinogen C) ang: by ' &8 P
Héa chét xét Hoa chit diing dé xét nghiém thoi gian PT,
nghiém PT ISI= 1,05 5 x 20 mL+| Instrumentation
gl - . [Dang: bt khd va chit dém (hodc chdt pha My Hdp
(RecombiPlasTin |, ‘ . 5x20mL | Laboratory IL
2G) lodng). Béng gdi: 5 x 20 mL+5 x 20
mL/Hgp
Hoéa chét dung dé kiém chuén cho xét
nghiém ddng mau nhu PT, APTT, TT,
Hoéa chit kidm  |Fibrinogen, cac loai yéu td, yéu té Von fastriiienitafion
10 [chudn (Normal |Willebrand, Antithrombin, Plasminogen, 10x 1 mL Tahoratory IL. My Hép

Control Assayed)

Plasmin Inhibitor, Protein S, Protein C,
Hepatocomplex & dai do binh thudmg

Dang: bt kho. Péng gbi 10 x 1 mL/Hop




Tén vit tur tiéu
! 4 in hitu hoi
STT| hao, héa chit Dic tinh ky thuit Qlfy mc,lf o e Xuit xir ]?0:11
- i ) déng gbi twong duong vi tinh
Xét nghiém
Héa chét ding dé chudn mdy cho xét
Hoéa chat chudn nghlim dﬂong: mau nlulrrFlbrmogen, cac loai _
e yeéu to, yéu to Von Willebrand, Instrumentation . .
11 |(Calibration . g : ; 10x 1 mL My Hop
Plasina) Antithrombin, Plasminogen, Plasmin Laboratory IL
[nhibitor, Protein S, Protein C; Déng gbi
10 x I mL
Héa chat dinh
lugng Hoéa chit diing dé xét nghiém dinh lugng Instrumentation
12 F. . ) . £ .A b = v 3 L v A
1brmogen‘rheo Fibrinogen-Clauss. Dang bét kho 105 m Laboratory IL Bs Hop
phuong phap
Clauss
Cl}al kicm ch'u*ng Héa chét dimg dé kiém chudn cho xeét
it ding ik nghiém khéng déng Lupus (LA) & mirc Instrumentation
13 |cho xét nghigm |0 o X1ang dong Lupus (LA) o' 10x 1 mL M Hop
il dbng duong tinh. Dang bt khd. Théi gian 6n Laboratory IL
inh = 24 gi¢
Lupus (LA) ditih gl
S}Eit;:?;n?;?g Hoéa chit dung dé kiém chuén cho xét
14 |xét nglhiém © n’ghiém khén.g dﬁr}g Lu‘p_us.(LAA) (4] -Illl:l'C am 10x 1 mL Instrumentation My Hép
; & tinh. Dang bot khd. Thoi gian 6n dinh > 24 Laboratory IL
khang déng i
Lupus (LA) &l
¢, ik Biokit, SA./Tdy
Chﬂ ¢ h ! X AqrA A . : -u
\ 8t kim chimg Héa chat ding dé kiém chuan cho XN dinh Ban Nha san
diing cho XN . i : g ... |SXx1mL+ £ A s
15 |.. lugng D-Dimer dai do binh thudng va dai xudt cho Tdy Ban Nha| Hop
dinh lugng D- b; . : Sx1mL ;
. do bat thuong. Dang long Instrumentation
Dimer ,
Laboratory/My
Hoa chat diing dé xét nghiém dinh lwong D-
. t - -4 . A ) .
Dtrlner‘ heo Izhur(;mg phitp mie‘:nﬁd;ch do duc, Biokit, SA /Tay
logi trir thuyén tic huyét khéi tinh mach 3x4mL+| BanNhasin
16 |Héa chitdinh  |(VTE) Ngudng > 500ng/mL, do nhay > : x e ciibi s Tay Ban Nhal Hs
lwong D-Dimer  [99.9%, dé dic hiéu > 40%, d tuyén tinh > SRR, - [ E
e 2x 1 mL | Instrumentation
215 - 128000 ng/ml (ché df auto rerun)  iliciatomNg
Hoa chat kém theo chit dém (hojc chét pha el
lo@ing) va chit chudn, Dang long
Héa chit diing II;Ii?)?if:)agteiurfegepgcgign:hgﬂglauss Instrumentation
7 [dé XN di : L “oo | loxSmL y H{
I h: F(?Lnrlllm ik Dang bdt khé. B§ on dinh sir dung sau khi i Laboratory IL by 4
e € hodn nguyén (hoic m& nép) > 7
Hoa chét ding dé XN thoi gian PT, ISI <
18 Hoa chét do thoi 1,05. Dang léng. P 6n dinh sir dungsau |5 x 1 mL + | Instrumentation Mé s
gian PT khi hoan nguyén (hosic mé nép) > 10 ngay [ Sx19mL | Laboratory IL 4 i
& cd nhiét d 2-8 do C va 15 d6 C trén may
Biokit, SA./Tay
Anti-Cardiolipin [Cartridge+| Ban Nha san
19 |1gG hodc tuwong |1 Cartridge+1xImL+1x1mL IxImL+1x1 xudt cho Tay Ban Nha| Hop
duong mL Instrumentation
Laboratory/My

o]



Tén vit tw tidu

. hén hié J
STT| hao, héa chit Dic tinh k thut Quyedeh | Nhan biguhoge || o o o | Bon
] ix dong gdi tuong duwong vi tinh
xét nghié¢m :
Biokit, SA./Tay
Anti-Cardiolipin |Cartridge+| Ban Nha san
20 [IgM hodc twong (1 Cartridge+IxImL+1xImL IxImL+1xI xut cho Tay Ban Nha| Hop
duong mL Instrumentation
Laboratory/My
: Bioki JTéa
Anti-f2 ; iokit, SA./ Tay
Blinneiing ICartridge+| Ban Nha san
g1 [P I Cartridge+1xImL+1xImL IxImL+1x1|  xuitcho  |Tay BanNha| Hop
[gG hoic tuong .
Ao mL [nstrumentation
5, Laboratory/My
Anti-p2 _ Biokit, SA./Tay
e ICartridge+| Ban Nha san
22 Y p, | Cartridge+|xImL+Ix1mL IxlmL+1x1 xuét cho Tdy Ban Nha| Hop
lgM hoidic tuong :
Ao mL Instrumentation
& Laboratory/M§
Biokit, SA./Tay
Multi-Ab . TR Ban I:Iha san . -
23 |Controls hodc 3x2mL+3x2 mL 3%2 mL xudt cho Tay Ban Nha| Hop
tuong duong ’ Instrumentation
Laboratory/M§
Biokit, SA./Téy
— Thanh phan: Kali phosphat, kali clorid, Ban Nha san
D d r g - X £ n ¥
24 (Sm;in:c;i:sfz) chét hoat dong bé mit, natri azide <0,1%. Hi[{;JOO xudt cho Téy Ban Nha| Binh
4 Déng géi: 1x 5.000 ML Instrumentation
Laboratory/M§
Biokit, SA./Tay
Dung dich hd trg g . . . Ban Nha san
: " | Thanh phan: xid, Xit. . "
25 |xét nghiém dong ’a pﬂan Diatrt hydroxid, wre etz 2x250 ML xuit cho Téy Ban Nha| Hop
, Boéng goi: 2 x 250 ML ;
mdu Instrumentation
Laboratory/My
Biokit, SA./Tay
Dung dich rnira 3 ; ; ; Ban Nha san
; ; : lorit
26 |(Cleaning doi Phan }\Iam 'l'.lypoc Oft, nakd 6 x4 mL xuit cho T4y Ban Nha| Hop
. hydroxid. Béng gbi: 6 x 4 mL .
Solution) I[nstrumentation
Laboratory/M§
ABO/Rho(D)
F ‘ i
IO e ohie dhnbiStn i Bing 2 phuong
prii phap huyét thanh mau va hdng ciu méu 24 card/
2 ing C Ro 5 lip Di i An D% 0
! GFoqug Al thanh phan: Anti-A monoclonal; Anti-B hép SU B Begghiostics S Hep
with Auto :
. monoclonal; Anti-D [gM monoclonal
Control hoic
tuong duong
ABO/Rho(D)
d
g‘;;‘:;ng Héa chét dinh nhém hé ABO, Rho(D), el
. X . . . . . z A A
: - 3 -B
28 Canflitiation thanh phan: Anti-A monoclonal; Anti hép Tulip Diagnostics An Bd Hép

Card hoic tuong
duong

monoclonal; Anti-D [gM monoclonal

1C



Tén vt tu tiéu 2 ST e e
STT| hao, héa chit Dic tinh ky thudt Quy caoly f Nt Wi hgHe |l okl o
, o dong goi twong duwong vi tinh
xét nghiém
Héa chit sang loc, dinh danh khéng thé, xét
AHG (Coombs) nghiém hoa hop va xét nghiém khéng thé 24 cardl )
29 |Test Card hodic  |bat thuémg. Thanh phin: Goat Anti Human ho Tulip Diagnostics|  An Db Hop
twong duong IgG antybody; Monoclonal Anti C3d o
antibody
Diluent 2- LISS Dlﬁl[.‘lg d_i(':h cd {ﬁ)ng‘ d¢ ion thap trf)ng f:lung
30 |hodc twong mm.[.]amcm;o rid, s dung trong chc xét 250 ml/chai| Tulip Diagnostics An 191i) Chai
ding nghiém huyet thanh hoc
Bao quan: 2 - 8 d6 C
Rhofinal Anti D |Héa chit dinh nhém mau hé Rho (D) cua
(IgG + IgM) ngudi, thanh phan: Anti D IgM P / & o
3l hodc twong mgonoclonal; Antibody; Anti D IgG R RkIes [IbHpRNpEnastcs I Lo
duong monoclonal Antibody
Dung dich rira vi pha lodng mau
Dung dich pha Thé'nh ph_an: Sodium Chloride 6.38 g/L,
32 |lodng mdu toan Boriesid 10N/l 1x20L Sysmex Singapore | Hép
2 Natri tetraborat 0,20 g/, EDTA -2K 0,20 ;
phan
g/L.
Dong goi 20L/Hop
Thudc thit ¢6 thé lam tan hdng ciu dé xac
dinh 4 thanh phan bach ciu ho#c 5 thanh
Héa chit 1am tan |phan bach cAu va dém t& bio bach cu . A
% hdng ciu Thanh phan: Non-ionic surfactant 0.18%, 1l Sysmex Singapare; | Hop
Organic quaternary Ammonium salt 0.08%.
Déng g6i SL/hp
Thudc thir dé nhudm cac bach cau trong
médu méu pha lodng va ly giai dé x4c dinh
Héa chit nhudm |thanh phin bach ciu ; 1
3 bach ciu Thanh phan: Ethylene glycol 96,9%, gl SySuieX Siagapere | Hop
Methanol 3,0%, Polymethine dye 0,002%.
Béng gdi 42ml x3/hop
Héa chét dinh Tnhuéc thir dz?% xdc dinh ft_r ddng ctia nong
35 |lugng o hemog} ain trf)ng I 1x5L Sysmex Singapore | Hop
He‘mog]obin Thanh phan: Sodium Lauryl Sulfate 1,7g/L. -
Déng g6i SL/Hop
Dung dich rra protein, té bao trong hé
36 |Dungdichrira |théng thuy luc. Thanh phan: Sodium 1x50 ml Sysmex NhatBan | Hop
hypoclorite. Péng g6i SOml/Hop
Dung dich sir dung dé kiém chudn céc cong
thirc mé&u. Thanh phan: Bao gdm céc té bao
Dung dich kiém héng cdu, bach cdu, tiéu cdu va thanh phén .
37 chuin té bao hdng cAu nhan cia ngudi én dinh x5 ml | Sueclysysmex My Lo
trong moi trudng bao quan. Déng gbi
4,5mllo
Thanh phan chinh: Pém mudi TRIS, chit g Beckman
Lo O e Coulter/Trung | Coulter/Trun
18 Dung dich dém  [hoat ddng be miit, < 0,1% natri azide va 4x1.950 ml | Quéc san xuit ¢ Quéc san | Hop
(Wash Buffer) ]0,1% ProClin 300. Péng géi 4 x 1.950 ' £ j
mL/Hop cho Beckmain xudt cho
) Coulter/My Beckman
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Tén vit tu ticu

STT| hao, héa chit Pic tinh ky thuat Quyeich [ Nudnhign Roge: | e g g obon
h i dong géi twong dwong vi tinh
xét nghiém
Co chét phat quang. Thanh phin chinh:
Co chit Dung dich dém chira dioxetane Lumigen 2 =
3 (Substrate) PPD, huynh quang va chét hoat dong bé 4lo0 b Beckoin Coulter My Hop
mit. Pong gbi 4 x 130 mL/Hdp
Héa chat dinh lugng AFP trong huyét
Hoa chét dinh thanh nguoi. Chén doan va theo déi ung . R
) lugng AFP thu tinh hoan, ung thur gan. Pong gdi 2 x 2AS0XN, || Beckiman Coulter My Hap
50 XN/Hop
Chat hiéu chuén £ AT £,
41 |cua h()a-chét Cl?at Ch?.an clid hoa Chaf dioh g AFP. 7x2,5 ml | Beckman Coulter My Hop
dinh luong AFP Déng géi 7 x 2,5 mL/Hop
Hoa chat dinh lugng Total BhCG trong
Hoéa chét dinh huyét thanh v& huyét tuong ngudi. Ding
42 [lugng BhCG trong chin doén xac dinh c6 thai va cic 2x50 XN |Beckman Coulter My Hop
toan phén mot sd bénh lién quan dén chirc ning sinh
san. Bong goi 2 x 50 XN/Hgp
Chét hiéu chuin
xét nghiém djnh |Chat hiéu chuan xét nghiém dinh lugng N .
. liugngBhCG  |BhCG toan phiin. Déng géi 6 x 4ml/Hop bx4ml | Beokman Coulter| My Hop
toan phin
Héa chét dinh lugng nSng d6 Estriol tir do
Héa chat dinh trong huyét thanh ngudi. Ding trong sang " A
M lioaBairiol oo truse sinh ok 2 Boop gt 2xst | 200 0 [Beckman Coulter) My Hop
XN/Hgp
S;;;}g:fghz:uan Ché? hiéu chué'in'ctla I}c")a chét dinh luong AL i !
45 dinh lgng Eslr[:[%iptt_r do. Béng géi 4ml+ 6 x 2,5 6x2,5mL Beckman Coulter My Hop
Estriol tu do :
Dung dich nra may hang ngay. Thanh
Dung dik rifs phﬁn: af:id citric, chat l}loat dong bé n:at I.galton :
46 ( Citranc;x) mang dién tich am, chat hoat dgng bé mat (.8 it Beckman Coulter My binh
khdng mang dién tich. Khéng chira
phosphat. Péng goi | gallon/binh
Dung dich rira may hang ngay. Thanh
Dung dichrira  |phan: chit hoat dong bé mat mang dién ] 5 .
L (Ccmgrrad 70) E)ich am, chit hoat dong bé miat khong mang LLL Beckman Coulter My binh
dién tich, KOH. Boéng goi | lit/ binh
Dung dich kiém |Dung dich kiém tra may: Thanh phan
tra hé théng chinh: Phosphatase kiém, 1% albumin ) .
48 | System Check |huyét thanh b, 0,25% ProClin 300, SR G Gl =55 tep
Solution) < 0,1% natri azide. Péng gbi 6x4ml/hdp
Hoéa chit kidm Héa chat kiém mirc 1 chudn diing cho xét
49 i gy nghiém sang loc trude sinh . Péng gdi 3 x 3x1ml Randox Anh Hép
chuan mirc dd 1 .
I mI/Hgp
Héa chit kidm Hoéa chét kiém mirc 2 chudn ding cho xét
50 I 4 oaa nghiém sang loc trude sinh. Péng gdi3d x 1 | 3 x1ml Randox Anh Hép
chuan mirc d6 2 3
ml/Hop
Hoéa chit kidm Héa chét kiém mirc 3 chuan dung cho xét
51 nghiém sang loc trude sinh. Péng géi3d x 1 | 3 x1ml Randox Anh Hop

chudn miec dd 3

mU/Hop
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Tén vit tir tieu
d . 50 hicu hos
STT| hao, héa chit Dic tinh ky thujt Quycéch |Nhéin hifu hefe | o . | Don
; ix dong goi twong duong vi tinh
xét nghi¢m
Binh |

52 mt.] g 2 x 50 test [ Beckman Coulter Hép

Ferritin
.(t A

53 Cha. c':huan 6 x4 mL |Beckman Coulter Hop
Ferritin
Chat kiém chiimg

54 cho‘(iac xe‘tx T Mlcmgen_lcs My in
nghi¢ém mién Corporation
dich mirc 1
Chét kiém chimg
cho cac xét Microgenics .

55 oH .x 1 x5ml ! My Lo
nghiém mién Corporation
dich mirc 2
Chit kiém chimg

- . :

56 C 0.(‘:ac ;v(e?tz 1x5ml Mlcrogenlics My Lo
nghiém mién Corporation
dich mirc 3

Beckman Beckman
Dung dich rira ; % ; Coulter/Ai-len | Coulter/Ai-
e ra hé thong, D6 5 ; . £
57 [hg thong (Wash Dung C}*Ch RhE hang. Bng ot 1x5l1 san xuat cho len san xuat | Binh
b 1x51/Binh -
solution) Beckman cho
Coulter/My Beckman
Beckman Beckman
; ba chit di xét nghiém di i Coulter/Aj-
Héa chét dinh Hoa'chat cfiung cho xét nghu;’m d_m{] lugr'lfg 4x12ml +4x C?ulter/:m len .er : |
58 feonis ALT alanin aminotransferase (ALT). Péng géi il sdn xuat cho len sén xuat | Hop
HoE 4x12ml+4x6ml/Hop Beckman cho
Coulter/My Beckman
Beckman Beckman
- ba chat diing cho xét nghiém di /Ai- Coulter/Ai-
Hoa chit dinh Hoa chat d.ungc 0 x€t nghiém dmh‘ lu(_mfg: dsinlidsh C(?u[ter‘ i-len 0 ‘ r : )
59 {wong AST aspatat aminotransferase (AST). Péng géi ool san xuatcho | len san xuat | Hgp
ne 4x6ml+4x6ml/Hop Beckman cho
Coulter/My Beckman
Héa chit dinh Beckaun - |, Bebkman
- Calci Chét thir dung cho xét nghiém dinh lugng Coulter/Ai-len | Coulter/Ai-
60 (C'alcgium Calci trong huyét thanh, huyét tuong va 4x15ml san xudt cho | len san xuét Hop
— nuéc tiéu ngudi. Péng gbi dx15ml/Hop Beckman cho
Coulter/My Beckman
Beckiman Beckman
: : £ 0t : ; ; t i- Coulter/Ai-
Héa chét dinh Hoéa chat dung cho xét nghiém dinh lugng | 4x5Iml+dx C(fll[ er/;Al e u. £ .
¢l lugng Creatinine |Creatinine. Péng g6i 4x5 lml +4x5 I ml/HS 51ml SAIL Xt o ot ERRUE |- Hip
POR ’ €8 ’ op Beckman cho
Coulter/My Beckman
Chét hidu chin Denkasaikes Denka
duing cho xét Chit higu chudn gdm 5 lo twong ing véi § Co.. Ltd /Nhit Seiken Co.,

62 nghiém CRP mic: 2, 3,4, 5, 6 dung Calib cho xét 5x2ml Ban ';z,m ‘<.u b c£h0 Ltd./Nhét 1
(CRP Latex nghiém xét nghi¢m dinh lugng CRP; déng | (Slevels) Beckman | BAn sin xudt P
Calibrator g6i 5x2ml/hép Coulter/ity cho
Normal (N) Set) Y Beckman




Tén vt tw tidu . S 5 )
STT| hao, héa chét Dic tinh ky thudit Quy vaeh’ (NMARBIGROREN e Hon
7 - E dong goi twong duong vi tinh
xét nghiém '
€. O ; I Beckma
Héa chat dinh Hoa chat ding cho xét nghiém dinh lugng Beckma,n Y n.
ST cre =t 5 £ % Coulter/Ai-len | Coulter/Ai-
lugng Bilirubin  |Bilirubin truc ti€p trong huyét thanh, huyét | 4x20ml+dx \ p : £ a

63 K s G A san xudtcho | lensan xuat | Hop
truc tiép (Direct [twong ngudi ; dong géi 4x20ml 20ml
Bilirubin) +4x20mI/H{ Becimn i

P Coulter/My Beckman
Hoéa chit ding cho xét nghiém dinh luong Beckman Beckman
; huyé ét i- Coulter/Ai-
Héa chit dinh Gll‘lCO%,E! trong, uye.t,tlhailh, lu:ye ‘tuc_mg, | axosmirax C(?ulter/;m len u' er : '

64 nuoc tieu, mau ly giai hong cau va dich ndo san xudt cho | len san xuat | Hop

lugng Glucose ; Al o 12.5ml
tiy ngudi ; déng goi Beckman cho
4x25ml+4x12.5ml/Hp Coulter/My Beckman
Beckman Beckman
, ba chit di it nghiém di i- Coulter/Ai-
Héa chét dinh Hf)a chat dun% cho xét ngh:cm dinh luo‘n.g i Sty Cc‘;ulter/‘Ar len oul er l :
65 lwong st (Iron) Sit trong huyet thanh, huyét twong nguoi ; 15ml san xuat cho | len san xuat | Hop
we dong goi 4x15ml +4x15ml/Hop Beckman cho
Coulter/My Beckman
¢ : Beckm
Héa chat dinh Hoa chat ding cho xét nghiém dinh lugng Beckmafn - an.
S s B h £ 5 Coulter/Ai-len | Coulter/Ai-
lwgng Bilirubin  [Bilirubin toan phan trong huyét thanh va dx15ml+4x ) < . £ A

66 | i "5 £ e, z san xudt cho | len san xuat [ Hop
toan phan (Total |huyét twong ngudi .Déng goi 15ml
Bilirubin) 4x15ml+dx1Sml/HG ek i

‘ ' 23 Coulter/My Beckman
" ¢ Beckn
i Coﬁft{'e:lr\;;lﬁnl n Co?lclte;firi-

67 lugng Protein Héa chét diing cho xét nghiém Total 4x25ml+4x - che len san xudt | Hs
toan phan (Total [Protein. Déng géi 4x25ml+4x25ml/Hop 25ml © P
Protein) Beckman cho

Coulter/My Beckman
Beckman Beckman
Héa chét dinh Héa chit ding cho xét nghiém dinh lugng Coulter/Ai-len | Coulter/Ai-
: . A o 4x20ml+4x ’ £ ; £ £

68 |luong Triglyceride ; dong goi 4x20ml+4x5ml/ Sl san xudtcho | lensan xuat | Hop

Triglyceride Hop Beckman cho
Coulter/My Beckman
Beckman Beckman
Hoa chét di < ; i- Coulter/Ai-
G el ok Hoa chat ding cho xét nghiém Urea/Urea 4x53ml+ C(?ultenlA: = ; " ;l .

69 [lugng Urea/Urea itfoee - dfng et 4x53ml LS mlis 4x53ml san xudt cho [ lensian xuat [ Hop

nitrogen L ; P ’ Beckman cho
Coulter/My Beckman
Beckman Beckman
. '3 A - 3 e s . a1 C It _/A-_
Héa chét dinh Ha.a cha't dun'g cho fet nghiém dinh lugng 4xd2.3ml+4 C(?ulter/‘Al len Ou‘ er j )
70 lrane Ubie Acid Uric Acid ; dong goi <17.7ml san xuat cho [ len sin xuat [ Hop
e 4x42.3ml+4x17.7ml/Hép Y Beckman cho
Coulter/My Beckman
Bio-rad Bio-rad
Chét kiém chtmg |Cht kidm chitng dang déng khé cho céc Laboratories/My | Laboratories/
71 |sé 1 (Control x€t nghiém sinh héa thudng quy; déng géi 1x5 ml san xudt cho | My san xudt Lo
Serum 1) 1x5ml/Lo Beckman cho
Coulter/Ai-len | Beckman
Bio-rad Bio-rad
Chat kiém chimg |Chdt kiém chirng dang déng khd cho céc Laboratories/M§ | Laboratories/

72 |s6 2 (Control xét nghiém sinh héa thudng quy; déng goi 1x5 ml san xudtcho | MY san xudt Lo

Serum 2) Ix5ml/Lo Beckman cho
Coulter/Ai-len | Beckman
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Ten vit tu tiéu

Quy cach

Nhiin hiéu hojc

DPon

STT| hao, héa chit Diic tinh ky thuat i Xudtxie | .,
" on : dong goi tuong duong vi tinh
xét nghiém
Chit kiém chimg » Cliniqa
. Cliniqa .
cho cic xét g . | Corporation/
k. .x £ ok . e . .x Corporation/My e %
7 nghiém mién Chat kiém chimg cho cdc xét nghiém mién tonl ikt ehe My san xuat .
dich do d¢ duc  |dich do dd duc; déng gbi 1x2ml/Lo e ke cho e
Beckman
(ITA Control Gt Beckman
Serum Level 1) OURSIFALIEN | coulter/Ai-
Chit kidm chimg i, Cliniga
R Cliniqa .
cho cdc xét . _ | Corporation/
o .x L0atea ; T - % Corporation/My e £
74 nghiém mién Chat kiém chimg cho cdc xét nghiém mién i mil shnsnbecti MY sén xuat s
dich do d§ duc  [dich do dd duc; déng géi 1x2ml/Lo =l Al cho :
Beckman
(ITA Control Coulter/Ail Beckman
Serum Level 2) OUREHALIEN | Coulter/Ai-
Chat kiém chimg T Cliniqa
S Cliniqa ¥
cho cdc xét ¥ . | Corporation/
- .x i pod ’ i i .x Corporation/My g ol
75 nghiém mién Chat kiém chimg cho céc xét nghiém mién 1x2 ml AR Eho My san xuat Lo
dichdo d¢ duc  |dich do d duc; déng gbi 1x2ml/Lo : i cho .
Beckman
(ITA Control R Beckman
Serum Level 3) OURCHALIN 1 Coulter/Ai-
Chét hiéu chudn |Chét hiéu chuin cho cac xét nghiém sinh Bio-rad Bio-rad
cho cdc xét héa thudng quy; thanh phan: huyét thanh Laboratories/My |Laboratories/
76 |nghiém sinh héa |ngudi, héa chét va cic enzym thich hop c6 1x5 ml san xuitcho |Mysanxudt [ Lo
(System nguén géc tir nguoi, dong vét, thuc vat; Beckman cho
Calibrator) dong géi Ix5ml/Lo Coulter/Ai-len | Beckman
Chat chudn dién
giai mirc gitra Chat chuén dién giai mirc gilra; dong goi : R
x2. B
77 (ISE Mid 1x2.000m}/Binh 4x2.000 ml | Beckman Coulter Ailen inh
Standard)
dich d¢ < e
C?l.::?gck:;tlgfm Hda chét dém dién giai; thanh phan:
78 gﬂ .~ ... |Triethanolamin 0.1mol/L, chit bao quan, 4x2.000 ml | Beckman Coulter Ailen Binh
nghi¢m dién gidi | 4 o u6i 1x2.000mY/Binh
(ISE Buffer) S
Héa chét dién
giai cho dién cuc |Hoéa chit dién giai cho dién cyc tham ; "
79 1 .z , 5 b 1.000 ml
tham chiéu (ISE |chiéu; déng go6i 1x1.000ml/Binh o | A, 2l Bl
Reference)
Roche Roche
Héa chat ding cho xét nghiém dinh lugng | 2x37,5ml+ | Diagnostics | Diagnostics
20 Hoéa chit dinh  [Hemoglobin A lc( HbA lc) trong méu toan | 2x7,5ml+ GmbH/Germany | GmbH/Germ Ha
lugng HbA lc phin ctia ngudi ; déng géi 2x37,5ml + 2x34,5ml+ | san xudtcho |any san xuat P
2x7,5ml + 2x34,5ml + 5x2,0ml/Hop 5x2ml cal Beckman cho
; Coulter/M§ Beckman
Roche Roche
Dune dich 1 Dung dich ly giai hdng ciu diing cho xn diagnostics diagnostics
g‘ S .. |HbA Ic; thAnh phan: Tetradecyl GmBH- Pirc san |GmBH- Birc .
81 |giai ding cho xét | . . ; 1.000 ml £ . £ Hop
nghism HbAle trimethylammonium bromid 9g/L; xuat cho san xuat cho
j Iml/mdu; déng gbi 1.000mI/Hp Beckman coulter | Beckman
-Mi Coulter -Mi
Hoéa chét kiém 2x Iml+
‘4 nohia < o i 2
82 |chimg HbAlc 8(1: (;::1(: i“;_ i;%tlﬁ[_n]lﬁHbA Le; dong 2612 lo 2x1ml Cszlr:;rtl?;ry New Zealand| Hop
mic do 1&2 > °p (2 levels) ¢
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Tén vit tur tiéu
3 i in hié 5
STT| hao, héa chit Dic tinh kj thuat Quy efch | Nhan biew hofie | | o g o 1| Bom
I = ddéng goi twong duong vi tinh
xét nghié¢m
Beckman Beckman
5a chit di . . i- Coulter/Ai-
LA Héa chit duiing cho xét nghi¢m dinh lugng Cc?ulter;;Al Sn , " : A
83 [luong Cholesterol: déng g6 4x22. Sml/hd 4x22,5ml [ sanxuatcho |lensanxudt [ Hop
Cholesterol »CONER : P Beckman cho
Coulter/My Beckman
Dung dich rira . 3 :
. h rira; tha :H - ; :
84 |(Cleaning ung d!,c mi}_ Banb h,a s Byphea i 450 ml | Beckman Coulter Ailen Binh
: 10%; dong goi 500ml/binh
Solution)
Chét chudn
A ’ C A A .(t th ]_h - LA ,r
85 huyét thanh- muc |Chat chuan huyet thanh mitc cao; dong goi (%100 1l | Beckinan Coiilte Ailen to
cao (ISE High 100ml/lo
Serum Standard)
Chét chuén
huyét thanh mirc [Chat chuan huyét thanh mitc thdp; déng goi ; .
86 thép (ISE Low | 100ml/lo 1x100 ml |Beckman Coulter Ailen Lo
Serum Standard)
Chéit thir cho xét Denka Seik Lagnks
ng‘hjém d;’ n}:’ " |Chét thir cho xét nghiém dinh lwong ndng C:“ Latd Z:Jf:t Seiken Co.,
* 4" . |dd Protein phan tmg C ( CRP Latex) trong |4x30ml+4x | . ~. " . ° Ltd./Nhét .
87 [lugng nong do £ - £ o Ban san xuatcho |, : | Hop
. - . [huyet thanh va huyét twong ngudi , Péng 30ml Ban san xuat
Protein phan ting 61 4x30ml+4x30mUhd Beckman ol
C(CRP Latex) |[5°'™ : P Coulter/My
Beckman
Beckman Beckman
i R Hoéa chat dinh lugng Albumin trong huyét Coulter/Ai-len | Coulter/Ai-
Hoa chat dinh . 2 W . , £ ; £ x
88 3 thanh hodc huyét twrong ngudi, Bong géi 4x54ml san xuat cho | len san xuat | Hop
lugng Albumin N
4x54ml/hop Beckman cho
Coulter/My Beckman
Hoéa chat dinh Hop 100 2 ‘ .
% lituh CrP test (sml) |  Dialab/Ao Hop
* Héa chét xét nghiém chi tiéu G6PD ding
cho sang loc thiéu men G6PD bém sinh &
tré so sinh .
* Sir dung cho miu méu khé trén gidy thim
chuyén dung.
Nteoneital G6PD |+ ASu dung vai hé thong thiét bi ban tur | perkinBimer | |
90 |kit hodc tuong  [ddng. 960 XN/bd Wallac OY Phan Lan bd
dwong * Gi6i han phat hién (LoD) < 0.45 U/g Hb.
» P diic higu phan tich: Nong do
hemoglobin thir nghiém tir < 250g/L khéng
gdy nhiéu dén xét nghiém G6PD.
» Ap dung k¥ thuat huynh quang. Kit thudc
thir cho 10 dia (960 xét nghiém)
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Tén vit tu tiéu
hao, héa chit
xét nghiém

Dic tinh ky thuit

Quy cach
doéng goi

Nhin hiéu hoic
twong dwong

Xuft xi

DPon
vj tinh

91

DELFIA
Neonatal 17a-
OH-
progesterone kit
hodc tuong
duong

* Hoa chit xét nghiém chi tiéu 17¢-OHP
dung cho sang loc so sinh bénh ting san
thuong thin bim sinh

* Sit dung cho mau méu khé trén giﬁy thdm
chuyén dung.

* Sir dung véi hé théng thiét bi ban t
ddng.

* D nhay: Gidi han mau tring (LoB) <
0.46 ng/mL huyét thanh.

« Ap dung ky thudt mién dich huynh quang
str dung céc nguyén to dit hiém nhém
Lanthan. Kit thudc thir cho 10 dia (960 xét
nghiém)

960 XN/bd

PerkinElmer/
Wallac OY

Phén Lan

92

DELFIA
Neonatal hTSH

hogc tuong

duong

* Hoa chét xét nghiém chi tiéu TSH ding
cho sang loc so sinh bénh suy gidp bim
sinh

* Sir dung cho méu mau khé trén gidy thim
chuyén dung.

* Sir dung v6i hé thdng thiét bj ban tu dong.

* Ap dung k§ thuat mién dich huynh quang
str dung cdc nguyén to dit hiém nhém
Lanthan.

* P6 nhay <2 pU/mL mau. Kit thudc thie
cho 10 dia (960 xét nghiém)

960 XN/bj

PerkinElmer/
Wallac OY

Phin Lan

Neonatal GALT

93 [kit ho#c trong

duong

* Hoa chit xét nghiém chi tiéu GALT ding
cho sang lgc so sinh.

» Str dung cho mdu méau khé trén gidy thim
chuyén dung.

* Sir dung véi hé thdng thiét bi ban tu dong
Ap dung k¥ thudt huynh quang.

* Gidi han phét hién (LoD) trung binh <
1.65 U/g Hb.

* D§ déc hiéu phén tich: Néng do
hemoglobin trong khoang 120 - 194 g/L
khong anh huéng dén phép do hoat do cuia
GALT.

960 XN/bd

PerkinElmer/
Wallac OY

Phin Lan

94

Neonatal

Phenylalanine
kit hodc twong
duong

* Héa chat xét nghiém chi tiéu
phenylalamine ding cho sang loc so sinh.

* Str dung cho mau méu khd trén gidy thdm
chuyén dyng.

* Sir dung v6i hé thng thiét bj ban tw dong
Ap dung k¥ thudt huynh quang.

* DB§ nhay phén tich < 0.45 mg/dL.

» D ddc hiéu phan tich: Nong dé
hemoglobin > 150 g/L téi < 200 g/L khéng
gdy nhiéu t6i xét nghiém

960 XN/bo

PerkinElmer/
Wallac OY

Phén Lan

17



Tén vit tu tiéu

Quy cach

Nhién hiéu hoiic

DPon

STT| hao, héa chit Dic tinh ky thuit o Xudtxia |
E - déng goi twong dwong vi tinh
xét nghigm
Sunrise
Thanh phin: Nhya Toohaslagls
. P i S o Hop 2400 |SA/Tay Ban Nha .
95 |Vét chira mau Céng phan ‘mg ding cho mdy déng mdu . , £ Hop
A e cong san xuat cho
Dang 4 cong lien khoi trén mot thanh .
Instrumentation
Laboratory IL
Sunrise
Hop 1400 | Technologies
96 Vat/’congiCuvette Thanh phin: Nhya cuvel‘t‘ffs SAf’Tay E;an Nha Hop
s chira mau (100 dai x san xuat cho
14 cuvet) | Instrumentation
Laboratory IL
iy s Giéng phan (mg diing d& chira miu va Hép 16 x - :
h 5 2 e 03 . Beckm
97 |Gieng phan img thudc thir trong quy trinh chan dodn in vitro 98 céi eecan Coulicr My Hop
MEUS S.r.L/Y
; 4 anh phan: Pol : ich ii 1000 in xui ; :
98 |Chec dymg miu Thanh phan: Polystyren (PS). Dung tic Tai 1;0 san xuat cho v Tdi
2ml coc Globe
Scientific/My
Gidy tham dugec tich hop trén phiéu dd in
siin trude. C6 bé mat ddng nhit dé thu miu
méu, dudng kinh diém mau khé 15-17mm,
- A A =% £ .
A am tir chét ligu 1002 j . . . .
g [Dhed byl |desRurdrehatloo leeoton., | sesinom | BokinSine: My &
mau kho » Str dung tham mau mau khé tiéu chuin
ding cho sang loc so sinh;
* C6 dinh dang tiéng Viét va dugc thiét ké
dé khong dugc stra dbi.
: i - : . Becton
100 [Kimchfeh gy | 0L ds0 sAa2.0mun x tong L.3mimy HOp200 by tinson/HTL-|  Balan cai
* Cho phép thu téi S00puL tir 1 1an chich cai Strefa

1&






PHU LUC 3
(Pinh kém thdng bao ngay 29/03/2023)

Tén viit trry té, héa
chiit xét nghiém,

Nhin higu

Quy cich dong

Don vi

. z A Tén ti i fic tinh ky thuit hod ;
STT sinh phkil chign én thwong mai Diic tinh ky thud D,}tr:;;ﬁng g6 tinh
dodn invitro g
9 . R B . H - x . A (I »
| Sample Preparation Sample Preparation hodc Dun.% dich chuan bj mau xét nghiém HPV, diing cho 240 xét Roche 240 test/hop Hop
hodic tuong duone tuwong duong nghié¢m.
- = 5 . - T . A . ’
2 Wash Buffer hodc Wash Buffer hofic tuong Dun_g‘ dich rira mau xét nghi¢m HPV, diing cho 240 xét Roche 240 testhop Hop
twong duong dugng nghiém. 3
Kit khuéch dai va phét hign CT/NG diing cho may xét
nghi¢m sinh hoc phén tr. Thanh phédn chinh: CT/NG MMX
3 CTfNQ Amplification / CT/N(? Amplification / (Mﬂs.ter Mi.x), CTI"NG Mn (Manganese acetate Roche 240 test/hap Hap
Detection 240 tests Detection 240 tests solution). Tiéu chuan chit lugng: CE-1VD, I1SO 13485. Bio
quan 0 2-8 oC.
Rin auin 2-8n(" =
Bo hoa chat kiém chudn xét nghi¢m CT/NG diing cho may
xét nghiém sinh hoc phan tir. Thanh phdn chinh:
4 |CT/NG Controls IVD [CT/NG Controls IvD . [CT/NG(+)C (CT/NG Positive Control), (-)C (Negative Roche 10 sets/hop Hop
control). Tiéu chuan chat lugng: CE-1VD, ISO 13485. Bio
quan & 2-8 oC.
BRan anan 280 . 5
; Dung dich pha lodng héa chit kiém chudn xét nghiém
5 C'_l"/NG Controls CT/NG Controls Diluent CT‘ING fit'mg cho mdy x¢ét ngl'?iém sinh' ‘h(_)c ph:‘m n‘:‘.Thénh Rbcha 10 sets/hp Hop
Diluent 1VD IVD phan chinh: CDIL (Control Diluent).Tiéu chudn chat lugng;
GPNK SO/BYT-TB-CT CE-1VD_I1SO_Bdo guin 2-80C
6 |Dfaphin img 0,3ml 3{;"_’;‘12“:3%30;3;;" Dia chay PCR 0,3ml. Thanh phin chinh: Nhua. Roche 50 caifthing | Thing
Pau con 1w W
. X . Bau con Iml. Thanh phan chinh: Nhuya. st -
LA s (TipCORETIPS with  |yya,: chul CE, 1S0 13485 ok tuomg ditonig 5 SRsnG ||, Hry
Filter lml) 2
o psah X | Diatich mau trén may tyr = ik x § K S
g Bia tich mau trén may o E?ta tach{mau 1.éml. Thanh pilan chinh: Nhya. el 50 céifthing Thiing
tr dong n Tiéu chuan CE, ISO 13485 hodc twong duong
. (Extraction plate 1‘6 mb) - g
Khay chira hoa chat Khay chira hoa chat 50ml | Khay chira héa chat SOml. Thanh phan chinh: Nhua. s ;
9 : Roch 200 cai/tt
50ml (Reagent reservoirs 50ml) |Tiéu chuan CE, ISO 13483 hoic twong duong oy SHE Thiloe
Khay chira héa chat Khay chira héa chit 200ml |Khay chira héa chdt 200ml. Thanh phin chinh: Nhya. s .
: h i/th Th
0 200ml (Reagent reservoirs 200ml) | Tiéu chuan CE, ISO 13485 hodic tuone duong i 100 cdi/thiing e
Dung cy ldy miu nwéc tiéu cho xét nghiém CT/NG cho
. s sa . A . A i .
cobas® PCR Uri . miy xét nghiém sinh hoc phan tir. Thﬂnl:l phan chinh: e )
11 = cobas® PCR Urine Sample|Guanidine hydrochloride. Tiéu chudn chét lwgng: CE-IVD, Roche 100 cdi/thiing Thiing

Sample

SO 13485. Bio quan & 2-8 oC.
Ban audn 15:250C







PHU LUC 4

(Dinh kém thdng bao ngdy 29/03/2023)

Tén vit tuy té,

héa chit xét iNhan i
STT Tén thuong mai Pic tinh ky thuit hoic tuong Quy cach déng géi | Pon vi tinh

nghiém, sinh phin Swons

chiin do4n invitro i
Estradiol III( dinh lugng me w:mwm@qum%%qﬁm@% ek N

1 Estradiol estradiol trong huyét thanh | NS P mb a1 § the don dong gestradiol 4 qu Roche 100 test/hop Hép
£ " biotin (thd): 2.5 ng/mL va 4.5 ng/mL; mesterolone 130 ng/mL.
va huyét twong ngudi) ! .
Tiéu chuin CE, 1SO 13485 hoic tirone diwone

Estradiol TL Galsat Chat nw:mw xét :mr.mma m?.r lugng mmqm&o_. . ,

A S ) 11(chuén dinh lugng xét ,_,wwur phan: Estradiol (téng hop) .<9 hai khoéng néng d6 (khoang bR, . e
nghiém mién dich Elecsys 73 pmol/L ho#c 20 pg/mL va khoang 7340 pmol/L hoic 2000 oche X1 mihop Op
estradiol 1) pEil.

Tién chydn CE TISO 13488 hofic tirone dirome
Elecsys Prolactin II{ dinh Héa chat M::: luong _.umo_mnc:. . R
- Thanh phan: Khéng thé don dong khang Prolactin danh diu biotin
. lugng prolactin trong ” 5 . 4 ; N
3 |Prolactin By va e Am::oc.ouwamﬁ khéng thé don dong khéng Prolactin (chudt) dénh Roche 100 test/hop Hép
twong ngudi) %.E EEo. op ruthenium.
Tién chuin CE 1SO 13485 hofc hirone dirone
_ |Chét chuan xét nghiém dinh lugng Prolactin
Prolactin II CalSet ( chuan Thanh phén: Prolactin (ngudi, téi t hop, tir E. coli) véi hai khoang

4 |Prolactin CalSet  |xét nghiém dinh lugng ndng do (khoang 2 uIU/mL hotc 0.09 ng/mL va khoang 2000 Roche 4x1 ml/hop Hop

Elecsys Prolactin II) uIU/mL hoc 94 ng/mL) trong dém huyét thanh ngura.
Tién chun CE IS0 13485 hodc hirono dirome
Elecsys Progesterol Héa chat dinh luong Progesteron

5 Progesterone II{(dinh E.m.sm _unomomﬁ_.ah 1;&5 v:mm” Khéng thé don dong khéng progesterone danh dau Roche 100 test/hdp Hép
trong huyét thanh va huyét |biotin (chugt) 0.15 mg/L.
firome neqrdi) Tiéu chuin CE.1SO 13485 hoic tirone dirone

Chit chudn xét nghiém dinh lugng Progesterone.
Progesterone II CalSet Thanh phan: Progesterone (tir thuc vat) véi hai khoang ndng dé

6  |Progesterone CalSet|(dinh lugng Elecsys (khoang 0.6 nmol/L ho#c 0.2 ng/mL va khoang 169 nmol/L hoic Roche 4x1 ml/hép Hop
Progesterone) 53 ng/mL) trong huyét thanh ngudi.

Tign chndn CE 1SO 13485 hofic firone dirome
m_nnmu\mumoﬁ+cm\§aw=: Héa chit dinh luong téng cua kich té sinh duc mang dém cla ngudi
lwong tong cita kich to (hCG ) va tiéu don vi beta hCG trong huyét thanh va huyét twong
sinh duc mang dém cta ngudi
7 |HCG+B ngudi (hCG ) va tiéu don Roche 100 test/hop Hép

vi beta hCG trong huyét
thanh va huyét tuong

noesyil

Thanh phén: Khéng thé don dong khing hCG dnh déu biotin
(chudt) 2.6 mg/L
Tiéu chuén CE, ISO 13485 hoic tuong duong.
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Tén vit tuw y té,

héa chit xét e
STT 2 i 2 Tén thuong mai Dic tinh ky thuit ho3ic tuong Quy cich déng géi | Pon vi tinh
:m—...:.&:u sinh phin Wi
chin dodn invitro
AMH (dé dinh hrong néi Woﬂ QUMW &_w: lwong nbi Mmﬁ t6 anti-Mullerian (AMH) trong huyét
ok I8 e ] thanh va huyét trong ngudi _
17 |AMH %ﬁ%;ﬂ“ﬁﬂﬁ: anh | Thanh phin: Khing thé don dong khéng AMH danh du biotin Roche 100 test/hdp Hop
va huyét tuong ngudi ﬁn.rcos ﬁo merk
Tién chudn CE 1SO 134835 hofc hrono diromo
: Chat chuan xét nghiém dinh lwong AMH
AMH Calset(chuan xét Thanh phén: AMH véi hai khoang néng d6 (khoang 0.04 ng/mL
18 |AMH CalSet nghiém dinh lugng ho#c 0.28 pmol/L va khodng 8 ng/mL ho#c 60 pmol/L) trong huyét Roche 4x1 ml/hép Hop
Elecsys AMH) thanh ngua.
Tién }m_m: CE_ISO 13489 ho#c tiromo dirone
. Chat kiém tra chét lugng xét nghiém mién dich AMH
Preci Control AMH (ki€m | Thanh phén: AMH v6i hai khoang ndng 4 (khoang 1 ng/mL hosic
19  [Preci Control AMH |tra chét lugng xét nghiém |7 pmol/L va khoéng 5 ng/mL hodc 35 pmol/L) trong ::v\mﬁ thanh Roche 4x2 ml/hép Hép
mién dich Elecsys AMH  |ngyra.
Tién nr:m: CE IS0 13485 hojc tirone dirome
Elecsys CA 125 II( dinh  |Héa chat dinh lugng quyét dinh khing nguyén phan tmg OC 125
luong quyét dinh khéng trong huyét thanh va huyét tuong ngudi.
20 |CA 125 nguyén phan tng OC 125 |Thanh phin: Khang thé don dong khang CA 125 danh déu biotin Roche 100 test/hop Hép
trong huyét thanh va huyét |(M 11; chuét) 1 mg/L.
nrome neirdi) y Tidy ﬁr:m;.j CE IS0 13485 hoic tirone dirone
CA 125 I CalSet (chuan  [Chat chudn xét nghiém dinh lugng CA 125
21 |[CA 125 CalSet  (xn dinh lugng Elecsys CA |Thanh phén: gdm CA 125 cal 1 va CA 125 cal 2 Roche 4x1 ml/hop Hop
125) Tiéu chuén CE, 1SO 13485 holic tuong duong
PreciControl vqnenonqw_ dh o ; Chét kiém tra chét lugng cac xét nghiém mién dich
22 |Tumor Marker Maclcer AKE‘B n‘m.msm.” = |Thanh phin: Huyét thanh chimg déng kho 14y tir huyét thanh ngudi. Roche 4x3 ml/hop Hop
hofc tuong duong :.Esw Ga¢ et nphiem it Tiéu chuén CE, ISO 13485 hoic tuong duong.
dich Elecsvs) - - _
~ |Universal Diluent Thanh phan: Hén hop protein; chat bao quén <0.1 % . - .
= ho#c trong duong 2 Tiéu n::m.u.. CE, GOQJ %Amm hodc turong duong. L nipmilip Kop
ISE cleaning Thanh phan: Dung dich natri hydroxit 12% v6i dung dich natri
24 |solution Clean 0 hypochlorid < 2% hoat tinh CL Roche 5x100 ml/hdp Hop
ho#c twong duong Tiéu chudn CE. ISO 13485 hoic twone dugne, _.
Elecsys free BhCG(dinh 14, ciét dink lwong BhCG tr do (tibu don vi beta tir do ciia kich t6
Eosm.msom b aomw_oz. sinh duc mang dém & ngudi) trong huyét thanh ngudi
25  |Free HCGbeta don vj beta tr do cakich |7y30, phan. Khéng thé don dong khéng BhCG dénh ddu biotin Roche 100 test/hdp Hop

tb sinh duc mang dém &
ngudi) trong huyét thanh

nordyi

(chudt) 3.5 mg/L.
Tiéu chuan CE, ISO 13485 hoc twong duong.
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Tén vit tuy té,

héa chit xét ThAw higu
STT o : P Tén thuwong mai Dic tinh ky thuit hode tuong Quy cdch déng géi | Pon vi tinh
nghiém, sinh phin Birrus ?
chin do4n invitro HEHE
Dung dich rira diing dé rira bo phat tin hiéu dién héa
56 |CleanCell M hodc 0 Thanh phan: KOH 176 mmol/L (twong tmg véi pH 13.2); chit tiy Roche 2x2 L/hép Hop
tuwong duong <1 %.
Tiéu chuin CE. ISO 13485 hodic hrone dwone
Thanh phén: dém phosphate 300nmol/L; tripropulamine 180
P 1 M ho# 7 2
gy [CRocelildheie . 4o mmol/L; chét ty <0.1%. Roche 2x2 L/hop Hop
turong duong os 2 =
Tiéu chuan CE, ISO 13485 hodic tuong duong, 1
Dung dich rira ding dé loai bé céc chat 6 tiém ning giy nhiéu viéc
hat tin hiéu
3 PreClean M hoic P e : 2
38 tuong duong ) 0 Thanh phén: dém phosphate 10mmol/L, natri chloride 20mmol/L, Roche 5x600 ml/hép Hép
i chét tiy <0.1%
Tién ...r:m,: CE _ISQ 13485 hoic tirono dirone
Probe Wash M Thanh phan: KOH 176 mmol/L,pH 13.2, chit tdy <0.1% A =
0 ; 3 i Roch 12»
= hoiic twrong duong ‘Em,: nrcm,.ﬁ CE. ISO 13485 hoic twong duong. = Sualiage Sp
_ |Chat chuén xét nghiém dinh luong Free BhCG
Free BhCG CalSet (chuan |Thanh phin: Free BhCG (t4i t6 hop, biéu hién & dong té bao chudt)
40  |Free BhCG CalSet |[xét nghiém dinh luong v6i hai khoang néng d6 (khoing 1 IU/L va khoang 64 IU/L) trong Roche 4x1 ml/hop Hop
Elecsys Free BhCG) huyét thanh ngudi.
Tién chudn CE SO 13485 hojic tirone dirome
. Chiét chuan xét nghiém dinh lugng PAPP-A
PAPP-A CalSet (chudn | Thanh phin: PAPP-A (tir nhau thai ngudi) vé6i hai khoéng néng do
PAPP-A CalSet o s . 3 = e 3 .
41 x€t nghiém dinh lugng (khoang 75 mIU/L va khoang 2500 mIU/L) trong huyét thanh Roche 4x1 ml/hop Hop
hoéc tuong duong ]
Elecsys PAPP-A) ngudi.
Tién n.E_m.: CE 1SO 1348S ho#c tirome diromo
Elecsys HBsAg Il (dinh  |Hoa chat dinh tinh khang nguyén bé mit viém gan B (HBsAg)
tinh khang nguyén bé mit |trong huyét thanh va huyét twong ngudi.
42 |HBsAg viém gan B (HBsAg) Thanh phén: Hai khéng thé don dong khang HBsAg dénh ddu Roche 100 test/hop Hép
trong huyét thanh va huyét |biotin (chudt) > 0.5 mg/L
firome neréyi Tiéu chufn CE_ISO 13485 halic hirono dirone
Wmemoa%_ﬁ ﬁw.ﬁm 1| Chét kiém tra chét lugng xét nghiém midn dich HBsAg
PreciControl VT CAL IRE Thanh phén: huyét thanh chimg HBsAg (ngudi) khoang 0.2 TU/mL
43 mién dich Elecsys HBsAg 2 . 5 8 (ngudi) Roche 16x1,3 ml/hop Hop

HBsAg

IIva Elecsys HBsAg II

anant )

trong huyét thanh ngudi.
Tiéu chudn CE, ISO 13485 hoic twong duong
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Tén vit tuy té,

héa chit xét o
STT %l e ! Tén thwong mai Dic tinh ky thuit hodc twong | Quy cich déng g6i | Pon vi tinh
nghiém, sinh phan a 8
chin do4n invitro S
wﬁnww%:%_w w_ﬂw Mw% Héa chit dinh tinh khang thé IgM khang virut Rubella
- § 1€ "M XU2NS | Thanh phén: Khing thé khang Rubella d4nh déu phirc hop
52 |Rubella [gM virut Wmcn:m,,u.ozm huyét ruthenium > 400 ng/mL Roche 100 test/hp Hop
Eew.,,s huyct tuong Tigu chudn CE, ISO 13485 holic twong duong
Nory
PreciControl PreciControl Rubella IgM MMMHEMQ Qmwnwmﬁ Hﬂmscm xm.ﬁ nmﬂaa Emmw_sﬁwnr 5 oh
53 |RubellaIgM hodc |(kiém tra chét luong xét phan: huy@t thanh chimg Huyét thanh nguti, dwong tinh v6i Roche 8x1 mU/hop Hop
T e khang thé IgM khang Rubella khoang 550 U/mL.
tuong duong nghiém mién dich)
Tiéu chuin CE. 1SO 13485 hodic tirone dirons
Elecsys CMV 18G( dinh 15, chit dinh tinh khing thé IgM khéng cytomegalovirus (cMV)
s |CMVIgMhoge [tnhkhdngtheIgMkhing lyy s, ppan: khang thé don dong khang IeM neudi dénh ddu biotin T b o i
twong duong nﬁoanmmwosq:m (CMV) . |(chudt)> 500 pg/L oche est/hdp dp
trong huyet thanh v huyet |1y, chyjn CE, 1SO 13485 hotc twong durong
firone neirin) : - :
e Y st | Tt v Bt i
55 lsnenone trens iém tra chat lugng x phan: huyé chimng Huyé ngudi, duong tinh véi Roéh 16x1 ml/h H6
fuone _ |nghiém mién dich Elecsys |khing thé IgM Kkhéng CMV, ¥ LR op
> CMV 12G) Tién chudn CE. ISO 13485 hotic tirone dirone
HicCois ﬂZ/\ wmon dinh 1 H6a chit dinh lugng khang thé IgG khang cytomegalovirus (CMV)
ss |CMV IeGhoge [luongkhing the IsG Thanh phin: Khing nguyén dic hiéu CMV dénh du biotin (t4i t& il i ol
twong duong khang oﬁwanmm_o<§m . |hop, E. c 05 > 400 pg/L o est/hop op
frong by thank v Buyet lriey chudn CF, 15013485 hotio hrong dron
hirone nerdid S i _ -
Eilpal U ks gt St i b
57 | 1gG hoic tuon, 0 phan: huyét thanh chimg Huyé i i Roch 16x1 ml/hd Hs
Pl | Khéng thé IgG khang CMV (khoang 25 U/mL), i SRR R
=2 Tiéy nE.S: CE.ISO 13485 hoic firone dirono
Elecsys TSH (dinh lugng  |H6a chét dinh luong thyrotropin(TSH)
58 |Tsu thyrotropin smosm huyét ,;ws,: phén: Khéng thé don dong khdng TSH d4nh diu biotin Roclie 200 test/hop Hop
thanh va huyét tuong (chubt) 2.0 mg/L
nowdi) Tién chudn CE. ISO 13485 hoiic tirone dirone
p Chat chuan xét nghiém dinh luong TSH
TSH CalSet (Chudn xét | Thanh phén: Mét hén hop huyét thanh ngua (TSH Call) va mét
59 |TSH Calset nghiém dinh lugng hén hop :E\Q thanh ngudi véi TSH ngudi (TSH Cal2) & hai Roche 4x1.3 mVhop Hop
Elecsys TSH) khoéng nong dé
Tién chndn CE 1SO 13485 hoic tirome dirome
Elecsys Anti-HCV (Phat . ) )
hién dinh tinh khéng thé ~ |Hoa chét xét nghiém ding dé phat hién dinh tinh khéng thé khéng
60 |Anti-HCV khang virut viém gan vi rit viém gan C (HCV) trong huyét thanh va huyét trong ngudi. Roche 100 test/hop Hop

C(HCV) trong huyét thanh

huvét firome noprdyi)

Tiéu chuin CE, ISO 13485 hoi#c tuong duong
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Tén vit tu y té,

héa chit xét . IYhan hifu
STT . i = Tén thwong mai Pic tinh ky thuit hodc tuong Quy cdch déng gbéi | Pon vi tinh
nghiém, sinh phin
= Sl dwong
chin dodn invitro
Héa chat PC MM 1: PIGF (ngudi, téi td hop, tir E. coli): khoang
: 100 pg/mL; sFlt (phan doan, ngudi, tai td hop): khoang 100 pg/mL
PC Multi hodc . s : ] -
L R 0 PC MM2: PIGF (ngudi, tai to hop, tir E. coli): khoang 1000 pg/mL; Roche 6x2 ml/hép Hop
i sFlt (phan doan, ngudi, t4i td hop): khoang 1000 pg/mL.
Tién chpdn CE SO 13485 hodic firome dirone
Elecsys FT4 1I( dinh luong |Héa chét dinh lugng thyroxine (FT4) tr do
71 |pTa Eu:.wam tw do QOmm Thanh v:m_.ﬁ Khang the da dong khang T4 (ciru) dénh dau phirc Rocks 200 test/hdp Hop
huyét thanh va huyét hop ruthenium 75 ng/mL
tirone newrds) Tiéu chudn CE 1SO 13485 hodic trone dirone
. Chat chuén xét nghiém dinh lugng FT4
FT4 Calset (chuan xét Thanh phan: L-thyroxine v&i hai khoang ndng 6 (khoang 10
72 |FT4 Calset nghiém dinh luong pmol/L hozc 0.78 ng/dL va khodng 45 pmol/L hozc 3.5 ng/dL) Roche 4x1 ml/hdp Hop
Elecsys FT4 II) trong hdn hop dém/protein (albumin huyét thanh bd).
i Tién chudn CE_1SO 13485 hojic irome dirome i
Héa chét dinh lugng Hoa chét dinh lugng Bilirubin toan phén trong huyét thanh va
73 |Bilinsbin toin v:wb w__:,..ccE toan n:m;ﬁoum huyét Eo.mm zmqm_. va qa.ns . . Rochs 250 test/hdp Hop
huyét thanh va huyét Thanh phan: Muéi 3,5-dichlorophenyl diazonium: > 1.35 mmol/L
firome newrdi va tré em Tiéu chuan CE. 1SO 13485 holic twone duone .
Hoéa chit dinh luong Héa chat a%& lueng Bilirubin truc tiép trong huyét thanh va huyét
tonggy v -z turong ngudi
e i Bilirubin truc tiép trong a2 . : & 0
74  (Bilirubin tryc ticp P e phén: Acid phosphoric: 85 mmol/L; HEDTA: 4.0 mmol/L; Roche 350 test/hop Hop
huyét thanh va huyét ; y
twong ngudi Z.mQ. mo.q:.:o L
Tién chpdn CE 1SO 13485 hofc tirome dirone :
i Dinh lugng Calcium trong Eo.m &.Hmﬁ &_nrhw@dm Calcium trong huyét thanh,huyét twong va
75 - huyét thanh,huyét tuong ~ |PUOC Heu nguol Roche 300 test/hop Hép
phan . : Théanh phéan: CAPSO:a 557 mmol/L; NM-BAPTA: 2 mmol/L
va nudc tiéu ngudi ] A
Tiéu chuan CE. ISO 13485 hodc twone dirone :
Héa chit dinh ong I&w nwmz &b:%:@dm Creatinine trong huyét thanh,huyét twong va
Creatinine trong huyét E:Wn i wwq . ) L .
76 |CREATININE thanh huyét brong vaivGe .;w:v phan: Kali hydroxide: 900 mmol/L; phosphate: 135 mmol/L. Roche 700 test/hép Hop
G ; Acid picric: 38 mmol/L.
1€u ngudi : s
Tién nrm_»:.ﬁ;ﬁ ISO 1348S hofic tirone dirgmeo : _
Héa chit dinh lugng H..wom n.:mw .B:r luong Glucose trong huyét thanh, huyét tuong, nuéc
£ tieu nguol
Glucose trong huyet thanh, g K i 2
77 |GLUCOSE s Ririrarss huen e Thanh phan: Bém MES: 5.0 mmol/L, pH 6.0; Mg2+: 24 mmol/L; Roche 800 test/hop Hép
S ATP: > 4.5 mmol/L; NADP: > 7.0 mmol/L
= : B Tién w:__ms CE_TSO 13485 hodc tirone dirone L
SAT HUYET Héa chat dinh lugng sat Héa chat dinh lugng sat trong huyét thanh,huyét tuong ngudi
78 THANH (Fe) trong huyét thanh,huyét Thanh phan: Acid citric: 200 mmol/L; thiourea: 115 mmol/L Roche 200 test’/hép Hép

frong ngudi

Tiéu chudn CE. 1SQ 13485 hoic tuong duong
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Tén vit tw y té,

héa chit xét Nt higu
STT - 5 Tén thwong mai Pic tinh ky thuit hoic tuwong Quy cdch déng géi | Pon vi tinh
nghiém, sinh phin P
chiin don invitro wong
NACI 9% Dil hoic Chat E.E lodng wﬁ: _mmﬁ Chat pha _.,om:m mau két hop véi cac thude thir xét nghiém ; -
38 R hop véi cic thude thir xét | Thanh phan: NaCl 9 % Roche 50 ml/hp Hép
i 5 nehiém Tiéu chuén CE, 1SO 13485 hoic tuong duong
PNaOH-DBasic. .« | ik v NG w“.:m%_% ﬂwg%_waa Mwm T
89 |Wash hodc tuong e ;ms P ”mn. = o Roche 2x1.8 L/hop Hép
S cho céng phan img (cu vét) | Tiu chudn CE, ISO 13485 hoiic twong duong '
(=]
Dung dich rira kim hat miu
S le ClI 2 ; o = o =/ e N
oo |SumpleCleanerl o vt Jeim it B Thach phan: chét tdy, dém Roche 12x68 ml/hgp Hop
hodc tuong duong A 5 =
Tiéu chuan CE, ISO 13485 hoiic tuong dugng
Sample Cleaner'1 _ |Pung dich rira kim hit mau
S tome duone | PURe dich rira kim hit mau | Thanh phan: NaOH 1 mol/L Roche 12x59 ml/hdp Hoép
o reng cuone Tiéu chudn CE. 1SO 13485 hoiic trone dwong
Cell Wash Solution T : Dung dich rira tinh acid cho céng phan tmg
o 4 inh i 3 : T
92 |II/Acid Wash hoidc Wﬂaw oﬂ_mz MMM w.:: Mmpa,\ &) Thanh phén: Acid citric monohydrate 310 mmol/L Roche 2x1.8 L/hop Hép
tuong duong £P = Tiéu chudn CE, ISO 13485 hoic twrong duong
Chét phy gia thém vao < o N e Ja Tn N
. |EcoTergent ho#c 5 e i Chat phu gia thém vao budng phan img lam giam sirc cing bé mit L "
= trong duong cwo:m ﬁ:wm g s iam Tiéu chudn CE, ISO 13485 hoic tuong diong Horhe 12xa0 mliage Hop
sirc céng bé mit
Chshotoruong [T cieptuong | T e s bt ooty
94 “CHONS  |phap dinh luong trén may D 8 plue ey Roche 12x3 ml/hdp Hop
A har tich héa hoc Him sing |0 PSUOD B0¢ sinh hioc
P : © | Tiéu chudn CE, ISO 13485 hoic tuong duong
Cfas HbAlchoge |Can dinh cée phuong MMMMM awwwm H»m:w%w N‘_w u_ww n%ﬁw _.m”, mgmwﬁww %\O@HHM%ME
95 “C " |phép dinh luong trén may e i SRR Roche 3x2 mlhép Hop
tuong duong hén tich héa hoc 1m sang [° PEUOP 80¢ sinh hoc
P ; S | Tiéu chudn CE, ISO 13485 hoiic twong duong
1 ) Héa chat kiém tra chat lugng xét nghiém nhém nhiéu théng s sinh
PreciControl Kiém tra chat lwong: d6 héa mic 1
96 |ClinChem Multi 1 |ding va chinh x4c clia c4c |Thanh phan: Mau chimg déng khd 13y tir huyét thanh ngudi véi phu Roche 4x5 ml/hop Hop
hogc tuong duong  |phuong phép dinh luong  [gia héa hoc va nguyén lidu c6 ngudn gbc sinh hoc
Tién chudn CF SO 13485 hojic twono dirone ‘
] 1 Hoéa chat kim tra chat lugng xét nghiém nhém nhiéu théng sé sinh
PreciControl Kiém tra chat lugng: do héa mire 2
97 |ClinChem Multi 2 |ding va chinh x4c clia c4c | Thanh phin: Méu chimg déng kho 4y tir huyét thanh ngudi véi phu Roche 4x5 ml/hop Hop

ho#c tuong duong

phuong phép dinh lugng

gia hoa hoc va nguyén liéu c6 ngudn géc sinh hoc

Tiéu chuin CE 1SO 13485 hajic tirone dirome




9l

3 o ¢ ; e SUONp Suon;
doH dounsa 0y o0y "WIYSU 19X 047 0Yyo Sunp ‘AJH wrySu 19x npw ens yoip Sung O spoy sopng ysey| L0
TWRIYsU SUONp SUON] JBOY
doH doupsa 0y o0y WX 0FZ oyo Sunp ‘A JH wdySu 19x new iq ugnyd yoip Sung 0 uoneredalg sjdureg 901
3 . 9 SEqUT
Suonp 3uomn} 9¢oy ¢8y ¢l OSI ‘GO UBnyd narL vA $AS53]5 Yoip uenn
ton3u yuey ux pw UL Y mhmumﬁm
doy doy/u [ x4 Yooy 19Any Suon (/10wd ooy Surowyy ea /joud (¢ Sueoyy) Op § suou Suon] yuip warySu jox| [OBUCDIN YEH| S01
Sugoyy rey o (g-1reDAQ ovq 91 Suop m ‘1pn3u) Iy ‘ueyd n:ma T Suon] 1eyo BN WAry)yaH
ydH Suon yuip wdrySu 19x Suon| VYD Bl WLy Jeyd BOH 0. (_m:ouau 1d skso9|q
SUOTP SUDT 0RO SYFET OS] dJ TSI TITL
en3u yuey paH SAsoo|g
doy doyquw x4 ayo0y 12Any Suon (T/10wd 0z Sugoyy va J/jowd ¢ Sugoyy) Op Sugu Suon| yuip warySu 19x wsed yad| ol
Supouy [ey 0 (£-1eDAQ 0%q 91 SuQp 1 ‘lenSu) paH :ugyd quey L upnyo)Ias[eD yaH sAso9|g
$AH 3uon| yuip wdiySu 1px UBNYD 124D
SUDTTY SUOT S¥0T SEHET OSI 0 ULy T L
. /3w G170 (39nyp)
dox d0uAs 001 o upoIq NEp Yuzp pEH Supyy Sugp uop gy Supyy ueyd yuey L ¢ FEH| €01
yAH SudN| Yuip 3eyo o
5 5 . SUonp
uonp suony 5goy ¢8¥ <l OS] “dD ugnyo ngr, ;
do do Y20 ) . 7 0| Suonyogoy Kessy 01
OH OU/|W QX7 Yooy eniSu yuey 19Any wig ‘ueyd yuey S i 7
SUOTP SUOTT I%0Y TEHET OS] H0 Ugo TRTL
‘LenSu yueyy 39Any Suoxn (Tw/Su g9 Sueoyy va Tw/Su
dom dou/u 1xy e 0 Bugowyy) op Sugu Suzoyy rey 1A (1n5u) ySd sueyd yuey 0 REEO¥Sd) 101
VSd Suon yuip wrySu 3px ugnyp 1gyd
p= = . = = (TOTTST S UOTTT
Suonp Suom 220y ¢8H¢1 OSI ‘A0 :w:zo n9LL 1940y &A yuey) 194ny Suoxn
/5% 571 (36nw0) (doy snyd-+op 1 Jugyd
doy doypse 001 Y0y unoiq nep yuep ySd Suptpy Suep uop oy Supyy :ugyd yueyy re0) 131] usl Uekny ndyy VSd| 001
(1on3u Suom 194Any BA yuey) 1pAny Suoxn Ebc ub:nr.ou 1) ueyd o8p ugAnSu Su ey Suon
ugo) 331] ugn AN N1y 98P uPAnSu Suyy Suon yuip B EOH|  yuip) vsd reion sksosrg
QUL SUDIIOROU TEHET OST 0 WMo TIr— _ : =
A Ea,a Sugndu suon| yuip deyd Suonyd Suonp Suom;
- :
doH o/ 1xp Hood 00p m:o: “99Any A1 1onSu npw 1y Ag| Suo| Sunyo ngA cm_ﬁ yuey oww mﬁwﬁw%x YUY TA SUDP| - OROY Y OIVEH| 66
A1 qudq anw O VY wiySu 19X Suon| Jpyd en wony jpyo voyy| P PUONIIEUY BO WY Lo B
Suonp 3uony 980y §8HE1 OSI A0 uenyo ngl L  Sudn| yuip deyd Suonyd Suonp Suom
doy doy/jw [xy Y0y 19Any A] LonSu new m Ag| Suo[ Sunyp nepy :msm YURYL| %0 BRO OBX {UIYD BA SUNP| OBOY ULON O[VEH| 86
OIVQH wysu 19X Sudn| 3gyo en WL JeUd e0H Op :3uon] Jeyo ex wry [ofuol10a1g
5 OIJIAUY UEOD UEYD
o Fc.:ﬂ 5 2 {2 ugyd yurs ‘wdrysSu
yu ia uo@ | 108 Suop yowd And | Suwom dioy 18Ny A yun 2@ 18w Suony) ua ], % SO €51 L1S
NIy uEyN e T

‘9 AnyjeAugL




Tén vit tu y té,

héa chit xét INBén it
STT o s Tén thuong mai Dic tinh k¥ thuit hoic twong Quy cich déng g6i | Pon vi tinh
nghiém, sinh phan Ao 3
chin dodn invitro &
Liquid Cytology Dung dich ly gidi t& bao xét nghiém HPV, diimg cho 240 xét
108 |Preparation hoic |0 =aEmB. = S = Roche 240 test/hop Hép
twong duong =
cobas 4800 HPV
HPV Amplification >«sw:momzonﬁﬂmn.:o:
109 |/ Detectionhogc ~ [NiU240Test)(inh tinh i ypy éopy dai va phat hin HPV, dung cho 240 xét nghiém. Roche 240 test/hp Hop
invitro phat hién Human
tuong duong X ;
Papillomavirus HPV)
trone cie man hénh nhim)
cobas 4800 HPV Controls
HPV Controls Kit(Dinh tinh phat hién )
110 |IVD ho#c twong Human Papillomavirus B4 chat ching cho xét nghiém HPV. Roche 10 sets/hdp Hép
duong HPV) trong cc miu bénh
nham) s s
11 Sample Preparation 0 D_Em dich chuan bj mau xét nghiém HPV, ding cho 960 xét Roche 960 test/hop Hop
hodc twong duong nghiém.
112 Westi Butler holio 0 Dung dich rira mau xét nghiém HPV, dung cho 960 xét nghiém. Roche 960 test/hop Hép
tuone dirong
cobas 4800 HPV
HPV Amplification E.sn:mnmzc:\_u.ﬁmo.sos
113 |/ Detection hoiic %:.Aomo,_,mmﬁx.w_sr tinh Kit khuéch dai va phat hién HPV, dung cho 960 xét nghiém. Roche 960 test/hop Hop
invitro phat hién Human
tuwong duong . i
Papillomavirus HPV)
trone cfc min hénh nhim)
Liquid Cytology : T i :
g h ly giai t g PV, ding 6
114 |presarationtioge |0 w”m h_n y giai t&€ bdo xét nghiém HPV, dung cho 960 xét Rk 960 test/hdp Hép
twong duong o
115 |Dia phan tmg 0,3ml N”wn.wﬂﬁwﬂmom%_ Dia chay PCR 0,3ml. Thanh phan chinh: Nhya. Roche 50 céi/thing Thing
: Dau cén Déu c6n hit m3u va héa chét,
11 Pau cé ; 3 Roch 30x12 / h Ho
ol ke (ASSAY TIP) Tiéu chudn CE, 1SO 13485 hoic tuong duong i vl e
: x Cup dung hon hop phan  |Cup dung hén hop phén tng
Cup dung hén h = = 5 =
117 unmw r.m_:w " g Tiéu chuan CE, ISO 13485 hoic twong duong Roche 60x60 cup/hdp Hép
- (ASSAY CUP)
118 aw.o%oMM:ﬁm acmm w%mmo.o Qﬂ:mm%;::m,m_nr Bo cbc dung dung dich phén (g va diu cén hat mau. Roche mwmwwan ,:_v 5/cups Hs
o -
Faphantng va  |phin ime va dau con Tiéu chuén CE, ISO 13485 holic tuong duwong ¥2.8 waste liners)/ op
dau con (ASSAY CUP/TIP) = hép
119 |Cup dung miu Cup dimg man Cup dung mau 3ml phén tmg, Roche 5000 cup/hdp Hop

(Sample cup 3ml)

Tiéu chuédn CE. ISO 13485 hoic twong dirong
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