Phin 2. YEU CAU VE KY THUAT
Chuong V. YEU CAU VE KY THUAT

Muc 1. Yéu ciu vé ky thuat

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

1.1. Giéi thiéu chung vé dw dn/dw todn mua sim, géi thiu

- Tén du toan mua sdm: Mua sim vt tu y t& nim 2025 — 2027 tai Bénh vién
Phuyc hdi chirc nang Vinh Phuc.

- Tén goi1 thau: Mua sdm vat tu y té nam 2025 — 2027 tai Bénh vién Phuc hoi
churc ndng Vinh Phuc.

- Chu dau tu: Bénh vién Phuc hoi chuc nang Vinh Phuc

- Pia diém thuc hién: Bénh vién Phuc hdi chirc nang Vinh Phtc. Pia chi:
KM9, duong tranh Vinh Yén, Xa Té L3, Tinh Pht Tho, Viét Nam

- Hinh thirc lya chon nha thau: PAu thau rong rii, trong nudc, qua mang.

- Phuong thure lya chon nha thau: Mot giai doan 01 ti ho so

- Ngudn vén: Ngudn qui Bao hiém y té (BHYT) - Vién phi.

- Thoi gian bat dau to chirc lya chon nha thau: Quy IV nam 2025

- Loai hop dong: Pon gia ¢ dinh

- Thoi gian thuc hién géi thau: 730 ngay.

1.2. Yéu cau vé k¥ thuat

1.2.1. Yéu cau chung:

- Yéu cau nha thau mé ta thong sb ky thuat ciia hang hoa va cac dich vu lién
quan chtrng minh hang hoéa do nha thau chao tuan thu cac thong s6 k¥ thuat va cac
tiéu chuan dudi day hoic c6 ciu hinh twong duong. Bit ky thuong hiéu, nhan hiéu
nao néu cé trong bang yéu cau k¥ thuat déu mang tinh chat minh hoa céc tiéu chuan
chét luong, tinh ning k¥ thuat yéu cau. Nha thau cé thé lwa chon dw thiu hing
héa c6 nguén goc, xuit xir, nha sin xudt, thwong higu phix hop véi diéu kién
cung cdp nhung phdi dam bdo yéu ciu cé thong so kj thudt, tinh ning sir dung,
tiéu chudn cong nghé “twong dwong” hodc tét hon so véi cac yéu cau cu thé ¢
dudi va cung cap tai liéu chimg minh sy dap tmg t6t hon ctia hang héa chao thau
s0 voi yéu cau cia HSMT.

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

(2) Tuong duwong vé chat lugng hinh anh, d6 chinh x4c mau sac va goc nhin.
(3) Tuong twong vé tinh chat co khi va thudc tinh vat Iy ciia vat liéu.

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



(5) Tuong duwong vé cong suit; hiéu suit, yéu cau thong sé dau vao; danh
muc, do chinh xac két qua dau ra.
(6) Twong duong vé gia tri do; d6 chinh xéac két qua do;
(7) Tuong duong vé ham luong, ndng do, tinh chat
(8) Cac yéu tb tuong duong khac (néu co)

- Nha thau phai c¢6 bang dap tng vé ki thuat ctia hang hoa chao thau theo
cic mau sau:

+ Bang dap ung tinh phap ly hang hoéa (file word/excel dinh kem E-HSDT):
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INha thau cam két nhiing ngi dung ké khai néu trén la chinh xdc.
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- Nha thau phai c6 bang dap tng vé k¥ thuat ctia hang hoa chao thau so sanh
v6i yéu cau k¥ thuat cia E-HSMT (dinh kém file word/excel + ban ky dong dau,

scan tai E-HSDT):
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Tiéu chi dap
ung tuong
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tot hon

- Tai li€u ching minh theo
hudng dan bén trén vé “Noi ham
tuong duong”

- Hodc tai liéu ching minh mét
s6 tinh ning k¥ thuat cua E-
HSMT dua ra 1a ti€u chi khong
co ban (viéc khong dap ung
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Nha thau cam két nhitng néi dung ké khai néu trén la chinh xdc.
Truong hop Nha thau cé tinh ké khai thong tin / dich tai liéu ky thudt khong diing véi Thong so ky thudt
ma Nha san xudt cong bo nham vieot qua bude danh gid vé kj thudt sé dwoe coi la hanh vi gian ldn

trong dau thau theo quy dinh tai Khoan 4 Piéu 16 Ludt Pdu thau va Nha thau sé hoan toan chiu trach

nhiém, chap nhén chiu xit Iy theo quy dinh ciia E-HSMT va phap ludt vé ddu thau

1.2.2. Yéu cau k¥ thuit chi tiét:

STT Danh muc hang héa Yéu chu vé thong s6 k¥ thuét (hoic twong dwong, hodc tét hon)
Thanh phan: 100% sgi cotton tir bong xo ty nhién. Bong hut nude duogc
1 Bone v té che tur 16ng cua hat cdy Bong, da loai md, lam toi, cac thd bong xép
gy theo mdt chiéu. Sgi manh, mém, dai, khong bui, khong c¢6 lan cdc manh
1a hodc vo hat. Bong duoc tay trang bang cong nghé Hydrogen peroxide




STT

Danh muc hang héa

Yéu ciu vé thong sb ky thuit (hoic twong dwong, hoic tot hon)

than thién voi moi truong.
Gi6i han acid - kiém: Pat trung tinh (Ca hai dung dich khéng c6 mau
hong)

Do tring: > 80% = 10%. Chat hoat dong bé mat: < 2mm
Pat tiéu chuén ISO 9001; ISO 13485, EC, GMP, FDA hoic tuong
duong.

Quy cach déng géi t6i thiéu: 1 ke/gbi

Con 70 do

Dung dich Ethanol 70°, trong, khong van duc, mui con dic trung.
Chai: > 500ml

Cony té 96

Dung dich Ethanol 96°, trong, khong van dyc, mui con dic trung.
Quy cach déng goi toi thiéu: Can > 20 Lit

Dung dich st khuan tay
nhanh

Chlorhexidine Digluconate 0,5% (v/v); Ethanol 80% (v/v); Isopropyl
alcohol (Isopropanol) 7.2% (v/v) va cic chit phu gia, chat dudng da
(Glycerine, Alpha- Terpineol, Alpha-Bisabolol, Aloe Vera, Vitamin
E..) vira da 100%.
- Ham lugng Methanol <1,5mg/l.
- Pat tiéu chuén: 1SO 13485; EN 1500 hodc tuong duong.

Bang cufn 10cm x Sm

San phém duoc dét tir soi 100% cotton c6 do tham hit cao, khong co
doc t6. Hai dau cudn bing bang, khong léch, khong xo. Khong chia
chat gay di ung, khong c6 tinh bot hodc Dextrin, khong c6 xo mun hoa
tan trong nudc va dich phii tang. Toc d6 hut nude =< 5 gidy. Do ngam
nuéc >=5gr nudc/lgr gac. Chat tan trong nudc <0.5%. Do pH: trung
tinh. Do trang: >=80% +/- 10%. Mudi kim loai: khéng qua ham lugng
cho phép. Ham luong chit béo: khong vuot qua 0,5%. Pugc dong goi
bang 2 16p, mot 16p bang PE, mot 16p bang gidy. Kich thude: 10cm x
Sm

- Pat tiéu chuin ISO 9001; ISO 13485 hodc tuong duong.

Béng dinh lya Secm x 5m

Vai lua Taffeta tréng, lam béng soi  cellulose acetate.
- Keo hdn hop keo nong chay: Zinc oxide, Zinc dibutyl
dithiocarbamate, SIS copolymer, Lanolin stellux AIPF, Titanium
dioxide, Styrenic Block Copolymers, dau khoang trang. D6 nhét 8.100-
12.700 cP
- Tiéu chuan CE hoac tuong duong.
- C6 it nhat 02 CFS dugc cap boi cac nude tham chiéu theo quy dinh
tai Diéu 29 Nghi dinh 98/2021/ND-CP.
- Kich thudc Sem x 5Sm.

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

Gac duogc dét tir soi 100% cotton c6 do tham hut cao. Mat do: 20x18
sgi/ inch. Trong lugng 25-27 g/m2. Khong c¢6 doc td, da duogc gidt sach.
Khong chira chit gay di tmg, khong co tinh bot va Dextrin, khong co
xo mun hoa tan trong nudce va dich phu tang. Téc d6 hit nudc 4,9 gidy.
Do ngadm nude 12,3g nude/lgr vai gac. Chit tan trong nudce 0.105%.
Chét tan trong ether 0.032%. Do pH: trung tinh. D tréng: 84.3%. Mubi
kim loai: khong phat hién. Do am: 4.62%. Tro sulfate: 0.05%. Do 4m
4.62%. Tiét tring bang khi EO.Gas. Pugc dong goi bang 2 16p, mot
16p bang PE, mot 10p bang bao bi gidy c6 mau chi thi tiét tring dung
trong y t& Kich thudc:10cm x 10cm x 12 16p Vt
- Pat tiéu chuan ISO 9001; ISO 13485; ISO 11135 hodc tuong duong.

Bom tiém nhya 50ml

- Bom tiém nhya xy lanh dung tich 50ml st dung mét lan dugc san xuat
tir nhya y té nguyén sinh trong sudt, nhin bong, khong cong vénh,
khong c6 ba via. Vach chia dung tich 13 nét
- Pit tong c6 khia bé giy dé huy, khong co ba via.
- Pdc xy lanh nho, gén chic chan véi tit ca cac ¢d kim, an toan khi sir
dung.

- Bao bi ghi rd théng tin xuit x@&, han ding.
- San phidm dugc tiét trung bang khi Ethylene Oxide (E.O).
Dat tiéu chuan ISO 13485, ISO 9001, TCVN 5903 hodc tuong dwong.

Bom tiém s dung 1 lan
50ml cho an

- Bom tiém sir dung 1 lan 50ml cho in; Xy lanh dung tich 60cc duoc
san xuat tir nhua y té nguyén sinh trong suot, nhan bong, khong cong
vénh, khong co ba via.




STT

Danh muc hang héa

Yéu ciu vé thong sb ky thuit (hoic twong dwong, hoic tot hon)

- bBoc  xy lanh  to  lap vira day  cho an
- San pham dugc ti¢t trung bang khi Ethylene Oxide (E.O).
- Pat ti€u chuan ISO 13485; ISO 9001 hodc tuong duong

10

Bom tiém Iml

- Bom tiém Iml s dung mét lan dwoc san xuét tir nhua y té nguyén
sinh trong su6t, nhin bong, khong cong vénh, khong co ba via. Vach
chia dung tich ) nét.
- Gioang ¢6 nim bom hét hanh trinh gitp tiém hét thude, dat khoang
chét < 0.03ml, khi va dung dich tiém khong lot qua duogc gioang.
- Kim lam bang thép khong gi, sic nhon, vat 3 canh. Kim 26Gx1/2".
Déc kim c6 mau gitp phéan biét ¢& kim theo tidu chuan qudc té va dugce
gan chit v6i than kim khéng gdy ro ri, an toan khi sir dung.
- Bao bi ghi rd thong tin xudt x&, han dung.
- San phiam dugc tiét tring bang khi Ethylene Oxide (E.O).
Dat tiéu chuan ISO 13485, ISO 9001, TCVN 5903:1995 hodc tuong
duong.

11

Bom tiém ding mot lan Sml

- Bom tiém sir dung mt lan Sml dwoc san xuét tir nhua y té nguyén
sinh trong su6t, nhan bong, khong cong vénh, khong ¢ ba via. Vach
chia dung tich rd nét.
- Pit tong c6 khia be gay dé huay, khéng co ba via.
- Kim lam bang thép khong gi, sic nhon, vat 3 canh. Kim céc c&
23Gx1", 25Gx1". Bdc kim c6 mau gitp phan biét ¢c& kim theo tiéu
chuén quéc té va dugc gan chat v6i than kim khong gay ro ri, an toan
khi su dung.
- Bao bi ghi rd théng tin xuit x@&r, han ding.
- San phim dugc tiét tring bang khi Ethylene Oxide (E.O).
Pat tiéu chuin ISO 13485, ISO 9001, TCVN 5903:1995 hodc tuong
duong.
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Bom tiém ding mot lan
10ml

- Bom tiém st dung mot lan 10ml dwoc san xuat tir nhya y té nguyén
sinh trong su6t, nhan bong, khong cong vénh, khong ¢ ba via. Vach
chia dung tich rd nét.
- Pit tong c6 khia be gay dé huay, khéng co ba via.
- Kim lam bang thép khong gi, sic nhon, vat 3 canh. Kim céc c&
23Gx1", 25Gx1". Péc kim ¢6 mau giap phan biét c¢& kim theo ti€u
chuan qudc té va duoc gan chat voi than kim khong gay ro ri, an toan
khi su dung.
- Bao bi ghi rd théng tin xudt x&, han dung.
- San phidm dugc tiét tring bang khi Ethylene Oxide (E.O).
Pat tiéu chuin ISO 13485, ISO 9001, TCVN 5903:1995 hodc tuong
duong.
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Bom tiém nhya 20ml

- Bom tiém nhya st dung mot 1an 20ml duoc san xuat tir nhua y té
nguyén sinh trong sudt, nhin bong, khong cong vénh, khong co ba via.
Vach chia dung tich rd nét.
- Pit tong c6 khia bé giy dé huy, khong co ba via.
- Bé mit gioang phang phu hop ding cho may tiém dién giup bom hét
hanh trinh cua thudc.
- Kim lam bang thép khong gi, sic nhon, vat 3 canh. Kim ¢& 23G. Ddc
kim c¢6 mau gitip phan biét ¢& kim theo tiéu chudn qudc té va duoc gin
chat voi than kim khong gdy ro ri, an toan khi st dung.
- Bao bi ghi rd thong tin xuit x&r, han dung.
- San phidm dugc tiét trung bang khi Ethylene Oxide (E.O).
Pat tiéu chuan ISO 13485, ISO 9001, TCVN 5903:1995 hodc tuong
duong.
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Kim lay thude

Kim tiém céc s6 18G, 20G, 23G str dung mot lan, kim cau tao tir thép
khong gi, sang bong, sdc nhon, vat 3 canh, c6 nép day bao v¢. Vi dung
kim cé chi thi mau phan biét cac c& kim. Khong chira doc t6 DEHP.
Dat tiéu chuin ISO 13485; ISO 9001; CE hoic twong duong.

15

Kim cay chi céc so

Kim cé}{ chi dung mot lan bao g@)m than kim, 151 kim dugc lam tir sgi
thép y t€ khong gi 12Cr18Ni9, Gia 16t 161, Gid d& kim va Ong bdo vé




STT

Danh muc hang héa

Yéu ciu vé thong sb ky thuit (hoic twong dwong, hoic tot hon)

dugc lam td nhwa PP chuyén dung trong y te.
Céc co.
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Kim luon tinh mach cac so

Kim lam bang thép khong gi, dau kim c6 3 mat vat
- Ong catheter lam tir chét liéu PTFE tuong thich sinh hoc, c6 tinh dan
hoi, chéng xoan-gép. Pau 6ng catheter hinh vat noén om sat kim
- Kim ¢6 cong bom thude bd xung, nap day bat ré dang. Dau catheter
thon nhon 2 lan. Kim duoc cét vat, sic. Kim c6 canh va cé cira bom
thubc, thoi gian luu kim t6i da dén 72h. Cac co:
Tiéu chuan ISO 13485, CE hoic tuong duong.
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Kim cham ctru sb 3-10

Than kim s dung thép chuyén dung, dan dién t6t. VO trung
Kich thuéc cua kim: Puong kinh x Chiéu dai: (0,12 - 0,80)mm x (8 —

150) mm
- B§ cung cua kim: 450~650 HV (theo thang d6 cung Vicke), tuong
ung voi duong kinh kim 0,3<d<0,45

Than kim dugc lam bang chit liéu chéng an mon tot
Luc cham dau kim: DPuong kinh 0,12>=0,25mm luc 0,7N

Puong kinh 0,25<=0,35mm Tuc 0,8N
Puong kinh 0,35<=0,45mm Tuc 09N
10 cai/ goi Kich thudc : 0,18mmx25mm;0.18mmx40mm;
0,30mmx50mm; 0,30mmx25mm; 0,30mmx40mm;
0,25mmx25mm;0.25mmx30mm ; 0,25mmx40mm; 0,30mmx75mm.
Tiét trung bang khi EO

Pat tiéu chuin 1SO 13485, CE, FDA hoac twong duong.
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Kim mang cham (Kim
truong cham)

Kich thudc: 0.30mm x 150mm (than kim 100mm, can kim 50mm) -
Kim da tiét trang; dong theo dang vi, ép viriéng timg chiéc. - Péc déng
c6 khuyén, chét liéu thép y té khong gi, c6 kha nang chéng an mon tot
néu duge bao quan trong diéu kién tiéu chuén. - Pau kim dugc mai sic,
khong c6 vét nham, ria, gai hodc moc.
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Kim nhi cham

Kim cham ctru dung dé cham ciru (ding 1 1an); dong g6i dang vi;

20

Day truyén dich kim canh
buom

C6 khod diéu chinh tdc do truyén dich, kim xuyén nit chai san xuat tir
hat nhwa ABS nguyén sinh; Van thoat khi c6 thiét ké mang loc khi vo
Kkhuén; Buéng nho giot c6 mang loc dich, thé tich > 8.5ml. C6 bau cao
su tiép thude. Day dan ciu tao tir chét liéu nhira PVC nguyén sinh, mém
déo, dai, do dan hoi cao, khong chira chat gay s, khong gay gap khi
bao quan va st dung; Chiéu dai day chinh 150cm, tong chiéu dai
180cm. Kim truyén tinh mach 1am bang chét liéu thép khong gi, loai
kim 2 canh budém. Size kim 22G, 23G.
Dau nbi kim Luer lock ¢ co ché xoay giup cho viéc gan két voi kim
ludn chic chin va dé thao tac khi st dung.
Tiét tring bang khi EO. Pat tiéu chuin: ISO 13485, ISO 9001, CE,
TCVN 6591-4: 2008 hodc twong duong.
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Day tho Oxy 2 nhanh

- Ddy tho Oxy 2 nhanh: Chat liéu nhya PVC y té cao cap, bao gom day
dan va gong miii
- Khong chira chit DEHP, duoc tiét trung bang khi EO
- Ong diy mém, chéng vin xoan. BEé mat tron nhan.
- Ong khong bi tic dong boi oxy hay thude
- Mot dau 6ng day dugc gin phéu, dau con lai dugc gin co 2 nhanh rat
mém.

- Cac cd: tré¢ so sinh, tré em va nguoi 1én
- Day dén c6 chidu dai 2.200 mm, 1ong 6ng c¢6 khia chéng gap. Puong
kinh ngoai i) 6mm.
- Poéng goi hut chan khong 1 cai/ tai va tiét tring bang khi EO
Dat tiéu chudn: ISO 13485, ISO 9001 hoic twong duong.
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Chac ba day n6i 25cm

- Khoéa ba chac gom 2 dau két ndi c6 nap vin khoa dong mé duoc va
khoa luer-lock. Lam bang chat liéu Polycarbonate, HDPE, PP.
- C6 day ndi dai 10cm hodc 25¢m, mém déo lam tir nhwa PVC y té
nguyén sinh trong sudt, khong chira doc t6, c6 khoa chin dong.
- Chac ba c6 nong tron nhin, dam bao dong chay, goc xoay 360 do.
Chiu ap lyc 4bar.




STT

Danh muc hang héa

Yéu ciu vé thong sb ky thuit (hoic twong dwong, hoic tot hon)

- Khoéa khéng ho, thong tot, do ) nhay tot, dé diéu chinh
Tiét trung bang khi EO gas. Dat tiéu chuan: ISO 13485, ISO 9001 hoac
tuong duong.
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Ging tay kham bénh cac sd

Chiéu dai téng thé t6i thiéu tat ca cac s6 220mm. Loai ngén, chua tiét
trung ,
Quy cach déng gdbi toi thieu: Hop 50 doi

24

Tui dung nudce ticu

- Chat liéu: Puoc lam bang vat liéu nhya PVC déo dai va kin. Van xa
mot  chitu cht T, tuydt d6i khong do =i
- C6 gan phu kién khoa tai, khéa van % vong, day dan dai 90cm c6 van
chéng trao ngugc va cé nap day duong kinh ngoai 6.5mm, duong kinh
van thao dich 9.2 mm
- C6 16 treo tui va bang ghi thong tin bénh nhan
- Dung tich Tai 2000 ml, c¢6 vach chia thé tich mdi 100ml;
- Kich thudc tai dai 28 cm, rong 20 cm, d¢ day 1a 1.2mm
- Tiét trung bang khi EO
- Quy cach doéng goi  téi  thidu: 1 cai/  tai
- San pham dat tiéu chuan ISO 13485 hoic twong duong.
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Ong thong tiéu (Sonde
Poley 2 nhanh cac cd)

Khong chua DEHP gay ung thu.
- San xudt tr 100% cao su tw nhién, Phu Silicon
- C6 bong dung tich S5cc-30cc, boéng cang  déu.
- L thong tiéu tiéu 16n va tron
- Trang silicon trong long ong
- Tiét trung bang phéng xa Gamma hoic khi ETO.
- Tiéu chuén ISO 13485, CE hoic turong duong
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Ong thong tiéu (Sonde
Nelaton)

Cac co: 6 - 26 chidu dai o6ng: 270 - ~400mm
1. Pugce lam bang chat liéu cao su thién nhién dung trong y t€, c6 mau
do, co phu silicon, tron déu

2. C6 thiét ké 1 nhanh dung dé thong tiéu hiéu qua va nhanh chong
3. Khong ddc hai, khong gay kich (mg; Than 6ng mém mai; Puoc tiét
trung va dong g0i riéng 1é tung cai
4. Pau ti nho véi 2 16 thong bom- hut dich, thoat nudc canh bén
5. Pugc tiét tring bang khi EO.
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Sonde da day nguoi 16n cac
sO

Ong thong da day cac c¢& gom 2 loai c6 nap (gdm cac c& 5Fr, 6Fr, 8 Fr,
10Fr) va khong c6 nap (12Fr,14Fr,16Fr,18Fr), trén ong day co 04 15
hinh bau dung nam ddi ximg hai bén thanh éng. Day dan dugc san xuat
tir chat liéu nhya PVC y té nguyén sinh, mém, déo, tron giam ton
thwong niém mac. Tiét trang bang khi E.O. Pat tiéu chuan: ISO 13485,
ISO 9001 hoac tuwong duong.
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Sonde hut nhét ¢6 kiém soat
ngudi 16n, tré em

Céc 56 5-6-8-10-12-14-16-18. C6 2 loai c6 ndp va khong nap. Day dan
dai 500mm duogc san xuat tir chit liéu nhya PVC y té nguyén sinh
khong chira DEHP, diy mém, nhya trong, nhin bong tranh gy ton
thuong, xay xudc niém mac, dau day hut c6 2 mét phu dé hat. Loai ¢o
nép dugc két cdu 02 phan. Khéa van va day dan. Khod van chia nhiéu
mau dé phan biét gitita cac s0.
Tiét trung bang khi E.O. Pat tiéu chudn: ISO 13485, ISO 9001 hoic
tuong duong hodc tuong duong
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Mask khi dung (chay khi
dung)

Lam tu nhya PVC, khong gay kich tng, bé mit mém mai, min mang,

trong ) sué}.
- Thiét ke thich hgp voi tat ca cac loai may khi dung. Phu hgp voi thiét
bi cua bénh vién

- C6 dung cu chira thuéc. Day dan chinh c6 chiéu dai 2m.
- Mét na c¢6 day deo dan hoi. Bau dung thuoc 6ml. Toc ¢ phun suong
tr 0.60ml -> 0.70ml/phut. Gigt phun suong tir 0.010ml -> 0.014ml/giot.

Lua ) - luong . 4.8L/Phut
- Bao gbm mét na, cécvthuéc, dg?ly noi, that lung dan hoi, ke;p mii (nhém
flake) co the dieu chinh va ong noi

- San pham duoc dung dé quan 1y thudc cho ngudi bénh dudi dang
suong mu hit vao phoi




STT

Danh muc hang héa

Yéu ciu vé thong sb ky thuit (hoic twong dwong, hoic tot hon)

- San pham dugc san xuat boi co s¢ ¢o6 ching nhan hé thong quan ly
chat luong theo tiéu chuan ISO 13485, CE hodc tuong duong.
GOm cac size : S, M, L, XL
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D¢ ludi gd

- Go tu nhién, thé min, dong nhat, khong 1i, khong cong vénh. Dat do
clng, nhﬁn cao, an toan trong su dung.
- Tong sb nam men + mdc < 2.0 x 10" CFU/g; vi khuan hiéu khi < 2.0
X 10! CFU/g
- Kich thudce: 150mm X 20mm X 2mm.
- San pham duoc tiét trung bang khi Ethylene Oxide (E.O)
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Que thir duong huyét

Que déng goi roi timg cai, ty ma hoa - khong can cai dat Code. Cho két
qua chinh xac, khong bi anh huong duong Malto va oxy hoa tan, sir
dung men GDH - FDA vé6i hiéu chinh Het tr 0% - 70%. Cho két qua
sau 5 gidy, thé tich mau mau 1,1ul. C6 thé do ndng dudng trong méau
toan phéan tir mdu mau mao mach, dong mach tinh mach va tré so sinh.
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Que thir nude tiéu 10 thong
sO

Xét nghiém 10 thong s6 co ban cla nudce tiéu: LEU, NIT, URO,ﬂPRO,
pH, BLO, SG, KET, BIL, GLU. Trén thanh thir c6 miéng dan kiém tra
ID band c6 tac dung kich hoat kiém tra ty dong
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Phim kho 20*25(8*10 in)

Phim kho dung cho chup X-Quang y té. Kich thudc 20x25 cm
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Phim kho 25*30(10*12 in)

Phim khé dung cho chup X-Quang y té. Kich thudc 25x30cm
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Gel siéu am

Gel béi tron duoc ding trong siéu am chan doan y khoa
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Giay in may siéu am

Gidy in may siéu am >110mm x 20m
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Gidy dién tim 6 can

- Kich thuéc 110mm * 140mm * 143 0, chat lidu bang gidy in nhiét,
loai khong c6 dong ké, tuong thich véi may dién tim 6 can hang Nihon
Koden, Fukuda
- Dang tap. C6 bao bi bao vé. Quy cach déng goi t6i thiéu: 60 tap/thung
- Pat tiéu chuin ISO 13485, CE hoic twong duong
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Giay in nhiét cac cd

Gidy in nhiét
Kich thudc khoang 57mm x 30m
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Mil phau thuat

Mii ding mot 1an, trong phong phiu thuat

40

Khu trang y té

Khéu trang y té duoc tao thanh tir cac thanh phﬁn gém: bé mat khau
trang duoc lam tir vai khong dét,gitra 1a 16p mang loc khuén, thanh nep
mili dugc lam tir nhya, day deo tai dugc tir vai boc bén ngoai, bén trong
¢6 day din, dan hoi tdt
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Ong chéng dong EDTA

Chat liéu: Ong duogc lam béng nhuay té PP, kich thugc éng 12x75mm,
Nip xanh duong,nip bang nhya LDPE méi 100%, nap nhya LDPE day
kin thanh 6ng va duogc gitr chit boi khe tron giita 3 vong ring ¢ thanh
trong cua nap va 15i lot long trong cta dng. Hoa chét bén trong 1a
Ethylenediaminetetra Acid (EDTA K2) v6i nong d6 tiéu chudn dé gitr
c4c té bao trong méau nhét 1 tiéu cau ludn & trang thai tach roi tdi da tir
6 - 8 gio. Dung trong xét nghiém huyét hoc (cong thire mau va xét
nghiém HbAlc..).Héa chit bén trong dung khang déng cho Iml hodc
2ml mau véi vach ldy mau Iml hodc 2ml riéng biét trén nhin ong.
Co phiéu phan tich chit luong cua co quan chirc nang kiém dinh véi
ndng d6 mudi EDTA phai ¢ trong khoang tir 1,2 mg dén 2mg EDTA
khan trén 1ml mau, va chiu dugc luc quay ly tim gia téc 6.000
Vong/phut trong thoi gian twr S - 10 phut
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Ong chéng dong Heparin

Chat ligu: Ong dugc lam bang nhya y té PP, nap bang nhya LDPE méi
100%, Nép nhua LDPE day kin thanh ng va duoc giit chat boi khe
tron gitra 3 vong rang & thanh trong cta nap va 15i lot 10ng trong cua
ong. Hoa chét: Pugce bom héa chit chéng dong Lithium Heparin dudi
dang hat swong, Kich thudc 6ng 12x75mm, ¢6 vach dinh murc léy mau,
chiu dugc luc quay ly tdm 6000 vong/phut trong vong 5 - 10 phut, nhan
mau den, co phiéu kiém dinh chét lugng ctia co quan kiém dinh .
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Pau con vang

Pau con vang dung ti’ch 200 ul, [am tr nhya PP, khong kim loai, khong
DNAse, RNAse. Thiét ké phu hop véi cac loai cdy pipet trén thi trudng,




STT Danh muc hang héa Yéu ciu vé thong s6 k¥ thuét (hoic twong dwong, hodc tét hon)
om khit dau cay pipet, thanh trong khong dinh nudc, dam bao dung tich
chinh x4c.

Déu coén xanh dung tich 1000 ul, Iam tr nhya PP, khong kim loai, khong
A A DNAse, RNAse. Thiét ké pht hop véi cac loai cdy pipet trén thi truong,
44 Bau con xanh 6m khit dau cay pipet, thanh trong khong dinh nuéc, dam bao dung tich
chinh x4c.
45 Ampu bop bong ngudi 16n, | Chat liéu nhra PVC Day oxy chat liéu PVC dai khoang 2m (£5%). Mat
tré em na chat liéu PVC
Pién cuc dang tron, e50mm, nén chat liéu soi dét khéngqthe:lm. Str dung
Solid Gel chat luong cao v6i keo acrylic, lugng hop ly dé dé boc, khong
) gdy ngura. Dién cuc bang thép khong gi, dang tron duong kinh 10,5mm,
46 Miéng déan dién cuc tim | d¢ day 0.6mm, dwoc phﬁ hoa chﬁt dién cuc Ag/’AgCI do nhg}y rat tot,
(May monitor) phu hop dung trong Cép ctru, Phau thuat, ICU, rat ly tuong d€ theo ddi
lau dai doi vai cac bénh nhan phoi, tim mach. Dién cuc bang thép
khong gi, dg nhay rat tot. Tiéu chuan: ISO 9001, ISO 13485, FSC hoac
tuong duong
47 Miéng dan dién xung Miéng dan dién xung
) Khoang do huyét ap: 20~300mmHg, vdi dién} gi4 tri bat dau tir 0
48 Huyét ap nguoi 16n He thong do ap xuat khi: Bao quan quanh tay bang vai, bén trong lam
bang cao su, c6 miéng dan khoa, c6 ong hoi va boéng bop hoi;
49 Ong nghe nguoi 16n Ong dan bang chét liéu cao su
Vién sui kho khuan, thanh phan 2,5g Troclosense Sodium
- Dang vién sui tan nhanh trong nu6c, dung khu khuén bé mat, do vai,
diét vi khuan gram am & gram duong Hoat dong hi¢u qua ké ca khi co
x , 2 su hién dién chét hiru co, pH 6.2
>0 Vién khir khuan - 1 vién ning 5g c6 thanh phan: hoat chit Troclosense Sodium 50%
twong duong 2.5g/vién, Apidic acid 1,2g/vién twong duong 24%. trong
luong ) 1 vién
- Pat cac tiéu chuan: ISO 13485, CFS, GMP hodc tuong duong
A . Parafin dang long.
1 | Dauparafin (danglong) | (o csoh dong w6 6i thidu: Chai 500ml
52 Parafin Parafin dang ran.
53 Hod chat khir - khuan Thanh phan: hoat chat Chloramin B
Chloramin B
54 Hop an toan Hop an toan, dung tich 5 lit
55 Nhiét ké thay ngan Dung dé do nhiét d6 co thé
56 Diéu ngai Thanh phan chinh: Ngai ctru
57 T1i chuom ngai Tai chuom ngai, thanh phan chinh: ngai ctu.
) Pank co mau.Lam tur thép khong gi.
58 Pank c6 mau Kich i thudc: 16cm-18cm
Pat ti€u chuan ISO 13485 hodc twong duong
Pank khong mau.Lam tur thép khong gl
59 Pank khong mau Kich i thude: 16cm-18cm
Pat tiéu chuan ISO 13485 hodc tuong duong
) Kéo cong nhd cat chi. Lam tr thép khong gi.
60 Kéo cong nho cat chi Kich i thudc 1lem
Pat tiéu chuan ISO 13485 hodc tuong duong
Kéo thang  nhon. Lam tr  thép  khong  gi.
61 Kéo thang nhon Kich i thudc: 16cm-18cm
Pat ti€u chuan ISO 13485 hodc tuong duong
Kéo cong  nhon. Lam tod  thép khéng gi.
62 Kéo cong nhon Kich i thudc: 16cm-18cm
Pat ti€u chuan ISO 13485 hodc tuong duong
63 Hop dung dung cu tiéu phau Chat liéu bing Tnox

Kich thudc 220x100x50 mm
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64 Hop hap inox Chat ligu bang Inox, duong kinh 36 cm
65 Oxy y té binh 40 lit Oxy tinh khiét ding trong y té. Ham lugng Oxy > 99,5%
66 Oxy y té binh 8 lit Oxy tinh khiét ding trong y té. Ham lugng Oxy > 99,5%

1.3. Cac yéu cau khac
* Nha thau phdi ngp cing véi E-HSDT cdc tai ligu sau diy:
Dbi véi toan bo hang hoa:

- C6 Catalog hodc tai liéu k¥ thuat khac ctia Nha san xuét c6 day di noi dung
chtrng minh cac dic tinh, thong s6 ki thuat dbi voi cac hang hoa chao thau (Néu 1a
ngdn ngit nudc ngoai phai co ban dich sang tiéng Viét) co diy du ndi dung chimg
minh théng s ki thuat ddi voi cac hang héa tham dy thau theo yéu cau cia E-
HSMT va chiu trach nhiém vé ndi dung va tinh chinh x4c giita ban gbc va ban
dich). Pong thoi, nha thau can danh dau (Highlight) thong s6 cu thé clia hang
héa dap ing yéu cau ky thuat tai E-HSMT trén ca tai liu Tiéng Anh va Tiéng
Viét.

Dbi v6i hang hoa 1a Thiét bi y té: Nop thém cac tai liéu sau.

- C6 gidy chimg nhén dat tiéu chuan quan 1y chat luong ISO 13485 hodc CE
hodc FDA hodc tuong duwong ctia nha san xuat con hiéu luc voi cac mit hang tham
du.

- S6 luu hanh con hiéu luc bao gdm S6 cong bd tiéu chuan ap dung ddi véi
Thiét bi y té thudc loai A, B do S6 Y té cap hodc SO gidy ching nhan dang ky luu
hanh d6i voi Thiét bi y té thudc loai C, D do Bo Y té cap va Két qua phan loai Thiét
bi y té theo quy dinh tai Nghi dinh s 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 cta Chinh phii. P6i v6i truong hop SO Iuu hanh hét hiéu luc, dé nghi
Nha thau giai trinh kha nang cung (mg hang hoéa.

Luu y:

- Trong truong hop Nha thau chimg minh hang hoa chao thiu khong phai 1a
Thiét bi y té (Thiét bi phong thi nghiém hodc thiét bi thi nghiém ding trong y té
hodic thiét bi phu tro dimg cho y té) thi Nha thau khong can nop S6 luu hanh va
Két qua phan loai Thiét bi y té cho hang hoa do.

- Nha thau phai cam két hang héa chao thau da dugc ké khai gia (Poi voi
hang héa bat budc ké khai gia theo quy dinh tai Thong tu s6 29/2024/TT-BYT ngay
03/11/2024 ctia Bo Y té) hodc niém yét gia Thiét bi y té theo Khoan 9 & 10, Piéu
1, Nghi dinh 07/2023/NB-CP ngay 03/03/2023 va cam két gia ban khong cao hon
gia ké khai hodc gia niém yét theo Khoan 1, Piéu 18, Nghi dinh 85/2024/ND-CP



ngay 10/07/2024 & Piém 7, Khoan 18, Piéu 1, Nghi dinh 07/2023/ND-CP ngay
03/03/2023.

- Nha thau c6 cam két tai thoi diém dbi chiéu tai liéu hodc hoan thién hop
dong: Nha thau phai nop cac tai liéu ching minh kha niing cung g hang héa
¢6 ngudn goc ré rang va hop 18, nhim dam bao dap ung yéu cau vé ning luc k§
thuat theo quy dinh vé “Diéu kién ky két hop ddng” tai Khoan 2 Piéu 66 Luat dau
thau s6 22/2023/QH15. Truong hop Nha thau khong thé cung cap tai liéu ching
minh, Nha thau s& khong du diéu kién xét trang thau theo huéng dan tai Khoan 19
Piéu 140 Nghi dinh s6 214/2025/ND-CP.

Dbi voi yéu cau lip dit, giao hang, tudi tho cia hang hoa: Cam két tat ca

hang héa cung cip mai 100%, chua qua sir dung, c6 ngudn gc xuat xr rd rang,
con nguyén dai, nguyén kién theo quy cach dong goi ctia nha san xuat.

Muc 2. Bian vé: Khong ¢6

Muc 3. Kiém tra va thir nghiém: Viéc kiém tra, thir nghiém cac hang hoa
dugc yéu cau sé dugc t6 chire tai Bénh vién Phuc hoi chuc nang Vinh Phuc; Dia
chi: KM9, duong tranh Vinh Yén, Xa Té L3, Tinh Pha Tho, Viét Nam. Hang hoa
nha thau cung cip trude khi duge nghiém thu s& dugc bén moi thau kiém. Bat clr
hang hoéa nao khong dam bao chat luong theo yéu cau cia E-HSMT va E-HSDT
s€ khong dugc nghiém thu.



