SO Y TE TUYEN QUANG CONG HOA XA HQI CHU NGHIA VIET NAM

BENH VIEN PKKV NA CHI DPoc lap — Tw do — Hanh phc
S6:31/TB-BVDPKKVNC Khuon Lung, ngay 15 thang 6 ndam 2026
THONG BAO

V& viéc moi don vi tham gia bao gia: tw vin Lap hd so moi thau, danh gia
ho so du thau va tham dinh keét qua lwa chen nha thau cho géi thau:
Mua sam vat tw y t€, sinh pham y t€, héa chat xét nghiém nam 2026-2028

Can ctr Luat Bau thau s6 22/2023/QH15 ngay 23 thang 06 nam 2023;

Can cilr Luat s6 57/2024/QH15 ngay 29 thang 12 nam 2024 sira doi, bo sung
mot so dieu cua Luat quy hoach, Luat dau tu, Luat dau tu theo phuong thirc doi tac
cong tu va Luat Bau thau;

Can ctr Luat s6 90/2025/QH15 ngay 25 thang 6 nim 2025;

Cén cu Nghi dinh s6 214/2025/ND-CP ngay 04/08/2025 cua Chinh Phu Quy
dinh chi tiet mot so diéu va bién phap thi hanh Luat Bau thau vé lya chon nha thau;

Cén ctr Nghi dinh 186/2025/ND-CP ngay 01/07/2025 cua Chinh Phu Quy
dinh chi tiét mot so diéu caa Luat quan ly sir dung tai san cong;

Cén ctr chimg thu tham dinh gia Sé: 171/2026/05051/CT-VALU ngay 15 thang
6 nam 2026 cua Cong ty Co phan Dich vu Tu van Tham dinh gia Viét Nam;

Bénh vién Pa khoa khu vuc Na Chi thong bao dén céac don vi tu véan c6 ning
h_rg: tham giq bao gia dé phuc vu vioéc Iu:a,chon don vi tu van va lap du toan goi
thau: Mua sam vt tu y t€, sinh pham y t&, héa chat xét nghiém nam 2026-2028.
(C6 danh muc chi tieét kem theo).

~ Tong gi tri géi thau dugc tham dinh gid 1a: 5.065.943.010 dong. (So tien
bang chir: Nam ty khong tram sau muoi lam tri¢u chin tram bon mwoi ba nghin khong
tram muoi dong.l.)

TT N@i dung cong viéc Khéi lwong

Lap ho so moi thau, danh gia ho so du thau goi thau:
01 |Mua siam vat tu y té, sinh pham y té, hoa chat xét 01 goi
nghiém nam 2026-2028

Tham dinh két qua lya chon nha thau gdi thau: Mua
02 |sam vat tu y té, sinh pham y té, hoa chat xét nghiém 01 goi
nam 2026-2028




Khi nhan duoc Thong bao nay, cac don vi tu van ¢6 nhu cau tham gia dé
nghi guri 01 bd ho so vé Bénh vién Pa khoa khu vuc Nég Chi Thc“)n pho, xa Khuén
Lung, tinh Tuyén Quang trudc 17h00 ngay 20/6/2026. Ho6 so gom:

- Van ban d& nghi tham gia tu van;

- B4o gia phi dich vu tu vén;

- Hb so nang luc cua don vi.

Bénh vién Pa khoa khu vuc Na Chi tinh Tuyén Quang tran trong théng
bao./. Q}“"""

Noi nhan:

- Nhu trén;

- Website bénh vién;
- Luu: VT, KD.




DANH MUC CAC MAT HANG

G6i thau: Mua sim vat twy ¢, sinh phamy té, héa chét xét nghiém niim 2026-2028
(Kém theo Théng bao so:31 /TB-BVOKKVNC ngay 15 thang 6 nam 2026 cua Bénh vién Pa khoa khu vic Na Chi tinh Tuyén Quang )

So
lwrgng
A £ 2 Pon vi QQU
TT | Tén hang héa mai thau Thong so ky thuit va cac tiéu chuan tinh thau s | Ghichu
dung
2026 -
2028
1 2 3 4 5 6
Phan 1. Bong, bing,
gac
1 |BonghutY té Tde do hut nude =< 8,0 gidy. Bong Y té 100% bong xo tw nhién, c6 tiét trang Kg 120
Bang b6 Bt ¢o 15cm x | Bang dugc cudn, chiéu dai 4,6m, chiéu rong 15cm. Bang bo Bot lam bzing chét R
2 N X 1 A , . A \ < Cu()n 500
4,6m liéu cotton dé tham hat nudc mém mau trang.
; . , A Ap i . o cAp g a
3 | Bang cun 10cm x 5 m Kich thudc 10cm x Sm. San pham dugc dét tir sgi 100% cotton, ti€t trung, Pat ti€u Cudn 1200

chuén I1SO 13485




Bang dinh céc loai, cac

- KT 2,5cm x 9,1m. Bang c6 cAu tao nén vai lua acetate ’taffeta min,
- Phu 16p keo Acrylate khong chira mu cao su, do dinh tot, it gdy di ing va khong

5 KT 2.5 %9 1m sot keo khi thao bangra. N ‘ , Cudn 1.500
’ ’ - Co thé duoc x¢é theo 2 chie}u mot cach d¢€ dang va thuan ti€n - Bén chac, thong
thoang cho da. Pat tiéu chuan ISO 13485
gl?rlzyigch?;:ritvé Kich thudc 6cm x 15¢m. San pham duge lam tur 2 16p vai khong dét hut nude bén Mién 3.000
trung & ngoai, va 1 16p dém bdng ty nhién tinh ché (100% cotton) & gitta. VO trung. & '
Gac ph?lu thuat & bung San phérn duoc dét tir soi 100% cotton c6 d6 thAm hut rat cao. Kich thudce miéng Mién 3.000
30cm x 40cm x 6 16p | gac: > 30cm x 40cm x 6 16p. & '
Gac phau thuat 10cm x Lam bang sgi 100% cotton. Kich thudc 10cm x 10cm x 8 16p. v6 tring. Dat ticu Mién 6.500
10cm x 8 16p vo trung chuan ISO 13485 £ '
Kho > 0,8m. Gac dugce dét tir soi 100% cotton ¢6 d thdm hut cao. Mat do: 20x18
Gac mét soi/ inch. Khong chira chat gay di ung, khong c6 tinh bot hoac Dextrin. Pat ISO Mét 2.000

13485 hoac twong duong

Phan 2. Bom cac loai




Bom cho dn 50ml

- Xy lanh duoc san xuat tir nhya y té nguyén sinh trong sudt, nhin bong, khong cong vénh,
khbng ¢6 ba via. Dung tich; 50ml

- Pbc xy lanh to 1ap vira day cho an.

- Bom c¢6 c6 thiét ké 15 vong ngén tay & cudi gitip cim, kéo chac chin chdng truot. Thang
chia thé tich dugc chia theo oz va cc.

- Tiét trung

- Pat tiéu chuan: FDA, ISO 13485

Cai

200

10

Bom tiém Insulin
1ml/40Ul

Bom tiém dung tich 1ml ding dé tiém insulin, c6 nap chup bao vé dau kim va nap chup pit
tong dé ngan di vat vao long bom khi sir dung.

- Bom tiém c6 2 loai phii hop véi 2 loai thude 40UI va 100U

- Kim tiém bao gém cac c0: 30Gx6mm, 31Gx6mm, 32Gx6mm

- San pham duogc tiét tring

- Pat tiéu chuan ISO 13485

- Xudt xr: Viét Nam

Cai

500

11

Bom tiém 50ml

Bom tiém 50 ml, v6 trung dung mot 14n, than nhya y té trong sudt, vach chia rd
rang, piston kin khi. Dat tiéu chuan CE, Dat tiéu chuan ISO 13485

Cai

700

12

Bom tiém 20ml

- San xuét‘tir nhya y té nguyén sinh trong sgét.- Pit tong co khia be gay dé huy, khong co
ba via.- Dau con léch tdm gitip cho viéc dudi khi de dang, thuan tién- Kim cac ¢& 23Gx1"-
DPat tiéu chuan CE, ISO 13485- Xuat xir: Viét Nam

Cai

1.500




13

Bom tiém 10ml

- San xuat tir nhya y té nguyén sinh trong su6t. Dung tich: 10ml

- C6 thang chia dung tich hiit t6i da dén 12ml, vach chia nh6 nhat < 0,2ml
- Pit tong c6 khia bé giy dé huy, khong co ba via.

- Kim cac ¢ 23Gx1", 25Gx1".

- Pat tiéu chuan CE, ISO 13485

- Xuét xir: Viét Nam

Cai

50.000

14

Bom tiém 5Sml

- San xuat tir nhua y té nguyén sinh trong sudt. Dung tich: Sml
- Pit tong c6 khia bé giy dé hiy, khong co ba via.

- C6 thang chia dung tich hat t6i da dén 6ml

- Kim cac ¢& 23Gx1", 25Gx1".

-Dat tiéu chuan CE, ISO 13485

- Xuét xtr: Viét Nam

Cai

90.000

15

Bom tiém 1ml

- Sén xuét tir nhya y t& nguyén sinh trong sudt. Dung tich: 1ml

- Giodng c6 ntiim bom hét hanh trinh gitip tiém hét thudc, dat khoang chét < 0,03ml
- Kim 26Gx1/2"

- Pat tiéu chuan CE, ISO 13485

Cai

300

Phan 3. Kim cac loai

16

Kim canh buém

Kim canh buém vé tring ding mét 1an, cac ¢&, kim thép khong gi phu silicon gitip
giam dau khi choc kim. i
San pham dat tiéu chuan CE, Pat tiéu chuan ISO 9001.

Cai

17.000
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Kim luon tinh mach Co6
ctra ¢ canh cac so

Kim ludn tinh mach chét liéu FEP. Kim c6 canh c¢ cira tiém thude. Dau bao v¢ an
toan chat liéu (PA,PC,PSF). DAu bit an toan chira 2 udi udn cong dbi dién nhau,
tu dong bét chéo che dau nhon kim sau khi rat kim. C6 kha nang luu kim dugc dén
96h. Twong thich v&i tiém truyén ap luc cao tdi da 1én dén 325psi. Pugc tiét tring
bang EO. Thén catheter khong chira kim loai, str dung dugc trong phong MRI. Co
tam loc x6p & chudi kim. Cac ¢: 14G x 1-%” (0.D: 2.0 x 45 mm, 290ml/min)16G
X 1-%” (0.D: 1.75 x 45 mm, 225ml/min)18G x 1-3%4” (O.D: 1,3 x 45 mm,
96ml/min)20G x 1- ¥%” (0.D: 1,0 x 32 mm, 59ml/min)22G x 1”7 (0.D: 0.9 x 25
mm, 42ml/min)24G x 3/4” (0.D: 0.74 x 19 mm, 29ml/min)Uu tién san pham c6
xuat Xt tir cac nude G7. Pat tiéu chuan MDSAP ISO 13485, EU (MDR) hoac
tuong duong

Cai

20.000

18

Kim lay thubc

Kim lay thufic v0 trung dung mot lan, kim thép khong gi sac bén, cac c& 18G,
20G, 21G, ds% dang hut thudc tu }Q.
Dat tiéu chuan CE, Dat tiéu chuan ISO 13485

Cai

22.000

19

Kim choc do gay té tay
sOng cac so

- Kim choc do gay té tuy sdng cac c¢& 18,20,25,27.
- Pau kim 3 mit vat.

- Chuéi kim trong subt, ¢ phan quang.

- Pat tiéu chuan ISO 13485 hoic twong duong

Cai

300




Kim quang dung cho

Kim quang vo tring ding cho may Laser ndi mach, Kim quang duogc lam tir chat

20 mAv Laser ndi mach liéu ETFE mém, déo. Buong kinh soi quang: 0,5mm. Chiéu dai soi quang: 4mm. Cai 600
Y o Co kim 22G. Pat tiéu chuan ISO 13485
- Kich ¢§: 0.30x13mm; 0.30x25mm; 0.30x30mm; 0.30x40mm; 0.30x50mm;
21 Kim cham ctru cac loai, | 0.30x60mm; 0.30 X 75mm.- Can }{im (déc kim): dugc cudn bang sg¢i thép khong Cai 30.000
cac co gi.- Than kim cham ctru dugc ché tao bang soi thep khong gi.- Kim chdm ctru '
dung mat 1an 1a san pham vo trungbat ti€u chuan FDA; ISO 13485:2016
22 | Kim khau da c4c sb Kim khau da cac s6, Dat tiéu chuan ISO 13485 Céi 100
Phan 4. Day, Ong, lo,
tai cac loai
‘ Bo day truyén dich va kim canh budm vo trung dung mot lan: C6 van khoa dNiéu
23 B¢ day truyén dich chinh, kim canh budm cac ¢; budng nho giot nhya ABS nguyén sinh, day dan B6 28.000
va kim canh buém nhya PVC nguyén sinh, chiéu dai day > 1500 mm. . '
Pat ti€u chuan ISO 13485:2016 hoac tuong duong
‘ Day chét liéu PVC dai > 150cm, chéng xodn. C6 dau ndi théng v6i bd loc micron
24 | Day truyén méu va kim tiém. C& kim 18G, khong chira Pyrogenic. Ti¢t trung bang ETO. Dat tiéu Bo 50

chuén ISO 13485:2016 hoic twong duong




25

Day noi bom tiém dién

- Mém déo, trong subt, chéng xoén, dai >140cm

- Thé tich mdi dich 1ml

- Buong kinh trong: 0.9 mm. Puong kinh ngoai: 1.9mm

- Téc @6 0.9ml/m : 4p luc 2 bar

- Pau ndi Luer Lock, c6 khoa ding

- Day Chét liéu PVC. Pat tiéu chuan ISO 13485:2016 hoic twong duong

Cai

200

26

Tai mau don 250ml

Tai mau don dung tich luu trir 250ml. Kim 1y mau c¢& 16G, ¢ nap day.Nhan tdi c6
barcode theo chuan ISBT 128Ddng géi 2 16p gdm cé tai nhom bao ngoai; 3-5 tdi/tdi
nhém; tai mau chua st dung c6 thé luu trit dén 15 ngay sau khi béc tai nhém.Chiéu dai
day lay mau 950mm, c6 13 ma sb. Ong day c6 duong kinh ngoai 4.5 mm, duong kinh
trong 3.0 mmTii chira 35 ml dung dich chéng dong CPDA-1, ding dé thu thap mau toan
phan. Dung dich CPDA-1 gitip bao quan méau toan phan 1én dén 35 ngay ¢ 40C = 20C.
Bio quan dugc trong nhiét d6 tir 0 dén 30 d6 C; d6 4m <90%.Strc bén ly tim: 5000xg
trong 10 phitSirc bén ap luc: 0.7 kg/cm2 trong 10 phutSirc bén nhiét do: tir -800C dén
370C+20CHan st dung 03 ndm

Tui

50

27

Thi dung nudc tieu

Dung tich 2000ml, c6 bang ghi thong tin bénh nhan; Van xa thoat day chr T c6
quai treo hoac khong c6 quai treo; Tiét trung bang khi EO. Dat tiéu chuan ISO
13485

500
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Ti ép nhiét do cao loai
100mm x100m

C6 >= 3 dudng han nhiét chic chin, dam bao chit luong bao bi trong qua trinh sir
dung. Gom 2 16p: 1 16p gidy, 1 16p phim. Lép gidy c6 mat do gidy 60 g/m2, mang
film hai 16p: PET day 12 um va CPP day 40 um. Phu hop cho tiét tring bang hoi
nudce, khi EO va Formaldehyde. Luc vét dan do theo ASTM F88 >4.5 N/15mm.
Pat tiéu chuan ISO 9001, ISO 13485.

Cuon

15

29

T1i ép nhiét o cao loai
200mm x100m

C6 >= 3 dudng han nhiét chic chan, dam bao chat luong bao bi trong qué trinh sir
dung. Gom 2 16p: 1 16p gidy, 1 16p phim. Lép gidy c6 mat do gidy 60 g/m2, mang
film hai 16p: PET day 12 um va CPP day 40 pm. Phu hop cho tiét tring bang hoi
nuée, khi EO va Formaldehyde. Luc vét dan do theo ASTM F88 >4.5 N/15mm.
Dat tiéu chuan ISO 9001, ISO 13485.

Cudn

15

30

T1i ép nhiét do cao loai
300mm

C6 >= 3 dudng han nhiét chic chan, dam bao chit lugng bao bi trong qua trinh sir
dung. Gom 2 16p: 1 16p gidy, 1 16p phim. L6p gidy c6 mat do gidy 60 g/m2, mang
film hai 16p: PET day 12 um va CPP day 40 pm. Phu hop cho tiét tring bang hoi
nudce, khi EO va Formaldehyde. Luc vét dan do theo ASTM F88 >4.5 N/15mm.
Pat tiéu chuan ISO 9001, ISO 13485.

Cudn

15

31

Sonde da day

Céc co. Day dan duoc san xudt tir cht liéu nhya PVC nguyén sinh. Pat tiéu chuén
ISO 13485

Cai

240

10




Sonde dan lwu 6 bung

Chét liéu PVC y té. Dan luu 6 bung, dan luu ngoai. Mau trdng tu nhién, dng day

32 cac s6 mém déo.. Puoc tiét trung béng EO. Pat tiéu chuan ISO 13485 Cal 140
Céc s0 5, 6,8,10,12,14,16,18. Day dan duoc san xudt tir chét li¢u nhya PVC

33 | Day hat dich nguyén sinh. B¢ dai 500mm. Gom 2 loai c¢6 nap hodc khong c6 nap. Dat tiéu Cai 100
chuan ISO 13485
Pugc san xuat tir g:hét liéu nhya PVC, day mém, thanh trong long 6ng day co hinh

A . .+ | sao ¢ tac dung trong khong bi tac nghén khi oxy khi ong diy bi d¢ bep hay bi giy .

34| Day Oxy 2 nhanh cac so gap, mot dau grfm phéu, mot dau g:fln co 2 nhanh. Chiéu dai > 185 cm. Pat tiéu Cai 700

chuan ISO 13485
i Céc s6, ong thong Foley duoc lam tir chat liéu cao su y su tu nhién trang Silicon
35 Sonde ti€u 2 nhanh cac | trong long, khong gy di tmg. Bong ham (Cuff) dan hoi tot, an toan, bong cang Céi 200
sO déu,ﬂ khong bi v, bi dinh khi dat 1au. Bong c6 dung tich tir Sce-30cc. Dat ti€u

chuan ISO 13485

36 | Sonde Nelaton cic s Chiéu dai cia ong: 40mm. DPugc san xuat tir cao su ty nhién. Pugc tiét trung bang Cai 120

khi EO.

11




Mit na duge san xut tir nhua PVC nguyén sinh khong chira doc t6, mau tra‘ing trong,
khong c6 chit tao mau.

- Déy dan c6 chiéu dai >2.1m, 10ng 6ng c6 khia chdng gap duoc san xuat tir chat liéu nhya
PVC nguyén sinh, mau tring trong. Day dan c6 khia dam bao khi oxy ludn duoc tuan
hoan.

37 | Mat na thé Oxy - Thanh nh6m mém déo dam bao gilr kin khit mét na va miii bénh nhén. Bo 150
- Day chun ¢6 dinh bd mét na va dau bénh nhén c6 d6 dan hoi cao.
-Cacco: S,M, L, XL.
- San pham duoc tiét trung bang khi Ethylene Oxide (E.O)
- C6 gidy chung nhan dat tiéu chuan EN ISO 13485, EN ISO 11135:2014 (Gidy ching
nhan cac tiéu chudn trén phai do bén thir 3 cung cip)
- Pat tiéu chuan FDA do co quan Quan 1y Thyuc pham va Thube Hoa Ky (FDA) cong bd
38 | Mat na x6ng khi dung Bo 4.500

12




Mit na duoc san xuat tir nhya PVC nguyén sinh. C6 bd khi dung. - Day dan c6 chiéu dai
>2.1m, long 6ng c6 khia chong gap dugc san xuat tir chat liéu nhya PVC nguyén sinh.-
Thanh nhém mém déo dam bao giir kin khit mit na va miii bénh nhan. - Diy chun ¢ dinh
bd mit na va dau bénh nhan c6 do dan héi cao. - Cac ¢d: S, M, L, XL. - Tiét trung bang
khi Ethylene Oxide (E.O)- C6 gidy chiing nhan dat tiéu chuan EN ISO 13485, EN ISO
11135:2014 (Gidy chimg nhan cac tiéu chuén trén phai do bén tht 3 cung cp). Xuat xu:
Viét Nam

Ong nghiém chéng dong

Chat liéu: Ong duoc 1am bang nhya y té PP, kich thudc dng 12x75mm. Hoa chét

39 EDTA-K2 bén trong 1a Ethylenediaminetetra Acid (EDTA K2). Pat tiéu chuan ISO 13485 Cal 16.000
. n 2 Chét liéu: Polypropylene, thé tich t6i da 10ml. Kich thudc phi 1.6 x 10cm. Pat tiéu .
40 | Ong nghiém nudc tieu chuin 1SO 13485 Cai 3.000
Ong nghiém nhya kich thudc 12x75 mm, san xuét tir nhya PP nguyén sinh khong
41 | Ong nghiém Heparin ddc , hoa chat bén trong 1a Heparin Lithium & dang kho khang dong cho 2ml méau. Cai 10.000

San xuét tai Viét Nam. Dat céc tiéu chuin: EN ISO 13485:2016-TUV; 1SO
9001:2015; CE

13




Ong dit noi khi quan c6

Ong dit noi khi quan c6 bong, 1am bang chat liéu nhia PVC, Bong thé tich 16n ap

42 be s luc thép an toan khi Iuu 1au. D6 cong tuong thich sinh hoc, c6 dudng can quang Céi 240
Ong cac so dam doc ong. Céc so0. Pat tiéu chuan ISO 13485 hodc tuong duong. Céac cd dung
cho tré so sinh, tré em, nguoi 16n.
Phan 5. Chi cac loai
Chi khong tan tong hop Nylon/Polyamide s 2/0, dai 75 cm, kim tam glac 3/8c, dai 26
43 Chi khéu khong tiéu mm. Kim thép 302 phu silicon XtraCoat, mili kim UltraGlyde. Dong g6i bang gidy tiét Soi 240
Nylon s6 2/0 dai 75cm trung 80gsm (100 micron) dé bén cao, ngin khudn hiéu qua, mii vudt nhon UltraGlyde. :
Chuing nhan ISO 13485
Chi khau khong tidu Chi khong tan téng hop Nylon/Polyamide so 3/0, dai 75 cm, kim tam giac 3/8c, dai 26
44 Nvl 53/0 dai 75 mm.Kim thép 302 phu silicon XtraCoat, miii kim UltraGlyde. Dong g0i bang gidy tiét 240
yion so ar /ocm trung 80gsm (100 micron) dé bén cao, ngin khudn hiéu qua, mii vubt nhon UltraGlyde
, £ Chi tan cham tu nhién Chromic Catgut s6 1. Chi dai 75 cm, kim tron 1/2C 40mm. .
45 | Chi catgut Chrom so0 1 Pat tiéu chun ISO 13485 Soi 110
46 | Chi catgut Chrom sé 2 Chat li¢u mudi Chrom va collagen tinh ché. S6 2/0 kim tron 1/2C, kim 26mm, kim Soi 110

phu silicon, sgi chi dai 75cm. Dat tiéu chuén ISO 13485

14




Chi tan tong hop da soi polyglactin 910, phu Poly(glycolide-co-L-lactide) (30/70) va

47 g(l)lllylgll:;lﬁlrlleg 11;11;% 1 dai Calcium Stearate, s 1, dai 90 cm, (duy tri stic cing > 65% sau 14 ngay, tan hoan toan 56- soi 240
70 ngay), kim tron 1/2c, dai 40 mm. Kim thép 302 phu silicon XtraCoat. (Ching nhan ;
90cm FDA tuong duong Vicryl, khong ddc tinh, khong gay kich ting)
Chi tan tong hop da soi Polyglactin 910 56 2/0, dai 90 cm, kim tron 1/2¢, dai 36 mm, vo
trung, gitr vét khau tot nhat trong vong 30 ngay. Soi chi chéc, d& ubn, dan hdi tot, khong bi
. dut, khong gay kich ting voi co thé. Thoi gian tan hoan toan (phan huy boi qua trinh thuy
Chi khau lién kim phén) tir 56 dén 70 ngay ké tir thoi diém khau vét mo. Duy tri sirc cing: 60-75% sau 2
48 | Polyglactin 910 s6 2 dai | tuan, 40-50% sau 3 tuan, 25% sau 4 tuan. Kim thép 302 phi silicon XtraCoat Pugc ciu Soi 380
90cm thanh tir mot copolymer c¢6 thanh phan gém 90% glycolide va 10% L-lactide. Pugc phu
Polyglactin 370 va Calcium stearate (1-5% tily c& chi) gitip ting d6 tron va chong son chi
Chi dugc nhudém mau tim (FDA D&C Violet No. 2 - CI 60725) hoac khong nhudm
(Undyed) Khong chita ndm méc, doc t va chat gy sét.
Chi khau lidn kim Chi tan téng hop daASQ’i pol‘y'glactin 910, phl‘i lioly(vglycolid(e):-co-L-laCtid‘e) (30/70? va ‘
49 | Polyglactin 910 s 53/0 Calcium ‘Steara_lte, 50 3/0, dai 75 cm, (duy.trl sirc cang >7 6§ A; sau 14 ngdy, ta}n hoan toan Soi 360
dai 75cm 56-70 ngay), kim tron 1/2c¢, dai 26 mm. Kim thép 30 phu silicon. (Chung nhan FDA tuong :

duong Vicryl, khong ddc tinh, khong gy kich tng)

Phan 6. Phim Xquang
Twong thich may
Fujifilm

15




Phim kho Laser ¢ 25c¢m x 30cm, st dung cong nghé ECO Dry hodc tuong duong

50 ggfr?] Kho yte25em x| 2 thien moi truong, phim gdm 4 16p: 16p bao vé, 16p nhay séng, 16p phim, 16p To 24,000
bao vé. Mat do toi da 3.3. Pat ti€u chuan ICE, ISO 13485
Phan 7. Sinh phamy té
Chi thi héa hoc hoi nudc nhom 5 st dung dé giam sat chét lugng tiét khuén bén trong mdi
g6i dung cu
* Kich thude: 5.1cm x 1.9cm
. Hi@u suat tuong quan voi m@tvchi thi sinh hoc ) o
» Kiém soat chat lugng tiét khuan gdi dung cu cua tat ca cac chu trinh tiét khuan bang hoi
Chi thi hoa hoc don nue tr 121-135°C ‘
thon s 5 dun : cho tiét * Chi béao s€ khong thay doi tryc quan trong vong 6 thang khi duge bao quan ¢ cac diéu
51 & & i kién theo hudng dan Hop/Goi 4

khuén hoi nuée (hap
udt)

« Thanh phan:

- Gidy 55-65%, Acrylate Adhesive 35-45%, Nhom <0.1%, Polypropylene <0.1%,
Coatings <0.01%, Muc <0.1%

- San pham khong chira chi

* La chi thi tich hgp loai 5 dugc phan loai theo ISO 11140-1:2014.

« Pat tiéu chuan FDA, ISO 13485-2016 hoic twong dwong

Hop 500 miéng
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52

Chi thj hoa hoc da thong
sO (Hap udt)

Chi thi ho4 hoc Type 4 dugc thiét ké dé theo ddi hidu qua tiét khuan hoi nu6c ¢ nhiét do
121-134°C, gitp danh gia hiéu qua tiét khuan.- Dai chi thi dugc ciu tao tir vat liéu nén va
muyc chi thi hoa hoc ¢6 phan ing véi cac thong 36 tiét khuén cu thé (nhiét d9, thoi gian-
Nhiét dg luu trii: 15°C - 30°C - Do am tuong dbi: 30% - 80%- Kich thude: 1,5cm x 20cm-
Thanh phan: Gidy y té 80%, muc chi thi 10%, mang trong sudt thoang khi 10%- Chi thi
chuyén mau rd rang tir xanh sang den khi chu trinh tiét khuan dat yéu cau ( 121°C - 12
phit, 134°C - 4 phit)- Han sir dung: 3 nim- Nha may san xuét dat ching nhan: ISO
13485, 1SO 9001- San pham tuan thi theo tiéu chuan: ISO 11140-1:2014- Pap tng yéu
cdu ciia Medical Device Regulation (MDR) 2017/745 EU (EC DOC)

Hop/Goi

17




* Kich thudc: 24mm x 55m

« Sir dung cho géi dung cu tiét khuan bang hoi nude trong cac quy trinh tiét khuan hoi
nudc 250°F/121°C, 270°F/132°C, 273°F/134°C va 275°F/135°C

« Vach chi thi hoa chit s& hién thi su thay d6i mau séc truc quan tur tra‘ing / nau nhat sang
nau sam / den khi tiép xtic v6i quy trinh tiét khudn bang hoi nudc.

53 | Bing chi thi hip uét » Thanh phin: Cudn 70
- Gidy crepe bdo hoa 40-50%, Chat két dinh 10-20%, Acrylic Polymer 2-5%, Muyc chi thi
hoi nude 0.5-2%.
- Khéng chtra mu cao su tu nhién.
- Muec chi thi hoa hoc, dugc in theo kiéu soc chéo, khong chira chi.
« Pat tiéu chuin ching nhén FDA, ISO 13485-2016 hodc tuwong duong
S ) Chlorhexidine Digluconate 0,5% (v/v); Ethanol 80% (v/v); Isopropyl alcohol
Dung dich rura tay sat o \ X . X, 1~ :
54 | khuan nhanh khéng cin (Isopropanol) 7.2 A)‘(V/V) va cac chat phu gia, ({hat duon‘g daﬂ (Glycerine, Alpha- Chai 50
e Terpineol, Alpha-Bisabolol, Aloe Vera, Vitamin E...) vira da 100%. EN1500.Dat
ISO 9001, ISO 13485 hoac tuong duong
Hoat chat : Chlorhexidine Digluconate 4% (w/w) va cac chit phu gia (Alcohol
55 Dung dich rtra tay phau | Ethoxylates, Cocamide Diethanolamine (CDE), Cocamidopropyl Betaine (CAB), Chai 90
thuat Glycerine; Vitamin E, Chiét xuat Aloe Vera (Nha dam), huong li¢u ..) vira du

100%. EN1500. Dat ISO 9001, ISO 13485 hodc twong duong
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Thanh phin ORTHO-PHTHALADEHYDE 0,55%, Benzotriazole 0,01% va c4c thanh phan khéc.

56 | Cidex OPA PH 7.2 - 7.8. Pat tiéu chuin: EC, ISO 13485, CFS hoic tuong duong Can 2
Vien nén khit khudn céc Thanh phan: 50% w/w Sodium Dichloroisocyanurate (2,5 gram Sodium
57 b3 mat ctm Dichloroisocyanurate/ vién 5 gram - tuong duong véi 1,5 gram Clorin hoat tinh/ Vién 2.600
A euns vién 5 gram). Pat ISO 13485:2016
Tan trong nudc, khong co chat an mon, khong gay hong dau do, khong mui khong
58 | Gel siéu am chtra chat bao quan va khong gay di tng. B6 PH 6.5 — 7.0. Thanh phan: Water, Can 10
Carbomer, Glycerin, Sodium benzoate, coler,..) Bat ISO 13485:2016
Bo huyét thanh mau Thudc thir Spectrum Anti-A, Anti-B, Anti-AB dugc sir dung dé phat hién nhom
59 | dinh nhém mau ABO mau A, B, va AB trong mau mau nguoi. Hiéu gia > 1:256. B¢ dac hi¢u 100%, do Bo 24
Anti A, B, AB nhay 100%. Bao quan tir 2-8 d¢ C. ISO 13485
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60

Test thir nhanh phat hién
khang nguyén virus
viém gan B

"Que thir xét nghiém sic ky mién dich, dinh tinh phat hién khang nguyén bé mat vi rat
viém gan B trong miu mau toan phan, huyét thanh hodc huyét twong. Thanh phan:- Ving
cong hop: Khang thé khang HBsAg 0,35ug, khang thé IgG tho 0,233ug- Vach két qua:
Khang thé khang HBsAg 0,514ug- Vach chimg: Khang thé IgG dé khang tho
0,428ugNguong phat hién (LOD): 0,92ng/mL- D¢ nhay tuwong quan: : 100% - Pd dac hiéu
twong quan: 99.7%- Do chinh xac tuong quan: 99,8%Khong c6 phan ting chéo voi: yéu tb
dang thap RF, vi rdt viém gan D, vi rdt viém gan E, vi rdt viém gan G.Khong bi gay nhidu
boi cac chit sau: Methydopa, dextran, acetylsalicylic acid, furosemide, indomethacin,
nicotinic acid, probenecid, quindine hydrochloride monhydrate, sulfamethoxazole.Poc két
qua ¢ phut thu 10

Test

2.000

20




61

Test thur nhanh phat hién
khang thé virus viém
gan C

Que thir xét nghiém mién dich dinh tinh, k¥ thuat mang va khang nguyén kép dé phat hién
cac khang thé khang HCV trong huyét thanh, huyét twong hodc mau toan phan.Cac khang
nguyén tai t hop dugc ma hoa bdi cac gen cho ca protein cau truc (nucleocapsid) va
khong ciu tric. Que thir chira hat phu khang nguyén HCV tai t6 hop bao gdom NS3, NS4,
NS5, CORE va khang nguyén HCV bao gom NS3, NS4, NS5 va CORE dugc phu trén
mang- Ving cong hop: Khang nguyén HCV tai td hop 2 0.073 pg. Vach két qua(T):
Khang nguyén HCV tai t6 hop 1 0.31 pg. Vach chimg(C): Khang thé dé khang chudt IgG
0.41 pgHiéu qua chan doan so véi phuong phap HCV EIA:- Po nhay tuong quan: 100% -
Do dic hiéu twong quan: 99.3%- Do chinh xac twong quan: 99.5%- P9 chinh xac ngau
nhién lip: >99%Khong iy nhiém chéo bdi: Virus gay suy giam mién dich ¢ ngudi, Virus
Herpes simplex-2 IgM, Khang insulin, Yéu t6 dang thipKhong bi gy nhidu boi cac chat
sau & ndng do tuong ung: Acetaminophen 20mg/dl, Sulfamethoxazole 40mg/dl, lbuprofen
50mg/dl Boc két qua & phit thir 10Phan loai BYT: D"

Test

1.200
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Que thir xét nghiém sir dung dé dinh tinh phat hién khang thé khang HIV-1, HIV-2 va
nhém O trong méau toan phan, huyét thanh hoic huyét twong. Thanh phan: - Mang: khang
nguyén HIV tai to hop bao gdm gp41, gp36 va khang nguyén tai t6 hop HIV-O. - Lép
cong hop: hat vang lién hop v6i khang nguyén tai to hop gp41, gp36 va HIV-O.- Vach két

62 fﬁl?h t“}llli phat hién qua: cac khang nguyén HIV-1 0,408ug, HIV-2 0,272ug, HIV-O 0,138ug.- Vach chimg: |  Test 2.000
ang the virus HIV khang thé dé khng tho IgG 0,340ugOng chéng dong méu nhu heparin, EDTA va sodium
citrate khong anh hudng dén két qua xét nghiémHiéu qua chan doan so voi phuong phap
HIV EIA:- B§ nhay tuong quan: IOQ%%— D¢ dac hiéu tuong quan: 99,0%- Do chinh xac
tuong quan: 99,3%- Do chinh xac ngau nhién 1ap: >99%Doc két qua ¢ phut tha 10
Panel thtr xét nghiém dinh tinh Amphetamine, Methamphetamine, Morphine va
Test thir ma tiy 4 trong Marijqana (THC) (Panel thir phat hién AMP/MET/MQP/THC) 1, MOP: Ngudng
63 |1 phat hién (cut off) 3OQ ng/ml 2, MET: Ngudng phat hién (cut-off) 10Q0 ng/ml 3, Test 2000
(MET/THC/AMP/MOP) AMP: Ngudng phét hién (cut-off) 1000ng/ml 4, THC: Ngudng phat hién (cut off) '
50 ng/ml BJ nhay tuong quan 100%, D dac hi¢u tuong quan 100%, D¢ chinh xac
tuong quan 100% Do chinh xac ngau nhién lip: 100%
64 | Than hoat Than hoat tinh dang bt min. Tui 1 kg kg 5
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V6i soda dung hap thu khi CO: trong phong c}léng ddc. Thanh phan chinh

65 | Voiso da Ca(OH)z, NaOH. Dang hat, mau tring hodc hong nhat. Quy cach déng goi: can kg 5
khoang 4,5 kg.
Phan 8. Khi y té
Khi Oxyy té. Binh 40 lit; Khi OxyY té dang khi chira trong binh chuyén dung,
66 | Khi Oxy ham luong Oxy > 99,6%, ham lugng nude thap < 0.006 mg/lit; va dat tiéu chuin Binh 300
ISO 9001 hoac 13485 hoac twong duong
Khi Oxy y té. Binh 7 lit; Khi Oxy Y té dang khi chura trong binh chuyén dung, ham
67 | Khi Oxy lugng Oxy > 99,6%, ham lugng nudc thap < 0.006 mg/lit; va dat tiéu chuan sau Binh 80
ISO 9001 hoac 13485 hoic tuong duong
Phan 9. Vat tu y té
khac
Gang tay c6 bot lam tir cao su ty nhién, mau trang tu nhién c6 nham diu ngén tay, ¢ tay
< £ or ba gap. Chiéu rong cd XS: 70+10mm; ¢& S: 80+10mm; c& M: 95+10mm, ¢& L: 111+10mm. N
68 | Gangtay Y € €6 bot Chiéu dai trung binh 240mm. D day ngoén tay toi thi€u 0.08mm. D) day long ban tay t61 boi 36.000
thiéu 0.08mm. Pat ISO 13485:2016
69 Gang tay san khoa dai Gang tay tiét khuan. Chét liéu: 100% cao su ti nhién, c6 phu bot chéng dinh. Doi 100
tay cac so Chiéu dai: >450mm. Pat ISO 13485
San xudt tir cao su thién nhién, c6 ph1’1~ bot chdng dinh, Luong bot: max 80mg/ddi. Luong
70 | Gang tay phéu thuat protein: max 200pg/dm2, mirc d6 nhiém tinh dién dudi 100V, c6 phan biét tay phai va tay Doi 3.000

trai. - Chua tiét trung, Day 1 16p 0,15+0,20mm, chiéu dai 280 mm, kich ¢&: 6.5; 7.0; 7.5;
8.0 - Bat ISO 13485; xuat xr Viét Nam
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Ludi dao mod vo trung

Dao séc. Chat liéu thép khong gi, ti¢t trung béng tia Gamma. Céac s6 10, 11, 12,15,

71 che sb 20, ;1, 22. Céc ranh doc ludi dao tuong thich véi moi loai can dao md. Pat tiéu Cai 400
chuan ISO 13485 hoac tuong duong

72 | Diu con vang cha;t liéu nhua Polypropylene (PP) y té cao cap, dang hinh non, bé mat trong siéu Céi 5 400
nhan, 200 pL.

73 | Diu con xanh cha;t liéu nhua Polypropylene (PP) y té cao cap, dang hinh non, bé mat trong siéu Céi 5 400
nhan, 1000 pL
Hinh giot nudc. Kich thuéc 35 mm, tong bé mit san pham 1017 mm?2, vung ché’g

74 | Dién cuc tim gen 401 mm2, vung dfm 616 mm?2, vung phan tir nhdy 78,5 mm2, d¢ day san pham Cai 200
0,8 mm. Pat ti€u chuan FDA, ISO 13485 hoac tuwong duong

75 | Gidy dién tim 6 can KT 110mm x 140mm x 142 to, dung cho may dién tim Tép 120

76 | Gidy in siéu am kich thude 110mm x 20 m, bao quan tir 5-30°C. Str dung dugc cho may siéu am. Cudn 240

77 | Khau trang y té 4 16p Khau trang gidy khang khuan 4 16p. Dat tiéu chuan ISO 13485:2016 Cai 5.000

78 | Mii gidy da tiét trung Mil gidy d4 tiét trung. Dat tiéu chuan ISO 13485:2016 Caéi 2.000
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Puoc lam tir thiy tinh trong sudt, bén trong c6 vach chia d6 va dai thity ngén.

79 | Nhigt ke thuy ngan Nhiét d6 do duoc téi da 35-42°C Cai 120
A A Chai tao am: 200ml - Ap sudt dau vao: 15 Mpa. Chuan dau vao: CGA540 - Luu .
80 | Dong h6 Oxy luong diéu chinh: 0-15 L/ph(t - Ap suat dau ra: 0,2-0,3 Mpa cai 20
Chat liéu: nhya PVC, bao gém qua b(')pv bong; mat na bom hoi co van an toan, cac
81 | Bong bop cac co cd nguoi 16n, tré em, tré so sinh. Co thé tai st dung. Pat ti€u chuan ISO Cai 5

13485:2016

Phan 10. Héa chat vat
tu str dung cho may
sinh hoa BS-240Pro
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82

Hoa chat xét nghiém
dinh lugng Urea

Hoa chit xét nghiém dinh luong Urea trong huyét twong/ huyét thanh va nudc tiéu
nguoi trén may sinh hoa;

Dai do: huyét thanh/huyét twong 10-300 mg/dL (1.67-49.95 mmol/L), nuéc tiéu
200-6000 mg/dL (33-999 mmol/L)

Thanh phan gom:

Hoa chat 1: R1

-Tris buffer, pH 7.60 (37°C)

-Anpha-Ketoglutarate: 9 mmol/L

-Urease: > 8100 U/L

-GIDH: >1350 U/L

-Sodium azide: <0.1%

Hoa chat 2: R2

-NADH: 1.3 mmol/L

-Sodium azide: <0.1%

Chét chuan:

- Urea: 50 mg/dL (8.33 mmol/L)

24
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Hoa chit xét nghiém
dinh lvong Glucose

Hoa chat xét nghiém dinh luong Glucose trén may sinh hoa; dai do: 20-400 mg/dL
(1.11 - 22.20 mmol/L)

Thanh phan gom:

Hoa chat: R

- Phosphate buffer, pH 7.4

- Phenol: 10 mmol/L

- 4-aminoantipyrine: 0.3 mmol/L

- Peroxidase: > 700 U/L

- Glucose oxidase: > 10000 U/L

- Sodium azide: <0.1%

Chat chuan Std

- D-glucose: 100 mg/dL (5.55 mmol/L)

14
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Hoa chit xét nghiém

Hoa chat xét nghiém dinh luong Creatinine miu huyét thanh nguoi trén may sinh
hoa; dai do: 0.5-15 mg/dL (44-1326 umol/L)Thanh phan gom:Hoéa chat 1: R1-

84 dinh lrong Creatinine Picric acid 8.73 mmol/LHoa chat 2: R2- Sodium hydroxide: 312.5 mmol/L- Hop 24
: ' Disodium phosphate 12.5 mmol/LChat chuan: Std- Creatinine: 2 mg/dL
(177umol/L)
*Hoéa chat xét nghiém dinh lugng acid Uric trong huyét twong/ huyét thanh va
nudce tiéu nguoi trén may xét nghiém hoéa sinh.
*Dai do: Huyét thanh/huyét twong: 1,5-25 mg/dL; Nudc tiéu: 5-250 mg/dL
*Thanh phan:
Hoa chat R:
- Buffer, pH 7.0 (20-25°C)
gs | Hod chat xét nghiém - EHSPT: 0.72 mmol/L Hop 4

dinh lugng Acid Uric

- Amino- 4- antipyrine: 0.37 mmol/L
- Uricase: > 150 U/L

- Peroxidase: >12000 U/L

- Sodium azide: <0.1%

Chéat chuan Std:

- Uric acid: 6 mg/dL (357 pmol/L)

- Sodium azide: <0.5%
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86

Hoa chét xét nghiém
dinh luong Bilirubin
Total

Hoa chat xét nghiém dinh lugng Bilirubin Total mau huyét thanh/huyét tuong
ngudi trén may sinh hoa; dai do: 0.25-25 mg/dL (4.3-427.6 umol/L)Héa chit 1:
R1.-Sulfanilic acid: 29 mmol/L-Cetrimide: 29 mmol/LHoa chit 2: R2 -Sodium
nitrite: 11 mmol/L

87

Hoa chat xét nghiém
dinh lugng Bilirubin
Direct

Hoa chat xét nghiém dinh lugng Bilirubin Direct mau huyét thanh/huyét twong
nguoi trén may sinh hoa; dai do: 0.08-10.55 mg/dL (1.4-180.4 umol/L)

Thanh phan gom:

Hoa chat 1: R1.

-Sulfanilic acid: 29 mmol/L

Héa chat 2: R2

-Sodium nitrite: 11 mmol/L

88

Hoa chat xét nghiém
dinh lugng total Protein

Hoa chat xét nghiém dinh lugng Protein toan phan trong huyét tuong/ huyét thanh
nguoi trén may sinh hoa;

Dai do: 0.2-12 g/dL (2-120 g/L)

Thanh phan gom:

Hoa chat: R

-Copper sulfate: 6 mmol/L

-Sodium hydroxide: 490 mmol/L

Ciing chira iodide va mudi tartrate cho hiéu suét ti wu
Chat chuan: Std

-Albumin 6 g/dL

-Sodium azide: <0.1%

30
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89

Ho4 chit xét nghiém
dinh lugng Albumin

Hoa chat xét nghiém dinh luong Albumin trén may sinh hoa; dai do: 1,6-6 g/dL
(16 - 60 g/L)Thanh phan gdm:Hoa chat: R - Succinate buffer, pH 4.20 -
Bromocresol green: 0.2 mmol/L- SurfactantChét chuan: Std -Albumin: 3.5 g/dL
(35 g/L) - Sodium azide: < 0.1%

30
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Ho4 chét xét nghiém
dinh lugng Cholesterol

Hoa chat xét nghiém dinh lugng Cholesterol trén may sinh hoéa; dai do: 20 - 600
mg/dL (0.52-15.52 mmol/L)

Thanh phan gom:

Hoa chat: R

- Good's buffer, pH 6.7

- Phenol: 24 mmol/L

- Cholesterol esterase: > 180 U/L

- Cholesterol oxidase : > 200 U/L

- Peroxidase : > 1000 U/L

- 4-aminoantipyrine: 0.5 mmol/L- Sodium azide: < 0.1%
Chét chuan: Std

- Cholesterol: 200mg/dL
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Hoa chat xét nghiém
dinh lugng Triglycerid

*Hoba chat xét nghiém dinh lugng Triglycerides trong huyét trong/huyét thanh
nguoi trén may xét nghiém hoa sinh* Dai do 30-1000 mg/dL (0.34-11.30
mmol/L)*Thanh phan: Hoa chat R- Good's buffer, pH 7.0- P- chlorophenol: 2.7
mmol/L- ATP: 3.15 mmol/L- Amino- 4- antipyrine: 0.31 mmol/L- Lipoprotein
lipase: > 2000 U/L- Glycerol kinase: > 500 U/L- Glycerol- 3- phosphate oxidase: >
4000 U/L- Peroxidase: > 500 U/L- Sodium azide: <0.1%Chét chuan: Std- Glycerol
(twong tu triglycerides) 200 mg/dL- Sodium azide: <0.1%

30
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Hoa chét xét nghiém
dinh lugng GOT

Hoba chat xét nghiém dinh lugng AST/GOT trén may sinh hoa; dai do: 10-450 U/L
Thanh phan gdm:

Hoa chat 1: R1

-Tris buffer, pH 7.8

-L-aspartate: 330 mmol/L

-LDH: >2000 U/L

-MDH: > 1000 U/L

-Sodium azide: <0.1%

Hoa chét 2: R2
-Alpha-ketoglutarate: 78 mmol/L
-NADH: 1.1 mmol/L

-Sodium azide: <0.1%

24
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Hoa chat xét nghiém
dinh lugng GPT

Hoba chat xét nghiém dinh luong ALT/GPT trén may sinh héa; dai do: 10-450
U/LThanh phan gdbm:Hoéa chét 1: R1-Tris buffer, pH 7.50-L-alanine: 680 mmol/L-
LDH: >2000 U/L-Sodium azide: <0.1%Hba chét 2: R2-Alpha-ketoglutarate: 97
mmol/L-NADH: 1,1 mmol/L-Sodium azide: <0.1%

24
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Ho4 chit xét nghiém

Hoa chat xét nghiém dinh lvong Amylase trén may sinh hoa; dai do: 20-1500 U/L
Thanh phan gom:

- Good's buffer, pH 6.15

- CNP-Gs: 2,27 mmol/L

dinh lugng Amylase - Sodium azide: <0,1% ,

- Cling chtra calcium va muoi chloride, cling nhu potassium thiocyanate cho hi¢u
suat toi uu
Hoa chat hiéu chuan cho cac xét nghiém hoa sinh liét ké trong trong bang gia tri di
kem;
Quy cach: 4 x 3 ml/hop

95 | Elical 2 Thanh phan: ’ Hop 12
- Huyét thanh ngudi dong kho co stir dung cac chat phu gia hoa hoc/ sinh hoc.
- Sodium azide < 0.1%
- Nong dd cua chat phan tich dac trung theo tung 10.
Hoa chét kiém chuan cho két qua xét nghiém muc 1 cho cac xét nghiém hoa sinh

96 | Elitrol | liét ké trong bang gia tri di kém; Quy cach: 10 x 5 ml/hdpThanh phan: - Huyét Hop 7

thanh ngu’c‘fi’déng kho co §ﬁ Qung cac chét phu gia héa hoc/ sinh hoc.- Néng do
cta ting chat phan tich dé kiém tra cu thé theo ting 16.
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Hoa chat kiém chuan cho két qua xét nghiém murc 2 cho cac xét nghiém hoa sinh
liét ké trong bang gia tri di kém;
Quy céch: 10 x 5 ml/hop

97 | Elitrol 1l Thénh’phﬁn: ’ Hop 7
- Huyét thanh nguoi dong kho co sir dung cac chat phu gia hoa hoc/ sinh hoc.
- Nong do cuia tirng chat phan tich dé kiém tra cu thé theo tung 16.
Dung dich ding dé rira kim va cuvette ctia may xét nghiém hoéa sinh.
Nuéc rira dung cho méy | Quy cach: SOL:1x 1L
98 | sinh hoa System Thanh phan: Chai 7
Solution - Sodium azide < 0.1 % i
- Cling chtra chat hoat dong bé mat.
o s .| *Dung dich rira h¢ thong may xét nghiém sinh hoa tyr dong
gg | ot e dung chomAY |« uy cich: 1 lithop ‘ Can 14
*Thanh phan: Dung dich sodium hypoclorit c6 tinh kiém
100 quet d,ung cho may Cuvet dung cho may sinh hoa Hop 9
sinh hoa
101 Bong den ding cho méy Bong dén dung cho may xét nghiém sinh hoa Cai 14

xét nghiém sinh hoa
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Phan 11: Hoéa chit, vat
tw twong thich véi may
huyet hoc Mythic 18

102

Dung dich pha loang

*La dung dich dang truong ding dé pha lodng miu mau trude khi xét nghiém va
dé duy tri méi truong thich hop trong qua trinh xét nghiém trén may phan tich
huyét hoc. Dung kém véi hoa chét ly giai, dung dich rura.

*Thanh phan: chira axit boric.

*Cac thanh phan hoat dong trong héa chat:

- Chét bao quan 0.0003%

-bém

- Natri clorua

- chelator ion kim loai

- Natri sunfat

Thung

19
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Dung dich ly giai

*Dung dich dung dé ly giai hong cau dé giai phong hemoglobin dé dung trong cac
xét nghiém hemoglobin xa hon trén may phan tich huyét hoc. N6 chuan bi quéa
trinh cho phén tich cac thanh phan bach cau.

Dung kém v6i dung dich rua va diluent.

*Chira cac chat hoat dong bé mat ¢ tac dung ly giai cac té bao hong cau va cac
chét bao vé bach cau giup bao v¢ trang thai cia bach cau dé cho phép su biét hoa
cac thanh phan bach cau.

*Céc thanh phan hoat dong trong héa chat:

- Mudi amoni bac bon 2.25%

- Kali clorua

- Imidazole

- Chét 6n dinh

Chai

24
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Dung dich rira hé théng

*Dung dich dung dé 1am sach dinh ky va khan cép hé thong do ctiia may phan tich
huyét hoc. *N¢6 la mot dung dich ddm déc cta hypoclorit dung dé 1am sach oxy
hoa chuyén sau, trang va rira hé thong do ctiia may phan tich huyét hoc, duoc sir
dung dé loai bo can lang hinh thanh tir cac mau duoc xét nghiém. *Thanh phén:
chira natri hypoclorit.*Cac thanh phan hoat dong trong hoa chat: - Active chlorine
- Natri Hidroxit- Chét 6n dinh- Natri clorua

Chai

29
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Dung dich enzym rtra

*Dung dich nham loai bo cc chét con sot lai cua vat liéu sinh hoc khoi hé théng
do ctia may phén tich huyét hoc.

*Chtra cac chat hoat dong bé mat va mét loai enzyme co thé hoa tan va loai bo cac
hat hiru co 16n.

Dung kém v&i hoa chat ly giai, diluent.

*Thanh phéan: c¢6 chira axit boric.

*Cac thanh phan hoat dong trong hoa chat:

- BRI1J 35:0.25 %

- EMPIGEN BB: 0.09 %

- EVERIS PRECISE: 0.02 %

- Natri clorua

- bém

- Chat 6n dinh

- Chét bao quan

Chai
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*Hoa chit kiém chuan cho may xét nghiém huyét hoc tu dong hodc ban tu dong
dung nguyén ly tré khang.

106 | Hod chat kiém chuan *Thanh phan: erythrocyte ngudi, leukocytes va tiéu cau dong vat co v trong moi Lo 24
truong gidng huyét twong cung chét bao quan.
Phin 12. Héa chit sir
dung may xét nghiém
dong mau HumacClot
Junior
Hoéa chat HEMOSTAT THROMBOPLASTIN-SI (PT-SI) ding dé xac dinh
Prothrombin Time (PT) bang phuong phap thu cong hodc tw dong. PT-SI co thé
duogc st dung dé xét nghiém cac yéu to déng mau trong cac con dudng déng mau
107 Hoa chat xét nghiém ngoai sinh va con duong chung. Hop 9
Prothrombin Time (PT) | Thanh phan gom c6: '
- Ho4 chat Thromboplastin (dang déng kho) chira Chiét xuat ndo tho > 10%,
Sodium azide < 0,01%
- Bém CaCl2 chita Sodium azide < 0,01%
B0 hoa chét xét nghiém aPTT sir dung chat hoat hoa axit Ellagic, ding dé xac dinh
thoi gian Thromboplastin mot phin hoat hoa (aPTT) bang phuong phéap thu cong
va tu dong.
108 Bo hoa chat xét nghiém | Thanh phan gom cé: Hop 9

aPTT

- Hoa chét 1 (6x4ml): Héa chat aPTT-EL: Cephalin nio tho < 1.0%, ellagic acid,
sodium azide < 0,01%;

- Héa chat 2 (6x4ml): Dung dich CaCl12 0,02 mol/l, sodium azide < 0,01%, mudi
va chét 6n dinh.

36




109

Hoa chat xét nghiém

Hoa chat xét nghiém Fibrinogen ding xac dinh Fibrinogen trong huyét twong bang
phuong phap thi cong va tw dong. Thanh phan gém cé: - Hoa chét Fibrinogen dang
dong kho 5x2ml, thanh phan: thrombin nguoi 80 - 100 1U/ml, sodium azide <

0,01%. - Dung dich dém Imidazole Buffered Saline 1x100mL, pH 7.4 + 0.2, thanh

Fibrinogen phﬁn: imidazolq 0,05mol/l, dém va chat 6n dinh.- Chét chuép: Fibrinogen huyét
twong tham chiéu (dang dong kho) 2x ImL, thanh phan: huyét tuong nguoi, sodium
azide < 0,01%.
Vat liéu kiém soat cac Hoa chit ki’ém chuén, dung dé theo doi hiéu suét cac xét nghiém dong mau thuong
110 | xét nghiém dong mau quy mtc bat thuong. ) Hop
muc bat thuong Hop 6x1ml gdm c6: Huyét twong ngudi dang dong kho, sodium azide < 0.01% .
111 Cuvet cho may dong Cuvet cho may dong mau ban tu dong Hop

mau ban tu dong
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Phan 15: Hoéa chét, vat
tu twong thich vi may
dién gidai EasyLyte

112

Thudc thir xét nghiém
dinh lugng Na, K, Ca,
Cl, Li

*Pack EasyLyte Na/ K/ Cl/ Ca/ Li Solutions Pack sir dung cho viéc xac dinh
dinh luong cua cac ion Natri (Na +), Kali (K +), Clorua (Cl-), Canxi (Ca ++) va
Lithium (Li +) trong huyét thanh, huyet tuong ngudi, mau toan phan va nudc tiu
(két qua nudc tiéu chi c6 thong s6 Na +, K + va Chi Cl-) bang may xét nghiém
dién giai EasyLyte.*Thanh phan: Standard A Solution, 800mL: 140.0 mmol/L
Na+; 4.0 mmol/L K+; 125.0 mmol/L Cl—; 1.25 mmol/L Ca++; 1.00 mmol/L Li+;
Buffer; Chét bao quan; Wetting AgentStandard B Solution, 180mL: 35.0 mmol/L
Na+; 16.0 mmol/L K+; 41.0 mmol/L Cl—; 2.50 mmol/L Ca++; 0.40 mmol/L Li+;
Buffer Chat bao quan; Wetting AgentWash Solution, 80mL0.1 mol/L Ammonium
bifluorideWaste Container

19
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Dung dich rira may xét

Dung dich lam sach hang ngay dé loai bo cac can protein trén cic may xét nghiém
hang Medica/My (Co6 Ammonium Biflouride)
Thanh phan 1 hdp gom:

113 1 ghiem dien giai - Daily Cleaner Diluent- Pha lodng rira hang ngay: 1 1o 90 ml HCI (0.2 N), NHSF2 | HOP 14
(0.05N) va mudi. ’
- Daily Cleaner Powder - Chat rira hang ngay dang bot: 6 19, pepsin 0.5g
114 | Bién cuc Na - bi¢én cuc Na dung dugc cho may xét nghiém dién giai Cai 4
115 | bién cuc K - Bién cuc K dung duogc cho may xét nghiém dién giai Cai 4
116 | Bién cuc Ca - bién cuc Ca dung duogc cho may xét nghiém dién giai Cai 4
117 | Bién cuc CI - bi¢n cuc Cl dung dugc cho may xét nghiém dién gia Cai 4
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118 | bién cuc tham chiéu - Dién cuc tham chiéu dung dugc cho may xét nghiém dién giai Cai 4
Puong éng bom va dng Hop gdom: 1 dudng dng bom, 1 dudng dng mau va 1 duong dng mau ngin. A

119 x o o . PR Hop 4
mau may dién giai Dung cho may dién giai EasyLyte
Gidy in may dién giai ’

120 | Easy lyte Expand Giay in may dién giai Easy lyte Cudn 48

Na/K/Ca/Cl/Li

Phan 13: Hoéa chit, vat
tw twong thich vi may
mien dich Ichroma Il
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Test dinh lugng HbA1C

*Bo hoa chat xét nghiém mién dich huynh quang (FIA) dé x4c dinh dinh luong
HbA lc (Hemoglobin Alc) trong mau toan phan cua ngudi. *Nguyén 1y do: xét
nghiém mién dich sandwich*Thanh phan gom: - Cartridge chira mang duoc goi la
dai xét nghiém, ma khang HbA 1c nguoi ¢ vach xét nghiém va IgG cua thd ¢ vach
kiém soat.- B dém phat hién chira chat lién hop huynh quang A0 chdng
hemoglobin ngudi, chat lién hop huynh quang IgG tir d€ khang tho, albumin huyét
thanh cua bo (BSA) nhu mot chat 6n dinh va natri azide lam chat bao quan trong
nudc mudi dém phosphat (PBS).- Dung dich dém tan huyét chtra tween 20 va
sodium azide nhu mot chit bao quan trong nude mudi dém phosphat (PBS)*Dai
lam viéc: NGSP (%): 4-15 %

Test

600
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Test dinh lugng B-HCG

*Bo hoa chit xét nghiém mién dich huynh quang dé dinh lugng B-hCG tong trong

mau toan phan, huyét thanh hoic huyét twong ngudi.

*Nguyén 1y do: xét nghiém mién dich sandwich

*Thanh phan gom:

- Cartridge chura peptide lién hop khang thé khang hCG va IgG-hCG chudt & vach

phan ung va streptavidin ¢ vach chung.

- Ong phat hién chira lién hop huynh quang biotin-BSA, lién hop huynh quang

khang human chorionic gonado tropin, albumin huyét thanh bo (BSA) va sodium
azide trong PBS.

- Dung dich pha lodng phat hién chira BSA, Tween20 va sodium azide trong PBS.
- Dung dich pha lodng mau chira sodium azide trong dém PBS.

*Pham vi do: 5-50,000 mIU/mL

Test

240
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Test dinh lugng CRP

*Hoba chit xét nghiém mién dich huynh quang (FIA) dé xac dinh dinh luong CRP
trong mau toan phan/huyet thanh/huyét twong ngudi.*Nguyeén ly do: Phuong phap
xét nghiém mién dich sandwich*Thanh phan gdm:- Cartridge chira mang duoc goi
la dai xét nghiém c6 khang CRP nguoi ¢ vach xét nghiém va streptavidin & vach
kiém soét. - Bo dém phat hién chira lién hop huynh quang khang CRP nguoi, lién
hop huynh quang BSA-biotin, albumin huyét thanh bo (BSA) lam chat 6n dinh va
sodium azide trong mudi dém photphat (PBS) lam chat bao quan.*Dai lam viéc:
2.5-300 mg/L

Test

240
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Vat liéu kiém soat xét
nghi¢m dinh lugng
HbAlc

*Boditech HbA1c Control duoc thiét ké dé sir dung trong chan doan in vitro trong viéc
kiém soat chat lugng cua bo kit xét nghiém HbA ¢ Assay Kit. Dang dong kho.
*Thanh phan: Boditech HbA 1¢ Control bao gom 'Boditech HbA 1c Control level
1',‘Boditech HbA 1c Control level 2°, ‘Huéng dan sir dung’ va ‘Barcode Sheet’.

- Control c6 chira HbA I¢ stock va huyét thanh ngua

125

Vat liéu kiém soat xét
nghiém dinh luong CRP

*Boditech CRP Control dugc thiét ké dé sir dung trong chan doan in vitro trong viéc kiém
soat chat lugng ciia Bo kit xét nghiém CRP Assay Kit. Dang long.

*Thanh phan: Boditech CRP Control bao gdm ‘Boditech CRP Control level 1°, ‘Boditech
CRP Control level 2°, ‘Huéng dan sir dung’ va ‘Barcode Sheet’.

- Kiém chuén control chira khang nguyén CRP stock va huyét thanh ngua
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Phin 15. Hoa chit vat
tw dung cho may xét
nghiém nuérc tiéu
Pocketchem UA-4010

Que thir nuée tiéu tuong

Po cac chi s6 : Leukocytes, Nitrite, Urobilinogen, Protein, pH, Blood, Specific

126 thich (11 thong sb) Gravity, Ketone, Bilirubin, Glucose, Ascorbic Acid (LEU/ NIT/ URO/ PRO/ pH/ Hop 120
& BLO/ SG/ KET/ BIL/ GLU/ ASC)
Que thir nuoc tiéu 10 thong s6: Glucose, Protein, Bilirubin, Urobilinogen, pH,
197 Q}le xét nghiém nudc Trong luong riéng, Bloovd, Ketones, Nitrite, Leukocytes, twong thich st dung trén Ho 70
tiéu 10 thong so6 may xét nghiém nudce ti€u cua hang Arkray, tuong thich str dung trén may xet P
nghiém nudc tiéu cua hang Arkray
Gidy in nhiét tvong , q
128 | thich v&i may nudc tieu | Giay in nhiét twong thich vi may nude tiéu Cudn 100
Pocketchem UA-4010
Gidy in nhiét tvong , q
129 | thich v&i may nudc tieu | Gidy in nhiét twong thich vi may nudc tiéu Cudn 80
Mission U120
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