SO Y TE PIEN BIEN CONG HOA XA HOI CHU NGHIA VIET NAM

TRUNG TAM Y TE HUYEN Poc 1ap —Tu do — Hanh phic
TUA CHUA
S6: 75 IBG-TTYT Tvia Chia, ngay 22 thang 5 nam 2024

V/v dé nghi bdo gia vat tu y té, hoa chat,
sinh pham chan doan Invitro.

YEU CAU BAO GIA

Kinh giri: Céc hing sin xuit, nha cung cap tai Viét Nam

Trung tam Y t& huyén Tia Chua c¢6 nhu cau tiép nhan bao gia dé tham khao,
xay dung gid gbi thau, lam co s té chire lya chon nha thau cho géi thau cung ting vat
tu y t&, hoa chat, sinh pham chan doan Invitro nam 2024 véi ndi dung cu thé nhu sau:

I. Thong tin ciia don vi yéu cau bao gia

1. Pon vi yéu cau béo gia: Trung tim Y t& huyén Tua Chua

Dia chi: T6 dan phd Tan Phong, thi trAn Tua Chua, huyén Tua Chua, tinh Dién
Bién.

2. Thong tin lién hé ciia ngudi chiu trach nhiém tiép nhan bao gia:

Ho va tén: Bui Buc Long

Chtre vu: Phé truong Khoa khoa Dugc — TTB - VTYT

S6 dién thoai: 0912.298.578

Email: khoaduoclttyttuachua@gmail.com

3. Cach thire tiép nhan bao gia:

- Kinh moi cac don vi quan tdm, c6 kha ning cung cip cac hang hoa gui bao gia
(Ban goc) truc tiép hodc theo dich vu chuyén phat tai dia chi nhu sau:

+ Nguoi nhan: Bui Buc Long

+ Pon vi tiép nhan: Trung tdm Y t& huyén Tua Chua.

Dia chi: T6 dan phd Tan Phong, thi trAn Tua Chua, huyén Tua Chua, tinh Dién
Bién. - Pé nghi cac nha cung cap giri bao gia theo mau dinh kém (Mau bdo gia).

- Ngoai ra trude khi giri ban gdc bao gia dé nghi cac don vi cung cap béo gia
guri file Scan va file Excel danh muc bdo gia qua dia chi Email:
khoaduoclttyttuachua@gmail.com

- Luu ¥: Nha cung cap chi can dap img co ban yéu cau k¥ thuat tham khao tai
Phu luc I, 11, III, va c6 thé chao hang hoa c6 tinh nang k¥ thuat tuong duong hodac tot
hon (kém theo tai liéu ching minh vé viéc nay).



4. Thoi han tiép nhan bao gia: Tir 08h ngay 23 thang 5 nam 2024 dén trude 17h
ngay 01 thang 6 nam 2024

Céc bao gia nhan duogc sau thoi diém néu trén s€ khong dugc xem xét.

5. Thoi han ¢6 hiéu lyc cta bao gia: Téi thiéu 90, ké tir ngay 01 thang 6 nam
2024.

II. N§i dung yéu ciu bso gia:

1. Danh myc vat tu y té va hoa chit, sinh phém chan doan invitro: tai phu luc I,
I1, III, kém theo van ban nay

2. Pia diém cung cap vt tu y té va hoa chat, sinh pham chan doan invitro:
Khoa Dugc - Trung tam Y té huyén Tua Chua tai dia chi T dan phé Tan Phong, thi
trin Tua Chua, huyén Tua Chua, tinh Di¢n Bién.

3. Thoi gian thuc hién hop dong du kién: 12 thang

4. Dy kién thuc hién du thau: thang 6, 7 nam 2024.

5. Céac thdng tin khac: khéng

Tran trong cam on./.

Noi nhan:

- Nhu trén;

- Bang tai trén Wesite caa TTYT, MSC
- Luu: VT, Duogc




PHU LUC |

(Kém theo vin ban sé: 75 /BG-TTYT ngay 22 thang 05 nim 2024 ciia Trung tim Y té huyén

Tia Chua)

STT

Danh muc

Mo ti yéu cau vé tinh ning, thong s6 ky thuit va
cac thong tin lién quan vé ky thuit

bvT

S6
lwong/Khoi
lwong

Béang b6t bd 10cm x 2,7m

V6 cudn bot 1a gidy bac chong am, 16i cudn bot 1am
bang que nhua 4 canh, 2 canh phinh to & giita giup
thim nudc déu va giir bang bot. Thoi gian dong két 2
- 4 phut, bot dam bao do tréng, dd min, d¢ cung,
khong géy kich ung. Khong bi nirt gy sau khi bo
Kich thudc: 10cmx270cm

Hoac tuong duong

Cudn

480

Bang b6t bé 15cm x 2,7m

Vo6 cudn bot 1a giéy bac chéng am, 15i cudn bot lam
br:ing que nhya 4 canh, 2 canh phinh to & giira gitp
tham nudc déu va giir bang bot. Thoi gian dong két 2
- 4 phut, bot dam bao do tréng, d6 min, do cung,
khong gay kich trng. Khoéng bi ntt gy sau khi bo
Kich thudc: 15cmx270cm

Hoac tuong duong

Cudn

200

Béang bot boé 7,5cm x 2,7m

Vo cudn bot 1a giéy bac chéng am, 1561 cudn bot lam
bang que nhua 4 canh, 2 canh phinh to & giita giup
thim nudc déu va giir bang bot. Thoi gian dong két 2
- 4 phat, bot dam bao do tréng, dd min, d¢ cung,
khong gay kich trng. Khong bi ntt gy sau khi bo
Kich thuée: 7,5cmx270cm

Hoac tuong duong

Cuon

480

Béang cuén 15cm x 5m

San phém duogc dét tur soi 100% cotton. Khong chira
chit gay di tmg. Téc do hut nudc =< 5 gidy. Do ngam
nudc >=5gr nudc/1gr gac.

- Pat tiéu chuan ISO 9001:2015; ISO 13485:2016;
Ching nhan dang ky FDA Hoa Ky; CE, cGMP- FDA
Hoac tuong duong

Cudn

2.000

Bang cudn 5cm x Sm

San phém duoc dét tir soi 100% cotton cd dd thAm
hut cao, khéng c6 dde td. Khoéng c6 tinh bdt hodc
Dextrin, khong c¢6 xo mun hoa tan trong nudce va dich
phu tang. Téc d6 hut nude =< 5 gidy. D6 ngdm nudc
>=5gr nudc/1gr gac.

- Pat tiéu chuan ISO 9001:2015; ISO 13485:2016;
Ching nhan dang ky FDA Hoa Ky; CE, cGMP- FDA
Hoac tuong duong

Cudn

1.000

Bang keo lua Sem x Sm

Bang vai lua dan dét taffeta, mau tre“ing, $6 soi
44x18/cm?. B ring cua hai bén gitip xé dé dang.
Keo Oxyd ké€m khong dung dung moi.

Kich thudc: 5cm x Sm.

D19 DPat tidu chuan ISO 13485.

Cudn

800




Bing dinh y té

Vai lua Taffeta tre"mg, 100% soi cellulose acetate, sb
so1 44x19,5 soi/cm, keo Zinc oxide khong dung dung
moi phu déu. L5i nhua lién canh bao vé, nguyén li€u
cac nudc G7, duoc lvu hanh tai cac nude lién minh
chau au.

Cudn

800

Bing keo chi thi nhiét hap
uot

Bang keo chi thi nhi€t, 24mmx55m, vach chi thi
chuyén Tring nga sang Nau sam/den, chira chat bam
dinh 10-20%, chat déo acrylic polymer 2-5%. Khong
chira chi. Pat tiéu chuan FDA, ISO 13485:2016.
Khong d6i mau sau it nhét 6 thang tiét khuan.

Cudn

25

B6 rtra da day

Cong dung: hd tro trong viéc suc, rira da day bang
mdt hé thong khép kin. Lam bang mu cao su tu
nhién. Pugc dong goi riéng 1€ trong tir tui

10

10

Bom cho an 50ml

Xy lanh dung tich 60cc duoc san xuat tir nhya y té

nguyén sinh trong sudt, nhian bong, khong cong vénh,
khong cd ba via.

Bom c6 thiét ké c6 vong ngdn tay cam giup cam
chic chin, than xylanh dugc chia vach thé tich theo
0z va cc.

Déc xy lanh to 1ap vira ddy cho n va c6 nip day.

Bom c6 vach chia thé tich tdi da 60ml, vach chia nho
nhét < 1ml dé tién sir dung cho tré em

San pham dugc tiét trung bang khi Ethylene Oxide
(E.O).

Dat tiéu chuan EN ISO 11135: 2014, EN ISO 13485.

Cai

1.000

11

Bom hut thai 1 van

Bom hiit chan khong bang tay dung dé hut thai, diéu
hoa kinh nguyét va sinh thiét noi mac tir cung. Thé
tich bom 60ml. Tay cam thuén tién, dé sir dung bang
1 tay; 1 van c6 khoa niit bam c6 tac dung giir va giai
phong ap luc chan khong. Pai ham cd bom giir cho
Piton khong bi tudt khoi dng bom.

Cai

10

12

Bom tiém insulin sir dung
mot lan 1ml

- Bom tiém dugc 1am bang nhya PP dung trong y té,
khong c6 chat DEHP. Bom gén lién kim, dung tich
Iml. Kim cac c& 30Gx1/2" va 30Gx5/16"

- Bom tiém in dong thoi vach chia cho ca 100 va 40
don vi insulin (100UT va 40UI).

- Giodng c6 niim gitp di hét hanh trinh ciia thudc.

- San pham déng géi trong tui riéng dam bao vo
tring, khong cé doc t6 va chat gay sot

Cai

300

13

Bom tiém nhua 10ml

Xy lanh dung tich 10ml dugc san xuét tir nhua y té
nguyén sinh trong su6t, nhin bong, khong cong vénh,
khbng c6 ba via. Vach chia dung tich 13 nét.

C6 thang chia dung tich hat t6i da dén 12ml, vach
chia nho nhét <0,2ml

Pit tong c6 khia bé giy dé huy, khong co ba via.

San pham dugc tiét tring bang khi Ethylene Oxide
(E.O). Pat tiéu chuan CE, EN ISO 13485.

Cai

30.000




14

Bom tiém nhya 1ml

Xy lanh dung tich Iml dwgc san xudt tir nhya y té
nguyén sinh trong sudt, nhin bong, khong cong vénh,
khong c6 ba via. Vach chia dung tich rd nét.

Gioang c6 nim bom hét hanh trinh gitp tiém hét
thudc, dat khoang chét < 0.03ml, khi va dung dich
tiém khong lot qua dugc gioang.

Kim lam bang thép khong gi, sic nhon, vét 3 canh.
Kim 26Gx1/2".

Dat tiéu chuén CE, EN ISO 13485,

Cai

2.000

15

Bom tiém nhya 20ml

Xy lanh dung tich 20ml dugc san xuat tir nhua y té
nguyén sinh trong su6t, nhin bong, khong cong vénh,
khong c6 ba via. Vach chia dung tich rd nét.

Pit tong c6 khia bé giy dé huy, khong co ba via.

Bé& mit giodng phang gitip bom hét hanh trinh ciia
thudc.

Pau con 1éch tim gitip cho viéc dudi khi d& dang,
thuén tién

San pham dugc tiét trung bang khi Ethylene Oxide
(E.O). Pat tiéu chuan CE, EN ISO 13485.

Cai

2.000

16

Bom tiém nhya 50ml

Xy lanh dung tich 50ml dugc san xuét tir nhua y té
nguyén sinh trong su6t, nhin bong, khong cong vénh,
khong c6 ba via. Vach chia dung tich rd nét.

Pit tong co khia be gay dé huy, khong c6 ba via.

Péc xy lanh nho, gan chic chin véi tit ca cac &
kim, an toan khi sir dung.

Bom c6 vach chia thé tich tdi da 60ml, vach chia nho
nhat < 1ml dé tién sir dung cho tré em

San pham dugc tiét trung bang khi Ethylene Oxide
(E.O). Dat tiéu chuan CE ,EN ISO 13485.

Cai

1.000

17

Bom tiém nhya Sml

Xy lanh dung tich 5ml, duoc san xuét tir nhua y té
nguyén sinh trong sudt, nhin bong, khong cong vénh,
khong c6 ba via. Vach chia dung tich rd nét.

C6 thang chia dung tich hut t&i da dén 6ml

Pit tong c6 khia bé giy dé huy, khong co ba via.
Kim lam béng thép khong gi, sdc nhon, vat 3 canh.
Kim cac cd 23Gx1", 25Gx1".

San pham dugc tiét tring bang khi Ethylene Oxide
(E.O). Pat tiéu chuan CE, EN ISO 13485.

Cai

180.000

18

Bong gac 6cm x 15cm vo
tring

Gom 3 16p: 1 16p bong & giita 2 16p gac khong dét
huat nuoc.

bic tinh Bong hat nudec:

- Kha nang gitt nudc > 20g nudc/gam bong.

- Téc d6 hut nude: thoi gian chim khong quéa 10 gidy;
- Trong lugng: 38g/m2.

Cai

4.000

19

Bong thim nudc

Bong y té thAm nuédc 100% bong xo thién nhién.
Bong trang, khong mui, mém min, dai, khong bi toi
va c6 d6 tham hat rat cao. Toc do hut nude =< 5 giay.
Do acid va d6 kiém: Trung tinh; Ham lwong chét béo:
Khong vuot qua 0.5%. Cac chit tan trong nudc:<
0,5%; Do am: < 8%; Dat tiéu chuan

Kg

200




20

Bop bong nguoi lon, tré em

Bop bong hS trg ho hip nhan tao bang PVC, loai
dlilng mot 1an. Chi sir dung cho mdt bénh nhéan; Bao
gom tui trit khi oxy, mat na PVC va ong dan.

10

21

Chi lanh 20g

C6 cic size va chidu dai nhu sau:

* Size 20 160m

* Size 30 190m

* Size 40 220m

* Size 50 260m

* Size 60 300m

* Size 70 320m

* Size 80 360m

* Size 100 430m

Pat tiéu chuan ISO hoic tuong duong

Cudn

50

22

Chi tiéu lién kim sd 2/0

Chi tyr tiéu tong hop da soi, s6 2/0, bang Polyglactin
910, dai 75cm, tiét trung.

01 kim, than kim tron, dau kim tron, thuén nhon,
bang thép khong gi, dai 26 mm, 1/2 C, phu silicon.
Pat tiéu chuin EN ISO 13485, CE

Soi

1.000

23

Chi tiéu lién kim sd 3/0

Chi tu tiéu tong hop da soi sb 3/0, bang polyglactin
910, dai 75cm, tiét trung.

01 kim, than kim tron, dau kim tron, thuén nhon,
bang thép khong gi, dai 22 mm, 1/2 C, phu silicon.
Dat tiéu chuan EN ISO 13485, CE.

Soi

300

24

Chi tiéu lién kim sd 4/0

Chi tyr tiéu tong hop da soi, s6 4/0, bang Polyglactin
910, dai 75cm, tiét trung.

01 kim, than kim tron, dau kim tron, thuén nhon,
bang thép khong gi, dai 22 mm, 1/2 C, phu silicon.
Dat tiéu chuan EN ISO 13485, CE

Soi

300

25

Chi tiéu lién kim s6 1/0

Chi tyr tiéu tong hop da soi, s6 1/0, bang Polyglactin
910, dai 90cm, tiét trung.

01 kim, than kim tron, dau kim tron, thuén nhon,
bang thép khong gi, dai 40 mm, 1/2 C, phu silicon.
Pat tiéu chuan EN ISO 13485, CE.

Soi

1.000

26

Cidex OPA hoic tuong
duong

Dung dich khtr khuan muc d6 cao, thanh phan
ORTHO-PHTHALADEHYDE 0,55% va céc thanh
phan khac, pH 7.2 - 7.8. Can 3.781. Thoi gian ngam
kht khuén murc d6 cao cho dung cu la 5 phut, tai st
dung trong vong 14 ngay. Thoi gian bao quan dung
dich trong can 1 75 ngay tinh tir khi mé nép. Pat cac
tiéu chuan: EC, ISO: 13485 hoic twong duong.

Can

25

27

Cidezyme hodc tuong duong

- Dung dich ngém tay rira dung cu y té hoat tinh
enzyme.

- Thanh phén: protease subtilisin 0,5%, hi€u qua
nhanh sau 1 phut, it bot, pH trung tinh: 7.8-8.8 ngan
khong dé lai ton luu. Chai 1 lit.

- Pat tidu chuén EC, ISO 13485, CFS hoic twong
duong.

Chai

15

28

Cbc dung dom

Chét liéu nhya PVC

Cai

2.000




29

Con 96 d6

Néng d6 Ethanol 96%. Dat tiéu chuan ISO hodc
twong duong

Lit

10

30

Pau con vang

Lam bang nhya PP (c6 khia). Thé tich toi da 200ul.

Cai

2.000

31

Pau con xanh

Lam bang nhya PP (c6 khia); Thé tich t6i da 1000ul.

Cai

1.000

32

Day cho an cac so

Ong thong da day cac c¢& gom 2 loai c6 nap (gém cac
c0 5Fr, 6Fr, 8 Fr, 10Fr) va khong c6 nép
(12Fr,14Fr,16Fr,18Fr). Day dan dugc san xuét tir
chét liéu nhya PVC nguyén sinh, mém, déo, tron
giam ton thuong niém mac. Pat tiéu chuan EN ISO
13485

Cai

300

33

Day Garo

Két hop soi poly, sgi cao su Iuu hoa, va soi cotton
theo ti 1€ 2:1:2
Hoac tuong duong

Cai

50

34

Day hat nhét

Céc s6 5-6-8-10-12-14-16-18. San pham duoc két
céu 02 phan. Khéa van va day dan. Day dan duoc san
xudt tir chat liéu nhya PVC nguyén sinh khong chira
DEHP, nhya trong, nhin bong tranh gay ton thuong,
xdy xudc niém mac, dau day hat c6 2 mit phu dé hat.
Khoa van chia nhidu mau dé phan biét gura cac so co
2 loai c6 nép va khong nap Bao bi c6 miéng gidy
thoat khi EO 2,8x2,8 cm dé thoat hét du lugng khi
EO trong qua trinh tiét tring. Dat tiéu chuan CE, tiéu
chuén tiét trang EN ISO 11135: 2014, EN ISO
13485.

Cai

1.000

35

Day nbi may bom tiém dién
140 cm

Day n6i bom tiém dién 140cm. Day chat liéu PVC
khong Latex.
Dat tiéu chuan ISO 13485.

Chiéc

1.000

36

Day tho oxy céc c&

Chat liéu nhwa PVC y té cao cép, bao gdm day dan
va gong miii

Khong chtra chat DEHP, dugc tiét tring bang khi
EO

Ong day mém, chéng van xoan. B& mit tron nhén.
Ong khong bi tac dong boi oxy hay thudc

Dau thé mém, c6 2 dng thing dua vao mili mau
trang trong, khong co chit tao mau

Céc cd: tré so sinh, tré em va nguoi lon

Day dén c6 chiéu dai >2 m, 1ong 6ng c6 khia chéng
gap. .

Pong goi 1 cai/ thi va tiét trung bang khi EO

- Pat tiéu chuén EN ISO 13485.

Cai

1.500




37

Dﬁy‘truyén dich cho may
truyén dich

- Chiéu dai day 180cm

- Buong kinh trong day: 3 mm. duong kinh ngoai 4.1
mm

- C6 chirc nang dudi khi ty dong va khoa dich tu
dong

- C6 bau dém giot 2 ngin cimg - mém

- Chiu ap lyc dén 2 bar

- Mang loc ¢6 chirc ning loc vi khudn tai van thong
khi

- Pau khoa vian xoin Luer Lock

- Qhét liéu PVC, Khong c6 chét phy gia DEHP , thay
the

- Cira chich thudc an toan ngin tai nan do kim dam
vao tay diéu dudng

- C6 chirng nhan EN ISO 13485:2016

- Chung nhan EC

Hoac tuong duong

Cai

2.000

38

Day truyén dich kim canh
budm

Van khoa diéu chinh, kim chai san xuét tir hat nhya
ABS nguyén sinh; Van thoat khi c6 thiét ké mang loc
khi vo khun; Buéng nho giot c6 mang loc dich, thé
tich > 8.5ml. C6 bau cao su tiép thudc. Day din cdu
tao tr chét liéu nhua PVC nguyén sinh, mém déo,
dai, d6 dan hoi cao, khong giy gap khi bao quan va
sir dung; Do dai day dan > 1500mm. Day truyén dich
kém kim 2 canh buém 23Gx3/4" gitip ¢ dinh dé
dang chéc chan.

Pau nbi Luer lock c6 co ché xoay gitp cho viéc gin
két voi kim ludn chéc chin va dé thao tac khi str
dung.

Dat tiéu chuan TCVN 6591-4: 2008

20.000

39

Day truyén dich kim thuong

Day dan cau tao tr chat liéu nhya PVC nguyén sinh,
mém déo, dai, do dan hdi cao, khong gy gap khi bao
quan va str dung; D6 dai day truyén > 1500mm. DAy
truyén dich kém kim thuong. Pau ndi Luer lock. Co
bau cao su tiép thudc. Dat tiéu chuan ISO 13485
hodc tuong duong

10.000

40

Day truyén mau

Chat liéu nhya y té khong chira DEHP. Dai: >150cm.
Téc d6 dong chay co thé diéu chinh: > 20 giot/mL.
ba tiét trang. Pat tiéu chuén ISO 13485 hodc tuong
duong

100

41

Pe ludi gd sir dung mot 1an

Que dé ludi gbd dugc lam tir gd tu nhién, khong 154,
khoéng cong vénh, dugc hap chin trudc khi dua vao
san xuat va say kho, danh bong khi ra thanh pham.

Cai

14.000

42

bién cuc dan cho may dién
tim dung 1 lan

Hinh dang giéng giot nudc, kich thude 35 mm, téng
bé mit san pham 1017 mm2, ving chét gen 401
mm?2, ving dan 616 mm2, ving phan tir nhay 78,5
mm2, d6 diy san phim 0,8 mm.

Hoac tuong duong

Cai

2.100

43

Dinh Kirschner céac kich c&

Chét ligu thép khong gi. Puong kinh 1.0 dén 3.0mm.
Pat ti€u chuan ISO 13485; CE hoac tuong duong

Cai

240

44

DPong hd O-xy

Chét li¢u dong thau, toc do dong chay tir 1~151/phit.
B6 bao gom: Day thé oxy, mét na oxy, binh tao am.

Cai

10




45

Dung dich Fucsin

Chai chtta > 250ml Carbol Fuchsin. Thuc hién
nhudm soi xét nghiém vi sinh vat tu mau nudi céy
hodc mau bénh phérn. - Thanh phén: Carbol Fuchsin
(0,3%), Phenol, Ethanol. - Bao quan: Nhiét do phong
thi nghiém

ml

2.000

46

Dung dich sat khuén tay
nhanh loai 1 lit

- Thanh phan: Chlorhexidine Digluconate 0,5% (v/v);
Ethanol 73% (v/v); va cac chat phu gia, chat dudng
da vira da 100%. Chai 1 lit.

- Pat tiéu chuan ISO 13485.

Chai

300

47

Dung dich sat khuan vét
thuong 500ml

- Thanh phﬁn:ﬂ 10%w/v povidone iodine.
- Tac dung: Tay va sat trung ving da lanh hoac cac
vet thuong va viém da vi khuan, nam khong ri nudc.

Chai

400

48

Dung dic}} v€ sinh tay sat
khuan phau thuat

Chlorhexidine Digluconate 4% (w/w) va cac chat phu
gia, chat dudng da (Glycerine, Alcohol Ethoxylates,
Alkyl Polyglycoside, Aloe Vera, Cocamide
Diethanolamine, Vitamin E, Cocamidopropyl
Betaine, Polyquatium 7 ...) vira da 100%

Chai

100

49

Dung dich v¢ sinh tay sat
khuan thuong
quy

Chlorhexidine Digluconate 1% (w/w) va cac chat phu
gia, chit dudng da (Glycerine, Alcohol Ethoxylates,
Aloe Vera, Cocamide Diethanolamine, Vitamin E,
Cocamidopropyl Betaine, ...) vira da 100%.

Chai

100

50

Dung dich xanh methylen

Méi trudng phan biét da nang. Thanh phan gom:
Peptone mixture 12.5¢/lit, Lactose 10.0g/lit,
Dipotassium hydrogen phosphate 2.0g/lit, Eosin
yellow 0.4g/lit, Methylene blue 0.1g/lit, Agar
15.0g/lit. pH cubi cing: 6.8 £ 0.2. Pat tiéu chuan ISO

mi

2.000

51

Gac cau fi 30 x 116p vo tring

Gac dugc dét tir sgi 100% cotton c6 do tham hat rat
cao. Khong chira chat gay di ung, khong co tinh bot
hodc Dextrin, khong c6 xo mun hoa tan trong nudc
va dich phu tang. Pugc dong goi Tiét trung.

- Pat tiéu chuan ISO 13485

Cai

8.000

52

Gac phau thuat 10 x 10cm x
12 16p vo trung

Gac dugc dét tir sgi 100% cotton c6 do tham huat rat
cao. Trong lwong 25-27 g/m2. Tay tring bang oxy
gia, khong c6 doc td, da dugc giat sach. Khong chtra
chit gay di img, khong c6 tinh bot hodc Dextrin. Toe
dd hat nude =< 5 giay. D6 ngdm nudc >=5gr
nudce/1gr gac. Kich thude 10cm x 10cm x 12 16p vo
trung

-Dat tiéu chuan ISO 13485; Ching nhan dang ky
FDA

Cai

60.000

53

Gac phau thuat 20 x 20cm x
3 16p vo trung

San phém duoc dét tir soi 100% cotton ¢6 do thAm
hut rat cao, khong co doc t6. Toc d6 hat nuge < 5
gidy. D6 ngdm nudc > 5g nudc/1g gac. Chét tan
trong nudc <0,5%. Do pH: trung tinh. P tring:
>80% + 10%. Mubi kim loai: khong qua ham luong
cho phép. Ham luong chét béo: khong vuot qua
0,5%. Pat tiéu chuan ISO 9001, ISO 13485, FDA,
GMP, CE

10.000




54

Gac phau thuat 6 bung 30 x
40cm x 6 16p, can quang vo
tring

San pham dugc dét tir soi 100% cotton c6 do thim
hut rat cao. Téc d6 hut nude < 5 gidy. D6 ngdm nudc
> 5g nudc/1g gac. Chat tan trong nude <0,5%. Do
pH: trung tinh. D¢ trang: > 80 + 10%. Mudi kim loai:

khong quéa ham lugng cho phép. Ham lugng chit béo:

khong vuot qua 0,5%. Dat tiéu chuén ISO 9001, ISO
13485, FDA, GMP, CE

Cai

5.000

55

Ging tay kiém tra cac c&

San xuét tir cao su thién nhién, cé pha bot chdng
dinh, kh6ng gay kich tng da, c6 ¢ S va M. Thuén
cho ca tay trai va tay phai, dai trung binh 240mm. D¢
day t6i thiéu 1 16p ap dung cho cac ¢&: 0,08mm. Luc
kéo dut toi thiéu: Trude gia hoa: >7,0 N;Sau gia hoa:
> 6,0 N. D¢ gidn dai ti thiéu khi dut : Trude gia
hoa: 650%; Sau gia hoa: 500%. Lugng bot boi tron
(nam & mat trong chiéc ging): < 10mg/dm2. Ham
lugng Protein dudi 200 pg/dm2.

200.000

56

Ging tay tiét trung cac sb

Tiéu chuan co ban: Bé day trung binh 0,15+20mm,
Chiéu dai trung binh 280mm, Chiéu rong long ban
tay: Size 61/2: 83£5mm, Size 7: 89+5mm, Size 71/2:
95+5mm. Cuong luc khi dit: Trudce khi 130 hoa: min
12,5N, Sau lao héa: min 9,5N. D9 gian dut: Trude
1&0 hoa: min 700%, Sau l&o hoa: min 550%. Tiéu
chudn cao: Ngoai tiéu chuan co ban phai dat: Luong
bot: max 80mg/ddi. Lugng protein: max 200ug/dm2,
muc do nhiém tinh dién dudi 100V. Tiét trung bﬁng
khi EO.

20.000

57

Gel siéu &m

- Gel siéu am, can 5 lit. Gel trong, tan hoan toan
trong nudc va de dang rira sach bang nuge thuong.
- Pat tiéu chuan: ISO 9001, ISO 13485.

Can

30

58

Giay dién tim 3 can

Gidy 3 can MC6330/16R2 phit hop v6i may cua bénh
vién. Ti€u chuan ISO 13485,
Hoac tuong duong

Cudn

100

59

Gidy in nhiét 5.5 cm

Chiéu rong 5,5 cm. Tiéu chuan ISO 13485,
Hoac tuong duong

Cudn

100

60

Gidy in nhiét 5cm

Chiéu rong 5 cm. Tiéu chuan ISO 13485
Hoac tuong duong

Cudn

100

61

Gidy siéu am 11cm x 20m

Kich thudc 11cm x 20m. Dat tiéu chuin ISO 13485:
2016. Phu hgp v6i may si€u am Sony
Hoac tuong duong

Cudn

150

62

Hop inox dung bong con

Vit liéu thép khong gi

Cai

40

63

Huyét ap co

* Dai do: 20 - 300mmHg

*P§ phan giai do: 2mmHg

* PO chinh xac: + 3 mmHg:180C t&i 330C; + 6
mmHg:340C toi1 460C

* Hé théng khi: Bang quin Velcro véi thi cao su :
Qua bdp ¢o van

* Trong lugng: 430g

Cai

50

64

Kep ron

San xuét tir chét lidu nhya PP nguyén sinh, d6 tron
lang cao. Pat ti€u chuan ISO 13485:2016 (TUV)

Cai

1.000




65

Khau trang 3 16p tiét tring

Khau trang y té 3 16p vo tring

+ 2 16p ngoai vai khong dét

+ Lop vi loc & giita (16p mang loc khuén) co tac dung
ngan cac giot bén, loc bui, vi khuén, dong vai tro
quan trong nhat.

DPong gbi riéng biét, vo tring. Pat tiéu chuan ISO

Cai

20.000

66

Khi oxy trong binh

Binh 40 lit.

Binh

350

67

Khi oxy trong binh

Binh 10 lit.

Binh

30

68

Khoa 3 chac khong day ndi

Lam bang nhwa nguyén sinh y té, chong dut giy, dau
khoa chac chan khong 1o 1i, van 1 chiéu an toan.

Day ndi chét liéu PCV. Pat tiéu chuan: ISO
13485:2012 hodc tuong duong.

Cai

1.000

69

Kim canh budém

Bo kim canh budm, ¢& 23G, 25G. Diy dan bang chat
liéu nhua nguyén sinh PVC, dai >30cm, duong kinh
trong 1.5mm, duong kinh ngoai 2.5mm, khong
DEHP. Kim bang vat liéu thép khong gi, dau kim sic
nhon, vét 3 canh, khong c6 g, c6 nip chup. C6 dau
két ndi Luer lock.

Cai

20.000

70

Kim cham ctru cac loai, cac
co

Kim ch@m ctru vo trung loai dung 1 lan.
Kim doc thép y t€ khong gi.
Pat tiéu chuan ISO 13485 Hodc tuong duong

Cai

15.000

71

Kim chich mau

Chat liéu thép khong ri, diu kim sic nhon

Cai

2.000

72

Kim choc do tily sdng céc c&
18-27G

Dau kim Quinke 3 mat vat dai 3 1/2" G25 G27, sic
ben

Chuoi kim trong sudt, c6 phan quang, gitip phat hién
nhanh dich ndo tuy chay ra

Dat ti€u chuan ISO 13485 Hodc tuong duong

Cai

500

73

Kim khau phau thuat tron + 3
canh cac so

« Pugc san xuat bang thép Cacbon véi cong nghé san
xuat hién dai cho dau kim nhan, sat nhon.
» Cong dung: dung d€ khau vét thuong.

Cai

200

74

Kim lay thudc céc s

Kim cac s6 G18, G20, G23, Vi dung kim c6 chi thi
mau phan biét cac cd kim. Pat tiéu chuéin CE, tiéu
chuan tiét tring EN ISO 11135: 2014, EN ISO
13485.

Cai

180.000

75

Kim luon tinh mach an toan
cac so

Kim ludn tinh mach chit liéu FEP, c¢6 3 vach can
quang ¢ than catheter, ¢6 canh va c6 cira bom thudc
c¢6 dau bao vé an toan bang nhya vudng, co kha ning
lwu kim dugce dén 96h. Pugc tiét tring bang cong
nghé EO. Mang ki nu6c chdng mau tran ra.. Than
catheter khong chura kim loai, str dung dugc trong
phong MRI. Pat tiéu chuan UNI EN ISO 14001:2015
(ISO 14001:2015). C6 bau tim loc xdp & chudi kim
Céc cd voi cac mau khac nhau: 24G x 3/4” (O.D:
0.74 x 19 mm, 29ml/min): mau vang; 22G x 1” (0.D:
0.9 x 25 mm, 42ml/min): mau nhat; 20G x 1- 4"
(0.D: 1,0 x 32 mm, 59ml/min): mau hong; 18G x 1-
% (0.D: 1,3 x 45 mm, 96ml/min): mau xanh 14 cay;
16G x 1-%” (0.D: 1.75 x 45 mm, 225ml/min): mau
xam; 14G x 1-%” (0.D: 2.0 x 45 mm, 290ml/min):
Mau cam;

Cai

20.000




C& kim: 27G- Chiéu dai kim: 21mm, kim chiu bén
tot, chi sO vat canh hitu dung. Tiét trung bang etylen

76 | Kim nha khoa ¢6 27G dioxit Cai 1.000
- Vat liéu: Kim: Inox, Pdc kim: PP
Do day: 1.0-1.2 mm. Kich thuoc: 25.4 x 76.2mm. )
77 | Lam kinh Kinh mai mo 1 dau. Miéng 2.000
Hoéc tuong duong
Lusi dao phau thut tiét tring Chéat 11§u :}"hep khong gi. S~u dung cho cac phau that .
78 A 1 Mat, tai miii hong , tham my ... Cai 2.000
(bau + 14 lua) N
Hoac tuong duong
Chét liéu nhya PVC y té. Day dan cung cap oxy dang
79 | Mas khi dung ong dai 2m. Day deo co gian. Cai 300
Pat tiéu chuan ISO
Dung dich trong, khong mau. Chai 520ml, mdi chai
80 | Natri clorid dung ngoai chira: NaCl 4.68gam, nudce vira du 520ml. Giap vé Chai 480
sinh rang, miéng, hong, rira mili.
, . ~ | Chét lidu thép khong gi. L3 vit 4.5mm. C6 tir 5 dén
g1 | heP ban hep dung trong PhAU 11615, Khodng céch cac 16 16mm. Ci 40
ue g Dat ti€u chuan ISO 13485; CE hoac twong duong
) Pugc lam tir thuy tinh trong sudt, bén trong c6 vach
82 | Nhiét ke thuy ngan chia d¢ va dai thuy ngén. Cai 400
Nhiét d§ do duoc toi da 35-42°C
Day dan dugc san xuét tur chat liéu nhya PVC nguyén
sinh. Duong kinh ngoai 6ng: 7.7/9.9/10.5 mm.
Buong kinh trong 6ng: 5/6.3/7.7 mm. Chicu dai ong
4 o x A 2m, c6 hai dau noi giup két noi chat cheé vao thiét bi. -
83 | Ong hut dich phau thuat Bé& ngoai than épg day dan c6 ranh chong bep, déo Cai 100
dai va do dan hoi cao, chiu dugc ap lyc &m cao (-
75kpa) khong bi bop meo
Dat tiéu chuan EN ISO 13485.
84 | Ong hit thai céc s6 IC}11§11‘[1 liéu nhya y te. Cac ¢d 5,6,7, vo khuan. Str dung Céi 1500
Tai (2 mat) Ong dan bang chat liéu cao su chong oxy
hoa
85 | Ong nghe B6 phan khuéch dai 4m thanh Lam bang chét liéu Cai 50
Aluminum
Day chit Y bang PVC ( Xam hodéc den )
Ong nghiém nhya PP hodc twong dwong, kich thude
. 12x75mm, nap mau xanh duong bang nhuya LDPE
86 | Ong nghiém EDTA méi 100%. ) Cai 12.000
Thanh phan héa chat: EDTA K2. '
Pat tiéu chuan ISO 13485
Ong nghiém nhya PP hodc twong dwong, kich thude
) 12x75mm, nap bang nhya LDPE m61 100%.
87 | Ong nghiém Heparin Thanh phan hoéa chat: Lithium Heparin dudi dang hat Cai 12.000
suong. i '
’ Pat ti€u chuan ISO 13485
88 %lnf nghiém thuy tinh 1 X oy 4 16 thity tinh, kich thuée 1 x 7em Ong 1.000
gg | Ong nghiém thiy tinh 1, 5x 1 oy 4 s thay tinh, kich thuée 1, 5 x 18cm Ong

18cm

10.000




90

Ong nhwa parafin tiét tring
10ml

Dau Parafin vo khuan. Thé tich 10ml. Pat tiéu chuin
TCCS hodc tuong duong.

Ong

500

91

Ong ndi khi quan c6 cop cac
sO

- Nhya PVCy té cao cép, trong sudt

- Bong thé tich 16n, ap Iyc thap an toan khi luu lau
- Mit Murphy min

- Van ¢ dau bom cho dng khoa luer

-B6 ndi tiéu chuén 15mm

- Puong phan quang X-ray doc theo 6ng day

- C6 cac s6

Cai

200

92

Oxy gia Hydrogen peroxide

H202 ; Chai 500ml

Chai

40

93

Phim XQ 25x30cm

Phim kho laser c& 25x30 cm tuong thich may in phim
kho laser Fujifilm, hop 150 to, sit dung cong nghé
Eco Dry than thién méi truong, phim gém 4 16p: 16p
bao vé, 16p nhay sang, 16p phim, 16p bao vé. Mat do
t6i da 3.3

To

15.000

94

Sonde dan luu 6 bung cac s6

Day tron lang, mém déo va trong sudt, khong giy
dong dich mau trong day.

Cai

200

95

Sonde Foley 2 nhanh céc s6

Sonde Foley 2 nhanh cac sé . San xuat tir cao su thién
nhién, khong chira DEHP. V06 trung. Pat tiéu chuan
ISO 13485:2016

Cai

600

96

Sonde Nelaton cac so

Ong dai > 40cm, bang cao su. Dé}u h& véi 2 16 bén
giup dan luu toi da. Pat tiéu chuan ISO 13485

Cai

1.500

97

Tay dao dién

Pau 3 gidc noi v6i day dai 3m. Tay dao cau tao nhu
ciy viét véi mot dau dé 1ap ddu dao mo, trén than tay
dao c6 hai niit bAm tuong tmg v&i hai ché do cit
(CUT) va cdm mau don cuc (COAG). Tiéu chuan
1ISO 13485:2003.

Cai

500

98

Than hoat tinh

Bot mau den, khong mui, khong vi

Kg

99

T0i mau don 250ml

Dung tich 250ml dé dyng mau toan phan, trong thi co
dung dich chong dong CPDA-1. Dat tiéu chuan
1ISO13485:2016

Tui

20

100

T nudc ti€u

- San xuét tir nhwa y té PVC, khong doc hai.

- Kich ¢6 2000ml, d6 day 1.2mm, phan vach rd rang.
C6 vach dung tich méi 100ml.

- Van xa thoat day chit T, chdng trao ngugc, 6ng dau
vao 90cm.

- San pham duogc tiét tring bang khi Ethylene Oxide
(E.O).

Cai

1.000

101

Vién khtr khuan

Thanh phan: 2,5g Troclosense sodium 50%

Vién ning 5g c6 thanh phan: hoat chét Troclosense
Sodium 50% tuong duong 2.5g/vién, Apidic acid
1,2g/vién tuong duong 24% trong lugng 1 vién -
Dang vién sui tan nhanh trong nuée. Khtr khuan dung
cu, bé mat, do vai.

- Pat cac tiéu chuén: 15013485, CFS, GMP hoic
tuong duong

Vién

15.000




(Kém theo vin ban so:

PHU LUC 2

/BG-TTYT ngay 22 thang 05 nim 2024 ciia Trung tim Y té huyén

Tia Chua)

STT

Danh muc

Mo ti yéu cau vé tinh ning, thong s6 ky thuit va cic
thong tin lién quan ve ky thuéat

bvT

So
lwong/Khoi
lugng

Test nhanh chan doan
giang mai

Phat hién khang thé khang syphilis trong méu toan phan,
huyét thanh, huyét twong ctia ngudi.

- Pat tiéu chuan 1S013485:2016, dap ung chi thi 98/79/EC
- Phan loai trang TBYT loai D

- Bg nhay: 100% ; B¢ dac hiéu: 100%

- MAu pham: Huyét thanh, huyét trong, mau toan phan

- Thanh phan Kit thir: Ving cong hop: Khang nguyén TP
K011B (0,16 pg)

- Vach két qua Khang nguyén TP KO11A (0,2 pg);

- Vach chimg: Khang thé tho khang TP (0,88 pg)

- Bao quan ¢ nhiét d6 thuong

Test

500

Test nhanh chan doan
viém gan B

- Do nhay > 98,4%%, d6 dac hiéu > 99,6%. Gidi han phat
hién < 0.11U/ml.

- Thoi gian doc két qua < 15 phat, d6 6n dinh cta két qua
xét nghiém t6i 30 phut. Khéng can st dung dung dich
dém(chase) cho mau mau huyét thanh, huyét tuong.

- Ham luong : Anti-HBs antibody Al ( 233ng/Test); Anti-
HBs antibody B1 ( 17 ng/Test); Anti-HBs antibody B2 ( 6
ng/Test); Anti-HBs antibody B3 ( 6 ng/Test); Khang thé
trén thanh kiém soat (17 ng/Test)

Xét nghiém phat hién dugc it nhat 14 dot bién khac nhau
ctia HbsAg bao gom: P120Q, T123A, T126N, T1268S,
Q129R, Q129H, Q129L, M133H, M133L, K141E, P142S,
T143K, D144A va G145R.

Chung chi xét nghiém: CE IVD; WHO PQ.

Nha may san xuat dat tiéu chuan chau Au EN ISO 13485,
Séan xut tai Nhat Ban.

Test

3.000

Test nhanh chin doan
viém gan C

Phat hién dinh tinh cac khang thé dic hiéu dbi voi HCV
trong huyét thanh, huyét twong hodc mau toan phan ngudi.
- B§ nhay: 98,9%

- b6 dac hiéu: 100%

Khéng bi anh hudéng béi cac hop chat thuong hién dién
trong mau: Ribavirin, Caffein, Ethanol, mau toan phz:fln cua
phu nir mang thai,...Khong phan tmg chéo vdi cac chung vi
sinh vat: Viém gan A, B, Influenza A/B, Dengue,
Rotavirus, Syphillis, Rubella, Salmonella,...

Béo quan: 2-400C

Néam trong danh sach WHO PQ

Thanh phan chinh: Khang thé don dong khang IgG ngudi,
khéng thé don dong khang IgY ga, Khang nguyén HCV
NS3/NS4/NS5/15i tai to hop - gin keo vang; IgY ga-gin
keo vang

Test

1.000




Test nhanh chan doan
viém gan C

Dinh tinh phat hién khang thé khang HCV trong huyét
thanh hodc huyét tuong ctia nguoi.

Hoat chit chinh: Cac khang nguyén HCV tai to hop.

- b6 nhay tuong quan: 99.05%;

- B¢ dac hiéu twong quan: 99.46%;

- B9 chinh xac twong quan: 99.33%.

- B0 chinh xac ng?au nhién lap: 100%

Khong bi phan g chéo véi cic mau duong tinh HBsAg,
HAV, HIV, Dengue, Syphilis, TB, H. Pylori, RF.
Khong bi giy nhidu boi EDTA nong d¢ 3.4 pmol/L va
Sodium citrate nong d6 3.8%

Phan loai TTBYT: D

Poc két qua tai 15 phit.

Test

1.000

Test phat hién khang thé
virus HIV

- D6 nhay 100% , d6 ddc hiéu > 99,75%, cho két qua
nhanh trong vong 15 phut, d6 6n dinh ciia két qua xét
nghiém t6i 60 phut, khong can sir dung thém bat ky dung
dich dém (chase) cho mau mau huyét thanh, huyét tuong.

- Nha may san xuat dat tiéu chuin chau Au EN ISO 13485.
San xuét tai nuée thude G7.

Test

3.000

Test nhanh phat hién
khang the HIV

Phat hién tit ca cac type khang thé (IgG, IgM, IgA) dic
hiéu véi virus HIV-1 gdm type phu O va HIV-2 bang su
hinh thanh vach 13 rang (3 vach) va phan biét trong mau
huyét thanh, huyét twong va méau toan phén.

- Nhay véi IgM trong giai doan nhiém bénh sém

- B§ nhay: 100%; D¢ dac hiéu: 99.8%.

- 1 test thir bao gdm: Phirc hop vang: Khang nguyén HIV-1
gp41, p24, HIV-2 gp36 tai td hop — chat keo vang (1,0 + 0,2
ng); Vach thir 1: Khang nguyén HIV -1 téi t6 hop (gp41,
p24) (0,625 + 0,125 pg); Vach thir 2: Khang nguyén HIV -2
tai to hop (gp36) (0,5+0,1pg); Vach ching: Huyét thanh dé
¢6 khang thé HIV (0,75 + 0,15 pg).

- Thoi gian tra két qua: 10 — 20 phat

- Thé tich mau sir dung: huyét thanh/huyét twong: 10 uL;
mau toan phan: 20uL

- Nhiét d¢ bao quan: 1 — 30 °C

Test

500

Test phat hién khang thé
virus HIV

Phat hién sy c6 mit cta cac khang thé khang HIV-1 va
HIV-2 trong mau toan phan, huyét thanh hodc huyét trong
nguoi

Dat tiéu chuén ISO13485:2016

- MAu phdm: Huyét thanh, huyét trong, mau toan phan

- Bg nhay: 99.59%, D¢ dac hig¢u: 99.87%

- Thanh phan Kit th: Cong hop vang HIV-Ag tai td hop.
- Vach két qua Anti-human IgG-Fe Mcab.

- Nam trong khuyén céo xét nghiém chan doan HIV qubc
gia bd sung 2020 ciia vién VSDTTW

- Bao quan ¢ nhiét d6 thuong

Test

1.500




Dang cassette, Ngudng phat hién:
+ Morphine: 300 ng/ml

+ MDMA: 500 ng/ml

+ Methamphetamine: 500 ng/ml

8 gﬁszn;]a;h phat hign ma + THC: 50 ng/ml Test 3.000
Do nhay va d6 dac hiéu > 99,9% '
Thanh phan: khang thé dé khang IgG tho, khang thé chudt
khang MOP, MET, MDMA, THC; khang nguyén MOP,
MET, MDMA, THC.
- Coéng ngh¢: Cam bién sinh hoc/Pién hoa, dudng oxidase
(GOD).
- Thoi gian do: 10 gidy.
- Luong mau t6i thiéu: 0.5 pL.

9 | Que thir duong huyét - Loai mau xét nghiém: Méu tuoi toan phan tir mao mach. Test 2000
- Pham vi HCT: 25 - 60%. '
- Khoang do duong huyét: 1.1 - 33.3mmol/L (20 -
600mg/dL).
- Piéu kién bao quan que thir: 2 - 35°C.
Céc thong sb do duoc: Glu (Glucose), Pro (Protein)m, pH,

Test thir nuée tidu 11 BI(_j '(quod — mau), Ke:t_(Ketone), Nit (Nit_rif[e), Bil '
10 thong s (Bilirubin), Uro (Urobilinogen), SG (Specific Gravity), Test 10.000

Leu(Leukocytes), AsA (Ascorbic Acid).
Hoac Tuong duong




(Kém theo vin ban so:

PHU LUC 3

/BG-TTYT ngay 22 thang 05 nim 2024 ciia Trung tim Y té huyén

Tia Chua)

STT

Danh muc

Mo ti yéu cau vé tinh ning, thong s6 ky thuit va
cac thong tin lién quan vé ky thuat

bVT

So
lwgng/Khoi
lwgng

I. Thanh phan I may xét nghiém huyét hoc 3 thanh phan bach cau Convergys x3

Dung dich pha loang

* Thanh phan hoa hoc:
Natri Clorua: <1,5%

Chét dém: <1.0%

Chat bao quan: <0.5%
Chét 6n dinh: <0.5%

con lai 1a nuée khong I-on

Thung

30

Dung dich phé v& hong
cau 3 thanh phan

* Thanh phan hoa hoc:

Chét hoat dong bé mat: <3.5%
Chat dém: <1.0%

Chat bao quan: <0.5%

Chat 6n dinh: <0.5%

con lai la nude khong I-on

Chai

20

Dung dich rira may

* Thanh phan hoa hoc:
Chét tay rira: <1%

Chat dém: <1.0%

Chat bao quan: <0.5%
Chat 6n dinh: <0.5%

con lai la nude khong I-on

Chai

15

Dung dich rira may ddm
dac

* Thanh phan hoa hoc:
Chat tay raa: <1%

Natri Hipoclorit : <1,2%
Natri Hydroxit : <0,5%
Chét 6n dinh: <0,5%

Lo

03

5

Hoa chat kiém chuan
cho may xét nghiém
huyeét hoc

Dugc dung dé theo ddi do chinh xéc va do chinh xéc
cuia may phan tich huyét hoc loai tré khang tu dong
va ban ty dong. Lo >3ml

Lo

05

I1. Thanh phin IT héa chit cho may xét nghiém sinh héa tw dong AU-480, BS-380,

CS-t300.

Acid Uric

* Thanh phan héa hoc:

+ R1:

Phosphate (pH: >7.4): >4,7 g/L

2-4 Dichlorophenol Sulfonate: > 0,97 g/L
+R2

Peroxidase: < 600 U/L

Uricase: < 50 U/L

Ascorbate Oxidase: < 180 U/L
4-Aminoantipyrine: > 0,2 g/L

- Budc song phan tich: 520nm

A

Hop

03




Amylase

* Thanh phan héa hoc:

MES (pH <6.0): <19.5 g/L
CNPG3:<1,5 g/L

Sodium chloride: <20,4 g/L
Calcium acetate: <0,95 g/L
Potassium thiocyanate: <87.,5 g/L
Sodium azide: <0,95 g/L

A

Hép

05

Bilirubin

* Thanh phan hoéa hoc:

+ R1:

Phosphate Buffer: <50 mmol/L

NaCl: <150 mmol/L

Chét tay rira

+ R2:

2,4-Dichlorophenyl-diazonium salt: <5 mmol/L
HCI: <130 mmol/L

Chat tay rira

03

Dung dich hiéu chuin
cho may sinh hoa (Chét
hiéu chudn xét nghiém
sinh hoa)

Quy cach dong goi: 3x3 mL

Pon vi tinh: Hop

Chaét hiéu chuén héa sinh

* Tinh chat vat Iy va héa hoc:

- Trang thai vat ly: Chat ran, dong kho
- Hoa tan trong nuéc: hoa tan

A

Hop

06

Creatinine

* Thanh phan hoéa hoc:

+R1:

Sodium Hydroxide: <11.6 g/L
+R2:

Picric acid: >4 g/L

A

Hoép

10

Cholesterol

* Thanh phan hoa hoc:

Phenol: >2.4 g/L.

Cholesterol esterase: >800U/L
Cholesterol oxidase : >250 U/L
Peroxidase: >500 U/L
4-minoantipyrine: >0,08 g/L
PIPES (pH >6.9): >27,3 g/L

02

Dung dich kém tra (Vat
lidu kiém soat xét
nghi€m sinh héa) mirc
trung binh

Héa chét kiém chuén cho céac chat: Uric Acid,
Albumin, GPT, GOT, Amylase, Total Bilirubin,
Direct Bilirubin, Calcium, Chloride, Cholesterol,
HDL, LDL, Creatine, Cholinesterase, CK, CK-MB,
Alkaline Phosphate, GGT, Fructosamine, Glucose,
Iron, Lactate, LDH, Lipase, Lithium, Magnesium,
Potassium, Total protein, Sodium, Triglycerides,
Urea.

Thanh phan: chét kiém soat déng kho dua trén huyét
thanh ngudi va chira cac thanh phan vo co ciia
nguoi, dong vat da dugc tinh ché, kiém tra am tinh
vGoi HBsAg, anti-HCV va anti HIV1+2.

06




Dung dich kém tra (Vat
liéu ki€m soat xét

Hoa chit kiém chuén cho céc chat: Uric Acid,
Albumin, GPT, GOT, Amylase, Total Bilirubin,
Direct Bilirubin, Calcium, Chloride, Cholesterol,
HDL, LDL, Creatine, Cholinesterase, CK, CK-MB,
Alkaline Phosphate, GGT, Fructosamine, Glucose,
Iron, Lactate, LDH, Lipase, Lithium, Magnesium,

8 nghiém sinh héa) mirc B?ge;ssmm, Total protein, Sodium, Triglycerides, Hop 02
cao Thanh phén: Gerpath 1a mot vét ligu kiém soét dong
khé dua trén huyét thanh nguoi va né chira tinh
khiét nguoi, dong vat va cac thanh phan vo co. Cac
thanh phan hoac 1a tai ranh giéi bénh ly hodc ¢ mirc
do bénh ly.
thanh phan: Sequestering agent content
C (alkalimetric): 8.5-10%. Density (d 20°C/4°C) 1.05
9 | Dung dich rira mdy - 1.09. Free alkali (as NaOH) 1.5 - 2.5 % Phosphate Can 35

(PO4) £0.002 %
* Thanh phan hoa hoc:
TRIS buffer (pH: >7,4): >27,9 g/L
Phenol: >28 mg/L A

10| Glucose 4-Aminoantipyrine: 20,5 mg/L Hop 10
Glucose Oxidaze: >15 kU/L
Peroxidase: >1 kU/L
* Thanh phan hoa hoc:
+R1:
TRIS ( pH: <7,80) : <9.7 g/L
L-Aspartate : >150 mmol/L

11 | GOT MDH : >500 U/L Hop 10
LDH :>700 U/L
+R2:
a-ketoglutarate : >1,54 g/L
NADH :2>0,12 g/L
* Thanh phan hoa hoc:
+R1:
TRIS ( pH: >7,80) : >12,1 g/L
L-Alanine : > 400 mmol/L A

12| GPT LDH : > 1000 U/L Hop 10
+ R2:
a-ketoglutarate : >1,92 g/L
NADH :>0,12 g/L
* Thanh phan hoa hoc:
Potassium sodium tartrate : <4,2 g/L.

13 | Total Protein Copper sulphate : <3,03 g/L Hop 02

Potassium iodide : <0,83 g/L
Sodium iodide : <15 g/L




14

Triglyccerid

* Thanh phan héa hoc:

Good's buffer (pH: >6.3) : >50 mmol/L
p-Chlorophenol :>0,25 g/L

ATP :>0.05g/L

Peroxidase (POD) :>400 U/L
Glycerolkinase (GK) : >400U/L
Lipoprotein lipase (LPL) :>120000 U/L
4-Aminoantipyrine :>0,02 g/L
Glycerol-3-phosphate-oxidase : >3000 U/L

03

15

Urea

* Thanh phan hoéa hoc:

+ R1:

TRIS ( pH: >7,80) : >9.7 g/L
2-Oxoglutarate : >0,87 g/L
Urease : >70000 U/L

+ R2

NADH :>0,21 g/L

GLDH :>50000 U/L

A

Hop

10

16

Calcium

* Thanh phan hoa hoc:

Imidazol buffer (pH: 6.5): >6.8 g/L
Arsenazo III: >93 g/L

Calcium Standard: >10 mg/dL (>2.5 mmol/L)

A

Hop

02

17

GGT

* Thanh phan hoa hoc:

+R1

TRIS (pH: >8.60): >12.1 g/L

Glycylglycine: >13.2 g/L

+ R2:

L-y -Glutamyl-3 carboxy—4 nitroanilide: >3
mmol/L

05

18

Iron

* Thanh phan hoa hoc:

+ R1:

Acetate Buffer (pH: 4,5) : <1000 mmol/L
Thiourea : <120 mmol/L

+ R2:

Ascorbic acid: <240 mmol/L

Ferane : <3 mmol/L

Thiourea : <120 mmol/L

A

Hop

03

19

Albumin

* Thanh phan héa hoc:
Bromocresol green: < 0,12mmol/L

02

II1. Thanh phan III test cho may xét nghiém mién dich tw dong (AFIAS)




Hoa chat xét nghiém
mién dich dung dé dinh
luong TSH

*Hoa chat xét nghiém mién dich huynh quang (FIA)
dé xac dinh dinh lugng Hormone kich thich tuyén
giap (TSH) trong mau toan phan/huyét thanh/huyét
tuong nguoi.

*Thanh phan gom Cartridge, Pipette tip (TUi zip),
Tui zip dung cartridge du phong, C-tip (theo yéu
cau), Hudng dan sir dung va 1D chip. Mdi cartridge
dugc dong goi trong mot tli nhém ¢ hai thanh
phan, mot phan phat hién va mot phan cartridge.

- Phén cartridge chira mot dai xét nghiém, mang c6
khang TSH nguoi ¢ vach xét nghiém, trong khi IgY
ciia ga & vach kiém soat.

- Phan phat hién (detector) c6 chira chat lién hop
huynh quang khang TSH ngudi, chat lién hop huynh
quang khang IgY ga, albumin huyét thanh bo (BSA)
lam chat 6n dinh va sodium azide trong nuéc mudi
dém phosphat (PBS) lam chat bao quan.

- C - tip (PAu tip mao dan) 1a mot cong cu hitu ich ¢
khu xét nghiém nhanh tai chd doi hoi mot lugng nho
méu mao mach tir dau ngon tay, vi tri g6t chan (¢ tré
so sinh) hoac vanh tai.

*Dai lam viéc: Mau huyét thanh/ huyét twong: 0.09-
80.0 pIU/mL

M3au mau toan phan: 0.4-80.0 pIU/mL

test

144

Hoéa chat xét nghiém
mién dich dung dé dinh
lwong T4

*Hoa chat xét nghiém mién dich huynh quang (FIA)
dé xac dinh dinh luong Thyroxine tong sb (T4 toan
phan) trong huyét thanh/huyét twong nguoi

*Thanh phan gom Cartridge, Pipette tip (tui zip),
Tui zip dung cartridge dy phong, Huéng dan sir
dung va ID chip. Mdi tdi nhdm kin c6 chtra hai
cartridge. Moi cartridge duoc dong goi trong mot tui
nhdm cé ba thanh phan bao gdm mat phan cartridge,
mét phan phat hién (detector) va mot phan dung
dich pha loéng.

- Phén cartridge chira mang duoc goi la dai xét
nghiém cé lién

hop T4-BSA & vach xét nghiém va streptavidin &
vach kiém

soat.

- Phan phat hién c6 mot hat chira chat lién hop
huynh quang

khang T4 ngudi, chét lién hop huynh quang biotin-
BSA, albumin huyét thanh bd (BSA) l1am chat 6n
dinh va sodium

azide 1am chét bao quan trong nuwéc mudi dém
phosphat (PBS).

- Phan dung dich pha lodng chira ANS, tween 20,
albumin huyét thanh bo (BSA) lam chit 6n dinh va
sodium azide lam chat bao quan trong nudc mudi
dém phosphat (PBS).

*Dai lam viéc: 10.23 - 300.0 nmol/L

test

144




Hoa chat xét nghiém

*Hoa chat xét nghiém mién dich huynh quang (FIA)
dé xac dinh dinh luong Triiodothyronine tong (T3
toan phan) trong huyét thanh/huyét tuong nguoi.
*Thanh phan gom Cartridge, Pipette tip (tdi zip),
Tui zip dung cartridge dy phong, Huéng dan sir
dung va ID chip. Mdi tdi nhém kin ¢6 chtra hai
cartridge. Mdi cartridge duoc dong géi trong mot tdi
nhém cé ba thanh phan bao géom mot

phan cartridge, mot phan phat hién va mot phan
dung dich

pha loang.

- Phan cartridge chira mang dugc goi la dai xét
nghiém cé

chat lién hop T3-BSA & vach xét nghiém va IgY ga

mién dich dung dé dinh | ¢ vach test 144
lugng T3 kiém soét.
- Phan phat hién c6 mot hat chira lién hop huynh
quang
khang T3 nguoi, lién hop huynh quang khang 1IgY
g3, albumin huyét thanh bd (BSA) lam chét 6n dinh
va sodium azide 1am chat bao quan trong dung dich
dém natri phosphat.
- Phan dung dich pha lodng chira ANS, tween 20,
albumin
huyét thanh bo (BSA) 1am chat 6n dinh va sodium
azide lam
chat bao quan trong dung dich natri hydroxit
(NaOH).
*Dai lam viéc: 0.77-7.7 nmol/L
*Hoa chat xét nghiém mién dich huynh quang (FIA)
dé xac dinh dinh lugng HbA1c (Hemoglobin Alc)
trong mau toan phan cua nguoi.
*Thanh phan gém Cartridge, C- Tip (10 pL) (tdi
zip), Tui zip cho cartridge, Huéng dan sir dung va
ID chip. Méi tdi nhém kin c6 chira hai cartridge.
Mbi cartridge dugc dong goi trong mot tli nhdm co
ba thanh phan bao gom mét phan cartridge, mot
dém phéat hién va mét phan dém tan huyét.
- Phan cartridge chira mot que xét nghiém, mang c6
khéang
HbA ¢ nguoi ¢ vach xét nghiém, trong khi 1gG cua
Hoéa chit xét nghiém tho duoc
mién dich dung dé dinh | ¢ dinh & vach kiém soét. Hop 144

luong HbAlc

- Phan dém phét hién chira lién hop huynh quang
khang HbA 1¢ nguoi, lién hgp huynh quang 1gG
khéang tho, albumin huyét thanh bo (BSA) nhu mot
chét 6n dinh va sodium aizde 1am chat bao quan
trong nudc mudi dém phosphat (PBS).

- Phan dém tan huyét chira tween 20 va sodium
azide lam

chat bao quan trong nudc mubi dém phosphat
(PBS).

*Dai lam viéc:

- NGSP (%): 4-15 %

- IFCC (mmol/mol): 20.2-140.4 mmol/mol

- eAG (mg/dL): 68.1-383.8 mg/dL




IV. Thanh phén IV huyét thanh miu

Huyét thanh mau RH]1
(Anti D Rh)

Dung dich ¢6 chira nong do protein thép va IgM don
dong cta nguoi va IgG khang D. Thudc thir nay s&
truc tlep ngung két cac té bao Rh D dwong tinh, bao
gdm phéan lon cac bién thé (nhung khong phai DVI)
va ty 1& D yéu (Du) cao.

Lo

05

2 | Anti A

Dong té bao Anti A BRMA-1 sé& phat hién khang
nguyén A. Anti A c6 mau xanh lam
Ti€u chuan chat lugng ISO 13485:2016

Lo

05

3| AntiB

Dong té bao Anti B LB-2 s& phat hién khang nguyén
B. Anti c6 mau vang. Tiéu chuan chat lugng ISO
13485:2016

Lo

05

4 | Anti AB

Dong té bao Anti AB ES-4 / ES-15 s& phat hién
khang nguyén A, Ax hodc B. Anti AB khoéng co
mau

Tiéu chuén chat luong ISO 13485:2016

Lo

05

5 | Huyét thanh Coombs

Thudc thir xét nghiém xac dinh Anti Human
globulin (AHG) phat hién cac phén ti khang the
khong két tu ciing nhu cac phan tir bo sung gin vao
cac té bao do sau cac phan img khang nguyén khang
the.

Lo

03




MAU BAO GIA
Ap dung doi véi goi thau mua sim trang thiét bi y té; géi thau mua sim linh kién, phu kign, vat
tu thay the sir dung cho trang thiet bi y te
BAO GIA®W
Kinh giri: ... [ghi 3 tén cia Cha dau tw yéu cdu béo gid]

Trén co s& yéu cau bao gia cua.... [ghi r6 tén cua Chu ddu tu yéu cau béo gia], chung tai .... [ghi tén,
dia chi cia hdng san xudt, nha cung cap; trwong hop nhiéu hdng san xudt, nha cung cap cung tham
gia trong mgt bao gia (goi chung la lién danh) thi ghi ro tén, dia chi cua cac thanh vién lién danh] bao
gia cho cac thiét bj y té nhu sau:

1. B4o gia cho céc thiét b y té va dich vu lién quan

Ky Chi )
Dan m)z”;' phi | Thue,
Mo < Na cho | phi,I¢ | Than
h R nhédn | M £ £ Pon .
ta o ~ m | Xua So . ®) cac phi h
ST | muc . hiéu, a . %< | gia . A (1)
T | thist han model | Hs | 54D t lwgng/kho (VND d;c_h (peu tien
biy g hing | © xuat | x&® | ilwgng® ) vu lién | c6)“ | (VND
@ | N0 | " g © quz);m@ (V;\I bl )
At®
xuat (VND)
1 2 3 4 5 6 7 8 9 10 11 12
Thiét
L hia
Thiét
2 bi B
n

(Guri kém theo céc tai ligu chizng minh Vé tinh ndng, théng sé ki thudt va cac tai liéu lién quan cua
thiét bi y té)

2. Béo gia nay c6 higu lyc trong vong: ... ngay, ké tr ngay ... thang ... ndm ... [ghi cu thé s ngay
nhung khong nho hon 90 ngay], ké tir ngay ... thang... ndm ... /[ghi ngay ....thang...nam... ket thic nhan
bao gia phu hop véi thdng tin tai khoan 4 Muc | - Yéu cau bao gia].

3. Chung t6i cam két:

- Khong dang trong qua trinh thuc hi¢n thu tuc giai thé hoac bi thu hdi Gidy chiing nhan dang ky
doanh nghiép hogc Giay chimg nhan déng ky ho Kinh doanh hogc cac tai li¢u twong duong khic;
khdng thudc truong hop mat kha nang thanh toan theo quy dinh cta phép luat vé doanh nghiép.

- Gia tri cua céac thiét bi y té néu trong béo gia 1a phu hop, khdng vi pham quy dinh caa phép luat vé
canh tranh, ban pha gié.

- Nhitng thdng tin néu trong bao gia la trung thuc.

...... , ngay.... thang....nam....
Pai dién hep phap cia hang san xuit, nha
cung cap®?
(Ky tén, déng dau (néu c))




Ghi chu:

(1) Hang san xudt, nha cung cap dién day d cac thong tin dé béo gia theo Mdu nay. Truong hop yéu
cau Quii bé&o gia trén H¢ thong Mang ddu thau quéc gia, hang san xudt, nha cung cdp dang nhdp vao
Hé thong mang dau thau quac gia bang tai khoan cia nha thau d@é gui béo gia va céc tai lidu lién
quan cho Chui ddu tw theo hwéng dan trén Hé théng mang ddu thau quéc gia. Trong trwong hop nay,
hang san xudt, nha cung cdp khdng phdi ky tén, dong ddu theo yéu cau tai ghi chd 12.

(2) Hang san xuat, nha cung cdp ghi ching logi thiét bj y té theo diing yéu cau ghi tai cét “Danh muc
thiet bj y té” trong Yéu cau bao giéa.

(3) Hang san Xudat, nha cung cdp ghi cu thé tén goi, ky hiéu, ma hiéu, model, hang san xudt cua thiét bi

A3

y té twong 1ing véi chung logi thiét bj y té ghi tai cét “Danh muc thiét bj y té”.
(4) Hang san xudt, nha cung cdp ghi cu thé ma HS cua ting thiét bi y té.

(5), (6) Hang san xuat, nha cung cdp ghi cu thé ndm san xudt, xudt xiz cua thiét bj y té.

(7) Hang san xudt, nha cung cap ghi cu thé s6 hegng, khoi heong theo diing s6 hrong, khoi hrong néu
trong Yéu cau bao gia.

(8) Hang san xudt, nha cung cap ghi cu thé gia tri ciia don gid twong vmg véi ting thiét by y té.

(9) Hang sdn xuat, nha cung cap ghi cy thé gia tri d@é thuc hién cac dich vy lién quan nhu ldp dat, van
chuyén, bao qudn cho ting thiét bi y té hogc toan bg thiét b y te; chi tinh chi phi cho cac dich vu lién
quan trong nuoc. Don vi bao gia ghi chd rd cho tng thiet bi hay toan bé thiét bi

(10) Hang sdn xudt, nha cung cap ghi cu thé gia tri thué, phi, I¢ phi (néu €0) cho tung thlet bi y té
hodc toan bé thiét b y té. Pai véi cac thiét b y té nhdp khau, hang san xudt, nha cung cap phai tinh
toan cac chi phi nhép khau, hai quan, bao hiém va céc chi phi khac ngoai lanh thé Viét Nam dé phan
bé vao don gid cua thiét bi y té. Pon vi bao gia ghi chi rd cho ting thiét bi hay toan b thiét bi

(11) Hang san xudt, nha cung cap ghi gia tri bao gla cho tirng thiét b y té. Gia trj ghi tai cot ndy durgC
hiéu | toan bg chi phi cua ting thlet bi y té (bao gom thué, phi, Ié phi va dich v lién quan (néu c6))
theo diing yéu cau néu trong Yeu cau béo gia.

Hang san Xudt, nha cung cdp ghi don gid, chi phi cho cdc dich vu lién quan, thué, phi, Ié phi va thanh
tlen bang dong Viét Nam (VND). Trieong hop ghi bang dong tién niedc ngoai, Chi dau tw sé quy doi
vé dong Viét Nam dé xem xét theo ty gid quy doi ciia Ngan hang Ngoai thuong Viét Nam (VCB) cong
bo tai thoi diém ngay két thic nhdn bao gia.

(12) Nguoi dai dién theo phap ludt hodc nguoi dwoc nguoi dai dién theo phap luat uy quyén phai ky
tén, doéng dau (néu cd). Trrong hop uy quyeén, phai giri kém theo gidy 4y quyén ky bdo gid. Truong
hop lién danh tham gia bdo gid, dai dién hop phap cua tdt ca cac thanh vién lién danh phdi ky tén,
déng dau (néu c6) vao bao gia.

Truong hop ap dung cach thic gui bao gia trén H¢ thong mang ddu thau quac gia, hang san xuat, nha
cung cdp dang nhdp vao Hé thong mang dau thau quac gia bang tai khodn nha thau cia minh dé guri
bao gia. Truong hop lién danh, cac thanh vién thong nhdt ci mét dai dién thay mat lién danh ngp béo
gla trén H¢ thong Trong truong hop ndy, thanh vién dai dien lién danh truy cap vao Hé thong mang
ddu thau quoc gia bang chitng thur s6 cdp cho nha thau ciia minh dé gui bao gia. Viéc dien cac thdng
tin va ngp Béo gia thuc hién theo hwéng dan tai Mdu Bdo gid va hwdng dan trén Hé thong mang dau
thau quac gia.
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