Chuong V. YEU CAU VE KY THUAT

Muc 1. Yéu ciu vé ky thuat

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

1.1. Gidi thiéu chung vé dw an/dw todn mua sim, goi thiu

- Tén du toan mua sam: G6i thau thudc du todn mua sim: Mua vat tu y té tiéu
hao céc loai - Hoa chét xét nghiém va vat tu di kém — Sinh phém chuén doan sir dung
nam 2026-2027 (B6 sung).

- Tén g6i thau: Goi thau sd 1: Mua sdm vat tu y té tiéu hao cac loai.

- Chu dau tu: Trung tam y té khu vuc Tuy Dtc

- Pia diém thuc hién: Trung tam y té khu vuc Tuy Dtic. Dia chi: Thon 2, Xa
Tuy Pirc, Tinh Lam Pong

- Hinh thtrc lya chon nha thau: DAu thau rong rai.

- Phuong thure lya chon nha thau: Mot giai doan mot tui ho so

- Nguén von: Ngudn ngan sach nha nudc cap, nguon thu su nghiép nim 2026-
2027, ngudn kham, chita bénh BHYT, va cac ngudn thu hop phap khac

- Thoi gian bat dau t6 chirc lua chon nha thau: Quy I1I, 2026

- Loai hop dong: Pon gia ¢ dinh

- Thoi gian thuc hién géi thau: 12 thang.

1.2. Yéu céu vé ky thuat

1.2.1. Yéu cau chung:

- Yéu cau nha thiu mé ta théng sb ki thuat cua hang hoa va cac dich vu lién
quan chimg minh hang hoéa do nha thau chio tuan thu cac thong sd k¥ thuat va cac
tiéu chudn dudi day hodc c6 ciu hinh twong duong. Bat ky thuong hiéu, nhan hiéu
nao néu cé trong bang yéu cau ki thuat déu mang tinh chat minh hoa cac tiéu chuan
chat luong, tinh ning k¥ thuat yéu cau. Nha thdu cé thé liva chon dw thau hang héa
¢6 nguén goc, xudt xir, nha san xudt, thwong hiéu phit hop véi diéu kién cung cip
nhuwng phdi dim bdo yéu cau cé théng sé ky thugt, tinh néing siv dung, tiéu chudn
cong nghé “twong dwong” hodc tot hon so véi cac yéu cau cu thé & dudi va cung
cap tai liéu chimg minh sy dép tGng tot hon cta hang héa chao thau so véi yéu cau
cua HSMT.

- Noi ham tuong duong duoc quy dinh trong yéu cau k¥ thuat dugc hiéu la:
(1) Pugc co quan c6 tham quyén ching nhan turong duong tiéu chuin
(2) Tuwong duong vé chat lugng hinh anh, d6 chinh xac mau sic va goc nhin.



(3) Tuong twong vé tinh chit co khi va thudc tinh vat Iy cua vat lidu.

(4) Tuong duong vé tinh ning co ban, d6 tin cdy, pham vi tng dung

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

(6) Tuong dwong vé gia tri do; d6 chinh xac két qua do;

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

(8) Cac yéu tb tuong duong khac (néu co)

- Nha thau phai c¢6 bang dap tng vé k§ thuit ciia hang hoa chao thau theo cac
m?lu sau:
+ Bang dap ung tinh phap 1y hang héa (file word/excel + ban ky déng diu, scan dinh kém E-
HSDT):

. Tiéu
Tén thuwong z
. N Quy chuan .
mai tham . .| Tén R i X Thong tin
- Ky ma . | Chi | cach chat | =~
R khao Ca nha i , o . s osn ké khai gia|
Tén A hiéu / . s¢ (déng go6iPhan loai thiét bi y|_ . . X L, lugng £ . e ven s
. (luu y tén - san - N £ . .. o |SO luu hanh| Giay phép ban (néu cd) / | Tai liu san
TTihang | hghoa | DA | g, | DU | cta €€ theoNghidinh | L ypy ! ping méuce) | D | niem yét hém
héa B0 | macsan| o | (néu | hang | 98/2021/ND-CP g CE,.. |™™mY p
theo SO luu N Xuat ) j . .| gid (néu
. pham , c6) |hoa dw (Ghi ro N
hanh X thiu ngay hét| ¥
TTBYT) gay
han)
] @ 3 “ OREONNC) ® ® (10) an (12) (13)
Néu ré hang hoa
dwoc phan logi nao
kém theo s6 vin
ban phap Iy nhu
sau: - Catalog,
o - Szi cézzg b6 tiéu; . T%reo hdn% Ghi‘ r0 cfd‘y du Theo | Day dii 2 B{”ochu:e, )
Tén hang Theo chuan dap dung doi | héa thuc té | toan bo qua . , .. |Hudng dan sir
, Theo | Theo . Theo ST . R Jhang hoa | thong tin: ,
héa . . hang . voi thiet bi y té | (do co quan|trinh: Tén cu thé P . | dung, ... cua
Theo . hang | hang B hang . k Lo L thue té Gid va . P
1 TTBYT la |, , 3 hoa |, , thudc loai A, B co tham Chui so hitu s . nha san xuat.
HSMT P hoa thuc| héa hoa thuc s N .| (Ghiré | Thoi gian o
theo So lvu P 4| thuc J - Hodac So giay quyén cua | TTBYT -> Nha R - Tai liéu
. te thuc té P te , o 9 K <. s | ngay hét|hét hiéu luc| ) .
lhanh TTBYT. té chirng nhan dang | Viét Nam | phdan phoi (néu han) (néu c6) chirng minh
. . . U c
ky luw hanh doi voi cap) ¢6) -> Nha thau ’ cua bén thir ba
thiét bi y té thuge
loai C, D
- Hodc Bang phan
loai TTBYT A4, B, C,
D
Nha thiu cam két nhing ngi dung ké khai néu trén li chinh xdc va hoan toan chiu trach nhi¢m vé thong tin ké khai.
Truong hop Nha thau cé tinh ké khai théng tin khong trung thuc nham viot qua buée danh gia ve ky thudt sé dwoc coi la hanh vi gian lan trong
\ddu thau theo quy dinh tai Khoan 4 Piéu 16 Ludt Pdu thau va Nha thau sé hoan toan chiu trach nhiém, chtfp nhdn chiu xu Iy theo quy dinh cua E-
HSMT va phdp ludt vé ddu thau

Luu y: (*): Tai budc hoan thién, ky két hop dong, ddi voi hang hoa 1a vat tu,
nha thau phai cung cAp ma vét tu phuc vu thanh toan bao hiém y té (néu co) theo
Thong tu s6 04/2017/TT-BYT, Quyét dinh s6 5086/QD-BYT ngay 04/11/2021 (dot
1) va cac Quyét dinh cap nhat, bo sung cac dot tiép theo. Trong trudng hop tén hang



hoa theo khong triung v6i Thong tu sd 04/2017/TT-BYT, Quyét dinh s6 5086/QD-
BYT va cac vin ban lién quan, nha thau c6 trach nhiém phdi hop cing Bén mua giai
quyét va dinh chinh thong tin dé thuc hién thanh toan BHYT

- Nha thau phai c6 bang dap tng vé ky thuat ctia hang hoa chao thau so sanh

v6i yéu cau ki thuat caa E-HSMT (dinh kém file word/excel + ban ky dong dau,
scan tai E-HSDT):

STT| Tén | Yéucau | Quycach | Dép Gmg k¥ thuat Quy | Tai liéu k¥ thuat tham chiéu
hang | k¥ thuat | dong géi | cua Ho so du thau cach trong E-HSDT
hoa ctia HO (tham dong
SO moi khao) g0i clia
thau theo E- hang
HSMT hoa du
thau
M1 @ 3 “ ) (6) (7
1 Theo Tén Quy cach | - Tén hang hoa: ... Quy
HSMT | hang hod | dong go6i | - Tén thuong mai | céch
theo theo (néu ¢6): Tén hang | dong
HSMT | HSMT hoa theo s6 cong bd | goi thuc
lwu hanh, hodc theo | té cua
chung tir nhap hang | hang
(trong truong hop | hoa du
co su sai khac véi thau
Tén hang hoa theo
HSMT).
- Model: ...
- Nha san xuét: ...
- Xuat xir: ...
- Chi s¢ hitu (néu
co): ...
Mo ta MO ta hang hoa cua Dan chiéu ting chi tiét mo ta
hang héa E-HSDT (chi tiét hang hoa (trich dan cuy thé toi
cua E- dap ung timg muc) Trang... cua Catalog/Tai liéu
HSMT k¥ thuat va Mo ta hinh anh...

thuoc E-HSDT) (theo vi du
dudi day bao gébm ca doan
vin mod ta chi tiét noi dung
dap ung)

Ddng thoi, nha thau can danh
dau (Highlight) trén tai liéu
ky thuat thong s cu thé cia
hang hoéa dap tng yéu cau ky
thuat tai E-HSMT.




STT| Tén | Yéucau | Quycach | Dép tmg k¥ thuat Quy | Tai liéu k¥ thuat tham chiéu
hang | k¥ thuat | dong géi | cua Ho so du thau cach trong E-HSDT
hoa ctia HO (tham dong
SO moi khao) g0i clia
thau theo E- hang
HSMT hoa du
thau
@ @ 3) 4 ) (6) (M

Tiéu chi dap tung
twong duong hodc
t6t hon

- Tai liéu ching minh theo
huéng dan bén trén vé “Noi
ham tuong duong”

- Hodc tai liéu ching minh
mot s6 tinh ning k¥ thuat ca
E-HSMT dua ra 1a tiéu chi
khong co ban (viéc khong dap
ung khong lam anh hudng toi
tinh nang st dung cua hang
hoa dy thau) dé T6 chuyén gia
xem xét déanh gia “Chap nhan
duoc”.

Tiéu chi gay han ché
nha thau (khong
dugc xem xét va
danh gia)

Tai liéu ching minh yéu cau
ky thuat chi c6 duy nhét 01
nha san xudt dap tng

Nha thau cam két nhitng néi dung ké khai néu trén la chinh xdc va hoan toan chiu trach nhiém vé
thong tin ké khai.
Truong hop Nha thau cé tinh ké khai théng tin khéng trung thwc nham vuwot qua buée danh gia vé ky

thudt sé duoc coi la hanh vi gian lgn trong déu thau theo quy dinh tai Khoan 4 Piéu 16 Ludt Dau thau

va Nha thdu sé hoan toan chiu trach nhiém, chdp nhdn chiu xit Iy theo quy dinh ciia E-HSMT va phdp

ludt vé dau thau




1.2.2. Yéu ciu k¥ thuit chi tiét:

STT

Tén hang hoa

Yéu ciu vé dic tinh, cAu hinh thong s6 ky thuit ciia hang
hoa (Hoic twong dwong, hodc tét hon)

Bang cudn

Kich thudc: > 9 cm x 2,5m. San phém duoc dét tir soi 100%
cotton

Bang chun, bang dan
hoi cac loai, cac co

Kich thudc 3 moc > 10cm x 3m (trang thai khong kéo gian)

Bang chun, bang dan
hoi cac loai, cac co

Kich thudc 2 moc > 7,5cm x 3m (trang thai khong kéo gian)

Bong (gon), bong tam
dung dich cac loai, cac
co

Thanh phan: béng xo tu nhién. Mang bong duogc xir Iy bang
cong nghé SPUNLACE giup soi manh, mém, khong co 1an cac
manh 14 hodc vé hat, khong mui, bong cd6 mau tréng, lam tur
bong xo tu nhién dung trong linh vyuc y té hodc gia dung (chim
soc vét thuong, tham hut chit dich, vé sinh bé mit da...). Ngoai
quan: Dang dai dugc cudn thanh cudn chéc, khong am uét, soi
chic, min; Khoéng mui la; Mau sdc hoan toan trrfmg, mau tréng
tu nhién; thim hut tt, khong doc té va khong khong gay di
g, khong gay kich tng da. Khong c6 tap chat, chi c¢6 soi
bong, khong dé lai to gon khi sir dung trén ngudi bénh. Do bén
kéo dut: huong 1 (N): > 24; hudéng 2 (N): > 2. B9 gian dai khi
dat: hudng 1 (%): tir 5-8; huong 2 (%): tir 25-35. Gi6i han acid
- kiém: Pat trung tinh (Ca hai dung dich khong c6 mau hong).
bo tréng: > 80% + 10%. Chéat hoat dong bé mat: < 2mm. Tdc
dd chim: < 8s. Kha nang hat nudc (D6 hat nudce): >100g (= 20g
nude/ 1g bong). Phat quang: Pat (Khong ¢ sgi mau xanh lam
dam). Chit mau chiét duoc: Pat theo yéu cau Duoc dién Viét
Nam V. Chit tan trong ether: khong qua 0,5%. Chat tan trong
nude: khong qué 0,5%. Mat khdi lugng do sdy kho: khong qué
8,0%. Tro sunfat: khong qua 0.4%. DPinh tinh: ngdm dung dich
kém clorua-iod -> Soi chuyén qua mau tim.

Pat tiéu chuan ISO 9001; ISO 13485, EC, GMP, FDA hoic
turong duong. San xuét theo tiéu chuin Duoc dién Viét Nam.
Quy cach dong goi tbi thiéu: 1 kg/goi.

Chi khau tiéu cham
cac loai, cac co&

Chi tan cham tu nhién chromic catgut s6 1/0, dai 75 cm, kim tron
1/2¢, dai 40 mm. Kim thép 302 phu silicon. Chi lam tur collagen
tinh khiét, soi chic, mém dé uén. Pong goi bang gidy tiét tring
80gsm (100 micron) do bén cao, ngan khuén hiéu qua

Chi khau tiéu cham
cac loai, cac co&

Chi tan cham tu nhién chromic catgut s6 2/0, dai 75 cm, kim tron
1/2¢, dai 26 mm. Kim thép 302 phu silicon. Chi lam tur collagen




Yéu ciu vé dic tinh, cAu hinh théng s6 k§ thuit ciia hang

STT Tén hang hoa , . Y
hoa (Hoiac twong dwong, hoic tot hon)
tinh khiét, soi chiac, mém dé uén. Pong goi bang gidy tiét tring
80gsm (100 micron) do bén cao, ngin khuan hiéu qua
Chi tan tong hop da soi polyglactin 910, phu Poly (glycolide-
- Chi khau tiéu trung | co-L-lactide) (30/70) va Calcium Stearate, s6 3/0, dai 75 cm,
binh cac loai, cac cd | (duy tri stc cang > 65% sau 14 ngay, tan hoan toan 56-70
ngay), kim tron 1/2¢, dai 26 mm. Kim thép 302 phu silicon
Chi tan cham ty nhién chromic catgut s6 4/0, dai 75 cm, kim
g Chi khau tiéu cham | tron 1/2¢, dai 26 mm. Kim thép 302 phu silicon. Chi lam tur
cac loai, cac co collagen tinh khiét, soi chac, mém de uon. Pong gdi bang giay
tiét trung 80gsm (100 micron) d6 bén cao, ngin khuan hiéu qua
9 Chi khau tiéu cham | Thanh phan: Polyglycolic acid 2/0, dai 75cm kim 1/2 kim tron
cac loai, cac co vong kim 26mm.
Chi tan tong hop da soi polyglactin 910 c6 khang khuan
10 Chi khau tiéu trung | Chlorhexidine Diacetate s6 2/0, dai 75 cm, (duy tri stic cing >
binh céc loai, cdc c& | 65% sau 14 ngay, tan hoan toan 56-70 ngay), kim tron 1/2c, dai
26 mm. Kim thép 302 phu silicon
1 Chi khau tiéu trung | Chi tan tong hop da soi polyglycolic acid s6 3/0, dai 75 cm, kim
binh céc loai, cdc c& | tam giac 3/8c, dai 24 mm. Kim thép 302 phu silicon
12 Chi khau tiéu trung | Chi tan tong hop da sgi polyglycolic acid s6 4/0, dai 75 cm, kim
binh céc loai, cdc c& | tron 1/2c, dai 17 mm. Kim thép 302 phu silicon
Chi tan cham ty nhién chromic catgut s6 2/0, dai 75 cm, kim
13 Chi khau tiéu cham | tron 1/2¢, dai 30 mm. Kim, thép‘302 Phu silicon. Chi lé?m tur ’
cac loai, cac co collagen tinh khiét, soi chdc, mém dé udn. Pong gbi bang giay
tiét trang 80gsm (100 micron) d bén cao, ngan khuan hiéu qua
Chi tan nhanh ty nhién plain catgut s6 4/0, dai 75 cm, kim tron
14 Chi khau tiéu nhanh | 1/2c, déi’ 26 mm. ’Kim :[hép ~302 phu silicon. C‘hi lém, tur collagen
cac loai, cac co tinh khiét, s¢i chac, mém dé uon. Bong goi bang gidy ti€t trung
80gsm (100 micron) d bén cao, ngin khuan hiéu qua
Chi khong tan tong hop don s¢i Polyamid 6/66 Copper
Phtalocyanine, s6 6/0, dai 45cm, kim tam giac, 3/8 vong tron
dai 12mm, kim lam bang hop kim AISI 300 series (304) thanh
phan: Carbon, Mangan, Luu huynh, Silic, Crom 17-19%, Niken
15 Chi khau khong tiéu | 8-11% theo tiéu chuédn ASTM £899-20 hodc twong duong, dat

cac loai, cac co&

d6 nham bé mat <0,4 Ra hoic twong dwong, phu silicon. Phan
than gan chudi kim dugc lam det dé tang d6 6n dinh va chac
chin trong kim mang kim. Luc cing kéo nut that > 3.04N.
Dong goi tryc tiép 2 16p: 1a nhom bén trong, vo nhya bén ngoai
hodc tuong duong.




Yéu ciu vé dic tinh, cAu hinh théng s6 k§ thuit ciia hang

STT Tén hang hoa . . Y
hoa (Hoiac twong dwong, hoic tot hon)
Tiéu chuan FDA, EC, ISO hoic twong duong
s Kich thudc: > 150mm x 20mm x 2mm. San pham duoc tiét
16 be ludi go . N , )
trung bang khi Ethylene Oxide (E.O)
17 Gac cac loai, cac cd | Kich thudc > 5cm x 7em x 12 16p, v6 trung
18 Gac cac loai, cac cd | Kich thudc > 7,5cm x 7,5¢cm x 8 16p, v6 trung
19 Gac céc loai, cac c& | Kich thudc > 30cm x 40cm x 10 16p vo trung can quang
. . Gang tay dugc san XUt tir cao su thién nhién, chua tiét trung,
Gang tay sir dung , A s Al A e, 1% LA LA
_ . ] chi sir dung 1 1an va thuan ca 2 tay. Bé mat nhan toan b bén
20 trong tham kham céac . B . . R 2 .
C . ngoai gang hodc nham ngdn, cé phu bdt, chiéu dai 220mm-
loai, cac co .
240mm (theo size).
. , Gang tay dugc san Xuat tir cao su thién nhién chat luong cao (da
Gang tay sir dung A T S L oan A s A A1
_ . ] ly tdm loai trir cac yéu to tap chat, doc t0, tdc nhan gay di
21 trong tham kham cac | ; o N ) . T
L ung...) tit trung bang khi EO. Gang loai c6 phu bdt, bé mat
loai, cac c& . < .
nhan hoac nham.
22 | Khautrangyté 3 16p | Khau trang y té 3 16p, tiét tring

Kim cham ctru cac

23 . Cac co
loai, cac co
S6 20G. Catheter bang FEP-Teflon hodc PUR khong c6 chtra
iy Kim luén mach mau latex,‘ DEHP. ‘ ‘
cac loai, cac co& C6 dau bao vé bang kim loai. Pau kim dugc > 3 mat vat. Vat
ligu FEP-Teflon hodc PUR. Kim ludn cé canh, c6 ctra.
S6 22G. Catheter bang FEP-Teflon hodc PUR khong c6 chtra
)5 Kim ludn mach mau latex,‘ DEHP ‘ ‘
cac loai, cac co& C6 dau bao vé bang kim loai. Pau kim dugc > 3 mat vat. Vat
ligu FEP-Teflon hodc PUR. Kim ludn cé canh, c6 ctra.
S6 24G. Catheter bang FEP-Teflon hodc PUR khong c6 chtra
26 Kim ludn mach mau latex,‘ DEHP ‘ ‘
cac loai, cac co& C6 dau bao vé bang kim loai. Pau kim dugc > 3 mat vat. Vat
ligu FEP-Teflon hodc PUR. Kim ludn cé canh, c6 ctra.
- Xy lanh dung tich 5ml, duoc san xuat tir nhya y té nguyén
sinh trong sudt, nhin bong, khong cong vénh, khong c¢é ba via.
Vach chia dung tich rd nét.
7 Kim tiém ding mot | - C6 thang chia dung tich hut toi da dén > 6ml

1an 5ml

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

- Kim 1am bang thép khong gi, sic nhon, vat > 3 canh. Kim cac
& 23Gx1", 25Gx1". Pbc kim ¢6 mau gitp phan biét ¢& kim
theo tiéu chuan qudc té va dugc gan chit v6i than kim khong




STT

Tén hang hoa

Yéu ciu vé dic tinh, cAu hinh théng s6 k§ thuit ciia hang
hoa (Hoic twong dwong, hoic tét hon)

gdy 10 ri, an toan khi st dung. C6 gidy chimg nhan dat tiéu
chuan EN ISO 13485 hoic twong duong

28

Ong dat ndi khi quéan
cac so cac loai

San xuét tir nhua PVC khong doc hai, trong subt mém mai. Céac
s0.

29

Ong sonde da day cac
sd

Puoc san xuat tir nhya PVC, khong doc hai, khong gay kich
g hoic tir 100% silicon. Céc sb.

30

Chi khong tan ty nhién
56 3/0, dai 75 cm, kim
tron 1/2¢, dai 26 mm

Chi khong tan ty nhién silk s6 3/0, dai 75 cm, kim tron 1/2¢, dai
26 mm. Kim thép 302 phu silicon. Péng goi bang gidy tiét
tring 80gsm (100 micron) d6 bén cao, ngin khuan hiéu qua

31

Bing c¢6 dinh khép
trong diéu tri chan
thuong chinh hinh céc
loai, cac co

Kich thudc: > 8cm x 4.5m. Nén: 100% soi cotton trang. Hon
hop keo nong chdy: Zinc dibutyl dithiocarbamate, SIS
copolymer, Zinc oxide, dau khoang trang. Do co gidn > 90%.
S6 soi trén 10cm > 160, d6 day 0.8 mm — 1 mm.

Kiém tra vi sinh theo tiéu chuan EN ISO-11737-1 hodc tuong
duong: Tong s6 vi khuan hiéu khi - TAMC < 100 cfu/g. Téng
s6 men va ndm méc - TYMC < 10 cfu/g. Chimg nhan ISO
13485, CFS tai cac nudc tham chiéu hodc tuong duong

32

Béng dinh cac loai,
cac co

Nén: Vai dét tir cellulose acetate, sd soi 44 x 19 + 0.5 soi/cm,
trong lugng 80 + 3 g/m>. Hon hop keo néng chay: Zinc dibutyl
dithiocarbamate, SIS copolymer, Zinc oxide, Lanolin stellux
AIPF, Titanium dioxide, Styrenic Block Copolymers, dau
khoang tring.

D0 nhét 8.100-12.700 cP.

Trong luong khéi phu: 55 £ 10 gsm, lyc dinh 1,8-5,5 N/cm

- Dé xé, khong bi tua vai khi x¢é, dinh tdt, khong bi sot keo khi
thao bang.

- Kiém tra dat gi6i han vi sinh theo Duogc dién Chau Au/EN
ISO 11737-1 hodc tuong duong

- Pat tiéu chuén ISO 13485, CE MDR, CFS tai cac nudc tham
chiéu hodc twong duong

- Kich thuéce: > 1.25cm x Sm

33

Ong nghiém iy méu
K3 EDTA nip nhya

Chat liéu: Ong dugc lam bang nhya y té PP, kich thudc 6ng >
12x75mm, Nap bang nhya LDPE méau xanh duong. Hoa chét
bén trong 1a Tripotasium Ethylenediaminetetra Acid (EDTA
K3) véi nong do tiéu chuan dé giir cc té bao trong mau nhat 13
tiéu cau ludn & trang thai tach roi toi da tir 6 - 8 gid. Dung trong
xét nghiém huyét hoc (cong thirc méu va xét nghiém HbAllc...)
Hoa chit bén trong ding khang dong cho 2ml mau véi vach 1iy




.y , Yéu ciu vé dic tinh, cAu hinh théng s6 k§ thuit ciia hang
STT Tén hang hoa i . Y
hoa (Hoiac twong dwong, hoic tot hon)

mau 2ml riéng biét trén nhén ong.

Ong nghiém khong bi nit v, ro ri khi ly tam véi tde do > 6000
vong/phiit (Phai dinh kém két qua kiém nghiém do T6 chirc / co
quan c6 chirc ning cap)

Pat tiéu chuan EN ISO 13485, CE hoic tuong duong

Chat liéu: Ong duoc lam bang nhya y té PP, kich thudc ong >
12x75mm, Nap bang nhya LDPE mau den. Hoa chit bén trong
1a chat khang d6ng Heparine Lithium. Dung dé tach huyét
twong lam xét nghiém dién giai d6 (Na., K+, Cl...trir Li.), khi
mau. Ngoai ra con st dung cho cac xét nghiém sinh hoa dac
34 Ong nghiém’ ldy mau | biét 1a NH3 va dinh luong Alcool trong mau. H(")a chfit bén
Heparin, nap nhya trong dung khang dong cho 2ml mau véi vach lay mau 2ml
riéng biét trén nhan dng.

Ong nghiém khong bi niit v&, 10 ri khi ly tdm voi tbe do > 6000
vong/phit (Phai dinh kém két qua kiém nghiém do T chtic / co
quan c6 chiic ning cap)

Pat tiéu chuan EN ISO 13485, CE hoic tuong duong

* Kich thuéc > 13x75mm. Nhya PS trang trong, nap an trong
Ong nghiém nhya PS | mau tring, dung tich t6i da > 5ml

35 Sml * Str dung nhura tinh khiét trung tinh khong phan tng voi cac
nap trang, c6 nhan loai hoa chat chira bén trong.

* Pat tiéu chudn ISO 13485 hoic twong duong

Chlorhexidine Digluconate 0,5% (v/v); Ethanol 80% (v/v);

) , 2 Isopropyl alcohol (Isopropanol) 7.2% (v/v) va cac chat phu gia,
Dung dich sat khuan

36
tay nhanh

chat dudng da (Glycerine, Alpha- Terpineol, Alpha-Bisabolol,
Aloe Vera, Vitamin E...) vura du 100%.

Quy céach déng goi tdi thiéu: Chai/500ml

37 | Ddy n6i di kém diy | Day nbi may bom tiém dién > 140 cm. Khong c6 chat phy gia
truyén céc loai, cac c& | DEHP

1.3. Cac yéu cau khac
* Nha thdau phdi ngp cung véi E-HSDT cdc tai liéu sau diy:
Ddi véi toan bo hang hoa:

- Co6 Catalog hoac tai liéu k¥ thuat khac ciia Nha san xuét ¢ dz‘iy dt ndi1 dung
ching minh céc dic tinh, thong sd ki thuat dbi v6i cac hang hoa chao thau (Néu la
ngdn ngit nudc ngoai phai cd ban dich sang tiéng Viét) c6 ddy du ndi dung chimg
minh théng s6 ky thuat d6i v6i cac hang hoa tham du thau theo yéu cau ciia E-HSMT



va chiu trach nhiém vé noi dung va tinh chinh x4c giita ban gdc va ban dich). Pong
thoi, nha thau cin danh diu (Highlight) thong s6 cu thé ciia hang hoa dap vng
yéu cau k¥ thuat tai E-HSMT trén ca tai liéu Tiéng Anh va Tiéng Viét.

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

- C6 gidy chimg nhan dat tiéu chudn quan Iy chat luong ISO 13485 hodc CE
hodc FDA hoac tuong duong ctia nha san xuét con hiéu lyc véi cac mit hang tham
du.

- S6 luu hanh con hiéu lyc bao gém Sb cong bd tiéu chuan ap dung ddi voi
Thiét bi y té thudc loai A, B do S¢' Y té cip hodc S6 gidy chimng nhan ding ky luu
hanh dbi véi Thiét bi y té thudc loai C, D do B Y té cap va Két qua phan loai Thiét
biy 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.. Dbi v6i truong hop S6 luu hanh hét hiéu luc, dé nghi Nha thau giai
trinh kha nang cung tmg hang hoa.

Luuy:

- Trong trudng hop Nha thau chimg 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 ding 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 hoa chao thau d3 duoc ké khai gia (Pdi v6i hang
hoa bat budc ké khai gia theo quy dinh tai Thong tu s6 29/2024/TT-BYT ngay
03/11/2024 ctia B6 Y té) hodc niém yét gia Thiét bi y té theo Khoan 9 & 10, Piéu 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
d6ng: Nha thau phai nop cac tai liéu chimg minh kha ning cung virng hang héa cé
ngudn goc ré rang va hop 1¢, nham dam bao dap tng yéu cau vé nang luc ki thuét
theo quy dinh vé “Piéu kién ky két hop dong” tai Khoan 2 Piéu 66 Luat dau thau so
22/2023/QH15. Trudng hop Nha thau khong thé cung cip tai liéu chimg minh, Nha
thau s& khong du diéu kién xét trang thau theo hudng dan tai Khoan 19 Diéu 140
Nghi dinh sé 214/2025/NP-CP.

Doi véi véu cau lip dit, giao hang, tudi tho cia hang hoa:

Cam két tat ca hang hoa cung cip méi 100%, chua qua st dung, san xuit nim
2025 tré di, c6 ngudn gdc xuat xir rd rang, con nguyén dai, nguyén kién theo quy
cach dong gbi clia nha san xuat.

Muc 2. Bian vé: Khong c¢6



Muc 3. Kiém tra va thir nghiém: Viéc kiém tra, thir nghiém cac hang hoa
duoc yéu cau s& duoc to chirc tai Trung tam y té khu vuc Tuy Dtic; Dia chi: Thon 2,
X4 Tuy Dtrc, Tinh Lam Pong. Hang héa nha thau cung cép trude khi dugc nghiém
thu s& dugc Cha dau tu kiém. Bét ctr hang hoa nao khong dam bao chét luong theo
yéu cau cua E-HSMT va E-HSDT sé& khong duoc nghiém thu



