SOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

THANH PHO HO CHI MINH Poc lap - Ty do - Hanh phiic
BENH VIEN TU DU SR
$6:.4500 /TB-BVTD Thanh phé Ho Chi Minh, ngay 19 thang 6 nam 2025

THONG BAO
Moi chao gia goi thau: Mua sam hoa chat s6 1 nam 2025

Bénh vién Tir Dii ¢6 nhu cau tiép nhan bao gia dé tham khao, xay dung gia goi thau,
lam co 56 t6 chic lua chon nha thau voi ndi dung cu thé nhur sau:

I. THONG TIN CUA PON VI YEU CAU BAO GIA
1. Pon vi yéu cau bao gia: T6 P4u thu- Bénh vién Tir Dil.
2. Thong tin lién hé cia nguwdi chiu trach nhiém tiép nhén bio gia:

Ds.Nguyén Duy Dung — T6 D4u thau.
Dién thoai: (028) 39526568. Line ndi bd 680

3. Cach thirc tiép nhan bao gia:

>  Nhan truc tiép hodc theo dudng buu dién tai dia chi: T6 Pau thau (14u 3 Khu D)
- Bénh vién Tir Dii. Dia chi: 284 Céng Quynh, Phuong Pham Ngii Lao, Quén 1, Thanh phé
Ho6 Chi Minh (Ban gidy ¢6 dong d4u, ky ghi rd ho tén).

»  Nhan qua Email (file excel): quanlydauthau@tudu.com.vn

4. Thoi han tiép nhin bao gia:

Tir 7 gio 30 phut, ngay 49 /6/2025 dén trude 08 givr 30 phit, ngay  20/6/2025.

Cac bao gi4 nhan dugc sau thoi diém néu trén sé khong dugc xem xét.

S. Thoi han c¢é hiéu lwe cia bao gia:

T6i thiéu 180 ngay, ké tir ngay 30 /6/2025.

I. NOI DUNG YEU CAU BAO GIA

1. Danh muc hang héa: (Phu luc dinh kem)

L

»  Phu luc 1: Danh muc hang hoa;
> Phu luc 2: Cac ndi dung yéu cau giri Béo gi.

2. Dia diém cung cip, lip dit:

- Bénh vién Tur Di, 284 Céng Quynh, Phuong Pham Ngti Lao, Quén 1, Thanh phd
Ho Chi Minh.

3. Thoi gian giao hang bio hanh:

Thoi gian giao hang: giao hang trong vong 24 - 72 gi ké tir khi nhan duoc yéu cau
giao hang ctia Phong Vit tu Thiét bi Y té.




4. Cac diéu khoan tam ing, thanh toan hop dong:

Tam tng: khong ap dung

Phuong thirc thanh toan: Chuyén khoan.

Dong tién thanh toan: Viét Nam dong.

S6 14n thanh toan: theo tirng dot giao hang.

Thoi han thanh todn: trong vong 90 ngay ké tir ngay hoan tat thi tuc thanh toan (bién
ban giao nhan, bién ban nghiém thu hang hoa, bién ban thanh ly, bang xéc dinh gia tri khoi
luong cong viéc hoan thanh, hoa don tai chinh hgp phap ding quy dinh).

5. Cac thong tin khac (néu c6): Tai liéu ky thuat hang hoa

Céc ho so giri kém bang chao gia phai dugc sao y ban chinh hodc sao y don vi hoic
dong moc treo cua don vi.

Quy don vi can cung cip ddy du cac tai liéu chimg minh thong tin k§y thuét hang hoa
da cung cép trong bang chao gia.

Pon vi bao gia: 1a nha san xuat hodc nha phan phdi hop phap hodc don vi duogc ty
quyén hop phép tir nha phan phdi/nha san xuét ctia hang hoa.

Rat mong nhan duoc su hop tac ciia Quy Cong ty.

o

Trén trong./. 22 P/ i

Noi nhin: GIAM POC

- Cac Cong ty:

: - VT. HCQT- —
Luru: VT, HOQT-TD Ty
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Don vi S6 Quy cich déng géi . Tinh ning k¥ thujt Tiéu chuin chét
b lenhane nos tinh lrgng (tham Kkhiio) o (tham khio) lrgng (tham khio)
L6 2. Dung dich rira tay thi thuat, phiu thujt
Gel sat khuan tay nhanh, ¢6 thanh phén: >70 % Ethanol va > 1,7%
S B o Propanol-2-ol (mg/g). khong mau, khong mui, khong gay bet dinh, SO 9001 hodc ISO
5 MMMM%”___M&_& %w_swow:ac_v ml | 233.500 Chai 500ml nhon da tay. Khong chira chat gdy di g da. C6 pho diét khudn 13485 hoic FDA
; rong: diét khuan, diét nam, diét virus, diét vi khuén lao. hodc CE hoac CFS
Qui céch: chai 400ml dén 500ml
Dung dich chlorhexidine digluconate 2%, c6 chat dudng da, khong y
Dung djch rira tay- thu thuét gay kho da, khéng géy kich tmg da, khéng mui hodc ¢ mui dé IEOSIBLheIS0
6 o £ : ml 395.000 Chai 500ml ; ’ ’ ' 13485 hodac FDA
(chai 400ml dén 500ml) chiu. ‘ hotc CE hodc CFS
Qui cach: chai 400ml dén 500ml : :
Dung dich rira tay phau thut. Thanh phan: Chlohexidine 4%, .
Glycerin,...pH=5,5. Thoi gian bao quan dung dich sau khi mé nap >
6 thang .
7 Dung dich rura tay- Phau thuat e 3.050 Can 5 lit bat tiéu chuin dung dich vé sinh tay ngoai khoa theo yéu cdu cta _MWAMMcmemme_WO
(can 3 lit dén 5 lit) T Bo Y Te: EN 12791 hodc ASTM 1115 hotic CE rmwn CFS
Diét vi khuén da khang MRSA, ESBL theo EN 13727 ; diét vi rit ; o
HIV, Rotavirus, HBV, HCV theo EN 14476 va c6 kém theo test
kiém dinh hiéu qua
L6 3. Dung dich bio dudng, khir khuin y dung cu
Hoat chat:
+Tripotassium Orthophosphate 15 -30% Dipotassium
Trioxosilicate 5 - 15% hodc Sodiummono (2-ethylhexyl) sulphate
(< 3%) hodc Subtilisins (0-1%),1,2-benzisothiazol-3(2H)-one
Dung dich lam sach dung cu cho (<0.05%) : : : : OAL hoge 150
8 . : Hng Lit 855 Can 10 lit + Enzyme, chat (rc ché &n mon, chat hoat dong bé mat, ... 13485 hodc FDA

may rira ty dong

- pH kiém > 8.

- Tuong thich véi may ria tu dong Belimed va Ken A/S dang c6 tai
Bénh vién.

Qui cach; > 10 lit. Can nhya mau sang ¢6 thé quan sat dung dich
bén trong.

hodc CE hodc CFS
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. . s . ~ A
v Tén hang héa Pon vj S6 Quy céch déng g6i Tinh niing Ky thust Tiéu chufin chit
tinh lwong (tham khio) (tham khéo) lwrgng (tham khio)
Chét gén, ¢ dinh té bao Paraffin- Thanh phan: Paraffin waxes and
Hydrocarbon waxes, Microcrystalline wax, 2,6-Di-tert-butyl-p-
cresol T , ‘ )
- La chat ran mau tring & nhiét do phong va la chat long, trong suot
) khong mau khi nong chay. (UE) 2017/746, ISO
. | Paraphin - Sap tinh khiét dang Ji . .. | - Nhiét d§ nong chay on dinh: 55-57°C 9001, ISO 13485,
13 hat Ke 1440 | 156 Lkg, tuing Bigar | Sép tinh khict khong chira polymer, st dung cho xir ly mé va duc CE, CFS Giay phép
khoi o Iuru hanh, hang IVD
- Cac Paraffin dugc loc ba lan dén 0,25um gitip loai bo moi tap
chat, thiét ke dang vay giap cho thoi gian nong chay nhanh hon.
- Tuong thich v&i may giai phau bénh cta bénh vién (May xu ly
mo Revos)
. s Trong qua trinh sir dung, voi soda c6 sur chuyén mau rd rang. C& hat
14 |Vl ey gey wme Ke 5908 Can4,5kg 2.5mm - 5.0mm. D6 cing >75%. Qui cach: Can <5kg
vi cam hodc chanh.
' —_— Thanh phén: s
15 | Glucose dextrose solution Chai 20000 Chai w%ooonw_m.::_sm Acid Citric Anhydrous (E-330): < 0.3%, chat bao quan ( E-202): < _mOO_MM:m.Wznﬂm
0,1%, D -Glucose: < 38%, huong cam: < 0,1%, hwong chanh <
0,1%, khong chira gluten tir [da mi ( < 10ppm )
Chét thay thé xylen khong doc ‘
- La hon hop Hydrocarbon béo Isoparafinic trong suot, khong mau
dé xur ly mo va nhuém mé
- Thanh phan: Hydrocarbons, C11-C12, isoalkanes, <2% aromatics
i i % 1 bo il 4 5t doi o xu v G o i
S Mmoot Kiihg <o Can 38 lithong 4 | - M“m_ . owwH _U:S, o . i tach _w ng qué trinh nhuém Am%:. mwwqwmmmo
16 | Clear-rite 3 (hodc dang twong ml 912.400 ’ & e . e i s : FIN

duong)

can

- Khong lam cho mau bi khé cimg khi phoi nhiém kéo dai

- Str dung dugce cho tAt ca cac may xu ly mé va may nhudm tu
dong

- Khong benzene, gan nhu khong mui

- Tuong thich véi may giai phdu bénh ciia bénh vién (May xur Iy
mo Revos)

CE, CFS Giay phép
Iuu hanh, hang IVD
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Stt

Tén hang hoéa

Pon vij
tinh

lugng

Quy cdch déng goi
(tham khio)

Tinh ning k¥ thujt
(tham khio)

Tiéu chuén chét
lwgng (tham khio)

25

Pia khang sinh Cefoxitin

Lo

Lo/50dia

Chira trong lo :mn nhoém c6 gan nit cao su day chit, Kich thudc lo
50 x 21mm, phia day lo ¢6 chira cht chéng dm. Ho Dia khang sinh
bao gdm céc loai dia gidy duoc tim khang sinh véi ndng do theo
quy dinh dung thuc hién thir nghiém khang sinh d6 phét hién sy dé
khang khéng sinh Cefoxitin cta vi khudn. Qui cach lo> 50 dia

ISO 13485

el

24

Pia khang sinh Cefuroxime

Lo

Lo/50d7a

Chra trong lo ndp nhom ¢6 gan nut cao su ddy chit, Kich thudc 1o
50 x 21mm, phia déy lo c6 chira chit chdng dm. Ho Pia khang sinh
bao gbm céc loai dia gidy duoc tim khang sinh véi ndng do theo
quy dinh ding thuc hién thir nghiém khang sinh dd phat hién sy dé
khang khang sinh Cefuroxime cua vi khuan. Qui cach lo >50 dia

ISO 13485

25

Dia khang sinh Ciprofloxacin

Lo

Lo/50d7a

Chira trong lo :mn nhém cé mm__._ nit cao su day chat, Kich thuac lg
50 x 21mm, phia day lo ¢6 chira chét chéng am. Ho Dia khang sinh
bao gdm cac loai dia gidy dwoc tim khang sinh véi ndng do theo
quy dinh ding thuc hién thir nghiém khéang sinh do phat hién sy dé
khang khang sinh Ciprofloxacin cua vi khudn. Qui cach lo > 50 dia

[SO 13485

26

bia khang sinh Clindamycin

Lo

Lo/50dia

Chira trong lo ndp nhom ¢6 gin nit cao su day chat, Kich thudc lo
50 x 21mm, phia day lo ¢6 chira chat chéng am. Ho Dia khang sinh
bao gdm cac loai dia gidy dugc tim khéang sinh véi ndng do theo
quy dinh diing thuc hién thir nghiém khang sinh db phat hién su dé
khang khang sinh Clindamycin cua vi khuan. Qui cach lg >50 dia

[SO 13485

27

Dia khang sinh Doxycycline

Lo/50dia

Chtra trong lo ndp nhom c6 gén nut cao su day chat, Kich thudc lo
50 x 21mm, phia day lo ¢6 chita chat chong am. Ho Dia khang sinh
bao gdm céc loai dia gidy dugc tim khang sinh véi ndng d¢ theo
quy dinh ding thuc hién thir nghiém khang sinh d6 phat hién sy dé
khang khéng sinh Doxycycline cta vi khuan. Qui cach lo > 50 dia

[SO 13485

28

bia khang sinh Ertapenem

Lo

Lo/50d1a

Chra trong lo ndp nhém c6 gén nut cao su ddy chat, Kich thudc lo
50 x 21mm, phia ddy lo c6 chira .nrmﬁ chdng 4m. Ho Dia khang sinh
bao gdm céc loai dia gidy duoc tim khang sinh v&i ndng d6 theo
quy dinh diing thuc hién thir nghiém khang sinh d6 phat hién sy dé
khang khéng sinh Ertapenem ctia vi khuan. Qui cach lo > 50 dia

SO 13485
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Stt

Tén hang héa

Pon vi
tinh

S6
lrgng

Quy cach déng géi
(tham khéo)

Tinh niing k¥ thuét
(tham khio)

Tiéu chuén chit
lrgng (tham khao)

35

Dfia khang sinh Penicillin

Lo/50dTa

Chtra trong lo ndp nhom c6 gan nut cao su day chat, Kich thude lo
50 x 21mm, phia day lo ¢6 chira chat chong am. Ho Dia khang sinh
bao gém cac loai dia gidy duoc tim khang sinh véi nong do theo
quy dinh dung thuc hién thir nghiém khang sinh dd phat hién su dé
khang khang sinh Penicillin cta vi khuan. Qui cach lo < 50 dia

ISO 13485

36

Dia khang sinh
Piperacilin/tazobactam

Lo

Lo/50dia

Chtra trong lo ndp nhom co gin nut cao su day chat, Kich thudc lo
50 x 21mm, phia ddy lo ¢6 chira chit chéng 4m. Ho Dia khang sinh
bao gém cac loai dia gidy dwgc tim khang sinh véi nong do theo
quy dinh ding thuc hién thur nghiém khéang sinh dd phét hién su dé
khang khang sinh Piperacilin/tazobactam cta vi khuan. Qui cach lo
> 50 dia

ISO 13485

37

Dia khang sinh Amoxicilin

Lo/50d7a

Chira trong lo ndip nhom cé gin nut cao su day chat, Kich thudc lo
50 x 21mm, phia ddy lo c6 chira chét chong dm. Ho Dia khang sinh
bao gom cac loai dia gidy duogc tim khang sinh véi nong do theo
quy dinh ding thuc hién thir nghiém khéng sinh d6 phat hién sy dé
khang khang sinh Amoxicilin cua vi khuén.

ISO 13485

38

Pia khang sinh Linezolid

Lo

Lo/50dia

Chira trong 1o ndp nhom ¢6 gin nat cao su day chat, Kich thude lo
50 x 21mm, phia ddy lo c¢6 chira chat chéng 4m. Ho Dia khang sinh
bao gom cac loai dia gidy dugc tim khang sinh véi nong do theo
quy dinh dung thuc hién thir nghiém khéng sinh dd phét hién su dé
khang khang sinh Linezolid ctia vi khuan.

ISO 13485
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Stt Tén hang héa Pon vi Sb Quy cdch déng goi Tinh ning k¥ thuit Tiéu chuén chit
tinh luong (tham khéo) (tham khdo) lurgng (tham khio)
. . )
) . Khoéng cén hodc tap chat. Dung &n__ mau cam trong suot. Nhudm HM%W _ro__mﬂuw%ﬁwwo
47 | Thudéc nhuém te bao EA 50 ml 4000 Chai/500ml mau : bao tuong bat tir xanh 14 dén xanh duong. Qui cich: chai CE Q,mmv\ phép Em
200l hanh, hang IVD
Chira trong lo nap nhom c6 gan nut cao su ddy chat, Kich thude lo
50 > 21mm, phia day lo c6 chira chat chong am. Ho Dia khang sinh
—_— . bao gom céc loai dia gidy dugc tdm khang sinh véi nong dé theo
4 / 2 ’ ; ¥ e o 2 g ;
8 | Trimethoprim/Sulfamethoxazole Lo 15 Lo/50dia quy dinh ding thuc hién thir nghiém khang sinh dé phat hién s dé ISO 13485
khang khéang sinh Trimethoprim/Sulfamethoxazole cua vi khuan.
Qui cach lp =50 dia
) N Clone P3X61+P3X21223B10+P3X290+P3X35, type 1gM + IgG,
Huyét thanh mau anti D- sodium azide < 0.1% w/v, sodium arsenite 0.02% va bovine
49 | blended monoclonal, human ml 240 Lo/10ml albumin ISO 13485 hodc CE
[gM/IgG Do dic higu: 100%
Xuat xur G7.
Dung dich Lugol 3%. Thanh Phén: lod, Kali lodid. Dung trong san ISO 9001 hogc ISO
50 | Dung dich Lugol 3% Chai 424 Chai 500 ml phu khoa (bdi truc tiép hodc pha lodng dé vé sinh). Qui cach chai 13485 hodac FDA
500ml hodc CE
[SO 9001 hoac ISO
51 | Iron (III) sulfate Kg 3 Chai | kg [ron(IIl) sulfate hydrate 21-23%. Qui céach: chai/ 1kg 13485 hoac FDA
hoic CE
) ISO 9001 hodc SO
52 | Oxy gia dam dic Kg 33 Can 30-35kg Hydrogen peroxid (H202) 50%, tinh khiét. Qui cach: can 30-35 kg 13485 hodc FDA
hodc CE
|
53 | Paraphin VN Cudn 2 Cudn e = : 13485 hodc FDA

mot hang rao bao vé cho méi trudng nudi cy bén trong dng
nghiém, binh tam gidc, binh cay mé...

hodic CE




X9 0P SUON "VNQ BN AN JuBs yup

=Hre] 051 129 991A UP Fuony yue SuQyy "Ip UIP 1YY new g YN 181 Sunp ng el 3u0 X9 24q BuipeoT | LS
uaAna) 1p WIYSu JIX 0Yd J¥Yd BOH °S 0]
[OWIO ] Yuip 03 NpW BA LON) Ngw
u2.1) 20np Junp ns ‘ow £ nx ueid 10y} lons Suon ogs new 13 An(J -
a)3assed Fund Suoa) A nx 20np our end ueyd naiyu yuip opx -
1eny neyd oyo ugp Sunp ow Suony yuip yur Anq -
(Buonp uom o1 u 51 G319 uiop UR 39 Ui o -
ogouY) SAd mmoz _.Uu\e_ v ”m_cmEE< .
Od ugnyd doy 29 0] > :]09A1D) suajkdoadic] W 09/reyd 0cl1 [ ow nep yuep 5NN | 9¢
3ug) ogoy gD ogoy :
VA 9204 S8¥E1 OS] b Redesd
0 %CC-§1 onjq dutuekdoeyyd
2,S$Z-0T JeS wniuowwy JowAkjodo) auaifig-p1oy oljhioy
%¢S9-8¢ 191eM
cueyd yueyg -
1eny) neyd 0q ngp yue@ ‘SUONp YUBX NBW QW NEP Yuep onjy
LR ARLEe)
‘Bq UBD
(Suonp Suom 09 Suoyy pw dpnu Fuou) ue) A Sugyd 18d Jp| “Yueyu yue| Suod -
aBOY) 4D 2BOY ‘wonyu yuLy enb Suoy oq 180 ig - .
04 ugnyo doy oq ‘e 015 15 Sulip 1A 9BYS SUNA 19Y Ul OB - i 088¢ [w UEIQIY) yuis 09y | ¢S
Y H ; o, . . . ¥ dOH ‘Jw ozl /1eyd :
3uo) oBoy gD deoy yue 180 yuin enb oyo ow 180 611 Q1 10n0S Suon yue| 180 [3D) -
vad 28oy §8¥el OSI (%E-1)
QJeWLIO) WNISSeIOd (%S-7) [09A]3 auajAy1nklod (%S 1-01) [oyooje
[AutAkjod (%S8-08) 1arem ueyd yuey], - yuey 1gd ydip Sung
(Suonp Suom ulA 001> dOH :yoed InQ Funyd 10U UIA Yudq ugnyp| niyy Suon
agoy) S0 oeoy nyu Suno wPIYSu 19X oqe| 9gd ‘Yudq Suoyd yues Suoyd ‘ow Fuoyd ‘0406 (WNIPOS AUISOPO. ],
D4 uenyo doy oq iq 391y 92 BA YUl ANy} QP “TRA Op JRW 9q UBNI Ny 9P Funp NS udlA 001 doH € doH Aey) ojennue£d0s1010[Y21( | S
3uQ)) 280y g0 280y "0BQ BYU BA STUIA ‘WU ‘Juonp yuis ugnyy IA 12| LyBN BNYd Suniy jes wesu ugip
VA 980y §8FET OSI | 98I B2 181 LA 10p Sunip 9} 99 “Fuds Sunp oy oyd ‘yueyu ugniy 131
(opyy weyy) Sudn (opyy weyy) (opyy weyy) Sudny quy
5 ; ey Sugy u
JBYd ugniyd N, 1eny) A Sugu yui], 103 3uop Yogd AnQ) oS ir uog il »

I




12

& Tén hang héa Pon vi S6 Quy cach déng goi Tinh ning k¢ thuat Tiéu chuén chit
tinh lwgng (tham khao) (tham khdo) lrgng (tham khio)
Hoéa chat dang bot, cong thirc phan tir H3BO3, D tinh sach:
58 | Boric acid, for electrophoresis Chai 1 Chai 1kg >99.5%, str dung cho sinh hoc phén tir va dién di, khong chira hoat ISO 13485
tinh cia DNase, RNase va protease
- B6 chin doan IVD khao sat s6 lan l3p doan CGG ciia ving 5'-
UTR cua gen fragile X mental retardation-1 (FMR1 ) bang phuong
B0 kit xét nghiém gen FMR phap PCR két hop dién di mao quan tmg dung trong hd trg chan . .
S . : 3 % ot ; T 2 & : i o
g nhiém sic thé X dé gay L a0 doan hgi chimg :_:mm: sic thé X dé gay. e B CElYD
- Tuwong thich h¢ thong giai trinh tu ABI 3500 cua bénh vién dang
co tai khoa.
B0 kit cho phép ly trich DNA bo gene _uw:m cot loc mot m..mn_._ nhanh
chéng va hiéu qua tir té _uwo. mau, mo, &,n: 6i, dich co thé. Tinh sach
60 | Bo kit ly trich DNA 250 assay test 7000 Kit /250 test DINA y61/do finh'sgoh va-nong dgCas hang tong nghg mang silide 1SO 13485:2016
trong ong ly tam. )
Str dung trong phong thi nghiém hodc chan doéan trén nguoi
(RUO/IVD).
L6 6 Dung dich, khin lau khir khuéin bé mit
Dung dich khir khuan, ndm Dung dich khir khuan, khir nam dung cho lau san cho cac phong thi | 1SO 9001 hogc 1SO
61 | dung dé lau san trong phong Lit 4 Chai 5 lit thuét cua IVF. Co bang o:m_jm da duoc sir dung trong phong lab 13485 hoac FDA
IVF IVF. Hoat chat khéng chira con, khong sinh VOC. hodc CE
L6 7. Héa chét cho xét nghiém di truyén
Moi trudmg nudi cdy té bao dich 6i ngudi da duge bé sung day du
Fetal Bovine Serum (FBS), gentamicin va L-glutamine. 4
62 | Amniomax Complete ml 8400 100ml/chai Dang dung dich 1X, sin sang sir dung khi rd dong. 150 r&wwm_.u_wm-;\c
Mbi truong sau khi rd dong co thé duge bao quan ¢ 2-8°C trong 10 s
ngay.
Pém dién cuc am dé sir dung trén may ABI 3500 cua bénh vién
&3 | Prepsan Pack 24 4 peick! HOp dangiy et ki, 1SO 13485

DPugc dong sin trong khay dang 1X dé duy tri nguon ion cho qua
trinh dién di.
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St Tén hang héa Pon vi S6 Quy cich déng goi Tinh niing ky thut Tiéu chuéin .o:mgﬁ
tinh lrong (tham khéo) (tham khio) lrgng (tham khéo)
] Hop/2 x 250 ml Dung dé tach huyét sic té binh thuong va phét hign céc bién thé
71 Hoa chat a._@: di dinh lugng sl 4500 Awb.zo THAY DOI huyeét mmowc vm\:.m. _Q &:wﬂ dién di mao quan w.o:.m dung dich w._na. 1SO 13485
Hemoglobin ; Tuong thich vgi hé thong MINICAP cua bénh vién dang cé tai
LA 750ML)
khoa.
Dung dich formamide chuyén diing trong dién di mao quan dé phéan
; sy , tach doan DNA va giai trinh tuw DNA. :
i * C - 5
12 | ot HirD) ul L BRih lo™3ml) Tuong thich voi hé thong giai trinh tu ABI 3500 cua bénh vién 150 13483
dang co tai khoa.
Héa chat hiéu chudn kénh mau - ’ Sir dung trén hé may ABI 3500 ctia bénh vién dang ¢ tai khoa .
B b Bo H B0 8 run Hiéu chuan 4 kénh mau: FAM, HEX, NED, ROX S
Héa chat hiéu chuan kénh mau y " Sur dung trén hé may ABI 3500 ctia bénh vién dang c6 tai khoa .
™ g5 B0 : b Hiéu chudn 5 kénh mau: FAM, LIZ, NED, PET, VIC S
Vit iy el Bnpdan Str dung ﬁmn hé may ABI 3500 cua bénh vién dang co tai khoa
75 0 g dung Kit 1 4 tubes/kit Hiéu chuan mau huynh quang cho giai trinh tu Sanger: ROX, ISO 13485
= : Rhodamine 110, Rhodamine 6G, TAMRA
76 | Héa chét rira hé théng méay 3500 |  Unit 12 1 unit/tii mmomc;m de rira hg thong méyy ABI 3500 ciia bénh vién dang o6 tai ISO 13485
x_._._:mo: dai DNA hé gen nhan, c6 do bao phu toan by hé gen. San
. PP, . . pham khuéch dai ¢ kich thudce da 16n phu hgp vGi cdc (mg dung 5
77 | Kit khuéch dai bo Gene Kit 21 Kit 48 test nhu: PCR, phén tich lién két, giai trinh ty gen thé hé m6i (NGS) ISO 13485
hodc lai so sanh gen trén nén tang array (aCGH).
Kit phat hién Toxoplasma - Bo xét nghiém IVD dinh tinh Toxoplasma gondii bing k¥ thuat
78 | gondii bang cong nghé Real- Test 1.200 50 test/ kit Real-time PCR. ) ) CE-IVD
time PCR - Ngudn mau: mau ngoai vi, mau sinh thiét, dich ndo tiy, dich &i.
e - _w.w xmﬁ:mrm,ma IVD dinh tinh 26 Emwwoﬂ chéan dodn cac di boi
=7 mm e ahm_s R o nhiém séc thé 13, 18,21, X va Y, bang ky thut QF-PCR.
79 2 * Test 1.000 100 test/ kit - Mau dau vao: DNA bd gen ngudi tir mau toan phan, dich 6i. CE-1VD

18,21, X va Y bang ky thuft
QF-PCR, tiéu chuan CE-IVD

- Tuong thich cac hé thng giai trinh tw ABI 3500 ciia bénh vién
dang co tai khoa.
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Stt

Tén hang héa

DPon vi
tinh

S6
luwong

Quy cach doéng goi
(tham khdao)

Tinh niing k¥ thuit
(tham khéo)

Tiéu chuéin chit
lrgng (tham khéo)

85

Bo _m: phat hién 6 tac nhén vi
khuan gay viém mang ndo

Test

500

100 test/hop

- B6 kit [VD real-time PCR phat hién 6 tac nhan vi khuén gay viém
mang ndo: Escherichia coli K1 (E.coli K1), GroupB Streptococcus
(GBS), Haemophilus influenzae (HI), Listeria monocytogenes
(LM), Neisseria meningitidis (NM), Streptococcus pneumoniae
(SP).

'- Tuong thich v&i may CFX 96 cua bénh vién dang c6 tai khoa

CE-IVD

86

B9 kit phat hién 7 tac nhéan virus
gdy viém mang nédo

Test

500

100 test/hop

- B xét nghiém IVD phat hién 7 tdc nhan virus gdy viém mang
ndo: Cytomegalovirus (CMV), Epstein-Barr virus(EBV), Herpes
simplex virus type | (HSV1), Herpes simplex virus type 2 (HSV2),
Human herpes virus 6 (HHV 6), Human herpes virus 7 (HHV 7),
Varicella-zoster virus (VZV).

- Str dung phuong phap real-time PCR tuong thich véi may CFX
96 ctia bénh vién dang co6 tai khoa.

CE-IVD

87

Kit phat hién Rubella bing cong
nghé Real-time PCR

Test

1.200

50 test/ kit

- BO xét nghiém IVD dinh tinh Rubella bing k§ thuat Real-time
PCR.

- Ngudn miu: Huyét tuong méau ngoai vi hoiic cubng rén, nude bot,
mau phét vom hong, dich 6i.

- Tuong thich v&i may CFX 96 cua bénh vién dang c6 tai khoa.

CE-IVD

88

Agarose dién di DNA

Gram

1.000

Ho6p/500 gram

Agarose gia tri dién hoa thap (low electroendosmosis value- LE
agarose)

P dugc kiém tra chit lugng va chirng nhén khéng chira hoat tinh
cua DNase va RNase

Str dung cho sinh hoc phén tu

Dang bot trang

[SO 13485

89

DNA Ladder 100 bp

B 250 mcl

Thang kich thudc t6i thiéu 1a 10 band tir 100bp - 1500bp, thich hop
cho dién di trén agarose 2%

ISO 13485
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St Tén hang hoa Pon vi S6 Quy céch déng géi Tinh ning k§ thuat Tiéu chuin nrmm
tinh lurgng (tham khéo) (tham khio) Irrgng (tham khéo)
Thang kich thuéec DNA nhudm huynh quang mau Orange khoang
; . i kich thuoc tir 20bp dén 600bp,
% | 300useeOmsnee DNA Haop 6 Tuong thich v&i may giai trinh tuw ABI 3500 ctia bénh vién dang co Fal) 13485
tai khoa.
Ld 8. Hoéa chit hd tro sinh sin
Thanh phan: 100% Parafin Oil, tiét trung, duoc loc ria tir nguyén
3 . liéu tho. Nguyén liéu tho (diu tho) lam ra ddu dugc kiém tra phoi
0, > I = = ] I3 - r
g7 | Dau Parafilm 100% Ovoil ml | 68.000 100ml/ lo chuot 1 té bao (MEA test) , test MEA phai c6 nhudm va dém sb té e
100ml hodc tuong duong bio 6 b P 2 e P 2. FDA hodc CE
4o cO bén trong phai blastocyst dé tang chat lugng
Qui cach: =100ml/lo
Thanh phan:Dém Bicarbonate, Albumin huyét thanh nguoi,
I T e, Gentamicin ¢6 thém 8 acid amin thiét yéu cho sy phat trién cia
98 | 1 dénn w0w -Gl ﬂ% fias gay - 7200 30ml/lo phdi: Isoleusine, Leucine, Lysine, Methionine, Phenylalanine, 1. I1SO 13485
gay P : = : Threonine, Tryptophan , Valine, c6 test MEA phai c6 nhu¢m va 2. FDA hoiac CE
30ml hogc tuong duong or o g Y P z
dém so6 te bao co bén trong phdi blastocyst dé tang chat luong
Qui cach: Lo =30ml
Thanh phan: D¢m Bicarbonate, Albumin huyét thanh nguoi,
Méi truone nudi civ phéi nea Gentamicin - ¢6 thém 8 acid amin thiét yéu cho su phat trién ctia
p i P i phoi: Isoleusine, Leucine, Lysine, Methionine, Phenylalanine, [. ISO 13485
99 | 3 dénngay 5 -G 2 V5 plus 30ml ml 7.200 30ml/lo : A dares s L 5
hodic tuone duone l_,r_.wo:_:m_ Tryptophan, Valine, yéu to tang truong va hinh thanh 2. FDA hodc CE
: = = phéi dau. c6 test MEA phai c6 nhudm va dém so te bao c6 bén
trong phoi blastocyst dé ting chat lugng .Qui cach: Lo =30ml
Méi truong phan loai tinh trang M&i trweong phan loai dung trong k¥ thuat Density Gradient, ndng | 1SO 13485
100 | dung trong k¥ thudt Density ml 2160 lo 30ml dé Silica 45% va 90% , c6 chira Magnesium sulphate, Bicarbonate ) TD> hotic CE
Gradition va HEPES. Qui cach: lo =30ml x2/kit ' :
Su dung phuong phép rd dong trimg, phoi sau thiy tinh héa. Thanh
101 Moi truomg ra dong Kitazato Kit 534 Axdml/kit phan chinh: HEPES, Ethylene Glycol, Dimethyl Sulfoxide, 1. 1SO 13485

hodc tuong duong

Trehalose, Hydroxypropyl Cellulose, Acid Béo, Gentamicin;
Qui cach = 4 x 4ml/kit

2. FDA hoic CE
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Sit Tén hang hoa Pon vi S6 Quy céch déng goi Tinh ning ky thugt Tiéu chuén o..%
tinh lwgng (tham khéo) (tham khdo) lwgng (tham khao)
o . . " Thanh u:w: chinh: Water, Glycerine, NaCl, KCI, MgS04,
109 W;M%:N.Mmmﬁwommw_wﬂ.__ ﬂmwns.c:m ml 200 20ml/lo NaH2PO, Sucrose, Glycine, Glucose monohydrate, HEPES, 1. ISO 13485
P ; - ; NaHCO3, lactate, Human serum albumin. 2. FDA hoidc CE
twong duong v
Qui cach: lp <20 ml
Str dung phuong phap dong trimg, phoi thily tinh héa. Thanh phén:
110 Méi truomg dong phoi Kitazato Kit 960 Ax1.Sml/kit HEPES, Ethylene Glycol, Dimethyl Sulfoxide, Trehalose, 1. ISO 13485
hodc tuong duong St Hydroxypropyl Cellulose, Acid Béo, Gentamicin; 2. FDA hodc CE
Qui cach 4x1.5ml/kit
Thanh phan chinh : Alanyl-Glutamine, Calcium chloride
dihydrate,Citrate, EDTA, Fructose, Gentamicin,Glucose,Glycine,
a : : g b : : ) .
N truding h8 trg thy finh & - Human serum albumin®*,L >_w=_=m,r b..m_uﬁmm_:_w Emo,r
111 | IVF plus 60mI hodc tron ml 12.960 60ml/lo AspartateL-Glutamate,L-Proline,L-Serine,Magnesium sulphate 1. 1SO 13485
a:o.zuq ; & ' ¥ heptahydrate,Potassium chloride,Sodium chloride,Sodium 2. FDA hodc CE
& dihydrogen orthophosphate |-hydrate, Sodium hydrogen
carbonate,Sodium lactate,Sodium pyruvate, Taurine.
Qui cach: Lo < 60ml
La moi truomg lam cham lai sy di chuyén cia tinh tring ngudi, tir
M6i trudng lam cham tinh tring d6 co thé bt ::: tring dé tiém vao bao tuong trimg E: thuc hién 1. 1SO 13485
112 | dung trong k¥ thudt ICSI (PVP ml 48 Hop 5x0.2ml ky thuat ICSI trong _.3 trg sinh san. 4 TU> ran CE
Clinical hodc tuong duong) Da dugc kiém tra vé ddc tinh d6i voi phéi, dam bao an toan sir - ’
dung trén tring va phdi nguoi. Qui cach: lo 0.2ml
Moi truong loc rira tinh tring Thanh phan: Water, CaCl2.2HO2, NaHCO3, Na-pyruvat, HEPES, 1 1SO 13485
113 | cho [UI (Sil Select 2 x 50ml ml 12.000 50ml/lo Silannised silica, ndng do Silica 45% va 90% . 5 .E,u> :Mm.__n CE
hodc twong duong) Qui cach: 2 chai 50ml/kit hodc tuong duong ' :
L& 9. Hoa chét kiém chuin
Héa chét chuone trinh neoai Chuong trinh ngoai kiém Sang loc trude sinh, dap tmg 6 thong. 50
114 & £08 ml 12 Hop/6x1 ml hoac tuong duong. Phu hop dé tham gia chuong trinh ngoai kiém ISO 13485 hoic CFS

kiém Sang Loc Trudc Sinh

Riqas dugc trién khai tai cac Trung tam kiém chuan.
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. i e . 2
Ste Tén hang héa DPon vi S6 Quy céch déng géi Tinh niing k§ thuat Tiéu chuén a__m,n
tinh lrgng (tham khéo) (tham khéo) lrgng (tham khio)
; £ ; 8 Chuong trinh ngoai kiém ToRCH. Dép tmg 12 thong sb hoic twong
5 | Heechabdhuong mishngog) ml 28 Hop/12 x 1 ml duong. Phui hop dé tham gia chuong trinh ngoai kiém Riqas dugc ISO 13485 hodc CFS
kiém TORCH ok w2 = 2 2
trién khai tai cac Trung tdm kiém chuan.
) Chuong trinh ngoai kiém Ddéng mau dép mg 16 thong 50 bao gom
Héa chat chuong trinh ngoai . 5 thong s co ban va céc yeu t6 dong méu . C6 chu ky bat dau thang
123 kiém dong mau 16 thong s6 m] & HOop/6 x 1 ml 1-12 hang nam. Phu hop dé tham gia chuong trinh ngoai kiém [50h 80 hodo CES
Rigas dugc trién khai tai cac Trung tam kiém chuén.
) Hoa chat ndi kiém b m& mire 2: Dang dong kho. Thanh phén
126 | Hoa chét ndi kiém by md mire 2 ml 33 Hop/5 x 3 ml 100% tir nguoi. Pap tng 7 thong s6. Bao quan 2-8 °C. On dinh sau | ISO 13485 hoic CFS
khi hoan nguyén 7 ngay 2-8°C, 28 ngay ¢ -20°C
. , Hoa chét noi kiém bo md mirc 3: Dang dong khé. Thanh phén
127 | Hoa chat ngi kiém b m& mirc 3 ml 33 Hop/5 x 3 ml 100% tir nguoi. Dap ung 7 thong s6. Bao quan 2-8 °C . On dinh sau | 1SO 13485 hodc CFS
khi hoan nguyén 7 ngay 2-8 °C , 28 ngay ¢ -20°C
\ . Dang déng kho. Dap (g trén 65 thong s bao gdm D-3-
Héa chat ni kiém sinh hoa . Hydroxybutyrate, Folate hogc twong duong. B§ bén m& nip 8_
o) : :
128 ngudng binh thuong i e A ] thiéu 7 ngay 2-8°C hoic 28 ngay ¢ -20°C . Thé tich dong goi toi (36 13485 hope R
thiéu 100m|
. . Dang déng khd. Dép g trén 65 théng s6 bao gom D-3-
Hoa chat ngi kiém sinh hoa = Hydroxybutyrate, Folate hodc twong duong. D§ bén ma nip téi
2 ; ;
k22 ngudng cao 1) o Hop20xSml thiéu 7 ngay 2-8 °C hoic 28 ngay & -20 °C.Thé tich dong goi toi e d gy
thiéu 100ml
+n | Noi kiém protein dic hiéu mirc _— Dang long dung lién. Thanh E_m: 100% tir nguoi. Dap tmg 26 .
130 | ml 84 Hop/3 x 1 ml thong s6. D6 bén sau khi mé ndp 30 ngay 2-8°C ISO 13485 hodc CFS
131 w:.: kiém protein dac hiéu mac il 84 HOp/35% 11l Dang long dung lién. Thanh u:m: 100% tir nguoi. Pap ng 26 ISO 13485 hoiic CFS

thong sb. Do bén sau khi mé nép 30 ngay 2-8°C
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Stt

Tén hang hoa

Pon vi
tinh
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135

Test nhanh n:w: doan khang
nguyén sot xuat huyet NS1 Ag

Test

900

Hop/25 test

D¢ nhay =97,9%, do dic hiéu >99%, dé chinh xac >98.,6 %, thoi
gian 15-20 phat

Thanh phan gom card va dropper: Dengue NS1 Monoclonal
Antibody-1 (0.14+0.028pg); Dengue NS1 Monoclonal Antibody- 2
(0.32+0.064pg); Goat anti-mouse inmunoglobulin G (0.8+0.16pg)

ISO 13485, CE.

136

Test thir s6t rét khang nguyén (
PF/PV )

Test

200

Hop/25 test

Cassette 3.0mm, thoi gian doc két qua 10-20 phut

Thanh phan: test region: antigen capture antibody; colloidal gold
particles coated with Mal-antibody

- Pf: d§ nhay: 85.3%, do dac hiéu: 97.5%, dd chinh xac: 91.9%
- Pv: d§ nhay: 92.9%, do dic hiéu: 96.5%, do chinh xéc: 94.9%

[SO 13485, CE

TPHA

Test

400

Hop/200 test

Hod chat xét nghiém dinh tinh, ban dinh lugng TPHA la xét nghiém
ngung két hat thu dong dé phat hién dinh tinh va ban dinh luong
khang thé IgG va IgM khéng Treponema pallidum trong huyét
thanh ngudi, huyét tuong EDTA hozic CSF va dé xac dinh mirc do
chudn do cua mau.

Thanh phan:

Test cells: Hong cau gia cdm duge phu khang nguyén cua T.
pallidum

Control Cells: Hong cdu gia cdm

Positive Control: khang huyét thanh thé Titre 1/1280

Negative Control: Huyét thanh tho binh thuong

Sample Diluent

Bao quan ¢ 2-8°C.

Test cells, Control cells, Sample Diluent va Controls chira sodium
azide (< 0.1% w/v)

Gi6i han phat hién du kién 1a <0.1 [U/mL so véi IS déu tién cua
WHO déi véi IgG huyét tuong nguoi méc bénh giang mai ma
NIBSC code:05/122,

D6 nhay 100%, do dac hiéu: 99,92%

Xuét xir G7, tiéu chudn [VDR

C6 kém phién

ISO 13485, CFS tai
Chau Au
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L6 13. Héa chét xét nghiém nhuém miu mé ty dd

ng Hematoxylin & Eosin

140

Bo hoa chéat nhudm tu dong
H&E gdm: Hematoxylin, Eosin,
Bluing buffer, Mounting
medium, Cover glasses

Test

216.000

B&/ 3.000 test/ chai 1
lit

B¢ hoa chat nhugm mo té bao biang Hematoxylin va Eosin trén hé
théng nhugm va dan lamen tu dong, cong sudt 240 lam/ gior bao
gdm: Hematoxylin (1 it ding du cho 3000 test) dang long, mau tim,
ap suét hoa hoi 2.3 kPa; Eosin (1 lit dung di cho 3000 test) dang
long, mau do, khong mui, pH 7.5; Bluing Buffer (1 lit dung da cho
3000 test) dang long, khéng méau, khong mui, 4p suat héa hoi 2.3
kPa; Mounting Medium (473 ml dung du cho 6000 test) c6 dé nhét
thép, kho nhanh, tuong thich véi céc dung dich co xylene hoidc
khong c6 xylene, dang long, khéng mau; Cover Glasses (Hop
3x1000 cai ding du cho 3000 test): kich thude 24 x 50 mm, khong
bo goc, ding dé dan cac mau mo duc khdi, mau cit lanh, miu té bao
dugc thiét ké voi kich thude va do day phi hop dé ding duoc trén
cac dong mdy dan lamen tu dong. Gid nhudém (1 cai/ 3000 test) thiét
ké dam bao chi c6 phan lam dugc nhung vao trong héa chét (phin
gid nhudém khéng nhing vao hoa chat) dé giap loai bo rii ro nhiém
chéo héa chat

ISO 13485

Lo 14. Héa chit xét nghiém nhudm hé

a md mién dich hoan toan ty dong bing phuong phap mién dich sinh mau Nau - DAB (PAU THAU TRON LO)

141

Khang thé don dong CD56

Test

50

Hop/50 test

Mot dng khang thé don dong khang CD56 (MRQ-42) chira thude
thtr pha sén di cho 50 xét nghiém. Pha loang trong dém Tris, pH
7.3-7.7, v&i 1% BSA va <0.1% Natri Azide.

Vit chu: tho

Lop khang thé: 1gG1

Nguén: dich nbi

ISO/ CE/ FSC
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Tiéu chuin chét

Lop khang thé: 1gG2b/k

Pon vi S6 Quy cich déng géi Tinh niing k§ thuit
e j Bog han tinh | Iwgmg w_za khio) E.maur_wa lrgng (tham khdo)
Mot 6ng khang thé don dong khang PLAP (NB10) chtra thude thir
pha san du cho 50 xét nghiém.
Pha lodng trong dém Tris, pH 7.3-7.7, v6i BSA 1% va Natri Azide
146 | Khang thé don dong PLAP Test 50 Hop/50 test <0.1%. ISO/ CE/ FSC
Vat chu: chudt
L&p khéng thé: 1gG/k
Nguon: dich ¢b truéng
Mot éng khéng thé don dong khéang SMA (1A4) chira thue thir pha
sdn du cho 50 xét nghiém.
Pha lodng trong dém Tris, pH 7.3-7.7, v6i BSA 1% va Natri Azide
147 | Khéang thé don dong SMA Test 50 Hop/50 test <0.1%. ISO/ CE/ FSC
Vit cha: chudt
L6p khang thé: 1gG/k
Nguén: dich néi
Mot éng khang thé don dong khang WT1 (6F-H2) chira thude thir
pha sin du cho 50 xét nghiém.
Pha lodng trong dém Tris, pH 7.3-7.7, v6i BSA 1% va Natri Azide
148 | Khéng thé don dong WTI Test 50 Hop/50 test <0.1%. ISO/ CE/ FSC
Vat chu: chudt
Lép khéng thé: 1¢G1/k
Ngubdn: dich ndi
Mot éng khang thé don dong khang p57 (Kp10) chira thudc thir pha
san du cho 50 xét nghiém.
Pha lodng trong dém Tris, pH 7.3-7.7, véi BSA 1% va Natri Azide
149 | Khéng thé don dong P57 Test 50 Hop/50 test <0.1%. ISO/ CE/ FSC
Vat chi: chudt

Ngudn: dich ndi
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154

Khang thé don dong D2-40

Test

50

Hép/50 test

Mot éng khang thé don dong khang Podoplanin (D2-40) chira thuéc
thir pha sin da cho 50 xét nghiém.

Pha lodng trong dém Tris, pH 7.3-7.7, v&i BSA 1% va Natri Azide
<0.1%.

Vit chu: chudt

Lép khang thé: 1gG 1

Nguédn: dich ndi

ISO/ CE/ FSC

Khang thé don dong MELAN A

Test

50

Hop/50 test

Khéng thé CONFIRM anti-MART-1/melan A (A103) chira lugng

thube H_E du cho 50 xét nghiém.
Mot o:: thude thir 5 mL khang thé CONFIRM anti-MART-

Khéng thé dugc pha loang trong Tris-HC1 0.05 M c¢6 chira 2%
protein van chuyén va 0.10% ProClin 300, mot chat bao quan.
Nong do khang thé dic hiéu khoang 3.4 pg/mL

I/melan A (A103) chira khoang 17 pg khang thé don dong tir chut.

[SO/ CE/ FSC

156

Khang thé don dong
CALDESMON

Test

50

Hop/50 test

Mot ong khang thé don dong khang Caldesmon (E89) chira thude
thir pha san da cho 50 xét nghiém.

Pha lodng trong dém Tris, pH 7.3-7.7, v&i BSA 1% va Natri Azide
<0.1%.

Vat chu: tho

Lép khang ﬂ:m 1gG

Ngudn: dich nbi

ISO/ CE/ FSC

157

Khang thé don dong CYCLIN

DI

Test

Hop/50 test

Khéng thé VENTANA anti-Cyclin D1 (SP4-R) chira lugng thuée
thir du cho 50 xét nghiém.

Mot éng thube thir S mL khang thé VENTANA anti-Cyclin D1
(SP4-R) chira khoang 0.5 pg khang thé don dong tir tho.

Khang thé dugc pha lodng trong Tris-HCI ¢6 chira protein van
nrcwmz va 0.10% ProClin 300 lam chét bao quan.

Nong do khéng thé déc higu khoang 0.1 pg/mL

ISO/ CE/ FSC
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Lé 16. Hoa chét xét nghiégm HbA1C ty dong (PAU THAU T

RON LO)

Hoa chét xét nghiém HbA ¢ sic

*Hoa chét xét nghiém dung dé dinh lugng hemoglobin A lc & mau
toan phan ctia ngudi _um_._m sic ky long hiéu ning cao (HPLC)

*Bo Thudc thir bao gdbm cac vat tu cho xét nghié¢m:

- Dung Dich Bém

- Dung Dich Rira/Pha Loéng.

- Hoa chét Phan Tich.

- Bo Chét Hiéu Chuan/Chét Pha Loang 3 mirc: Céc lo chét hiéu
chuén ¢6 chira dich mau tan cua hong cau ngudi 6 dang dong kho

165 ky 1ong hiéu nang cao Test 13000 400 tests/ hop vdi gentamicin, tobramycin va EDTA lam chét bao quan. Lo pha ISO 13485
i = lodng chét hiéu chuan chira nuée khir ion chira chat bao quan natri
azit <0.05%
- Chat Mdi Méau Toan Phan. Mdi lo chira dich mau tan cia hong
cau ngudi & dang déng kho véi gentamicin, tobramycin va EDTA
lam chat bao quan.
* Pham vi bao céo:
- % HbA lc theo NGSP: 3.9-18.8
- mmol/mol HbA I¢ theo IFCC: 19 -182
* Hoa chét kiém soat chat lugng dugc sir dung trong xac dinh dinh
166 | Hoa chét kiém chuin HbA 1¢ ml 24 6x0.5ml/hop hegng HOATG, Hai mito 4 1SO 13485

Thanh phan:

- San pham dang dong kho dugce chudn bj tir mau toan phan nguoi.

Ld 17. Hoa chit xét nghiém mién dich Enzyme héa phit quang (PAU THAU TRON LO)
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170

Hoéa chat xét nghiém HCV Ab

Test

5000

3 x 14 tests/Hop

1.Cong dung: Str dung cho chan doan in vitro nhim phat hién dinh
tinh khang thé x:m:m virut viém gan C trong huyét tuong hoic
huyét thanh ngudi; ho trg cho chdn doan nhiém vi rut viém gan C.
2. Thanh phan:
- Dung dich chira hat phu khang nguyén: Chira céc hat phu khang
nguyén HCV tdi t6 hop. Dung dich nay chira gelatin . Chét bao
quan
- Dung dich Khang thé Danh ddu Enzyme: Chira khang thé don
dong (chudt) anti-human IgG danh dau phosphatase kiém (ALP:
@ov Chét bao quan: natri azid.

3. D6 nhiéu trung binh < 10%.
A Dong g6i kém theo: Hoa chét higu chuan cho xét nghiém phat
hién dinh tinh Anti-HCV 2 mirc nong do

ISO 13485
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Hoa chat xét nghiém AMH

Test

7266

3 x 14 tests/Hop

1. Cong dung: Dung trong chin doan in vitro dinh lrgng hormone
khang Miillerian (AMH) trong huyét thanh hoac huyét twong nguoi.
2. Thanh phén:

- Dung dich hat phu khéng thé

chira céc hat phu khang thé don dong khang AMH, céc chét 6n
dinh protein (bo) trong dung dich q.mn._ Dung dich nay chira gelatin
- Dung dich khang thé enzyme

Chira lién hop khang thé don dong khang AMH danh ddu
phosphatase kiém (ALP), cac chit 6n dinh protein (bd) va cac chét
on dinh trong dung dich dém

3. Gidi han do: 0,024-25,000 ng/mL

D chinh xéc <2,1%

[SO 13485
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174

Hoa chét xét nghiém Prolaction

Test

4600

3 x 14 tests/Hop

1. Cong dung: Sur dung cho chan doén in vitro nhim dinh lugng
Prolactin trong huyét thanh hogc huyét tuong

2. Thanh phan:

- Dung dich hat phu khang Eo céc hat phu khéng thé don dong
(chudt) antiprolactin, cac chét 6n dinh protein (bo va chudt) va céc
chat 6n dinh héa hoc. Dung dich nay chira gelatin . Chét bao quan

- Dung dich khang thé danh diu enzyme: Chira khang thé don dong

(chudt) anti-prolactin danh déu phosphatase kiém (ALP: bé), cac
nsmﬂ on dinh protein (bd va bé) va Chét bao quan
3. Gidi han do: 0,1-400 ng/mL
wo chinh xdc <4,9%
D6 nhiéu trung binh <20%
Tuyén tinh trong khoang 24,8-400 ng/mL

[SO 13485

175

Hoa chét xét nghiém E2-111

Test

4200

3 x 14 tests/Hop

1. Cong dung: Dé sir dung cho chén dodn in vitro dinh lurong
estradiol (E2) trong _Evﬁ tuong hodc _:JBH thanh. Sé do E2 c6 thé
duge sir dung dé danh gia chirc ning _uzo:m tring, giam sat liéu
phép diéu tri v6 sinh va xac dinh thoi gian rung tring trong quéa
trinh thu tinh in vitro.

2. Thanh phan:

- Dung dich hat phua khang thé

Chira cac hat phu khang thé don dong (ctru)anti-E2, cic chat 6n
dinh protein (bo, ctru va chudt) va cdc chét 6n dinh héa hoc Dung
dich nay chua gelatin . Chat bao quan:

- Dung dich khang nguyén lién két enzyme

Chira danh dau phosphatase _:mE (ALP: bé), cic chét 6n dinh
protein (bo va bé) va cac chat 6n dinh hoa hoc ,Chét bao quan:

3. Gidi han do:19-2000 pg/mL

Do chinh xdc < 4%

D6 nhiéu trung binh < 10%

Tuyén tinh trong khoang 15,0-1948,6 pg/mL.

ISO 13485
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178

Hoa chat xét nghiém BHCG

Test

25000

3 x 14 tests/Hop

1. Cong dung: Sir dung cho chin doan in vitro nhim dinh lugng
beta human chorionic gonadotropin toan phan (BHCG) trong huyét
tuong hodc ?QQ thanh

2. Thanh phén:

- Dung dich hat phii khang thé: Chira cac hat phu khang thé don
dong(chudt) anti-BHCG, cac chat 6n dinh protein (bo va chudt) va
cac chét 6n dinh héa hoc Dung dich nay chira gelatin va Chat bao
quan

- Dung dich khang thé lién két enzyme: Chira khang thé don dong
(chudt) anti-BHCG danh dau phosphatase EoE (ALP: bé), cac
chaton dinh protein (bo va bé) va cac chit én dinh héa hoc. Chét
bao quan:

3. Gidi han do: 1,5-1000 mIU/mL

4. Do chinh xac: < 5,0%

ISO 13485

179

Hoa chat xét nghiém HIV

}@.....}G

Test

12500

3 x 14 tests/Hop

1. Cong dung: Sir dung cho chan doan in vitro nhim phat hién dinh
tinh khang thé Anti HIV-1 , khing thé Anti HIV-2 va khang nguyén
HIV-1 P24 trong huyét twong hodc huyét thanh nguoi: hd trg cho
chéan doan nhiém virus HIV _%m:m nguyén ¢ nguoi.

2. Thanh phén:

- Dung dich chira hat phu khang nguyén tai t6 hop HIV-1, khang
nguyén tai to hop HIV-2 va khang thé don dong Anti HIV-1 p24,
gelatin. Chét bao quan: natri azid

- Dung dich chira khang nguyén tai t6 hop HIV-1, khang nguyén
tai to hop HIV-2 dénh dau ALP va khang thé da Qo:a Anti HIV-1
p24. Chat bao quan: natri azid

- Dung dich tién xir Iy: chira chat dién hoat

3. Dic tinh cong nang:

D¢ nhiéu trung binh < 10%.

[SO 13485
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182

Hoéa chit xét nghiém CEA

Test

1750

3 x 14 tests/Hop

1. Cong dung: Bé sir dung cho chan dodn in vitro dé dinh lugng
khang nguyén ung thu phéi (CEA) trong huyét twong hosic huyét
thanh.

2. Thanh phén:

- Dung dich hat phu khéng thé: Chira cac hat phii khang thé don
dong anti-CEA, cac chét 6n dinh protein va cac chat én dinh hoa
hoc trong dung dich dém Tris, gelatin. Chat bao quan: natri azid.

- Dung dich khéng thé danh n_m_._ enzyme: Chira khang thé don dong
anti-CEA danh dau ALP, chit 6n dinh protein va cac chat 6n dinh
hoa hoc trong dung dich dém MES. Chat bao quan: natri azid.

3. Gidi han do: 0,5-200 ng/mL; D¢ chinh xédc = 3,2%:; D6 nhiéu
trung binh < 20%:; Tuyén tinh trong day 4,2-200 ng/mL.

ISO 13485

183

Hoa chat xét nghiém Ferritin

Test

2000

3 x 14 tests/Hop

1. Cong dung: Dé st dung cho chin doén in vitro nhim dinh lugng
_.m_,::s trong. huyét twong hoac huyét thanh.

2. Thanh phan:
- Dung dich hat phu khang :ﬁ chira cac hat phu khang thé don
dong anti-ferritin, cac chét én dinh protein va cac chét 6n dinh hoa
hoc trong dung dich dém Tris, gelatin. Chét bao quan: natri azid.
- Dung dich khang thé lién két enzyme: chira khing thé don dong
anti-ferritin danh déu ALP, cac chét 6n dinh protein va céc chit 6n
dinh hoa hoc trong dung dich dém MES. Chét bao quan: natri azid.
3. Gidi han do: 0,2-1000 ng/mL; D¢ nhiéu trung binh < 20%:
Tuyén tinh trong khoang 10 -1000 ng/mL

[SO 13485
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PCT

trong dung dich NaCl trong dung dich dém Tris voi chét én dinh
protein. Chat bao quan: ProClin 300

42
. . & s A
& Tén hang héa Pon vi S6 Quy ciich déng goi Tinh niing ky thut Tiéu chuén chét
. tinh lrgng (tham khéo) (tham khdo) lrgng (tham khio)
1. Cong dung: sir dung chan dodn in vitro trong hiéu chuin FSH 2
FIS4 GHlt HidG chiidh xa npkia mirc nong do
1] I L ml 12 Ix2x1,5mL/Hop | 2. Thanh phan: 1SO 13485
Chura hormone kich thich nang (FSH ¢6 chét 6n dinh protein (bo).
Chat bao quan
1. Cong dung: sir dung chén doén in vitro trong hiéu chuén
Ei6a chbt Kisi ekl s fahia Prolactin
] eheenti b ml 12 IX2x1,5 mL/Hop | 2. Thanh phén: . ‘ 1SO 13485
rolactin Chira NaCl trong dung dich dém, c6 chét én dinh protein (bo). Chét
bao quan
I. Cong dung: sir dung chan doan in vitro trong hiéu chuan E2-1IL.
Hoa chét hiéu chuin xét nghiém " 2. Thanh phan:
- E2-111 o 18 bl 2mL Hep Chira NaCl trong dung dich dém,c6 chét on dinh protein (bo). Chét 13013485
bao quan
Roiom Ly i 1. Cong dung: sir dung chan doan in vitro trong hi¢u chuén
191 Womun:mﬁ :.n:%::m: xéhnghim ml 18 1x3x1,5 mL/Hop Progesterone 3 mirc nong do, cé chit 6n dinh protein (bd) va chit [SO 13485
tageaterone- on dinh hoa hoc. Chat bao quan:
192 Héa chét hiéu chuin xét nghiém ml 18 1x6x1,5 mL/Hp 1. Cong dung: sir dung chan doan in vitro trong hiéu chuan 1SO 13485
Testosterone Testosterone 6 mirc nong dé, Chat bao quan
Hoa chat hiéu chudn xét nghiém z I. Cong dung: sir a::m chan doan in vitro trong hiéu chuan BHCG 2
193 BHCG ol 18 edxl 5 gy mtre nong do ¢6 chat 6n dinh protein (bo). Chat bao quéan IS0 13485
1. Cong dung: Héa chat chudn hoa xét nghiém HBsAg-Quant
Hoéa chat higu chuin xét nghiém _ 2. Thanh phan:
L dinh luong HBsAg-Quant al L 1x6x2,0 mL/Hop - Chira NaCl trong dung dich dém Tris c6 chat én dinh protein. 150 L2489
Chat bao quan: natri azid.
) 1. Cong dung: Hoéa chét hiéu chuan xét nghiém PCT
195 Hoéa chat hiéu chuan xét nghiém ml 2 2x2x0,5 mL/Hop 2. Thanh phan: Chat chuén déng kho chira u_.o_”m_o;o:s (PCT) 1SO 13485
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iy Tén hang héa wm._ vi S6 Quy cich déng goi Tinh niing ky thuat Tiéu chuén a_.m,
nh lwgng (tham khao) (tham khao) lrgng (tham khao)
Hoa chat kiém chuén xét
nghiém ddu 4n TSH, FT3, FT4, Kiém chuén ndng d6 2 cho cac xét nghiém thuémg quy: TSH, FT3,
204 | T3, T4, BHCG, Estradiol, ml 75 1x5 mL FT4, T3, T4, BHCG, Estradiol, Progesteron, Testosteron, LH, FSH, ISO 13485
Progesteron, Testosteron, LLH, CEA, Ferritin,...
FSH, CEA, Ferritin: mirc 2
Iom. mrm: w_mw,: i Kiém chuén ndng dé 3 cho céc xét nghi¢m thuong quy: TSH, FT3,
RE i iy 4o TSH, F 13, ¥4, FT4, T3, T4, BHCG, Estradiol, Progesteron, Testosteron, LH, FSH
205 | T3. T4, BHCG, Estradiol, ml 75 Ix5 mL nm% _um_n.:m..: ’ » 1108 2 TR ? ISO 13485
regesteron,, Testosteram, LH, Tiéu chuén chét luong: ISO 13485
FSH, CEA, Ferritin: muc 3 =
Mau noi kiém cho xét nghiém Anti- Treponema pallidum (Syphilis)
Hoéa chét kiém chudn xét - Thanh phan: Huyét thanh ngui, dang long
206 | nghiém Anti- Treponema ml 60 1x4 mL - Han st dung 3 nam ké tir ngay san xudt khi bao quan ¢ 0 2-8°C ISO 13485
pallidum (Syphilis) - Xéc dinh khéng thé khang Treponema pallidum (Syphilis)
- On dinh 60 ngay sau m& nip khi bao quan & 2-8 °C
Noi kiém chuén chimg dm cho céc xét nghiém sau: Anti-Hbe, Anti-
HBs, Anti-HCV, Anti-HIV-1, Anti-HIV-2, HBeAg, HBsAg, HIV-1
Ag
- Thanh phan: Huyét thanh ngudi, dang long
Ei6a chde kb chuln vt - Thuéc thir dam bao chét lugng khéng phan (mg
207 ml 75 1x5 mL - Pugc phan tich cho xét nghiém khang thé r:mam Human ISO 13485

nghiém bénh truyén nhiém

Immunodeficiency Virus loai 1 (anti HIV-1), khang thé khang
Human Immunodeficiency Virus loai 2 (anti HIV-2), khang nguyén
cua Human Immunodeficiency Virus loai | (HIV-1 Ag).... - Han sit
dung 3 ndm ke tir ngay san xuét khi bao quan ¢ & 2-8° C - On dinh
60 ngay sau m¢d nép khi bao quan ¢ 2-8 °C
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i d i Ti chét
& Tén hang héa Pon vi S6 Quy céch déng géi Tinh ning k§ thujt iéu chuin
tinh lurong (tham khéo) (tham khdo) lrgng (tham khéo)
Dung dich pha lodng mau bénh (e o ) A 11A oA x
218 | phim ding cho xét nehiém e 200 | x 20 mL Dung dé ucm lodng mau Progesterone trénHé thong mién dich don ( 1SO 13485
monocartridge)
Progesterone
L6 18. Hoa chat sir dung cho h¢ thng xét nghiém mién dich ty dgng hoan toan, cong nghé midn dich vi hat héa phat quang (DAU THAU TRON LO)
2 4 ” 2 i Cde dyng mau 1a mot vat chira dung mot 1n voi thé tich 1400 pL
219 | Coc dyng mau. Cai 1000 Hop 1000 cai (microlit) c6 vach chia do ISO 13485
990 | g g, Cai 800000 Hop/4000 céi Mx_wwnﬂﬂqm dung mot lan trong d6 phan trng vi hat hoa phat quang 1SO 13485
X x . " . . ; Dung dich dugc sur dung dé thuc hién | pha lodng béng tay cho cac
221 | Dung dich pha lodng xét nghiém Hop 5 Hop | chai x 100mL mau thuc hién véi cic xét nghiém mién dich ISO 13485
Mau chuén duoc sir dung dé hiéu chuin mdy phan tich mién dich
222 | Hodé chat chuin Anti HCV Hép 2 Hop 1 chai x 3mL khi thyc hién xét nghiém dinh tinh phat hién khang thé khang virus ISO 13485
viém gan C (anti-HCV) trong huyét thanh va huyét tuong nguoi.
" . L 2 5 5 ; Hoa chét chuan dé dinh lugng va dinh tinh beta human chorionic .
223 | Hoa chat chuan BHCG Haop 4 Hdp 6 chai x 3mL gonadotropin (B-hCG) trong huyét thanh va _:GmH frong. ISO 13485
R : . . i Hoa chét chuén dé dinh luong khang nguyén duoc xac dinh bai OC
224 | Hoa chat chuan CA 125 Hép 3 Hop 6 chai x 3 mL 125 trong huyét thanh va huy&t firong. [SO 13485
ey 5 . . o Hoa chit chudn xét nghiém dé dinh lwong khang nguyén ung thu
225 | Hoa chat chuan CEA Hop 2 Hop 2 chai x 3mL biéu mé phoi (CEA) trong :E&H Wisih v _\Ewﬁ frong, ISO 13485
Hod chét chuin xét nghiém dé dinh tinh va ban dinh lugng céac
226 | Hoa chét chuin CMV 1gG Hdp 2 Hop 6 chai x 3mL khang thé 1gG khang Cytomegalovirus trong huyét thanh va huyét [SO 13485
tuong.
; & . A : Hod chat chudn xét nghiém mién dich _urm: hién dinh tinh khang thé 4
: 3 a 9,
227 | Hod chat chuiin CMV-1gM Hop = HOPd shaixdml IgM khang Cytomegalovirus trong huyét thanh va huyét tuong. B e
i 2 .. N " : Hod chat chudn xét nghiém mién dich dé dinh lugng ferritin trong
228 | Hod chat chuan Ferritin Hop 2 Hop 2 chai x 3ml huyét thanh va hiyét twong., [SO 13485
o L - ) . ) Hod chét chudn xét nghiém mién dich dé dinh luong
229 | Hod chat chuan Free T3 Hop 3 HOp 6 chai x 3mL triiodothyronine tu do (Free T3) trong huyét thanh va _:c:w tuong. 139 DA%
-_ i X . . Hod chat chudn xét nghiém mién dich dé dinh lugng thyroxine tr do A
230 | Hoa chat chuan Free T4 Hop 2 Hop 6 chai x 3mL (Free T4) trong huyét thanh va huyét fironig. ISO 13485
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. . s . a m
& Tén hang héa Pon vi S6 Quy cach déng g6i Tinh niing k¥ thuat Tiéu chuén chit
tinh lrgng (tham khéo) (tham khao) lrgng (tham khio)
& , 2 A . Hoa chat hiéu chimg dung cho xét nghiém beta human chorionic A
2 5 3 ; S . ;
244 | Hoa chat hiéu chimg BHCG Hap 10 Hdp 3 chai x 8mL gonadotropin (B-hCG) trong huyét thanh va huyét tuong, ISO 13485
¢ piberas 3 4 4 : Hoa chat hiéu chimg dé dinh lrong khéng nguyén duoc xac dinh .
o lxq H 5 . ¥ p b
245 | Hod chat hiéu chirng CA 125 Hép 4 Hop 3 chai x 8 mL boi OC 125 trong huyét thanh va huyét tirong, ISO 13485
ool -— A 2 : Hoa chét hi¢u chiing dé dinh luong khang nguyén ung thu phoi
246 | Hoa chat hiéu chimg CEA Hop 3 Hop 3 chai x 8mL (CEA) trong huyét thanh va huyét hrorig, ISO 13485
T ’ " < : Hoa chit hi¢u chimg dé dinh tinh va ban dinh lugng cac khang thé 5
247 | Hod chat hiéu chimg CMV IgG Hop 3 Hdp 3 chai x 8mL IgG khang Cytomegalovirus trong huyét thanh va huyét tuong, [SO 13485
S . 5 ; Hoa chét hi¢u ching phat hién dinh tinh khang thé IgM khang
: \u T L . .
248 | Hoa chat hi¢u chirng CMV [gM Hop 3 Hop 2 chai x 4ml Cytomegalovirus trong huyét thanh va huyét twong, ISO 13485
249 | Hoa chét hiéu chimg Ferritin Hop 3 Hop 3 chai x 8mL uom,.%m, hiu chiimg d¢ dinh luong ferritin trong huyét thanh va 1SO 13485
uyét tuong.
R i ) R . . Hod chat hi¢u chiing dé dinh tinh khang nguyén e viém gan B
250 | Hod chét hiéu chimg HBeAg Hop 3 Hop 2 chai x 8mL (HBeAg) trong huyét thanh va huyét trong, [SO 13485
Hoa chét higu chimg xét nghiém mién dich dinh tinh khang nguyén
251 | Hoa chat hiéu chimg HBsAg Hop 23 Hép 2 chai x 8mL bé mit virus viém gan B (HBsAg) trong mau huyét thanh va huyét ISO 13485
tuong,.
252 | Hod chit hiéu chimg HE4 Hop 3 Hop 3 chaix 8 mL HMM_M:& higu chimg dé dinh lugng khang nguyén HE4 trong huyét 1SO 13485
Hoa chat hi¢u ching dé phat hién dinh tinh déng thai khang nguyén
Hoa chét hiéu ching HIV i 4 2 HIV p24 va cdc khang thé khang virus gay suy giam mién dich & =
253 Ag/Ab Hop e Hikgedichpn Sl am:@m loai I va/hodc loai 2 (HIV-1/HIV-2) trong huyét thanh va ISO/13485
huyét tuong.
Hoa chét dé khang dinh s ton Xét nghiém mién dich vi hat hod phét quang dé khing dinh sur hién
254 | tai cua khang nguyén bé mit Test 400 Hop 2 x 100 test dién cua khiang nguyén bé mit viém gan B (HBsAg) trong huyét [SO 13485
viém gan B (HBsAg). thanh va huyét tuong.
Héa chét dinh luong alpha- R Xét nghigm mién dich vi hat hoa phat quang dé dinh lwong alpha-
) B f= M N (= ¥ L —
233 fetoprotein (AFP). et 2 Hop 2 x 100 test fetoprotein (AFP). ISO 13485
256 | Hoa chét dinh lugng Ferritin. Test | 2800 | Hop2x100test | ctnghiém mien dich vi hat hoa pht quang dé dinh lugng ferritin 1SO 13485

trong huyét thanh va huyét tuong.
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Stt Tén hang héa Don vi S6 Quy cach déng géi Tinh niing wm thuft Tiéu chuan 2.%
tinh luwgng (tham khdo) (tham khio) lwrgng (tham khio)
Io,m chet m_m: tith dong za__\ Xét nghiém mién dich vi hat hoa phat quang dé phat hién dinh tinh
khangmgirysu HIV ped wghe ddng thoi khang nguyén HIV p24 va cac khang thé khang virus gay
267 | khéng thé khang virus gay suy Test 55000 Hép 2 x 100 test ISO 13485
P g i suy giam mien dich & nguoi loai 1 va/hogc loai 2 (HIV-1/HIV-2)
giammicn:dich @ nguvi logi 1 trong huyét thanh va huyét tuon
vavhoic loai 2 (HIV-1/HIV-2). Y Y &
Hiéa chét dinh tinh khang Héa chét dinh ::: khang nguyén bé mit viém gan B (HBsAg)
o L R " - Xét nghiém mién dich vi hat hoa phat quang dinh tinh khang "
268 | nguyén bé mit viém gan B Test 70000 Hop 2 x 100 test ISO 13485
nguyeén bé mat viém gan B (HBsAg) trong mau huyét thanh va
(HBsAg). h
= uyét tuong.
Hoéa chét dinh tinh khang . Xét nghi¢m mién dich vi hat hoa phat quang dé dinh tinh khang
269 nguyén e viém gan B (HBeAg). Test 2000 Hop# s 00tet nguyén e viém gan B (HBeAg) trong huyét thanh va huyét tuong. B
NSRS ooy Xét nghiém mién dich vi hat hoa phat quang phat hién dinh tinh
270 e o:m.H dian Ul Ehing the s Test 1200 Hop 2 x 100 test khang thé IgM khang Toxoplasma gondii trong huyét thanh va [SO 13485
IgM khang Toxoplasma gondii. h
uyét tuong.
Hoa chat dinh tinh khang thé Xét nghiém mién dich vi hat hoa phét quang dé phat hién dinh tinh
271 | khang Treponema Pallidum Test 61000 Hop 2 x 100 test khang thé khang Treponema pallidum (TP) trong huyét thanh va ISO 13485
(TP) huyét tuong.
Hoéa chét dinh tinh khang thé Xét nghiém mién dich vi hat hoa phat quang dé phat hign dinh tinh
272 | khéang virus viém gan C (anti- Test 18800 Hop 2 x 100 test khang thé khang virus viém gan C (anti-HCV) trong huyét thanh va ISO 13485
HCV). huyét twong.
Hoa chét dinh tinh va ban dinh Xét nghiém mién dich vi hat hoa phat quang dé dinh tinh va ban
273 | lugng cdc khang thé IgG khang Test 2800 Hop 2 x 100 test dinh lugng cac khang thé IgG khang Cytomegalovirus trong huyét ISO 13485
Cytomegalovirus. thanh va huyét tuong,
Hod chiét dung dé pha loang thu . __
cong mau cho xét nghiém " . Hod chat dung dé pha loang thi cong mau cho xét nghiém HBsAg -
21 HBsAg Qualitative I1 il 100 Hep/'ohiarx 100w, Qualitative I1 Confirmatory. IS0 13485
Confirmatory.
Hok chditigh chitne Rubella Hoa chat hiéu chimg xét nghiém mién dich dé dinh lugng va dinh
275 o8 SHVIIECINOD Hop 4 Hop 3 chai x 8mL tinh cac khang thé 1gG khang virus rubella trong huyét thanh va ISO 13485

1gG

huyét tuong.
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: e Pon vi Sé Quy céch déng géi Tinh niing k§ thuat Tiéu chuén chét
Stt €n hang héa tinh | lwong (tham khio) (tham Khiio) lwgng (tham khio)
287 Hoa n?.w nr.:m,:_ dinh luong Hop I Hép 6 chai x 2ml Hod n:m,q o:cw: dé dinh lugng procalcitonin (PCT) trong huyét 1SO 13485
procalcitonin thanh va huyet twong.
288 Hoa o_\_m.,: Ew: chimg dinh lugng Hop | E0p 6 chai x 3l Iomho__m: :_@c.n:c:,m khi dinh lugng procalcitonin (PCT) trong 1SO 13485
procalcitonin huyét thanh va huyét tuong.
K it chifos o b Hoa chét hiéu chimg (kiém tra chét lugng) dé theo doi do chinh xéc
agg | FONGUAE ko ching g ml 240 | Hop 12 chaix Sml | ciia cic quy trinh xét nghiém Triiodothyronine, Free (FT3) va ISO 13485
caexetnghiem F13, FT4, TSH, Thyroxine, Free (FT4)
Hoa chat dinh lugng khang Xét nghiém mién dich vi hat ho4 phat quang dé dinh lugng khang
290 | nguyén bé mat virus viém gan B Test 400 Hdop 2 x 100 test nguyén bé mit virus viém gan B (HBsAg) trong huyét thanh va SO 13485
(HBsAg) huyét twong ngudi.
Hoéa chat chuén dinh lugng , ; Hod chét chudn xét nghiém dinh luong khang nguyén bé mat virus
291 HBsAg = Sl Hopgehalxdml. | o gan B (HBsAg) trong huyét thanh va huyét twong, IS0 13485
e —— Hoa cht hiéu ching xét nghiém mién dich dé dinh luong khdng
292 Fi6a chat higu chimg dinh lugng ml 72 Hop 3 chai x 8mL nguyén bé mat virus viém gan B (HBsAg) trong huyét thanh va ISO 13485
HBsAg huyét tuong.
L6 19. Hoa chit xét nghi¢m mién dich ty dong danh gid chirc niing budng trirng (PAU THAU TRON LO)
293 | Chat chun ciia héa chat dinh il 24 | Hop 1x2ml +5x2ml | Chét chudn ciia héa chét dinh luong AMH. 1SO 13485
lugng AMH
Chat kiém tra cua hoa chét dinh _ 84 Hop dugc dung dé kiém tra chit lugng xét nghiém AMH trén may xét SO 13485
294 | Juomg M 2x2ml+2x2ml+2x2ml | nghiém mién dich v6i ba khodng néng do trong huyét thanh nudi.
) ) Tha An: ; = P 2 e 7 R
295 | Co chét phét quang ml 4160 Hop 4x130ml u%ﬂw%mz Dung dich dém c6 chat huynh quang va chét hoat tinh 1SO 13485
296 | ciip dung mau thé tich 0.5ml Cai 1000 Tai 1000 cai Cup dyng mau thé tich 0.5ml.
37 | Dungoieh ymding cho/may Lit 234 | Thing 4x1950ml | Dung dich muéi dém. 1SO 13485

mién dich
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Stt

Tén hang héa

Don vij
tinh

S6
lugng

Quy cich déng goi
(tham khdo)

Tinh niing k§ thuit
(tham khio)

Tiéu chuén chit
lrgng (tham khio)

305

Thé dinh danh vi khudn Gram
am

70

Hop 20 card

- Thé dinh danh vi khudn Gram am duoc sir dung trén hé thong may
dinh danh va khang sinh d6 tu dong dé dinh danh tu ddng cac truc
khudn Gram dm 1én men va khong 1én men.

- Theé cén cir vao cac phuong phép héa sinh da dugc ::mm lap va da
phat trién méi cdc co chat tinh toan viéc sir dung ngudn cacbon,
hoat tinh enzym va tinh khang. C6 47 xét nghiém hoa sinh va mot
giéng doi chirng am.

- The dinh danh vi khuan Gram am la thé diing mot lan.

- Bao quan thé hoa chat trong 16p I6t kin cua bao bi & nhiét do tir 2-
8°C

ISO 9001/ 1SO
13485/ CE, FDA

306

Thé dinh danh vi khuan Gram
duong

60

Hop 20 card

- Thé dinh danh vi khuin Gram duong dugc st dung trén hé thing
mdy dinh danh va khang sinh dé tu dong dé dinh danh ty dong cac
vi khuan Gram duong

- The cén cir vao céc phuong phap hoa sinh da dugc thiét _mu va co
chét da phat trién mai. Co 43 xét nghiém hoa sinh danh gia viée sir
dung nguon cacbon, cac hoat dong enzym va tinh khéang.

- Thé dinh danh vi khuin Gram duong la thé ding mot lan.

- Bao quan thé héa chét trong 16p 16t kin cta bao bi & nhiét do tir 2-
8°C

ISO 9001/ ISO
13485/ CE, FDA

307

Thé dinh danh nim

40

Hop 20 card

- Thé dinh danh nam sir dung véi hé Eo:w may dinh danh va khang
sinh d6 tu dong dé dinh danh tr dong hau hét cac ndm c6 y nghia
lém sang hodc vi sinh vat giéng ndm.

- Thé cén cir vao cac phuong phép héa sinh da dugce thiét 1dp va co
chat da phat trién moi. C6 46 xét nghiém hoa sinh danh gi viéc sir
dung nguon cacbon, ngudn nitrogen, céc hoat dong enzym.

- Thé dinh danh ndm la thé dung mot lan.

- Bdo quan thé hoa cht trong bao bi déng géi ban déu cia ching ¢
2°C t6i 8°C

ISO 9001/ 1SO
13485/ CE, FDA
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Stt

Tén hang héa

DPon vi
tinh

lrgng

Quy cach dong goi
(tham khéo)

Tinh ndng k¥ thuit
(tham khsio)

Tiéu chuén chét
lwrgng (tham khio)

Thé khang sinh dé Gram duong

cac loai

Hop

30

Hop 20 card

- Thé khang sinh d6 Gram duong cac loai dugc sir dung trén hé
théng may dinh danh va khang sinh d6 ty dong trong phong xét
nghiém lam sang nhu mot xét nghiém in vitro ¢é xac dinh tinh nhay
cam cua mﬂmu:w_orooo:m spp.,Enterococcus spp., and S. agalactiae.

- Thé khang sinh db Gram duong cac loai la thé dang mot l4n.

- Bao quan thé héa chit trong bao bi dong goi ban dau cua ching &
2°C t6i 8°C

ISO 9001/ ISO
13485/ CE

312

Thé khang sinh db ndm

30

Hop 20 card

- Thé khang sinh dd Ndm men dugc st dung trén hé thong may dinh
danh va khang sinh do tu dong trong phong xét nghiém lam siang
nhu mét thir nghiém in vitro dé x4c dinh tinh nhay cam cta ném
men.

- Thanh phén khang sinh trong thé héa chit: Amphotericin B,
Caspofungin, Fluconazole, Flucytosine, Micafungin,
VoriconazoleSDD.

- Thé khang sinh d6 nam men Ia thé dung mot lan.

- Bao quan thé héa chat trong bao bi dong goi ban diu cua ching &
nhiét do tir 2-8°C

ISO 9001/ ISO
13485/ CE

313

Dung dich pha méu saline sol
0.45% dung cho mdy dinh danh

vi khuan

Thang

Thung 20 chai x 0.5L

- Dung dich nuéc mudi 0.45% vo khuan duge sir dung dé chuan bj
thu cong huyén dich vi sinh vét, truéc khi tién hanh dinh danh va
thir nghiém tinh nhay cam khang sinh trén cac thiét bi tu dong.

- Thanh v:m: Sodium Chloride 0.4% - 0.5%

- Tiéu chuén déng g6i: Thung/ 20 chai x 500ml

ISO 13485, CE

314

Tuyp nhuya trong 12 x 75 mm
(dung cho may dinh danh vi

khuan)

Thing

Thing 2000 éng

- Ong nhua Pplastic dé pha loang huyén dich vi khuan, trong sudt,
khong c6 nap, day tron, kich thudc (11-12 x 75-77mm) trén hé
Eo:m dinh danh khéng sinh d6 tu dong.

- Chit liéu: Nhuya; d_m tich: 4 - 6 mL

- Bao quan: nhiét d¢ phong.

ISO 9001/ CE




EONON|

(%866

Z 19456 ABD un uBY 1015) %6'66< NAIY 98P 0@ NSIY JEP 0@ -
(yuey 124ny 1 007)

quynl 21 BA (yuey Any i 00S) TW/NI T (v.1ad Sugq Suop
Suoyp Suom 194ny il 007) TwW/NI §'s1 (V.LAd 3ugq Bugp Suoyo
Suom SbE A 00<) Twy/N1 L7 :yon ueyd Aeyu 0@ :Kéyu 0@ -
00T

ngwr A 01X Y41 241 0Y9 %56 < YdIp 31 £ 10A Tw/N] 1 9p SuQu 0
eA 1 008 negw A1 10X yon U1 0Yd %56 < YIIP I £ 10A TW/N] € 0P
Suou 0 AGH VNQ udiy eyd Aeu wdiydu 19x Bues yuiw Sunyo nno
uarySu ‘yuey 19Any 104 10@ "V.LAA Sugq Suop mcozu Suon 194ny
Suon i 0Oz new A1 NX Y91 U1 04D %G6 < YIIP 31 £ 19A TUyNI
¢'L1 Op Sugu o eA T 00S ngul 4] nX yon 3y oyo %S6 = UoIp 91 A
10A U € OP BuQu 0 AGH VNG U1y 1pud :udiy pyd uey 1010 -
YMDd dwn-[eay Eu_ﬁ: 19x deyd Suonyd -

wrysu 19x gol doH

0zel

1891,

A€H VYN Fuonj
quip warysu 19X nyi ogny .

91¢

4008l

(SHA) (%566 2ryd 10U 0456 A8 Ul OP) %6°66<

(queyy _m?f,&ﬂm mcma Juop m:o__u Suon)

194NY) (%566 e1yd 10w 9456 A8 UN OP) %6'66< NI ILP OG -
(z-AIH) Twydo

186 BA (N 1-ATH) Tw/dd ¢67 ®] SgA ngw ua. yop ueyd Leyu oG
(T-AIH) Tuydd ¢z A

(A 1-AIH) Twydo 1°Z1 2] yuey) Eb._: new ugy yon ueyd AByu 0@
(z-ATH) Tu/do 6L BA (A T-ATH) Tw/dd 971 Bl V.LAH Sugq
Suop ¢ m:osu Fuom Bmz: ngw uga) yon uegyd Aeyu 0@ :Leyu 0@ -
y_on_ awmjeay 1wdry3u 1x deyd Suonyd -

wdySu 19X z61 dOH

89L

159,

T-AIH
BA 1-ATH VN 331q upyd eA
quil yuip wiysu 19X Ny oony,

cle

(01 NOY.L NVHL NY@) 3udp i} ugo) ugoy Yod 2w

gay widy3u J9x Apw 0yd 3unp Ns 1gyYd BOH ‘7T 91

(ovyy weyy) Sudny
YEU ugny na1L

(0B weyy)
18ny) Ay Sugu yuiL

(o weyy)
103 3uop YIBd AnQ

gudny
98

yuy
ia uo@

8Oy Sugy UYL

ns

LS




58
St Tén hang héa Pon vi Sé Quy céch déng goi Tinh niing k§ thuét Tiéu chuin n:mH
tinh hrgng (tham khéo) (tham khdo) lIrgng (tham khio)
Vat liéu kiém soat am tinh xét __
nghiém phat hién / dinh tinh / - Vat liéu kiém soat am tinh xét nghiém phat hién / dinh tinh / dinh
317 | dinh lugng RNA HIV-1, RNA ml 64 Hop /16 x 1 mL lugng RNA HIV-1, RNA HIV-2, RNA HCV, DNA HBV. DNA ISO, CE
HIV-2, RNA HCV, DNA HBV, cytomegalovirus
DNA cytomegalovirus
G, R ] Hop 8 xét nghiém
5 b :n:;r_ma. Al Qno&m S (20m 2 loai mau - Vat ligu kiém soét duong tinh xét nghiém dinh tinh va phén biét
318 | xét nghiém dinh tinh va phén Test 56 chimg x 8 éng x 0.65 | RNA HIV-1 va HIV-2 ISO, CE
biét RNA HIV-1 va HIV-2 & gx o
mL)
Vat liéu kiém soat duong tinh Hop 8 xét nghiém ,
xét nghiém dinh tinh va dinh (g0m 8 chai nong d | - Vat liéu kiém soat duong tinh xét nghiém dinh tinh va dinh lugng
319 | lugng RNA HIV-1, dinh lugng Test 56 thap x 0.65mL va8 | RNA HIV-1, dinh lugng DNA HBV, dinh tinh va dinh lugng RNA SO, CE
DNA HBV, dinh tinh va dinh chai nong d¢ cao x HCV
lugng RNA HCV 0.65 mL)
320 | Hat bi tir 480 xét nghiém Test 5280 Binh/480 xét nghiém | - Hat bi tir 480 xét nghiém ISO, CE
, \ , - Dau tip thé tich: 1000 pl. Vat liéu: Polypropylene — PP. Bugc sit
31 | Pautip hat mau va thubce thir Cai 61440 | Thung/8x480dau | dung trong chan doan in vitro dé hit mau va thude thir dang long, 1SO. CE
1000 pL tip cho cac xét nghiém sinh hoc va héa hoe. Khong c6 Pyrogen, ’
RNAse, DNAse, chit irc ché PCR, DNA va ATP cia nguoi,
: - Péu tip thé tich: 300 ul. Vat lieu: vo_uﬁ«onw_az\n — PP. Buge sir
Dau tip hut mau va thude thir - Thing/ 12 x 480 dau | dung trong chan dodn in vitro dé hat mau va thuéc thir dang long,
o 300 pL Ca SRl tip cho céc xét nghiém sinh :om va hoa hoc. Khong co Pyrogen, 150, CB
RNAse, DNAse, chat trc ché PCR, DNA va ATP clia ngudi,
. i = ~ . » - ¥ u - = ~ . \u .
323 | Bia xir Iy mAu 24 vi tri Cii 960 Hop/60 céi qw_wxﬁwmw giéng duoc sir dung cho qua trinh xir Iy mau . Dia c6 24 vi 1SO. CE
o e ; s g : y - Dia phan (g 24 vi tri . D¢ tranh béc hoi trong qué trinh luan
) 2 Qo<
324 | Pia phan ung 24 vi tri Cai 1920 Hop/120 cai nhiét, céc giéng déu diroc han, ISO, CE
325 | Dia chét thai long 24 vi tri Cai 960 Hop/60 cai - Dia chat thai long 24 vi tri I1SO, CE
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i  Ten hkug hioa Pon vi S6 Quy cdch déng g6i Tinh niing ky thugt Tiéu chuén n—.m~
e tinh luwgng (tham khdo) (tham khéo) lrgng (tham khio)
B kit 1y miu nuée tiéu cho xét - Bo kit ldy mau nudc tiéu cho xét nghiém CT/NG )
333 [Ty el ¢ Goi 2400 Hop/100 Goi - Phuong phap xét nghiém: Ky thuat real-time PCR hogc khuéch 1SO, CE
nghiém CT/NG ey .
dai acid nucleic
‘ - Chéi 14y mau té bao tir cung
334 | Chéi ldy mau té bao tir cung Cai 2400 Hop/100 Ca - Phuong phép xét nghiém: Ky thuét real-time PCR hogc khuéch ISO, CE
dai acid nucleic hodc té bao hoc
- Bo bao quan va van chuyén mau 5 . - Hu thu, van chuyén va bao quan mau té bao dé st dung trong xét
— té bao Lo >0 Thinga0 Lo nghiém phan tir va/hodc trong chuan bj tidu ban mau té bao hoc 8Q.LE
> Dung dich chuan bi mau cho xét . : - Duge sir dung dé hoan nguyén mau cobas Plasma Separation Card
33 nghiém PCR il 1200 15:hat x40l hodic mdu mau khé (Dried Blood Spot). I8
L6 23. Hoa chit khing ndm d6 (DAU THAU TRON LO)
- Sir dung cho chan doan in-vitro dé _:mS tra dinh luong tinh nhay
cam voi thude khang nim cua cac loai ndm men gap trén lam sang
va Cryptococcus spp
Thube thir xét nghiém tinh nhay 40 Dia/hs - Thanh EE: bo thir nghiém bao gém:
337 | cam vai thuoc khang nam cua Hop I (80 Hmmq%nu +40 dia, moi dia thyc hi¢n cho 2 thir nghiém, ¢6 chira cac khang ISO 13485
nam men va Cryptococcus spp. P sinh: Amphotericin B, Anidulafungin, Micafungin, Fluconazole,
_uommn\o:mwoﬁ, Voriconazole
+ Gidy bac niém phong
- Bao quan ¢ nhiét do 15-25°C.
-Bo thude thir KSP bao gbm:
IVD chét chi thi dung cho xét ) + Ong chi thi KSD AST-Indicator chira 4.4 mL dung djch
o nghiém tinh nhay cam vé i thudc ; 4 Ong/hop resazurin.
338 khang nam ctia ndm men va Hip _ (80 test/hop) + Ong dung dich Methylene blue chira 4.4 mL dung dich bR R
Cryptococcus spp Methylene blue.
- Bao quan ¢ nhiét d6 2-8°C.
IVD méi truomg dung cho xét x. % ; . : , 3
- , - Moi ong chira 11.5 mL, thanh phan canh truong bao gém : RPMI-
339 mm:_ma finty ity panuNg M:an Hop 4 mmo%hmw\wmﬂ 1640, MOPS, Glucose. SO 13485
Engmamelie minymeny P - Bao quan & nhiét do 2-25°C.
Cryptococcus spp. R
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s Pon vi S6 Quy céich déng goi Tinh niing k§ thuat Tiéu chuéin chét
Stt Tén hang hoa tish | lwgng {tham Khiio) (tham khio) lwgng (tham kho)
Cartrigde chtra thuéc thir héng cau miu O (180 test) kem dau con
Hong cau mau O LILIII st dung " Thanh phan: huyén phu dung dich LISS d dugc diéu chinh voi
a5t trén mdy gel tu dong Test Lol Hp 3x180) test EDTA nong d6 0.5%, c6 nong d 1.6 - 2.0%, Trimethoprim va 13013490, CE.
sulfamethoxazole
35y | ks e hin g Test | 33480 | Hop6x 180test | Cartrigde chimg kiém dinh (180 test) kém diu SO 13485, CE.
trén may gel tu dong
Hoa chat noi kiém dinh o Cdc mau noi kiém Xét nghiém dinh nhom mau ABO- RHI hodc dinh
352 | mau ABO-RHI1 va dinh kiéu ml 384 Hop 4 1o x 4ml ISO 13485, CE.

hinh RH-K

nhom RH-K, kit gom 4 lo nhém méu A, B, AB va O, mdi lo 4ml

L6 25. Hoa chét xét nghiém 14 genotype HPV nguy co’ cao gy ung thw ¢d tir cung, xdc dinh 6 typer

THAU TRON LO)

iéng bi¢t biing phuong phap Realtime PCR h¢ théng tw dong (DAU

Bo thude thir ding trén thiét bj xét nghiém HPV.
Bao gom:
Héa chat cho xét nghiém dinh +Ong PCR G1 chra: oligonucleotides, miu do huynh quang,
353 | type HPV am_._m cho may n:.:: Hép 80 192 test/Hop dNTPS va DNA Polymerase véi cac thanh n:m: 6n dinh va dém. ISO 13485, CE-IVD
danh vi khuan CT/GC va virus + Ong PCR G2 chia: oligonucleotides, mau do huynh quang, hodc FDA
HPV dNTPS va DNA Polymerase véi cac thanh _u:m: 6n dinh va dém.
+Ong PCR G3 chira: oligonucleotides, mau do huynh quang,
dNTPS va DNA Polymerase véi cac thanh u:m: on dinh va dém.
Bugc ding cho quy trinh tach chiét DNA tir mau khi sir dung véi hé
. Hoa chét tach chiét ADN cho & , R :dozm dinh danh vi khuén, vi rut [SO 13485, CE-IVD
34 xét nghiém dinh tinh HPV Hop i 12 méng/Hop - Mbi mang ¢6 5 w:omsm hoa cht chira: axit lién két, dém rura, dém hodc FDA
tach, dém trung hoa véi chét bao quan, va Idung dich rira trung hoa
Ong tach chiét ADN cho xét X 2 . Dugc ding cho quy trinh tach chiét DNA tir mau khi sir dung voi hé | ISO 13485, CE-IVD
395 nghiém dinh tinh HPV Hop " e théng dinh danh vi khuén vi rut hodc FDA
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Pon vi S6 Quy céch déng géi Tinh niing ky thuat Tiéu chufin chét
Stt Tén hang héa ik lugng (tham khio) (tham khio) lwrgng (tham khio)
Lo thu thdp mAu ¢6 chira dung dich bao quan géc con, dugc ding
Hoa chibt b6 it w16 b dé van chuyén, bao quan va tao méi truomg khang khuén cho mau
363 now,o i Thiing 29 500 lo/ thiing bénh phim phy khoa. , 1SO 13485
co tircung M5i lo chira 10ml dung dich bao gom: Ethanol , Methanol , 2-
Propanol , Formaldehyde.
364 | Chéi ldy mau té bao cb tir cung Hop 145 100 chdi/ hop Dung cu ldy mAu té bao cb tir cung, vé tring, chi sir dung 1 lan ISO 13485

L6 26. Hoa chat mién dich sang lgc truge sinh 3 thang du (Phuong phap mién d

ch huynh quang) - (PAU THAU TRON LO)

Hoa chat xét nghiém chi tiéu

- Hoa chat xét nghiém chi tiéu Free hCGB diing cho sang loc trudc

365 free beta HCG Test 8.064 96 test/kit sinh (double test - thai ky I hogc triple test - thai ky 11); ISO 13485, CE-IVD
Y208 - St dung mau huyét thanh va phuong phap TRF
WMﬂm:MHMwM :mﬂ_nwa, o:__w_wz - Héa chét xét nghiém chi tiéu PAPP-A ding cho sang loc trude
T el . amc.w_m MHW e Test 8.064 96 test/kit sinh (double test - thai ky I); ISO 13485, CE-IVD
H_“:Qn sih y - Sir dung mau huyét thanh va phuong phap TRF
: _ - A . . 3 R 5] A F .k 3 oA
e e
367 | PLGF diing cho sang loc tién Kit 200 96 test/kit quy Y glo guy ISO 13485, CE-IVD

san gidt tir quy 1-2-3 cua thai ky

test-thai ky I); )
- St dung trén mau huyét thanh;

Lo 27. Linh kién, vat tu tiéu hao sir dung cho cic loai xét nghiém

368

Diu cén 200 uL c6 miéng hut
rong (wide —bore)

Cai

960

Diu ¢on ¢6 loc, tiét trung thé tich t6i da 200uL, RNase-/DNase-
free, Nonpyrogenic, khong bam dinh, phu hgp pipette dang sir dung
Miéng hit rong dé hat hat DNB, matrix

ISO 13485
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Stt

Tén hang hoa

Pon vi
tinh

S6
lwgng

Quy cach déng goi
(tham khio)

Tinh niing k¥ thuit
(tham khio)

Tiéu chuén chit
lrgng (tham khio)

Thude nhudém axit nucleic
huynh quang EvaGreen ding
trong realtime PCR nong d6
25uM

ImL/6ng

kit 5 6ng x 1 mL

Sir dung trong cac k¥ thudt PCR dinh luong (qQPCR), phan tich bién
tinh nhiét do cao (HRM), khuéch dai diang nhiét nhu LAMP.
Nong do: 20X (25 uM)

Dang: Dung dich mau xanh nhat &

Budc song kich thich: ~500 nm (khi lién két vai DNA soi doi)
Budc song phat xa: ~530 nm (khi lién két véi DNA sgi doi)

Do 6n dinh: On dinh khi dun & 95-100°C trong 48 gios; chiu duoc
nhiéu chu ky dong—tan

Ddc tinh sinh hoc: Khong doc té bao, khong gay dot bién

Bao quan: -10°C dén -35°C (khuyén nghi: -20°C)

Ung dung: gPCR, HRM, digital PCR, LAMP, tHDA, DNA gel
staining

Tuong thich thiét bi: Hé thong qPCR dung kénh SYBR®
Green/FAM (b0 loc 470-530 nm)

[SO 9001

L6 28. Héa chit xét nghiém déng mau

tu dong sur

dung phwong phap do tir

Xét nghiém Fibrin monomers

ml

936

Hop/6 x 2-ml dung
dich dém + 6 x 4-ml
latex

Héa chat dinh lugng Fibrin monomer (FM) huyét twong bing
phuong phap mién dich do duc.

- Thanh phan: Gém 2 loai thudc thir, dung dich dém (thuéc thir 1)
va dung dich huyén phu vi hat latex duoc phi boi céc khang thé
don dong chudt khang don phan fibrin ngudi (thube thir 2)

- Két qua khong bi nhiéu boi hemoglobin (1én dén 5 g/,
bilirubin (Ién dén 200 mg/1), heparins khong phan doan (Ién dén 1
IU/m1), heparins trong lugng phan tir thip (1én dén 2 anti-Xa
1U/ml).

ISO 13485




"doryBu queop 9A EN|

deyd enod yuip Anb oaty ugo) yueyy Sugu ey yew doy Suonyy o0nyy Suoyy ‘opyy Suonp Suony ni| g1 0gd SEOY YUBOP YUY Oy Ay Suep

ugyqu Sunyp Apio ooy ddrySu yueop £ Sugp ugyu Sunyd AgLo 10y Ny} iq dE0Y Ju 1B15 o0y 0L UILY ony) yuia gn

€0 WgU

b Suon Suep uoyy -
119y wied 103 Juny) °¢

-+ Gueyy -+ KeBu ny o “AeBu o :3uoA Suox ony ndiy 0o Aru BI3 ogg T

(21 £ iq 191y vNo uEnb UQI[ NI 181 98 BA BUON] ILYD UPNYD N1 Yy £3 08 uguy Bug YUy A YUILI FUNYD NI 1€} IED 03} WY Inn)

3ugD
z
_
©wrn | (D (s1) (r1) (c1) (zr (1n) ) | (6 (8) (L) 9) (<) (») (€) @) (1)
980S
(aNA) @A) | uony . el [ . . » ql (9 ngu)
193 ugs A Suonp | yenyp | Aiq LA
( ) (%) (02 uenb 10y S Jgnx 5 ‘n3ty e a ew . 194nb |
SH | (ANA) | \oiyyqd | uany D19 | % Yup 0P | vus | 29N | yequ | P | 3 guong | | oo a0/980s | | ¢
BN | uwn | oL INW0d | gyen | IAUe@ | WO : penx | ugnyd | Sugu eoy quip
d‘md | naydip | 7 I weN | Y pw | ¥ UL €0y
queyy, 0 And ues mIL | yuiL duey 194nb
‘o | owoyd | mEuog | 98 qupyy | 1 ug B o v
rqd D i L1 wy e

(0 DL USIA qudg BN S7OT WEY o Fupy) @7 Aedu

LELLLE LA
S5
-, A

91 £ iq 1911 /20y Sugy o0 0o BITF 0opg '

:nes nyu eoy Suey ovd Oy BIZ ovq [yuvp uglj
ua yupyy dv2 VNI 1> Vip ‘Ul 04 148 1y (Yuvp Uiy v] Sunyd 103) 13 0vq 10wt Suoay v18 wwyy Sund dpd> Sund vyu yynx ups Supy ngyu doy Sugnay
fdyo Suno pyu yynx ups Supy vno 1> vip ‘uzy 1]+ 10) SuNYd ‘N N, USIA YUY BND BIT 0Bq NED ngA 0S 0d U],

Nd QL NAIA HNAE 13 quiy

d-€.1/ QOG/0s 0tq SUQY, 03Y) W)




- Gia tri ctia cac thiét bi y té néu trong bdo gié la phu hop, khong vi pham quy dinh ctia phap ludt vé canh tranh, ban pha gia.
- Nhitng thong tin néu trong bao gi4 la trung thyc.

....... , Ngay.... thang.....nam
Dai dién hgp phap cua hang san xuét, nha cung cép''®

(Ky tén, dong dau (néu cd))

Ghi chi:
(1) Ma theo quyét dinh 5086/0P-BYT (néu cé): Hang san xudt, nha cung cdp ghi cu thé ma vdt e y 1é theo quyét dinh 5 086/0P-BYT (néu c6);

(2) Tén hang héa theo quyét &Sx 5086: Hang san xudt, nhi cung cdp ghi chinh xdc tén hang héa da dang ky md vit tw y 1é theo quyét dinh
5086/0D-BYT (Néu c6) trén cong Bao hiém xa hoi tuwong rng;

(3)Tén hang héa/ thiét bi y R Hang san xudt, nha cung cdp ghi tén hang héa hodc thiét bi y 1é theo diing yéu cau trong Yéu cdu bdo gid
(4) Tén thicong mai: Hang san xudt, nha cung cdp ghi cu thé tén thuong mai wong ting véi ching logi thiét bi y té ghi tai cét(3)

(5) Tinh nang ky S:& Hang san xudt, nhd cung cap miéu ta khdi qudt thong sé ky thudt cua thiét bi va guei kem cdce tai liéu chitng minh vé
tinh néng, thong soé kj thudt

(6) Tiéu chuan chat luong: Hang san xuat, nha cung cap ghi cu thé cdc giay chitng nhan tiéu chudn chat lieong va cle tai ligu chirng imnh
guri kéem cac tai lieu chitng minh

(7) Ky, ma, ama; hiéu, model: Hang san xudt, nha cung cdp ghi cu thé tén goi, ky hiéu, ma hiéu, model ciia thiét bi y té twong 1tng voi chung
loqi thiét bj y té ghi tai c¢ét (3)

(8) Hang san xudt/ Nude san xudt: Hang san xudt, nha cung cdp ghi cu thé Hang san xudt, nudc san xudt (xudt xiz) cuia thiét bi y té
(9) Nam san xudt: Hang san xudt, nhét cun @ cap ghi cu thé ndm san xudt cua thiét b iyté

(10) Quy cach déng géi: Hang san xudt, nha cung cdp ghi cu thé nquy cdch déng géi ciia thiét bi y té

(11) Don vi tinh: Hang san xudt, nha cung cdp ghi cu thé don vi tinh cua thiét bi yité

(12) So heong/khoi lwong: Hang san xudt, nha cung cdp ghi cu thé so liegng, khoi leong theo diing s6 heong, khdi hieong néu trong Yéu cau bdo
gid.
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