Chwong V. YEU CAU VE KY THUAT

Muc 1. Yéu ciu vé k§y thuit

Yéu cau vé kj thudt bao gom cdc ndi dung co ban nhw sau:

1.1. Gidi thiéu chung vé dw dn/dw todn mua sim, géi thau

- Tén dy toan mua sdm: “Mua sam vat tu, thiét bi y té phuc vu cong tac chuyén
mon trong 12 thang” tai Bénh vién Phung Chi Kién.

- Tén goi thau: Goi thau 01: “Mua sdm vt tu, thiét bi y té phuc vu cong tac
chuyén mon trong 12 thang” tai Bénh vi¢n Phung Chi Kién.

- Chii dau tu: Bénh vién Phung Chi Kién

- bia diém thyuc hién: Bénh vién Phung Chi Kién. Dia chi: T 5a, phuong Bic
Kan, tinh Thai Nguyén

- Hinh thtrc lya chon nha thau: PAu thau rong rai, trong nudc, qua mang.

- Phuong thirc Iyra chon nha thau: Mot giai doan mQt tui ho so

- Nguén von: Nguon thu tir dich vy kham, chita bénh

- Thoi gian bat dau t6 chic Iya chon nha thau: Quy 1, 2026

- Loai hop dong: Pon gia ¢ dinh

- Thoi gian thuc hién géi thau: 12 thang

1.2. Yéu cau vé ky thuat

1.2.1. Yéu cdu chung:

- Yéu cau nha thau mo ta thong s6 k¥ thuat ctia hang hoa va cac dich vu lién
quan chimg minh hang héa do nha thau chao tuén thu cac thong sd ki thuat va cac
tiéu chuan dudi day hodc c6 cau hinh trong duong. Bt ky thuong hiéu, nhin hiéu
nao néu co trong bang yéu cau ky thuat déu mang tinh chat minh hoa cac tiéu chuan
chét lugng, tinh ning k¥ thuat yéu cau. Nha thau cé thé lwa chon dw thiu hang
héa c6 nguon géc, xudt xir, nha sdn xudt, thwong hiéu phit hop véi diéu kién cung
cdp nhung phdi dim bdo yéu cdu cé thong sé ky thugt, tinh ning sir dung, tiéu
chudn cong nghé “twong dwong” hodc tot hon so véi cac yéu cau cu thé ¢ dudi va
cung cap tai lidu chimg minh su dap tng tot hon cia hang hoa chao thau so voi yéu
cau caa HSMT.

- Noi ham tuong duong dugce quy dinh trong yéu cau ky thuat dugc hiéu la:
(1) Puoc co quan c6 tham quyén ching nhan tuong duong tiéu chuan



(2) Tuong duong vé chét luong hinh anh, d6 chinh xac mau sic va goc nhin.

(3) Twong twong vé tinh chat co khi va thudc tinh vat 1y cta vat liéu.

(4) Twong duong vé tinh ning co ban, do tin cdy, pham vi ing dung

(5) Tuong duong vé cong suét; hiéu suat, yéu cau thong s6 ddu vao; danh muc,
d6 chinh xac két qua dau ra.

(6) Tuong duong vé gia tri do; d6 chinh xéac két qua do;

(7) Twong duong vé ham lugng, ndng do, tinh chat

(8) Cac yéu t6 twong duong khac (néu co)

- Nha thau phai c6 bang dap ung vé k¥ thuat ctia hang hoa chao thau theo céac
mau sau:
+ Bang dap ung tinh phap 1y hang héa (file word/excel + ban ky déng déu, scan dinh kém E-
HSDT):
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Nha thau cam két nhiing ngi dung ké khai néu trén 1a chinh xac va hoan toan chiu trach nhi¢m vé thong tin ké khai.
Trieong hop Nha thdu cé tinh ké khai théng tin khong trung thue nham vuweot qua bude dénh gid vé ky thudt sé dwgc coi la hanh vi gian Idn trong|
ddu thau theo quy dinh tai Khodan 4 Diéu 16 Ludt Péu thau va Nha thau s€ hodn toan chiu trach nhiém, chtfp nhdn chiu xu ly theo quy dinh cia E-
HSMT va phép ludt vé diu thiu

Luu §: (*): Tai budc hoan thién, ky két hop déng, déi voi hang hoa 12 vt tu,
nha thau phai cung ciAp ma vat tu phuc vu thanh toan bao hiém y té (néu c6) theo



Thong tu s6 04/2017/TT-BYT, Quyét dinh sé 5086/QD-BYT ngay 04/11/2021 (dot
1) va cac Quyét dinh cap nhat, bo sung céac dot tiép theo. Trong truang hop tén hang
hoa theo khong trung véi Thong tu sb 04/2017/TT-BYT, Quyét dinh s6 5086/QD-
BYT va céc van ban lién quan, nha thau c6 trach nhiém phéi hop cting Bén mua giai
quyét va dinh chinh thong tin dé thuc hién thanh toan BHYT

- Nha thau phai c6 bang dap (ng vé ky thuat cia hang hoa chao thau so séanh
véi yéu cau ky thuat cia E-HSMT (dinh kém file word/excel + ban ky dong dau,

scan tai E-HSDT):

STT| Tén Yéucau | Quycéach | Pép tng ky Quy Tai lidu ky thuat tham chiéu
hang | kythuat | donggoi | thuatcuaHo | cach trong E-HSDT
hoa cua Ho (tham so duthau | dong goi
somoi | khao) theo cua hang
thau E-HSMT hoa du
thau
@O @ ®3) (4) (5) (6) ()
1 Theo | Ténhang | Quy cach | - Tén hang Quy
HSMT | hoatheo | dong goi | hod theo S6 | cach
HSMT | theo luu  hanh | dong gbi
HSMT TTBYT thyc té
- Model: ... | cuahang
- Nha san | hoéady
XUAt: ... thau
- Xuat xir: ...
- Chu s¢ hitu
(néu co): ...
M6 ta M6 ta hang Dan chiéu tirng chi tiét mé ta hang
hang héa héa cua E- hoa t&i Trang... caa Catalog/Tai
cua E- HSDT  (chi lieu ky thuat/Mé ta hinh anh...
HSMT tiét dap tng thuoc E-HSDT (Highlight c4c noi
trng muc) dung lién quan téi M6 ta hang hoa
trén Tai liéu dan chiéu)
Tiéu chi dap - Tai liéu ching minh theo hudng
ung  tuong dan bén trén vé “Noi ham tuong
duong hoac duong”
tot hon - Hoic tai liéu chirng minh mot sé
tinh nang ky thuat cia E-HSMT
dua ra 1a ti€u chi khéng co ban
(viéc khong dap tng khong lam
anh hudng téi tinh nang st dung
cia hang hoa du thau) dé T6




STT| Tén Yéucau | Quycéach | Pép tng ky Quy Tai lidu ky thuat tham chiéu

hang | kythuat | donggoi | thuatcuaHo | cach trong E-HSDT
hoa cua Ho (tham so duthau | dong goi
somoi | khao) theo cua hang
thau E-HSMT héa dy
thau
o @ ®3) (4) (5) (6) ()

chuyén gia xem xét danh gia
“Chép nhan duoc”.

Tiéu chi gay Tai liéu chang minh yéu cau ky
han ché nha thuat chi ¢6 duy nhat 01 nha san
thau (khéng Xuét dap ung

dugc xem xét
va danh gia)

Nha thau cam két nhiing ngi dung ké khai néu trén Ia chinh xé&c va hoan toan chju trach nhigm vé théng tin ké khai.

Truong hop Nha thau cé tinh ké khai thong tin khong trung thuc nham vicot qua buée danh gid vé ki thugt sé diroc coi 1a hanh vi gian lgn trong
ddu thau theo quy dinh tai Khodn 4 Piéu 16 Lugdr Pau thdu va Nha thau sé hoan toan chju trach nhiém, chdp nhan chiu xir Iy theo quy dinh cia
E-HSMT va phap ludt vé ddu thdu

1.2.2. Yéu cau k¥ thuit chi tiét:

STT | Danh muc hang Yéu ciu vé diic tinh, thong sé ky thuét Quy
héa (hoic twong dwong) cach
dong
goi
tham
khio

1 Kim nha khoa Kim tiém nha khoa dung trong gay t€ nha khoa, vatliéu | Hop
cao cap dung trong y té. Kim duoc 1am bang thép khéng | 100 céi
gi, vat canh sac bén, gidm dau. Kich c& kim 27G, 30G.
bong vi riéng tirng chiéc. Tiét trung bang EO gas. Tiéu
chuén chat lugng CE, ISO 13485 hoac tuong duong.

2 Choi danh bong | Chdi danh bong nha khoa hay con goi 1a chdi cude Hop/
dung trong nha | duoc sir dung trong viéc danh bong lai bé mt réang. 144 cay
khoa Uu diém vuot troi

* Gillp danh bong sach ke rang.
* San pham cua My vai do bén cao.
* Choi cudce lap vira vao dau tay khoan cham.

3 Vat liéu tram La composite 16ng, bén, bé mat cuc min, dé dang tra Ong/
rang vao nhitng vi tri phirc tap, ding tram 6 sau nho, bit cac 29
vét nut, vat liéu phuc hinh 16p III dén V, stra cac vét
trdm va veneer.

4 Povidone lodine | Thanh phan: Povidone iodine 10% (kl/tt). Ham lugng Chai
phu gia vira du 100%. Pat ti€u chuan ISO 9001; ISO 500 ml
13485 hodc twong duong




5 Vién nén khur Vién nén gon nhe, tiét kiém. Sodium Hop
khuén bé mat, dichloroisocyanurate 50%w/w (twong duong 2,5g 100
khtr khuan dung | Sodium dichloroisocyanurate/ vién 5gam). Pho khang vién
cu va thiét bi y té | khudn rong.

6 Dung dich kht | Hoat chat: Didecyl dimethyl ammonium chloride Chai 1
khuan muc do (DDAC) 10% (w/w), Poly(hexamethylenebiguanide) lit
trung binh dung | hydrochloride (PHMB) 1,5% (w/w).
cuy té - Chét hoat dong bé mit non-ionic: Fatty Alcohol

Ethoxylate.

- Chét khoa ion kim loai: EDTA Tetrasodium.

- Chét chinh pH (néu can): Acid citric, Trisodium
citrate.

- Chét chéng an mon, chit tao mau, huong li¢u, nude
tinh khiét.

7 Gac phau thuat | Gac dugc dét tir soi 100% cotton c6 d6 tham hut cao. Goi 10
(10 x 10cm x 8 | Tay trang bang oxy gia, khong co doc td, da duoc giat cai
16p Vo trung) sach. Khong chira chét gay di ung, khong co tinh bot

hodc Dextrin, khong c¢6 xo mun hoa tan trong nudc va
dich phu tang. Tbc d6 hat nude < 5 gidy. B ngdm
nude: > 12,3gr nude/1gr gac. Chat tan trong nudc:
0,105%. Do am: 4,62%. Tro sulfate: 0,05% Do pH:
trung tinh. Mudi kim loai: khong phat hién. Ham
luong chét béo: 0,032%. Do trang: > 84%. CH két qua
kiém nghiém cua cac co quan / don vi ¢6 chirc ning.
Kich thude: 10cm x 10cm x 8 16p vo tring

- Pat tiéu chuan ISO 9001; ISO 13485; Chitng nhan
dang ky FDA; tiéu chuan chat lugng CE hoic tuong
duong.

8 Miii khoan rang | Vit liéu thép khong gi, ma kim cwong phan dau vi/5 cay

9 Gidy dién tim 3 | Kich thudc 63mm x 100mm x 300 to 100
can xap/

thung

10 Vat li€u tram bit | Thanh phén: Gutta Percha, Oxit k€m, Bari Sulfate, Hop
tuy rang Chat tao mau. Dung dé tram 6ng tity da chuan bi sin 120

trude khi phuc hinh rang. cai

11 Vit liéu tram Khoéng chtra thach tin, 13 oxide kém nguyén chat dung Lo/
rang bit éng ty | tram tam, dung trong tram tam, tron v4i eugenol dé 110g

dung nhu cement trdm tam, dung dé dan tam thoi cau
mio, 1a chat tram 16t Iy twong c6 thé dung chung véi
tat ca cac vat liéu phuc hoi khac.

12 Kim khoan ring | D4y 13 san pham giiia nha khoa ¢ chudi dung dé mé Vioé
(K File) rong khe tuy Vat liéu chinh: cay

Ludi cét thép khong gi (bao gdm ni-ken va crém) hoic
tuong duong
Chudi: Polybutylene terephthalate (PBT)




13 Kim khoan ring | Pay la san pham gifia nha khoa c6 chuéi dung dé mo Vi 6
(H File) rong khe tuy Vat liéu chinh: cay
Ludi cit thép khong gi (bao gdm ni-ken va crom) hodc
tuong duong
Chudi: Polybutylene terephthalate (PBT)

14 Keo d&n nha Keo dan Composite theo phuong phap tching + lo Sml

khoa Bonding

15 Gidy tham nha San pham dung dé lam sach ng tay, hut chat long va Hop

khoa thay bang trong diéu trj tiy ring. Lam tir gidy c6 do 100
thAm cao, d6 thudn khac nhau cai

16 | Conyté Ham luong Etanol: > 90 % (tt/tt) thé hién & phiéu két Chai
qua kiém nghiém. 500ml

17 Bot bd 10cm Lam tir bot thach cao lién gac (thach cao >97%, gac Tai 1
100% cotton). Trong lugng thach cao 400g/m2- cudn
420g/m2, trong lugng gac 28g/m2-29g/m2. Vo 1a gidy
bac chong am, 161 nhya 4 canh, 2 canh phinh to ¢ gitra
gitip thAm nude déu va giir bang bot. Bot dam bao do
cting, d6 trang, 46 min. Thoi gian dong két tir 2-4
phut, rong 10 cm, chiéu dai 270cm.

Dat tiéu chuan chét lugng ISO 13485, tiéu chuéan Quéc
gia TCVN 6794:2001 hoac tuong duong

18 Bot bo 15¢cm Lam tir bot thach cao lién gac (thach cao >97%, gac Tai 1
100% cotton). Trong luwgng thach cao 400g/m2- cudn
420g/m2, trong lugng gac 28g/m2-29g/m2. Vo 1a gidy
bac chéng am, 161 nhua 4 canh, 2 canh phinh to ¢ gitra
gitip tham nude déu va giir bang bot. Bot dam bao do
cting, do trang, d6 min. Thoi gian dong két tir 2-4
phut, rong 15 cm, chiéu dai 270cm.

Pat tiéu chuan chat lugng ISO 13485, tiéu chuan Qudc
gia TCVN 6794:2001 hoac tuong duong.

19 Bot b6 20cm Lam tir bot thach cao lién gac (thach cao > 97%, gac Tai 1
100% cotton). Trong lugng thach cao 400g/m2- cudn
420g/m2, trong luong gac 28g/m2-29g/m2. Vo 1a gidy
bac chong am, 101 nhya 4 canh, 2 canh phinh to ¢ gilra
gitip thAm nudc déu va giit bang bot. Bot dam bao do
cung, do tréng, dd min. Thoi gian dong két tur 2-4
phut, rong 20 cm, chiéu dai 270cm.

Dat tiéu chuan chat luong ISO 13485, tiéu chuén Quéc
gia TCVN 6794:2001 hoac tuong duong.

20 Ludi dao md Lu&i dao duoc 1am tir thép khong gi. Mbi ludi dao Hop
duoc dong bang chét liéu gidy bac, phuong phap tiét 100 cai
tring bang Buic xa gamma. Size: 11, 21

21 Kep phau tich ¢6 | Chat liéu thép khong gi, kich thudc 20cm Tai 1

miu cai

22 | Kep phau tich Chat liéu thép khong gi, kich thudc 20cm Tai 1

khong mau cai




23

Bang cudn

Kich thudce: 10cm x Sm. San phém duoc dét tir soi
100% cotton. Hai dau cudn bang béng, khong 1éch,
khong xo. Khong chira chét gay di tng, khéng c6 tinh
bot hodc Dextrin, khong c¢6 xo mun hoa tan trong nudc
va dich phu tang. Téc d6 hut nude < 5 gidy. Do ngdm
nude: > 12,3gr nude/lgr gac. Chat tan trong nudc:
0,105%. Do am: 4,62%. Tro sulfate: 0,05% Do pH:
trung tinh. Mudi kim loai: khong phat hién. Him
luong chét béo: 0,032%. Do trang: > 84%. CH két qua
kiém nghiém cua céc co quan / don vi ¢ chirc ning.
Buoc dong goi bang 2 16p, mot 16p bang PE, mot 1op
bang gidy.

- Pat tiéu chudn ISO 9001; ISO 13485; Chirng nhan
dang ky FDA; tiéu chuan chat lugng CE hoic tuong
duong.

10
cudn/
goi

24

Composite dac

cac mau

Vit liéu Composite phuc hoi quang tring hop. Thao
tac tot hon va co dic tinh mé phong quang hoc, dic
ma khong dinh giup dé ~dang thao tac, dat chat tram va
diéu khic, c6 thém nhleu thoi gian lam viée. Do co
thap, bao vé bd vién miéng tram lién tuc, phuc hdi cac
k& ho rang, it gay é budt.

Ong/

25

Vat liéu sat trung

tiy rang

Thanh phan sat tring nhanh ding trong diéu tri nhiém
trung tuy va dinh tuy, sat trung men rang sau khi
khoan 0, sat trung sau khi cat tiy va tram, diéu tri
viém sang chan sat trung tuy.

Lo/
15ml

26

Vat li€u tram
rang tam thoi

Chét tram tam 13 vat liéu phuc hoi tam thoi thuy luc
duoc st dung lam vét li¢u trdm tam thoi cho céc 16 sau
rang tiéu chuan va sau khi diéu tri ndi nha.

bac tinh

« Qué trinh bat dau bang nudc va nude bot.

» Khé ndng thich tng tuyét voi.

« D dang dé loai bo.

Lo/ 30g

27

Chi co nudu

Thanh phan: Dyed Polyethy lene terephthalate / Soi
lién hop Polyamide 6 Aluminum Chloride
Hexahydrate.

Dung dé tach nuéu trude khi 1y dau va loai bo méu,
nudc bot va dich mé con sét lai trong khe nudu.

254cm
/1o

28

Chi khau lién

kim céac so

Chi phau thuat Polyglactin 910 s6 3/0 dai 75, kim tron
26 mm, 1/2C. Lam tur nguyén li¢u: Polyglycolide
(90%) - co-lactide (10%). Chi dugc bao phu baoi l6p
calcium stearate va polyglactin 370. Kim c6 d6 bén
kéo > 2700mPA, do ctmg bé mat hon 600VPN. Kim
duoc khic bang hoa chat dé dam bao hiéu suat kim on
dinh. Kim c6 ranh bén trong va bén ngoai than kim dé
gitip ¢b dinh kim kep. Thoi gian tiéu hoan toan trong

Hop 12
SOl




khoang 56-70 ngay. Dat tiéu chuan ISO13485; tiéu
chuan chat lugng CE hodc tuong duong

29 | Vong bit may do | Kich thudc: C& trung binh (chu vi bip tay 22 - 32 cm) Tai 1
huyét 4p bip tay cai
30 | Kéochubivang | Kéo thang. Chat liéu thép y té khong gi, kich thudc Tai 1
phau thuat cac 14cm cai
loai
31 | Kéothang nhon | Chat liéu thép y té khong gi, kich thudc 14cm Tai 1
14 cm cai
32 | Panh khong mau | Chat liéu thép y té khong gi, kich thudc 14cm Tai 1
14 cm cai
33 | Panhco Chét liéu thép y té khong gi, kich thude 14cm Tai 1
maul4cm cai
34 Gac dan luu Kich thudc: 0,75cm x 200cm x 4 16p. Gac duoc san 01 cai/
xuat tir vai khong dét thim hat nhanh. Khong ¢ hoa goi
chat tay tring, khong co doc td. Khong chira chat gay
di ung, khong c6 tinh bdt, khong c6 xo mun hoa tan
trong nude va dich phu tang. Tbc d6 hat nude < 5
gidy. Do ngdm nudc > Sgr nude/1gr gac. P am: 5-
6.5%. Ham lugng chét béo: khong vuot qué 0,5%. Do
pH: trung tinh. Tiét tring bang khi EO. Gas.
- Pat tiéu chudn ISO 9001; ISO 13485; ISO 11135,
Chung nhéan dang ky FDA Hoa Ky; tiéu chuan chét
luong CE hodc tuong duong
35 | Gidy siéu am Gidy in nhiét cho may in anh video c6 thé sir dung phd | Tuai 1
110mmx20m bién trong tat ca cac dong may in Sony, Mitsubishi va cudn
Toshiba, kich thudc 110 mm x 20 m, do day 76 +
4pm, khong chira BPA. S luong in trén mdi cudn >
215 ban in
36 | Gangtay kham | Gang Latex ty nhién c6 phu bot bip, nham dau ngén 50 doi/
bénh tay. Chiéu dai: Tét ca cac kich thudc trung binh hop
240mm; Chiéu rong: ¢& XS (70mm + 10); S (80mm +
10); M (95mm + 10); L (111mm + 10); XL (120mm +
10) B day ngon tay t6i thiéu 0,08mm, d6 day long
ban tay tdi thiéu 0,08mm, do gidn dai trude gia hoa
(650%) va do dan dai sau gia ho4 tdi thiéu (500%);
Ham luong bot tdi da 10mg/dm2. AQL: 2.5 hoic tdt
hon.
37 Bong y té Bongy té tham nude 100% bong xo thién nhién. Bong 1kg/
trang, khong mui, mém min, dai, khong bi toi va ¢ do goi

thAm hit rit cao. Bong dang dai, duoc cudn thanh
cudn chic, dap ng y€u cau cua nguoi sir dung.

Khéng doc t6 va khong gay di tng, khong co tinh bot,
khong c6 xo mun hoa tan trong nude va dich phu tang.
Téc d6 hut nudce < 5 gidy. Do acid va do kiém: Trung
tinh; Ham lugng chit béo: Khong vuot quéa 0.5%. Céc




chét tan trong nudce: < 0,5%; Do am: < 8%: Kich
thude: 1kg/ goi. Pat tiéu chuan ISO 9001; ISO 13485;
Chtng nhan ding ky FDA; tiéu chuan chit lvong CE
hodc twong duong.

38

Bom tiém 10ml

- Xy lanh dung tich 10ml duoc san xudt 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 tdi da dén 12ml, vach
chia nhé nhit <0,2ml

- Pit tdng c6 khia bé gdy dé huy, khong c6 ba via.

- Kim 1am bang thép khong gi, sdc nhon, vat 3 canh.
Kim cac c¢& 23Gx1", 25Gx1". Bdc kim ¢6 mau giip
phan biét c¢& kim theo tiéu chuan quéc té va duoc gin
chat voi than kim khong gay ro ri, an toan khi str dung.
- C6 gidy chung nhén dat tiéu churfm chat luong CE do
t6 chirc/co quan c6 chie nang cap, TCVN 5903:1995,
tidu chuan tiét tring ISO 11135, ISO 13485 (Gidy
ching nhén cic tiéu chuan trén phai do t6 chirc/co
quan c6 chirc ning cip)

A

Hop
100 cai
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Bom tiém 5ml

- Xy lanh dung tich 5ml, duoc san xuat tir nhya 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 téi da dén 6ml

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

- Kim lam bang thép khong gi, sic nhon, vét 3 canh.
Kim céc ¢& 23Gx1", 25Gx1". Pdc kim c6 mau giup
phan biét c¢& kim theo tiéu chuan qudc té va dugc gan
chat voi than kim khong gay r0 ri, an toan khi sir dung.
Co gidy chimg nhan dat tiéu chuan chat luong CE do
t6 chtrc/co quan c6 chire nang cap, TCVN 5903:1995,
tiéu chuan tiét tring ISO 11135, ISO 13485 (Gidy
ching nhén cic tiéu chuan trén phai do t6 chirc/co
quan cé chirc ning cap)

A

Hop
100 cai
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Chi tan da so1

Chi tiéu Polyglactine 910 s6 2/0, chi dai 75 cm. Kim
tron, do cong 1/2 vong tron. La loai chi ty tiéu tong
hop da so1, ti¢t trung, cong thirc hoa hoc
(C2H202)m(C3H402)n, thanh phan gdm 90%
Glycolide va 10% L-lactide. B&é mat soi chi duoc trang
bai mot 16p tong hop ctia Polyglycolid-co-Lactide va
Calcium stearate. Chi mat stc cang va tu tiéu do hién
tuong thay phan. Sau hai tuan ciy ghep stre cang cua
chi con khoang 75% va sau bon tuan con 25%. Chi s&
ti tidu hoan toan trong vong 56 dén 70 ngay. Chi c6
hai mau tim va khong mau. Chi dép Gmg tiéu chuan
ctia chuyén khoa Dugc phim Chau Au va My hodc

12 soi/

hop




tuong duong. Chimg chi ISO, tiéu chuan chét luong
CE, FDA
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Ging tay phau
thuat tiét trung
cac so

San xuat tir cao su thién nhién. Day trung binh
0,15+0,20mm, 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 dut
trudce 1a0 hoa: min 12,5N, sau 1ao héa: min 9,5N. Do
gian dut trudce 130 héa: min 700%, sau 1o hoa: min
550%. Luong bot: 8,6mg/dm2. Luong protein: max
200pg/dm2, mirc d6 nhiém tinh dién dudi 100V. Tiét
trung bang khi EO. TCVN 6344 (ISO 10282:2014).
ISO 9001, ISO 13485 hodc tuong duong.

01 doi /
hop
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Ong nghiém
EDTA

Chat liéu: Ong duoc lam béng nhyay té PP, kich
thude dng 12x75mm, Nip xanh dwong, nip bang nhua
LDPE méi 100%, nip nhya LDPE day kin thanh 6ng
va dugc gitr chat boi khe tron gitra 3 vong rang &
thanh trong cuia nap va 13i lot long trong cua ong. Hoa
chat bén trong 1a EDTA K2 v6i nong d6 tiéu chuan dé
giit cac té bao trong mau nhat 13 tiéu cau ludn ¢ trang
thai tach roi toi da tir 6 - 8 gio. Ding trong xét nghiém
huyét hoc (cong thirc mau va xét nghiém HbAlc..).
Hoa chat bén trong dung khang dong cho 1ml hoic
2ml mau véi vach léy mau Iml hodc 2ml riéng bict
trén nhin ong.

Nong d6 mudi EDTA phai ¢ trong khoang tir 1,2 mg
dén 2mg EDTA khan trén 1ml méu, va chiu duoc luc
quay ly tim gia téc 6.000 vong/phiit trong thoi gian tir
5 - 10 phit (C6 phiéu phan tich /kiém dinh chét lugng
cta co quan / don vi ¢6 chitc ndng). C6 chiing nhan
chat luong CE (dat chuan IVDR hoic tuong duong)

100 céi/
khay
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Ong nghiém
heparin

Chat liéu: Ong dugc lam bang nhya y té PP, nip bang
nhya LDPE mai 100%, Niép nhya LDPE day kin thanh
6ng va dugc giir chat boi khe tron gilta 3 vong rang &
thanh trong ctia nap va 15i lot 1ong trong ctia 6ng. Hoa
chat: Pugc bom hoa chit chdng déng Lithium Heparin
dudi dang hat swong, Kich thude 6ng 12x75mm, ¢c6
vach dinh mirc 1dy mau, chiu duge lyc quay ly tim
6000 vong/phut trong vong 5 - 10 phut, nhan mau den,
c6 phiéu kiém dinh chét lugng cua co quan kiém dinh.
C6 chimg nhan CE (dat chuan IVDR hoic tuong
duong).

100 céi/
khay
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Kim cham ctru
cac co

Than kim str dung thép chuyén dung, dan dién tét. Vo
tring

Kich thudc ctia kim: Puong kinh x Chiéu dai: (0,12 -
0,80)mm x (8 — 150) mm

- B cling cua kim: 420~680 HV (theo thang dd cling

TGi 10
céi




Vicke), twong g vdi duong kinh kim 0,3<d<0,45
Thén kim duoc lam bang chat liéu chéng dn mon tdt
Luc cham dau kim: 0.12<d< 0.25 dd ctmg (480 - 680)
0.25<d <0.30 do clng (460 - 655)

0.30< d <0.45 @6 cing (450 - 655)

0.45< d <0.80 d6 cing (420 - 630)

200 cai/ Hop

Kich thudc : 0,18mmx25mm;0.18mmx40mm;
0,30mmx50mm; 0,30mmx25mm; 0,30mmx40mm;
0,25mmx25mm;; 0,25mmx40mm; 0,30mmx75mm.
Tiét tring bang khi EO

Dat tiéu chuan ISO 13485, chimg nhan chat luong CE,
FDA hodc tuong duong

45 Phim Xquang s6 | Phim kho laser ¢& 8x10 inch twong thich may in phim | 125 to/
hda 8x10 inch kho laser Konica. Phim kho dugc xtr Iy nhiét. Thanh hop
phan chinh gém: Polyethylene terephthalate: 85-95%,
polyme: 1-10%, bac hiru co: 1-10%, gelatine: 1-10%,
phu gia: 0.1-15%, bac halogenua: 0.05-1%. hop 125
to
46 | Ludi dao mo Ludi dao mo 1am bang thép khong gi hoidc thép cacbon |  Hop
Doctor s6 11 dat ching chi ISO, chtng nhan chét lugng CE hoic 100 cai
dung trong tiéu | twong duong. P4 tiét tring
phau y té, 18 lay
mun trong spa
thAm my
47 Can Suc Khoe Trong tai ti da: 200kg (d6 chia: 50g) Hop 1
bién T Co Thuée do chiéu cao: 80-210cm cai
Thude Po Chiéu | Kich thude can: (295x470x1040) mm. Mit ban can:
Cao thép day 1.0mm; kich thudc 295x390mm
Can c6 thé luu trir thong tin két qua cta tdi thiéu 7
nguoi gém: Gi6i tinh, tudi, chiéu cao, BMIL. Man hinh
s& hién thi chi sb strc khoé theo cac thong sb duoc
nhap Vvao.
48 Huyét ap dién tir | Pham vi ap suat vong bit: 0 - 299 mmHg Hop 1
Do chinh xac: Huyét 4p £3 mmHg / Nhip tim: + 5% cai

két qua do trén man hinh

Pham vi do huyét ap: SYS (Huyét 4p tam thu): 60 -
260 mmHg / DIA (Huyét ap tim truong): 40 - 215
mmHg

Bom khi: Ty dong bang dién

Pham vi do mach: 40 - 180 nhip / phut.

Kich thudc: May do huyét ap: Khoang 105 mm (R) x
87 mm (C) x 153 mm (D)

Vong bit: Khoang 146 mm x 466 mm (6ng khi: 610
mm)

Do bén san pham (Tudi tho sir dung): May do huyét




ap: 5 nam hoac khi dat dén 30.000 l?}n su dung. Vong
bit: 59n51m hodc khi da}t dén 10.000 lan st dung. B
chuyén dién xoay chi€u tuy chon: 5 nam

49 Gidy in nhiét Kich thudc 80mmx30mx16mm Tui 1

cudn

50 | De¢ ludi thing Chat liéu Inox Tai 1

Inox cai

51 | Kimbomriralé | Miii cong, Chat liéu thép khong gi Tai 1

dao cai

52 | Que thong 1& dao | Chat liéu thép khong gi Tai 1

cal

53 | Kep bo mi Chét liéu thép khong gi Tai 1

Stephens cai

54 | Gidy dién tim 6 | Kich thudc 110mm x 30m Tai 1

kénh cudn

55 | Gangtay y té co | Gang san khoa (gang kham san) chua tiét tring dai Tai 10

dai 500mm san xuat tir latex cao su thién nhién phu bot doi
chéng dinh, st dung mot lan.

56 | Pau con vang Pau con vang dung tich 200 ul, 1am tir nhua PP, khong Tui
kim loai, khong DNAse, RNAse. Thiét ké phu hop v6i | 1000
cac loai cay pipet trén thi trudng, 6m khit dau cay cai
pipet, thanh trong khong dinh nude, ddm bao dung tich
chinh xéac.

57 Pén cuc tim Ngué)n dién: 220 V Hop 1
Kich thude: 60 cm cai
Mang den hinh chir C Inox
Cong suit :15W-20W

58 | Nhiétkéamké | - Do chinh x4c nhiét do: + 0.5°C(+ 0.9 °F) Hop 1
- D6 chinh xac o 4m: + 3% RH cai
- Pham vi do nhiét do: -30 ~ + 70 °C
- Déi do D§ am: 0 ~ 100% RH
- Loai cam bién: Trong
- Bg phan giai: 0,1 °C/0,1% RH
- Dung lugng ghi: 43.000 luot
- Thoi gian ghi: 2 gidy ~ 24h

59 | Kim ldy thudc | Kim cac s6 18Gx1 1/2", 20Gx1 1/2", 23Gx1", Vidung | Hop

18G kim c6 chi thi mau phan biét cac c& kim. C6 gidy 100 cai
chtng nhan dat tiéu chuan CE do t6 chtc/co quan
dugc Uy ban Chau Au (EC) chip thuan cip, tiéu chudn
tiét trung EN ISO 11135: 2014
(Gidy chung nhan cac tiéu chuan trén phai do bén thir
3 cung cp)

60 | Nhiét ké thuy Thanh phan gom: 97-98% thuy tinh; 1-2% thuy ngan; | Hop 12

ngan <1% bac. Nhiét ké co thé cho két qua trong vong 60s. cai

61 Tam bong nha Chat liéu 6ng, nap, bang nhya, que bang gd, dau Tui 100

khoa cotton, chiéu dai 175mm. Pong goi riéng timg chiéc, cai




tiét trung béng EO Gas. Puoc str dung dé thu thap, luu
trir, truyen mau vat. Dugc su: dung rong ra1 trong nha
khoa, da liéu, phu khoa, tiét niéu va cc mau bénh
pham khéc.

62 | Ong hut nuée Chét liéu nhira PVC Tai 100
bot cai
63 | Guong nha Khoa | Chat liéu: Thép khéng ri Tai 1
cal
64 | Kimmang kim | Chat liéu thép khong gi, dai 20 cm Tai 1
cal
65 | May do duong Cong nghé: Cam bién sinh hoc/Pién hoa, duong Hop 1
huyét oxidase (GOD) cai
Chuén dinh két qua: Twong dwong huyét twong
Thot gian do: 10 gidy

Luong mau t6i thiéu: 0.5 uL

Loai mau xét nghiém: Mdu tuoi toan phﬁn tir mao
mach

Pham vi HCT: 25 - 60%

Khoang do dudng huyét: 1.1 - 33.3mmol/L (20 -
600mg/dL)

B6 nhé: 300 két qua kém ngay thang va thoi gian do
Két qua trung binh: Trung binh 7, 14, 30 ngay
Truyén dit liéu: USB

Dung dich chiing: 3 mirc

Tinh ndng am bao: Tuy chon am bao khi phat hién
mau, thong bdo 16i

Ché do tu dong tat: Sau 2 phit khong hoat dong

Pin nguon 1 pin tron det CR 2032 3.0V

Tudi pin ngudn: 1000 lan do

Piéu kién lam viéc: 5 - 45°C; 10 - 90% RH

Diéu kién bao quan que thir: 2 - 35°C

66 | Phim x quang Phim va nudc rira dugc dung trong tui nhya dam bao Hop 50
can chop (3x4)+ | tiéu chuan y té, khong gay kich tng khi chup va dam to
Nudc rira phim | bao chét lugng thude rira dugc bao quan mot cach tét
nhat khong bi oxi héa theo thdi gian. Phim x-quang
dung trong nha khoa, ¢ dinh kém tdi thudc rira phim
trén mdi phim Kich thudc

phim: 30,5 x 40,5mm

1.3. Cac yéu cau khac
* Nha thau phdi nop cing véi E-HSDT cdc tai liéu sau ddy:
Pbi voi toan bd hang héa:

- C6 Catalog hodc tai liu ky thuat khac ctia Nha san Xuét ¢ dﬁy du nd1 dung
ching minh céc dic tinh, thong sb ky thuat ddi véi cac hang hoa chio thau (Néu la



ngdn ngir nude ngoai phai co ban dich sang tiéng Viét) co diy du ndi dung chimg
minh thong s6 k¥ thuat ddi véi cac hang hoa tham duy thau theo yéu cau ciia E-HSMT
va chiu trach nhiém vé ndi dung va tinh chinh x4c giita ban gdc va ban dich). Dong
thoi, nha thau cin danh dau (Highlight) thong s6 cu thé ciia hang héa dap vng
yéu ciu ky thuit tai E-HSMT trén ca tai liéu Tiéng Anh va Tiéng Viét.

Déi v6i hang hoa 13 Thiét bi y té: Nop thém cac tai liéu sau.

- C6 gidy chung nhan dat tiéu chuan quan Iy chat luong ISO 13485 hoic CE
hodc FDA hodc tuong duong ctia nha san xuét con hiéu luc véi cac mat hang tham
du.

- S6 Iwu hanh con hiéu lyc bao gdbm Sb cong bd tidu chuan ap dung d6i voi
Thiét bi y té thudc loai A, B do S¢ Y té cap hodc Sb gidy chimg nhan dang ky luu
hanh d6i voi Thiét bi y té thudc loai C, D do B Y té cap va Két qua phan loai Thiét
bi y té theo quy dinh tai Nghi dinh s6 98/2021/ND-CP ngay 08/11/2021, Nghi dinh
s6 07/2023/ND-CP ngay 03/03/2023 va Nghi dinh 04/2025/ND-CP ngay 01/01/2025
ctia Chinh phu.. Pbi v6i truong hop S6 Iuu hanh hét hiéu luc, dé nghi Nha thau giai
trinh kha nang cung tmg hang hoa.

Luuy:

- Trong truong hop Nha thiu chtimg minh hang héa chao thau khong phai 1a
Thiét bi y té (Thiét bi phong thi nghiém hodc thiét bi thi nghiém diing trong y té hodc
thiét bi phu tro diing cho y té) thi Nha thau khong can nop SO luu hanh va Két qua
phan loai Thiét bi y té cho hang héa do.

- Nha thau phai cam két hang héa chao thau da dugc ké khai gia (D6i véi hang
hoa bat budc ké khai gia theo quy dinh tai Thong tu s6 29/2024/TT-BYT ngay
03/11/2024 ctia B Y té) hodc niém yét gia Thiét bi y té theo Khoan 9 & 10, Diéu 1,
Nghi dinh 07/2023/ND-CP ngay 03/03/2023.

- Nha thau c6 cam két tai thoi diém ddi chiéu tai liéu hodc hoan thién hop
dong: Nha thau phai ndp céc tai liéu chung minh kha ning cung wng hang héa c6
ngudn goc ré rang va hep 1&, nham dam bao dap tng yéu cau vé niang luc ky thuat
theo quy dinh vé “Diéu kién ky két hop dong” tai Khoan 2 Biéu 66 Luat dau thau so
22/2023/QH15. Trudng hop Nha thau khong thé cung cap tai lidu chimg minh, Nha
thau s& khong dii diéu kién xét trang thau theo hudng dan tai Khoan 19 Biéu 140
Nghi dinh s6 214/2025/ND-CP.

Ddi voi yéu cau lap dat, giao hang, tudi tho cua hang héa:




Cam két tat ca hang hoa cung cap mai 100%, chua qua st dung, san xuat nim
2025 tré di, c6 ngudn gde xuat xtr d rang, con nguyén dai, nguyén kién theo quy
cach dong gbi ciia nha san xuat.

Muc 2. Ban vé: Khong co

Muc 3. Kiém tra va thir nghiém: Viéc kiém tra, thir nghiém cac hang hoa
duoc yéu cau sé duoc to chic tai Bénh vién Phung Chi Kién; Dia chi: Tb 5a, phuong
Bic Kan, tinh Thai Nguyén. Hang héa nha thau cung cp trudce khi duge nghiém thu
s& dugc bén moi thau kiém. Bat ctr hang hoa nao khong dam bao chat luong theo
yéu cau cia E-HSMT va E-HSDT sé& khong duoc nghiém thu.






