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

Muc 1. Yéu ciu vé ky thuit
1.1. Gi6i thiéu chung vé du 4n va géi thau
- Chu dau tu: Trung tm y té Huong Khé

- Dy todn mua sim: Mua sam vt tu y té ndm 2026-2028 cho Trung tim y t& Huong
Khé

- Tén gobi thau: Goi thau s6 01: Mua sam vt tu y t& nam 2026-2028 cho Trung
tam y t€ Huong Khé

- Nguén von: Nguon thu cia don vi

- Hinh thtrc lya chon nha thau: DAu thau rong rai, trong nudc, qua mang
- Phuong thtrc lya chon nha thau: Mot giai doan, mat tui hd so.

- Thoi gian bat dau t6 chiic lya chon nha thau: Quy 111/nam 2026

- Loai hop ddong: Pon gia ¢b dinh

- Thoi gian thuc hién hop dong: 24 thang

- C6 nhiéu phan/16: C6

- Tuy chon mua thém: C6, Khdng qué 30% khdi lugng tuong tng 1.949.230.500
dong

1.2. Yéu cdu vé kj thugt
1.2.1. Tai liéu chirng minh tinh hop Ié ciia hang hoa

a. Bang Danh muyc hang hoa du thau trong E-HSDT theo Mau NT — 01 tai muc 4
Chuong V. Yéu cu nha thau ké khai dﬁy du thong tin tai cac cOt va ghi muc luc
clia tai liéu tham chiéu (chi dan dén s trang hodc dén folder chira tai liéu). Nha thau
phai nop dong thoi file Excel danh muyc hang héa du thau va ban scan c6 ky dong
dau hop 16.

b. Co catalog hoic tai liéu ki thuat ctia nha san xuét ghi rd:

- Ky ma hiéu, nhan mac san pham (theo quy dinh ctia nha san xuat);

- Tén nha san xuét;

- Thong s k¥ thuat hang hoa;

- Quy cach hang héa (néu co);

c. Déi véi hang hoa 14 trang thiét bi y té, cung cap céc tai liéu sau:

- Bén phén loai trang thiét b y té theo quy dinh tai Nghi dinh s6 98/2021/ND-CP,
Nghi dinh s6 07/2023/ND-CP va cac quy dinh hi¢n hanh.

- S0 Iuu hanh con han theo quy dinh tai Nghi dinh s6 98/2021/ND-CP, Nghi dinh s
07/2023/ND-CP va céac quy dinh phap luat hién hanh, cu thé nhu sau:



+ Poi VOl trang thié't’ biy té loai A, B: Phai cung cap Sé cong 196 (hoac Phiéu thong
tin) H6 so cong bo tiéu chuan ap dung cua trang thi€t bi y t€ trén Cong thong tin
dién tir BO Y t€ (dmec.moh.gov.vn).

+ Ddi VOl trang thiét bi y té loai C, D: Phai cung cip gidy chimg nhan ding ky luu

hanh hogc gidy phép nhap khau con han cua BO Y té theo quy dinh (Déi voi trang thiét

bi y té khong thudc danh muyc phai cp pheép nhap khau theo quy dinh tai Thong tu
30/2015/TT-BYT thi Nha thau phai cung cap To khai hang héa nhap khau).

- S cong bd (hoic Phiéu thong tin) Hb so cong bd du didu kién mua ban trang
thiét b1 y t€ theo quy dinh tai Nghi dinh s6 98/2021/ND-CP, Nghi dinh s6 07/2023/ND-
CP va céac quy dinh phap luat hién hanh.

- S6 cong bo (hoac Phiéu thong tin) hd so cong bd du dicu kién san xuat ddi véi

trang thiét biy té san xudt trong nudc, theo quy dinh tai Nghi dinh sé 98/2021/NP-CP,
Nghi dinh s6 07/2023/ND-CP va cac quy dinh phap luat hién hanh.

- Co mot trong cac ching chi ISO 9001, ISO 13485, FDA, chirng nhén luu hanh
cua B0 y t€ hoac tuong duong

- C6 gidy phép nhdp khau cua Bo y té dbi véi cac loai hang hoa thudc diéu kién
bét budc

d. P6i véi hang hoa khong phai 1a trang thiét bi y té:

Tai li¢u chirng minh dac tinh k¥ thuét cia hang hoa
To khai hang hoa nhéap khau.

@

Céc yéu cau khac:

Trong trudng hop can thiét, nha thau phai cung cip dudng link dé Chu dau tu tra
ctru, doi chiéu catalog, tai licu k¥ thudt ciia hang hoéa;

- Cac tai liéu tai cac muc b), ¢), d) noi trén:

+ Neéu la ban sao phai cé ching thuc ctia co quan chirc nang, néu tai liéu dugc cap
truc tuyén thi phai c6 dau xac nhan ctia nha thau va nha thau chiu trach nhiém vé tinh
chinh xac ctia ngi dung

+ Néu str dung bang tiéng nudc ngoai phai co ban dich sang tiéng Viét Nam va nha
thau chiu trach nhiém phap 1y vé tinh chinh x4c ctia ndi dung dich thuat khi phéat hanh.
Trong truong hop c6 su sai khac giita ban dich va ban gbc thi Cha dau tu s& danh gia
dua vao ban goc.

1.2.2. Théng sé kj thudt

Yéu cau vé ddc tinh, théng sé kj thudt quy dinh trong muc ndy 1d t6i thiéu, chi nham
muc dich mo ta va khong nham muc dich han ché nha thau. Bat ky tiéu chudn vé ché
tao, cong nghé, quy trinh san xudt cdc vat tw va thiét bi ciing nhw tham chiéu dén nhan
hiéu hang héa, ky md hiéu (néu cd) trong yéu cau vé tiéu chudn kj thudt chi tiét thuéc
néi dung yéu cau (tiéu chi danh gid chi tiét) chi nham muc dich mé td cdc tiéu chudn
chat lwong, tinh nang ky thudt. Nha thau cé thé dwa ra cdc tiéu chudn chat heong, ky ma
hiéu, nhén hiéu hang héa khdc c6 ddc tinh, théng sé ky thudt twong dwong hodc cao hon
mién la nha thau c6 thuyét minh gidi trinh va chitng minh mdt hang dir thau c6 tinh
ndng, déc tinh, thong sé ky thudt twong dwong hodc cao hon so véi yéu cau quy dinh tai
muc nay;,



STT Tén hang hoa Yéu ciu k§y thuit hodc twong dwong Quy céach
| Phin 1. Bong, dung dich sat khuin, rira vét thuong

1.1 Bong thdm nude y té | 100% bong tu nhién. Mau trang tu nhién, khong mui 01 kg/goi
Thanh phan:
4%KI/kl Chlorhexidine Digluconate.

Ché pham sat khuan | Ham luong phu gia vira da 100%
19 tay phau thuat dung Ché: phém sat khudn tay phau thuat dung trong y té can’5 lit
' trong y t€ ASI- Ché pham c6 hi¢u luc diét 99,99% cac vi khuan Staphylococcus aureus,
SCRUB Pseudomonas aeruginosa, Shigella flexneri, Mycobacterium tuberculosis, Bacillus
subtilis, nAm Candida albicans sau 3 phut tiép xtc.
Ché pham di dugc danh gia theo tiéu chuan EN 12791 hodc tuong duong
Dung dich khtr khuan muc d6 cao 3,78L,
thanh phan ORTHO-PHTHALADEHYDE 0,55%, Benzotriazole va cac thanh
phan khac, pH 7.2 - 7.8
- Thoi gian ngdm khir khuan mirc do cao cho dung cu 1a 5 phut, tai str dung trong
vong 14 ngay. Thoi gian bao quan dung dich trong can 1a 75 ngay tinh tir khi mé
Dung dich khtr khuan | nip.
1.3 muc do cao 20391 - Khéng giy dn mon dung cu, trong thich véi nhiéu loai dung cu va vat lidu (ké ca Can 3,78 lit
Cidex OPA Polystyrene, Cyanoacrylate, EPO - TEK 353 epoxy)
- Tuong thich v61 dung cu cua cac hang san Xuét dung cu ndi soi (Olympus,
Pentax, GE, Karl Storz)
- Diét duoc hau hét cac loai vi khuén, vi rat, nAm, Truc khuan lao (Mycobacterium
bovis), theo céc tidu chuan: EN 13727, EN 13624, EN 14348, EN 14563, EN
14476 hodc tuong duong
C s Thanh phan:
Dung dich lam ¥ ach Hdn hop enzyme (Protease, Lipase, Amylase, Cellulase, Mannanase), chit hoat C A
1.4 dung cuy té A e A N T . C oy R A \ Chai 1 lit
ASIZYME 5 dong bé mat khong ion va anion, chat c¢6 1ap cac ion kim loai, chat 6n dinh, thanh

phan khéc




STT Tén hang hoa Yéu ciu k§y thuit hodc twong dwong Quy céach
-Dung dich ngam tay rira dungcuy té hoat tinh enzyme,
Lam sach hiéu qua va triét dé nhd enzyme protease va chat hoat dong bé mit. hiéu
. . .2 . | quanhanh sau 1 phut.
Durig dich tay rira be | _ it bot, pH trung tinh: 7.8-8.8 ngan khong dé lai ton luu, giup dung cu dugc khur Chai 1 lit
mat dung cu 2258
1.5 ) .| khuén hiéu qua, huong bac ha dé chiu, at dugc mui cua dung cu ban
Cidezyme enzymatic 2 N
- Bi sau va lam sach cac vi tri kho tlep can nhu cac khe ong noi soi, dong thoi [am
detergent A SR
sach hiéu qua cac chat béo va mg. ,
Buoc khuyén cao su dung d€ lam sach dung cu y t€ trude khi s dung cac dung
dich khtr khuan muc do cao cua ASP hoac tiét khuan
1.6 Con 70 do Con dat 70 do, Trong subt, khong mau, c6 mui dic trung Can 30 lit
1.7 Con 96 d6 Con dat 96 d6, c6 mui dic trung Can 30 lit
I Phin 2. Bing, gac, vit liéu cAm mau, diéu tri vét thwong
San phém duqc,dét tlr soi 100% cotton ¢6 d6 tham hut cao, khong c6 doc td.
Khéng chira chat gay di ing, khong co tinh bot hoac Dextrin, khong c6 xo mun hoa
21 Bang cudn Sem x Sm tE}n trg)ng nude va dich p’hu tang. Dugc dong gbi bang 2 16p, mot 16p bang PE, mot 10 cudn/ gbi
lop bang gidy. Kich thude: S5em x 5Sm
- Pat tiéu chuan ISO 9001:2015; ISO 13485:2016 hodc tuong duong; Chiing nhan
dang ky FDA Hoa Ky; CE, QCVN 01:2017/BCT hodc tuong duong.
San phém duoc dét tir soi 1000/9 cotton c6 do thérp hut cao, khong c6 doc td. Pugc
< o dong goi bang 2 16p, mot 16p bang PE, mot 16p bang gidy. Kich thude: 10cm x Sm A .
2.2 | Bang cuon 10cmx Sm | "5y b e chudn 1SO 9001:2015: ISO 13485:2016 hodc frong dwong: Chimg nhan | 10 491/ &0l
dang ky FDA Hoa Ky; CE, QCVN 01:2017/BCT hodc tuong duong.
Bang dinh cudn vai | Bang vai lya dan dét taffqta, mau tréng, s6 soi 44x18/cm?. Bo rang cua hai bén
2.3 lua y t¢ Ugotana, kich | giup xé d¢é dang, khong can dung kéo. Keo: Oxyd kém khong dung dung méi. Kich Cudn/ Hop

thudc 2,5¢cm x Sm

thude ding 2,5cm x 5m. Dat tiéu chuan EN 15013485 hoic twong duong.




STT Tén hang hoa Yéu ciu k§y thuit hodc twong dwong Quy céach
< , A Vai Viscose va Polyamide co gian, khong thim nuéc. Pém tham dich Mau tring
Bang dinh c4 nhan y A 1A \ 1z - A A 1 ~ A \
24 & Ugotana, kich gom b013g va 16p luql Polyethylene khong gay dlnh.RKeo Oxyd kém kh013g dung 102 cai hop
. ) dung moéi. Kich thudc: 19mm x 72mm. Pat tiéu chuan EN ISO13485 hoac tuong :
thudc 19mm x 72mm
duong
San pham dugc lam tir 2 16p vai khong dét hut nudc bén ngoai, va 1 16p dém bong
tur nhién tinh ché (100% cotton) ¢ gitta.
Bong gac dap vét Kich thuéce: 6cm x 10cm vo trung.
2.5 thuong 6 x 10cm vo | - Tiét tring bang khi EO.Gas. 1 miéng/ goi
trung Pat tiéu chuan ISO 9001:2015; ISO 13485:2016; ISO 11135:2014 hodc tuong
duong; Chirng nhan dang ky FDA Hoa Ky; CE, QCVN 01:2017/BCT hodc tuong
duong
San pham dugc lam tir 2 16p vai khong dét hut nudc bén ngoai, va 1 16p dém bong
tur nhién tinh ché (100% cotton) ¢ gitta.
Bong gac dip vét Kich thuéce: 8cm x 20cm vo trung.
2.6 thuong 8 x 20cm vd | - Tiét trung bang khi EO.Gas. 1 miéng/ goi
trung Pat tiéu chuan ISO 9001:2015; ISO 13485:2016; ISO 11135:2014 hodc twong
duong; Chirng nhan dang ky FDA Hoa Ky; CE, QCVN 01:2017/BCT hodc tuong
duong
San pham dugc lam tir 2 16p vai khong dét hat nudc bén ngoai, va 1 16p dém bong
tur nhién tinh ché (100% cotton) & gitta.
Bong gac dip vét Kich thuéce: 15cm x 20cm vo trung.
2.7 thwong 15 x 20cm vo | - Tiét tring bang khi EO.Gas. 1 miéng/ g6i
trung Pat tiéu chuan ISO 9001:2015; ISO 13485:2016; ISO 11135:2014 hodc tuong
duong; Chirng nhan dang ky FDA Hoa Ky; CE, QCVN 01:2017/BCT hodc tuong
duong
o8 Gac cti 4u san khoa vO | San xudt tir gac hat nude 100% cotton c6 do thdm hat cao 10 céil g6i

trang (10 cai/ goi)

* Kich thudc: S5em x Sem x 6 16p, vo6 trung.
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* Tiét trung bﬁng khi EO.Gas

Pat ti€u chuan ISO 9001:2015; ISO 13485:2016; ISO 11135:2014 hoac tuong
duong;Ching nhan dang ky FDA Hoa Ky; CE, QCVN 01:2017/BCT hoac tuong
duong.

2.9

Gac meche dan luu
lem x 200cm x 4 16p
v6 trung

bdc tinh k¥ thuat:

* Gac khong dét (70% vicose va 30% polyester)
* Kich thudc: 1em x 200cm x 4 16p vo trung.
Tiét trung.

1 cai/ goi

2.10

Gac hut y té kho 0,8m

Gac dugc dét tir soi 100% cotton c6 do tham hit cao. Khong c6 doc td, da dugc
giat sach. Khong chira chit gy di ing, khong c6 tinh bot hodc Dextrin, khong co
xo mun hoa tan trong nude va dich phu tang. Tdc do hit nude =< 5 gidy. D6 ngam
nude >=5gr nude/1gr gac. Chat tan trong nude <0.5%. P pH: trung tinh. P
trang: >=80% +/- 10%. Mubi kim loai: khong qua ham luong cho phép. Ham lugng
chat béo: khong vuot qua 0,5%. Quy cach: kho 0.8m, 100 mét/ tép, 1000 mét/ kién
- Pat tiéu chuan ISO 9001:2015; ISO 13485:2016 hoic tuong dwong; Ching nhan
dang ky FDA Hoa Ky; CE, QCVN 01:2017/BCT hodc tuong duong.

100 mét/ tép,
1000 mét/ kién

211

Gac phéu thuét 6 bung
40cm x 50cm x 4 16p
vo trung

Gac dugc dét tir soi 100% cotton c6 do thadm hut rat cao.Tiét tring bang khi
EO.Gas. Pugc déng goi bang bao bi gidy c6 mau chi thi tiét tring dung trong y té.
Quy cach: 40cm x 50cm x 4 16p vo trung.

-Pat tiéu chuan ISO 9001:2015; ISO 13485:2016; ISO 11135:2014 hodc tuwong
duong; Chirng nhan dang ky FDA Hoa Ky; CE, QCVN 01:2017/BCT hoac tuong
duong.

5 miéng/ goi

2.12

Keo cam mau Meril-
Bonewax cac c&

Keo cAm méu xuong, thanh phan: sap ong tinh ché, Iso propyl Myristate

Gitip cAm mau cuc bo & xuong bang cach tao ra cac hang rao co hoc. Khong tac
dong hod hoc va khong hip thu vao co thé

Dang tim 2.5g.

Co6 toi thiéu 1 gidy phép luu hanh ty do (CFS) dugc cip boi mot trong cac nude

12 miéng/ hop
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thudc Ch:&u Au
Ti€u chuan CE, FDA hodac tuong duong
A A . Kich thudc (dai x rong x cao) 8cm x 1,5cm x 2cm; Kha ning thdm hat 21 1an trong
Miéng cam mau A . X1 X A
2.13 (Merocel) luong ban dau khi ¢ trong chat long 10 Miéng/hdop
Thanh phan: Hydroxilated Poly-Vinyl Acetate hodac twong duong
Gac duoc dét tir soi 100% cotton c6 do ,thém hut rat cao. Tiét trung b:;ing khi ’
Gac phiu thuat 10em E(?.Gas. 1,31'1()0 dong gobi bang b?O b1A gidy c6 mau chi thi tiét trung dung trong y té.
214 x 10em x 6 16p v6 Kich thuge: 10cm x 10cm x 6 16p vo trung. 10 miéng/ g6i
' triin DPat ti€u chuan ISO 9001:2015; ISO 13485:2016; ISO 11135:2014 hodc tuong
g duong; Chirng nhan dang ky FDA Hoa Ky; CE, QCVN 01:2017/BCT hoac tuong
duong.
Lam tir bot thach cao lién gac. Vé‘ la giéy bac chéng am, 161 nhua 4 canh, 2 canh
515 B6tbo OBANDA | phinh to ¢ gitra giup thdm nudc déu va gitt bang bot. Bot dam bao do cing, do Thiine 72 cudn
' 10cm x 2,7m trang, dQ min. Thoi gian dong két tir 2-4 phut, répg 10cm, chiéu dai = 270cm. Dat g :
tiéu chuan ISO 13485, FDA hodc tuong duong tot hon.
Lam tir bot thach cao lién gac. Vé‘ la giéy bac chéng am, 161 nhua 4 canh, 2 canh
216 Bot bo OBANDA | phinh to ¢ gitra giup thdm nu6e déu va gitr bang bot. Bot dam bao do cing, do Thiine 72 cudn
' 15cm x 2,7m trang, d6 min. Thoi gian dong két tir 2-4 phut, rong 15cm, chiéu dai = 270cm. Pat & i
tiéu chuan ISO 13485, FDA hoic tuong duong tt hon.
11 Phin 3. Bom, kim tiém, diy truyén, ging tay va vit tu y té sir dung trong chim séc ngudi bénh
- Xy lanh c6 dung tich 50ml duoc san xuat tir nhua y té nguyén sinh trong subt,
nhan bong, khong cong vénh, khong co6 ba via.
31 Bom cho an MPV | - Pit tong c6 khia bé gay dé hiy sau khi sir dung. Hop 25 cai

50ml

- Pbc xy lanh to lap vtra day cho an. W ’
- Dat tiéu chuan FDA do co quan Quan ly Thyc pham va Thuoc Hoa Ky (FDA)
cong bd

x 16h/ kién
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C6 giay chirng nhan dat tiéu chuan EN ISO 11135: 2014, EN ISO 13485 hoic
tuong duong

3.2

Bom tiém ECO st
dung mcf)t lép 50ml
dau xoan

Xy lanh 1am bang nhya nguyén sinh trong subt, ddc xilanh c6 két cdu dau xodn
(Luer lock) dé két ndi chac chan v6i day ndi bom tiém dién; Gioiang mém déo, khi
va dung dich khong lot qua giodng ¢ dau bit piston. D& dang quan sat thé tich lam
day. Pit tong c6 khia bé giy dé huy sau khi sir dung. Vach chia liéu lwong chinh
x4ac, rd rang. Bom dugc st dung cho may bom tiém di¢n. Bom ¢6 vach chia thé
tich tdi da 60ml, vach chia nhé nhat < 1ml dé tién str dung cho tré em

- C6 gidy chung nhan dat tiéu chuan TCVN 5903:1995, tiéu chuan tiét tring EN
ISO 11135: 2014, EN 1SO 13485 hoac tuong duong

Hop 25 cai
x 16h/ kién

3.3

Bom tiém MPV sur
dung mdt lan 50ml

- Xy lanh dung tich 50ml duoc san xuat tir nhua y té nguyén sinh trong sudt, nhin
bong, khong cong vénh, khong c6 ba via. Vach chia dung tich r6 nét.

- Pit tong c6 khia beé gay dé huy, khong o6 ba via.

- Pdc xy lanh nho, gin chic chan véi tat ca cac ¢& kim, an toan khi st dung.

- Pau c6n léch tam gitp cho vige dudi khi d& dang, thuan ti¢n

- Bom ¢6 vach chia thé tich t6i da 60ml, vach chia nho nhat < 1ml dé tién st dung
cho tré em

- C6 gidy ching nhan dat tiéu chuan CE do t6 chirc/co quan duge Uy ban Chau Au

(EC) chap thuan cap, TCVN 5903:1995, tiéu chuan tiét trang EN ISO 11135: 2014,

EN ISO 13485 hoac twrong duong

Hop 25 céi
X 16h/ kién

3.4

Bom tiém MPV sur
dung mét lan 10ml

- Xy lanh dung tich 10ml dugc san xuat tir nhya y té nguyén sinh trong suét, nhin
bong, khong cong vénh, khong c6 ba via. Vach chia dung tich ro nét.

- C6 thang chia dung tich hut tdi da dén 12ml, vach chia nhé nhat <0,2ml

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

- Kim 1am bang thép khong gi, sic nhon, vat 3 canh. Kim cac ¢0 23Gx1", 25Gx1".
Péc kim c¢6 mau gitip phan biét ¢& kim theo tiéu chuan qudc té va duoc gan chat
véi than kim khong gay ro ri, an toan khi su dung.

Hop 100 cai
x 12h/ kién
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-Co giéy ching nhén dat tiéu chuan CE do t6 chire/co quan dugc Uy ban Chau Au
(EC) chap thuan cap, TCVN 5903:1995, ti€u chuan tiét trung EN ISO 11135: 2014,
EN I1SO 13485 hoac twrong duong

3.5

Bom tiém MPV st
dung mot lan 1ml

- Xy lanh dung tich 1ml dugc 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.

- Gioang c¢6 nim bom hét hanh trinh gitp tiém hét thudc, dat khoang chét <
0.03ml, khi va dung dich tiém khong lot qua duoc giodng.

- Kim lam bang thép khong gi, sic nhon, vat 3 canh. Kim 26Gx1/2". Péc kim ¢6
mau gitip phan biét c& kim theo tiéu chuan qudc té va duoc gan chat véi than kim
khong géy ro ri, an toan khi st dung.

- San pham duoc tiét trung bang khi Ethylene Oxide (E.O). Co glay ching nhan dat
tiéu chuan CE do to chitc/co quan dugc Uy ban Chau Au (EC) chap thuan cap,
TCVN 5903:1995, tiéu chuén tiét trung EN ISO 11135: 2014, EN ISO 13485 hoac
tuong duong

Hop 100 Cai
x 42h/ kién

3.6

Bom Tiém Nhua
20ml

- Xy lanh dung tich 20ml duoc san xut tir nhua y té nguyén sinh trong subt, nhin
bong, khong cong vénh, khong c6 ba via. Vach chia dung tich ro nét.

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

- Pau con léch tdm gitp cho vige dudi khi d& dang, thuan ti¢n

- Kim lam bang thép khong gi, sic nhon, vat 3 canh. Kim ¢& 23Gx1". Pdc kim ¢o
mau gitp phan biét c& kim theo tiéu chudn qudc té va duoc gan chat véi than kim
khong géy ro ri, an toan khi str dung.

- C6 giay ching nhan dat tiéu chuan CE do t6 chirc/co quan duoc Uy ban Chau Au
(EC) chap thuan cip, TCVN 5903:1995, tiéu chuan tiét tring EN ISO 11135: 2014,
EN ISO 13485 hodc tuong duong

Hop 50 cai
x 16h/ kién

3.7

Bom Tiém Nhua 5ml

- Xy lanh dung tich 5ml, dugc san xuét tir nhya y t& nguyén sinh trong sudt, nhin
bong, khong cong vénh, khong c6 ba via. Vach chia dung tich rd net.
- C¢ thang chia dung tich hut t6i da dén 6ml

Hop 100 cai
x 20h/ kién
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Quy céach

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

- Kim lam bang thép khéng gi, sic nhon, vét 3 canh. Kim cac ¢ 23Gx1", 25Gx1".
Péc kim c6 mau gitip phan biét c& kim theo tiéu chuan qubc té va duoc gan chit
v6i than kim khong gy ro ri, an toan khi st dung.

C6 gidy chiing nhan dat tiéu chuan CE do t6 chirc/co quan duoc Uy ban Chau Au

(EC) chap thuan cip, TCVN 5903:1995, tiéu chuan tiét tring EN ISO 11135: 2014,

EN ISO 13485 hoac tuong duong

3.8

Kim canh buém MPV

Bo kim 2 canh budm, cac c& 22Gx3/4", 23Gx3/4", 25Gx3/4". Day dan bang chat
liéu nhya nguyén sinh PVC, dai >30cm, duong kinh trong 1.5mm, dudong kinh
ngoai 2.5mm, khdng DEHP. Kim bang vt liéu thép khong gi, dau kim sic nhon,
vat 3 canh, khong c6 go, c6 niap chup. C6 dau két ndi Luer lock. Bao bi c6 miéng
gidy thoat khi EO 2,8x2,8 cm dé thoat hét du luong khi EO trong qua trinh tiét
trung. Co gidy chimg nhéan dat tiéu chuan CE do t6 chtic/co quan dugce Uy ban
Chéu Au (EC) chip thuin cép, tiéu chuén tiét trung EN ISO 11135: 2014, EN ISO
13485 hodc tuong duong

01 cai/ tai

3.9

Kim tiém MPV st
dung mgt lan

Kim cac s6 18Gx1 1/2", 20Gx1 1/2", 23Gx1", Vi dung kim c¢6 chi thi mau phan
biét cac c& kim. Co gidy ching nhén dat tiéu chuan CE do t6 chitc/co quan duoc
Uy ban Chau Au (EC) chép thuan cp, tiéu chuan tiét traing EN ISO 11135: 2014
(Gidy chtrng nhan cac tiéu chuan trén phai do bén tht 3 cung cap) hodc tuong
duong

Hop 200 cai x
50h/ kién

3.10

Kim ludn tinh mach
AN TOAN c6 cénh
(khoéng cong)

-Kim ludn an toan c6 canh (khong cong) chat liéu FEP co 4 can quang trén 6ng
thong, dam bao hién thi trén tia X & moi goc do.

-C6 dau bit an toan bang kim loai gom 2 canh tay don 6m 1y dau kim khi rat kim
ra khoi catheter.

- Cho phép str dung trong chup MRI

- Canh kim ¢6 16 khau

-Khoang céch ti uu giira 6ng thong va diém vét ddu kim < 0.3 mm

50 cai / hop
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Tén hang hoa

Yéu ciu k§y thuit hodc twong dwong

Quy céach

- Thé tich méi: 0,08 mL

-Dau kim hinh c6n cit mit sau, vat 2 cp, lam bang thép khong gi 304 trang
silicon dé giam dau

-Co cau dong phut mau nguoc Kép, mau phut nguoc doc theo than catheter, dé
quan sat bang mat

-Chiu duoc ap luc tai 350 psi va dong chay cuc dai toi 5-19ml/s (G24-G18)
-Chuoi kim ¢ khoang chira mau dai 34,5+1 mm c6 thiét ké vuong bdn canh dang
thao tac

-C6 tAm mang vi loc khang nudc day 3,9mm.

-Thoi gian luu kim trong long mach t61 96 gio

-Co kim:

S624G (0.D: 0.7 x 19 mm, 22 ml/min): mau vang;

S6 22G (0.D: 0.9 x 25 mm, 35 ml/min): mau xanh nuéc bién;

S6 20G (0.D: 1,1 x 32 mm, 60 ml/min): mau h@)ng;

S6 18G (0.D: 1,3 x 45 mm, 100 ml/min): mau xanh 14 ciy

- Tiéu chuan ISO 13485, CE MDR, FDA 510K hoic twong duong

- Qui cach dong gbi 50 chiée/hdp, 200 chiée/thung

3.11

Kim lu(‘én tinh mach
AN TOAN c6 canh (
khong cong )

-Kim ludn an toan c¢6 canh (khong cong) chit lidu PU c6 3 can quang trén 6ng
thong, dam bao hién thi trén tia X ¢ moi goc do.

-C6 dau bit an toan bang kim loai gdm 2 canh tay don 6m lay dau kim khi rat kim
ra khoi catheter.

- Cho phép st dung trong chup MRI

- Canh kim c6 16 khau

-Khoang cach ti uu giira éng thong va diém vat ddu kim < 0.3 mm

- Thé tich mdi: 0,08 mL

-Dau kim hinh con cit mit sau, vat 2 cdp, 1am bang thép khong gi 304 trang
silicon dé giam dau

-Co chu dong phut mau nguoc Kép, méu phut nguoc doc theo than catheter, dé

50 céi / hop
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Tén hang hoa

Yéu ciu k§y thuit hodc twong dwong

Quy céach

quan sat bang mat

-Chuéi kim c6 khoang chtra méu dai 34,5+1 mm c6 thiét ké vudng bon canh dang
thao tac

-C6 tam mang vi loc khang nudc day 3,9mm.

-Thoi gian luu kim trong long mach té1 96 gio

-Co kim:

S626G (0.D: 0.63 x 19 mm, 15 ml/min): mau tim

- Tiéu chuan ISO 13485, CE MDR hoic tuong duong

- Qui cach dong g6i 50 chiée/hodp, 200 chiée/thung

3.12

Nippro Spinal Needle

1.Pau kim 3 mat vat

2. Puong kinh ngoai cua kim ngoai tir 1.25mm - 0.41mm, thanh kim méng cho
dong chay tot, Chiéu dai mat vat tir 4.39mm - 1.23 mm

3. Béc kim Polypropylene (PP) trong sudt dé quan sat dich ndo tiy, c6 nhiéu rinh
ngang gitp cam chic chin

4. Tiét trung EO

5. Pat tiéu chuan ISO 13485 hoic twong duong

20 cai/hdp

3.13

Kim cham ciru 10cm

Duong kinh than kim: 0.30mm, chiéu dai than kim 75mm + can kim 25mm.

- Théan kim dugc lam bang thép y te khong gi chuyén dung, dan dién tét.

- Tay cam kim (d6c kim) dugc cudn bang soi thép khong gi, cac vong quin tron
déu, khong c6 go rap.

- Kim cham ctru st dung mot 1an duoc dong goi vo trung va dugc khir tring bang
EO. Tiét trung.

- Pat tiéu chuan ISO 13485, CE hoic tuong duong.

Tui 10 cai

3.14

Kim cham ciru 5cm

Duong kinh than kim: 0.30mm, chiéu dai than kim 50mm.

- Théan kim dugc lam bang thép y te khong gi chuyén dung, dan dién tt.

- Tay cam kim (ddc kim) duoc cudn bang soi thép khong gi, cac vong quan tron
déu, khong c6 go rap.

Tui 10 cai
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Tén hang hoa

Yéu ciu k§y thuit hodc twong dwong

Quy céach

- Kim cham ctru st dung mot 1an duoc dong goi vo trung va duge khir tring bang
EO. Tiét trﬁng.
- Pat ti€u chuan ISO 13485, CE hoac tuong duong.

3.15

Kim cham ctru 6cm

Puong kinh than kim: 0.30mm, chiéu dai than kim 60mm.

- Than kim dugc 1am bang thép y té khong gi chuyén dung, dan dién tot.

- Tay cam kim (d6c kim) dugc cudn bang soi thép khong gi, cac vong quan tron
déu, khong c6 go rap.

- Kim cham ctru str dung mot lan duoc dong goi vo tring va duoc khir tring bang
EO. Ti¢t trung.

- Pat tiéu chuan ISO 13485, CE hoic tuong duong.

Tui 10 cai

3.16

Kim cham ctru 15¢cm

Puong kinh 0.30mm, chiéu dai 150mm.

Kim cham ciru 13 san pham vo trung.

Than kim dugc 1am bang soi thép y té khong gi, ddc kim dugce cudn bang thép, cac
vong quén tron déu, khong ¢ go rap.

Tiéu chuan chat lugng: ISO 13485, CE hoic tuong duong.

Tui 10 cai

3.17

Kim chich mau, loai
dau xoay

Dau kim thép khong ri vat ba du sic nhon, dung voi bat chich mau. Tiét tring
bang tia Gamma. Ti€u chuan chau Au hoac tuong duong.

100 céi/hop

3.18

Bo day truyén dich
MPV st dung mdt lan
kim canh buém

Van khoa diéu chinh, kim chai san xuat tir hat nhira ABS nguyén sinh.

Van thoat khi c6 thiét ké mang loc khi v6 khuan.

Budng nho giot thé tich > 8,5ml, c¢6 mang loc dich < 15um.

Day dan cAu tao tir cht liéu nhya PVC nguyén sinh, mém déo, dai, o dan hdi cao,
khong gay gap khi bao quan va st dung; Do dai day truyén > 1700mm.

Day truyen dich kém kim hai canh buém 23Gx3/4".

Pau nbi Luer lock cé co ché xoay gilip cho viéc gan két véi kim ludn chac chan va
dé thao tac khi st dung.

C6 gidy ching nhén dat tiéu chuan CE do to chirc/co quan duge Uy ban Chau Au
(EC) chip thuan cp, TCVN 6591-4: 2008, tiéu chuan tiét tring EN ISO 11135:

Tai 1 bo
x 500 bo/ kién
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Tén hang hoa

Yéu ciu k§y thuit hodc twong dwong

Quy céach

2014, EN 1SO 13485 hodc twong duong. ,
(Giay chuing nhan céac tiéu chuan trén phai do bén thur 3 cung cap)

3.19

Bo day tho dung 1 1an

B¢ day duoc lam bang nhua y té vé6i cac dau ndi tiéu chuén, bao gdm cac doan day
cO nep gap, bay nugc, bong bop, dau ndi vao bénh nhan, ddu ndi vao may tho, cong
Luer... Cau hinh gom co:

4 doan day dai 80cm, cut chit Y ¢6 cong ldy mau, cht goc véi cong CO2, doan
45cm ndi véi binh 1am am, cat ndi 22-22

1 bo/ thi

3.20

Bo day truyén mau
ECO

Van khod diéu chinh, kim chai san xuét tir hat nhya ABS nguyén sinh; Van thoat
khi c6 thiét ké mang loc khi v6 khuan; Budng nho giot c6 mang loc dich. Day dan
cAu tao tr chat liéu nhya PVC nguyén sinh, mém déo, dai, do dan hi cao, khong
gdy gap khi bao quan va sur dung;

Pau ndi Luer lock c6 co ché xoay gitip cho viéc gan két vdi kim ludn chic chan va
dé thao tac khi st dung.

Day dai >1800mm 1am tir chét liéu PVC y té, khong gay sot, khong doc hai, tiét
trung bang khi EO. Kim ¢& 18Gx1 1/2'. Mang loc & bau ¢6 kich thude 16 loc
200um, toc 6 dong chay 20 giot/ml

Co giéy chirng nhan dat tiéu chuan EN ISO 13485, EN ISO 11135:2014 hoic
tuong duong

Tui 1 bd
x 400 bd/ kién

3.21

Khoa ba chac khong
day

- Lam bang chat Polycarbonate, Polyethylene, ABS chat luong cao ding trong y
té, khong gay doc, gay sot, khong gay gap hodc chay nudc.

- Chac 3 nong trong tron nhan dam bao dong chay; d& thao lap, khong ri nude. Co
kha nang chiu nut, gdy, cho ap sudt 1én toi 4 bars (60psi)

- Dau nbi khoa ren (xoay Luer lock) véi mot khoa chinh va hai khoa phu, giup két
nbi chit ché va nhanh chong

- Nhya trong subt nhén bong; Nép vin khoa thiét ké dic biét co g0 cam nhan dong
mé duoc, gitp xac nhan vi tri khoa, khoa ba chac véi khoa cé thé xoay 360 do;

50 cai/ hop,
1000 cai/ thung
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Tén hang hoa

Yéu ciu k§y thuit hodc twong dwong

Quy céach

- San phém dugc tiét trung timg cai bang EO
- San pham dat ti€éu chuan chat lugng ISO 13485: 2016 hoac twong duong

3.22

Ging phau thuat A
cac size

San xuét tir cao su thién nhién; Day trung binh 0,15+0,20mm, Chiéu dai trung binh
280mm, Chiéu rong 1ong ban tay: Size 61/2: 83+5mm, Size 7: 89+5mm, Size 71/2:
95+5mm. Cuodng luc khi dut trude khi 1ao hoa: min 12,5N, sau 1ao hoa: min 9,5N.
Do gian dut trude 1ao hoa: min 700%, sau 1ao hoa: min 550%. Luong bdt: max
80mg/doi. Lugng protein: max 200pg/dm2. TCVN 6344 (ISO 10282:2014). ISO
9001:2015; 1SO 13485:2016 hodac tuong duong.

100 d6i/hop
600 do6i/thung

3.23

Ging phau thuat tiét
trung cac so

San xuat tir cao su thién nhién. Day ngén tay, long ban tay 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 lyc khi dut trude 1ao hoa:
min 12,5N, sau 130 hoa: min 9,5N. Do gian dat trudc 1ao héa: min 700%, sau lao
héa: min 550%. Lugng bdt trung binh: 8.6mg/dm2. Lugng protein binh quan:
26pg/dm2, Tiét trung bang khi EO. TCVN 6344 (ISO 10282:2014). ISO
9001:2015; 1SO 13485:2016 hoac tuwong duong.

01 doi/ tai; 50
tai/hdp; 08
hop/thung

3.24

Gang san khoa da ti¢t
trung

San xuét tir cao su thién nhién, c6 phua bot chdng dinh, khdng gay kich ¢ng da.Tiét
trung bang khi EO, dong goi mdi tai/ doi. Co ¢& 7.0-7.5. Chiéu dai: 450mm, chiéu
rong long ban tay size 7: 89£5mm, 7.5: 95 + 5 mm; Luc kéo dtrt trude 1ao hoa min
16.4N, sau 130 hoa min 13.6N. D¢ gian dai khi dut truéc 1ao hoa min 750%, sau lao
hoa min 689%. lugng bot trung binh 8.6mg/dm2. Lwong protein trung binh <
20ug/dm2. TCVN 6344 (1SO 10282:2014). 1SO 9001:2015; 1SO 13485:2016 hodc
tuong duong.

01 do6i/ tai; 40
do6i/hop
240-320

doi/thung

3.25

T0i mau don 250 ml
chtra chat CPDA-1

- Pat tiéu chuan: ISO13485 hoic tuong duong

- Tiét trung

- Dung tich 250ml dé chtra méu toan phan (Dung tich t6i da 1a 300ml).

- Hé théng thi mau don nay v6i mot ti chinh chira 35 ml chat chéng dong CPDA-1
(citrate-phosphate-Dextrose-Adenine) giip bao quan hong cau 1én dén 35 ngay ¢ 2

5 tdi/ goi
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Yéu ciu k§y thuit hodc twong dwong

Quy céach

doC-6doC.

- Kim 14y mau c¢& 16G va chiéu dai kim: 37 + 0,5 mm, c6 nip bao vé.

- Ong day lay mau dai 980 + 40 mm v&i 12 diy s6 va c6 mot kep dé khoa. Ong lay
mau c6 duong kinh ngoai 4,4 + 0,1 mm va duong kinh trong 3,2 + 0,1 mm.

- Kich thuéec tui:

+ Chiéu cao bén trong: 141 £ 5 mm va chiéu rong bén trong: 120 = 5 mm

+ Chiéu cao bén ngoai: 201 £ 5 mm va chiéu rong bén ngoai: 130 + 5 mm

- Strc bén cua tai:

_Strc bén ly tam (Centrifugation resistance) > 5000g trong 10 phiit

_Sirc bén ap luc (Pressure resistance) > 0,7kg/cm?2 trong 10 pht

_ Suc bén nhiét d6 (Thermal resistance) trong khoang -80 o C t61 37 do0 C =2 do
C.

3.26

Tui ép ti€t trung
Tyvek dang cuén
75mm x 70m

- San xuét tir vat liéu nhua trung tinh, trong sudt, c¢é thé boc tach d& dang, bao gdm
16p polyester va polyethylen.

- Kich thuée: 75mm x 70m

- TGi gom 2 mit:

+ Mat gidy Tyvek

+ Mat film PP

- Khong chira chi, kim loai nang va vat liéu doc hai.

- Thoi gian duy tri vo khuan sau tiét tring: 180 ngay

- Nha may san xuét dat chimg nhan: ISO 13485, ISO 9001 hoic twong duong
- San pham tuan thu theo tiéu chuan EN ISO 11607, EN868 hoic tuong duong
- Pap g yéu cau cua Medical Device Regulation (MDR) 2017/745 EU (EC
DOC)

16 Cudn/ thung

3.27

Tui ép ti€t trung
Tyvek dang cudn
100mm x 70m

- San xuét tir vat liéu nhua trung tinh, trong sudt, c6 thé boc tach dé dang, bao gém
16p polyester va polyethylen.

- Kich thudc: 100mm x 70m

- Thi gdm 2 mit:

12 Cudn/ thung
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+ Mit gidy Tyvek
+ Mat film PP
- Khong chtra chi, kim loai nang va vat liéu doc hai.
- Thoi gian duy tri vo khuan sau tiét trang: 180 ngay
- Nha may san xuét dat ching nhan: ISO 13485, ISO 9001 hoic twong duong
- San pham tun thu theo tiéu chuan EN ISO 11607, EN868 hoic twong duong
- Pap ung yéu cau cua Medical Device Regulation (MDR) 2017/745 EU (EC
DOC)
- San xuét tir vat liéu nhua trung tinh, trong sudt, c¢6 thé boc tach dé dang, bao gém
16p polyester va polyethylen.
- Kich thuéc: 150mm x 70m
- Thi gdm 2 mit:
Tui ép tict trang | | Mat gidy Tyvek
A + Mat film PP o .
3.28 Tyvek dang cudn A , - . A 1A AA g 8 Cudn/ thung
150mm x 70m - Kho.ng‘ chtra chi, kim loa} nang va vat liéu doc hai.
- Thot gian duy tri vo khuan sau ti€t trung: 180 ngay
- Nha may san xuét dat ching nhan: ISO 13485, ISO 9001 hoic tuwong duong
- San pham tuan thu theo tiéu chuan EN ISO 11607, EN868 hoic twong duong
- Pap tng yéu ciu cia Medical Device Regulation (MDR) 2017/745 EU (EC
DOC)
- San xuét tir vat liéu nhua trung tinh, trong sudt, c6 thé boc tach dé dang, bao gém
16p polyester va polyethylen.
T ép tiét tring - chh ‘ghu:(’yc: S:OOmm X 70m
3.29 Tyvek dang cuon |~ Tu{ gom 2 mat: 4 Cudn/ thung
300mm x 7om | T Matgiay Tyvek
+ Mat film PP

- Khong chtra chi, kim loai nang va vat liéu doc hai.
- Thoi gian duy tri vo khuan sau tiét trung: 180 ngay
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Yéu ciu k§y thuit hodc twong dwong

Quy céach

- Nha may san xut dat chtng nhén: ISO 134385, ISO 9001 hodc turong duong
- San phm tudn thu theo ti€u chuan EN ISO 11607, EN868 hodc twong duong
- Bap tng yéu cau cua Medical Device Regulation (MDR) 2017/745 EU (EC
DOC)

3.30

Tai Tiéu ¢co khoa chir
T

- Chét liéu: Puogc 1am béng vat li¢u nhya PVC dung trong y té déo dai va kin. Van
x4 mot chiéu chir T, tuyét ddi khong do ri.

- C6 gan phu kién khoéa tii, khoa vin % vong, day dan dai 90cm c6 van chéng trao
nguoc va ¢ 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 Tui 2000 ml, c6 vach chia thé tich mdi 100ml

- Kich thudc tai dai 28 cm, rong 20 cm, d0 day la 1.2mm

- Tiét trung bang khi EO

- San pham dat tiéu chuan ISO 13485, CE hoic twong duong

250 cai/ Thung

3.31

Ong nghiém nhya PS
16x100mm, nut trang

Ong nghiém PS tinh khiét 100%, dung tich 10ml, kich thudc 16x100mm. C6 nip
day san

200 6ng/ ti,
1600 6ng/
thung

3.32

Ong nghiém lay mau
Sodium Citrate 3.8%
MPV, nap nhya

Chét liéu: Ong duogc 1am bang nhua y té PP, kich thude dng 12x75mm, Nip bang
nhira LDPE mau xanh 14. Héa chit bén trong 1a Sodium Citrate ndng d6 3.8%. Hoa
chat bén trong ding khang dong cho 2ml mau véi vach 1ay mau 2ml riéng biét trén
nhan ong.

Ong nghiém khong bi nit v, ro ri khi ly tAm véi tbe dd 6000 vong/phut

Pat tiéu chuin EN ISO 13485, CE hoic tuong duong

100 6I}g/khay,
2400 ong/kién

3.33

Ong nghiém lay mau
K2 EDTA MPV nap
nhua

Chét liéu: Ong duoc lam bﬁng nhya y té PP , kich thude 6ng 12x75mm, Nép béng
nhya LDPE mau xanh duong. Hoa chét bén trong 1 Dipotassium
Ethylenediaminetetra Acid (EDTA K2) véi ndng do tiéu chudn dé giit cac té bao
trong mau nhat 13 tiéu cau ludn & trang thai tach roi t6i da tir 6 - 8 gid. Dung trong
xét nghiém huyét hoc (cong thitc mau va xét nghiém HbA 1c..).Hoa chét bén trong

100 ong/khay,
2400 ong/kién
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dung khang dong cho 2ml mau véi vach lay mau 2ml riéng biét trén nhén 6 ong.
Ong nghiém khong bi nut v6, 1o ri khi ly tam voi tdc d6 6000 vong/phut
Dat tiéu chuan EN ISO 13485, CE hoic twong dwong
Chét liéu: C)ng duoc lam béng nhya y té PP, ki(;h thudc 6ng 12x75mm, Nép béng
nhya LDPE mau den. Hoa chat bén trong la chat khang déng Heparine Lithium.
One nehicm 14y mau Dung dé tach huyét turong lam xét nghiém dién gidi do (Na+, K+, Cl-...trir Li+), khi ’
334 o eg afin MPVy 223 | méu. Ngoai ra con sir dung cho céc xét nghiém sinh héa dc bi¢t la NH3 va dinh 100 éng/khay,
' p nhua - Nap lugng Alcool trong mau. Hoa chat bén trong dung khang dong cho 2ml mau voi 2400 ong/kién
' vach lay mau 2ml riéng biét trén nhin ong. ’
Ong nghiém khong bi nit v, ro ri khi ly tam voi toc d6 6000 vong/phut
Dat tiéu chuan EN ISO 13485, CE hoac tuong duong
Ong ly tam Eppendorf | ., «. ... o o x 500 chiéc/tui,
3.35 1.5ml Chat liéu nhya PP nguyén sinh, dung tich mau 1.5ml 12000c /thiing
- Ong duogc lam bang nhya y té PP, kich thudc dng 12x75mm, Nip bang nhya
LDPE métu‘d(); ’
Ong nghiém lAy méu | - Ihanh phan: Clot ac\twato}r (}ang phLAln suong say kho giap qua tr1nk1 dor}g mau .
. dién ra nhanh hon. Dung dé tach huyét thanh str dung trong xét nghi¢m sinh hoa, 100 ong/khay,
3.36 Clot Activator MPV X z X
nép nhua miéen dich 2400 ong/kién
p ot - Ong nghiém khong bi nit v3, ro ri khi ly tAm véi toc d6 6000 vong/phit
- C6 vach dinh san 2ml
- Dat tiéu chuan EN ISO 13485, CE hoac tuong duong
San xuét tir cao su thién nhién, c6 pha bot chéng dinh, khong gay kich ng da, cac
237 Ging kié m tra dung co. dThuanhcho ca tayotlgé va ta{ phil cléleu dai IImn 220mm. I-I)lo da>y7t81 Iilhleu 1 lop 50 doi/hop
. trong y té size S-M ap dung cho céc co: mm. Luc kéo dut t6i thiéu trudc gia hoa: > sau gia 500 dbi/thing

hoa: > 6,0 N. D6 gidn dai toi thiéu khi dit trude gia hoa: 650%, sau gia hoa:
500%. Lugng bot : < 10mg/dm2. Ham lugng Protein dudi 200 pg/dm2. Co tiéu
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chuan Viét Nam. TCVN 6343-1:2007 (1SO 11193-1:2002). ASTM D3578-05; EN
455. 1SO 9001:2015; 1SO 13485:2017 hodc tuong duong.

3.38

Day n6i bom tiém
dién

- Puoc 1am tir chét liéu PVC dung trong y té, khong chira latex, khéng chira DEHP
- Chiu dugc ap luc 4bar (60PSI)

- B¢ dai day: 75cm

- Buong kinh trong/ ngoai: 1.0mm/2.0mm

- Pau ndi khoa ren (luer lock), khoa bao vé (cap connector), ong chong xoan. Hai
dau co6 khoa van an toan. Pau ndi trong sudt dé dang quan sat viéc dudi khi

- C6 khoa chan dong tirc thi

- Két ndi duoc voi cac loai may bom tiém dién

- Tiét tring bang khi EO

- Pat tiéu chuan chat luong ISO 13485 hoic twong duong

50 céi/ hop,
500 cdi/ thung

3.39

Ong nghiém lay mau
Clot Activator MPV
nap nhua

- Ong duogc lam bang nhya y té PP , kich thudc dng 12x75mm, Nip bang nhya
LDPE mau do;

- Thanh phan: Clot activator dang phun swong sdy kho gitp qua trinh dong mau
dién ra nhanh hon. Dung dé tach huyét thanh str dung trong xét nghiém sinh hoa,
mién dich

- Ong nghiém khéng bi ntt v, ro i khi ly tim véi tc do 6000 vong/phit

- C6 vach dinh san 2ml

- Pat tiéu chuan EN ISO 13485, CE hoic tuong duong

100 6r}g/khay,
2400 ong/kién

3.40

Ong nghiém lay mau
K2 EDTA MPV nap
cao su

Chat liéu: Ong duoc 1am bang nhua y té PP , kich thuéc 6ng 12x75mm, Nap bang
nhya LDPE boc cao su mau xanh duong phu hgp cho cac may xét nghiém tu dong.
Hoa chat bén trong 1a Dipotassium Ethylenediaminetetra Acid (EDTA K2) véi
nong do tidu chuan dé gitr cac té bao trong mau nhat 14 tiéu cau ludn & trang thai
tach roi toi da tir 6 - 8 gio. Dung trong xét nghiém huyét hoc (cong thirc mau va xét
nghiém HbAlc..). Hoa chat bén trong dung khang dong cho 2ml mau véi vach lay
mau 2ml riéng biét trén nhan ong.

100 6{1g/khay,
2400 ong/kién
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Ong nghiém khoéng bi nit v, ro ri khi ly tam voi toc dd 6000 vong/phut
bPat ti€u chuan EN ISO 13485, CE hoac tuong duong
v Phin 4. Ong théng, 6ng din lwu, 6ng ndi, day ndi, chac ndi, catheter
4.1 Canuyl mg khi quan |\ o khi quan o6 béng vat lidu PVC. Céc sb tir 6.5mm-8.0mm. Tiét tring EO Tui 1 cai
co bong cac co
Khéng can giin co.
Giam thiéu d6 phuec tap trong qua trinh phau t}luét.
42 Mask thanh quan 1 | Chat liéu Silicon c6 d tuong thich sinh hoc tot va bao vé duong tho. 1 cai tdi
' nong dung nhiéu lan | Thanh khau do dugc thiét ké trong trudng hop thong khi keém do bi gép thanh quan.
Qua trinh san xuat dic biét va nghiém ngat giup san pham mém, muot va linh hoat.
Do bit kin tot.
’ - C6 béng va c6 can quang, céc ¢&
43 Ong dat noi khi quan | 6ng c6 dau nbi tiéu chuan 15mm. Cailtai
' cac cO - Tiét trung bang khi EO. Khong chira chat DHE
- Ti€u chuéan ISO 13485: 2016 hoac tuong duong
- Loai c6 10 xo doc than dng. C6 bong. )
- Bugc lam tir nguyén liéu PVC trang silicon trong sudt
One n6i khi quan 1o |~ C6 dau noi tiéu chuan 15mm ,
4.4 XOgCO'.b(')I’l géc s | Co6 duong can quang nham xdc dinh chinh xdc vi tri cua ong. ’ 1 Cai/ Goi
& - Trén th?m ong c6 vach chia do dai 1ecm dé biét chinh xac chiéu sau ong dat vao.
- San pham vo trung EO, dung mét lan
- Tiéu chuan ISO 13485 hodc tuong duong
Chét liéu thép khong ri phu PTFE dai 80~150 cm, dudng kinh 0.025inch, W
4.5 Guide wire 0.028inch, 0.032inch, 0.038inch, dung trong phau thuat tan soi ndi soi, dung d¢ dat | 1 Cai/1 Tui

sonde jj. Mdi san pham dugc bao quan trong tai 01 Nilon tiét tring, st dung 1 lan.




STT

Tén hang hoa

Yéu ciu k§y thuit hodc twong dwong

Quy céach

4.6

Ong thong hau mon
MPV

Ong thong hau mén céc sd 22,24,26,28. Day fian dai 400mm duogc san X}Jét tir chat
li¢u nhya PVC nguyén sinh, mém déo. C6 giay chirng nhan dat ti€u chuan tiét
trung EN 1SO 11135: 2014, EN ISO 13485 hoac tuong duong

TUi 20 céi x 25
tUi / kién

4.7

Sonde Foley 3 Nhanh
Cac So

- Puoc 1am bang cao su tu nhién c¢6 phu silicone, khong gay kich tng, khéng doc
hai

- Loai: 3 nhanh

- Bao gém: Bao gém van bom hoi va vong mau, phéu thoat nudc, phéu tudi, ng
thoat nudc, bong, mét thoat nude, mat tudi nude.

- Chiéu dai tong thé: 400mm

-Thanh 6ng day chbng giy gap, 16 dng rong dan luu t6t, dau tron

- L6 thong tiéu 16n va tron giip théng tiéu dé va nhanh hon

- Van nhua, chit luong mém mai

- Size 16-26, Puoc phan biét theo mau séc

- Dung tich bong: 30cc

- Tiét trung bang khi EO

1 cai/tai

4.8

Ureteal Indwelling
Double Pigtail.Sten

Stent c6 hai dau cong dit trong niéu quan, c6 16p pha Polyurethane khang tia birc
xa, duoc st dung dé thoai dich tam thoi tir khic ndi bé than - niéu quan dén bang
quang, chiéu dai 26 cm, duong kinh cac cd 3F, 4F, 5F, 6F, 6.5F, 7F, 8F MJi san
pham duoc bao quan trong ti 01 Nilon tiét trung, sir dung 1 1an khong dé stent luu
lai trong co thé qua 06 thang.

1 Cai/1Tai

4.9

Ong thong tiéu 1
nhanh

Céc c&: 6 - 26: chiéu dai éng: 270 - 400mm

1. Buoc lam béng chét liéu cao su , ¢c6 mau do, co phu silicon, tron déu
2. C6 thiét ké 1 nhanh dung dé thong tiéu hiéu qua va nhanh chéng

3. Puoc tiét tring bang khi EO.

1 Cai/ Goi

4.10

Ong thong da day
MPV

Ong thong da day cdc ¢ gom 2 loai c6 nip Sg@)m cac cd 5Fr, 6Fr, 8 Fr, 10Fr) va
khong c6 nap (12Fr,14Fr,16Fr,18Fr). Day dan dugc san xuat tir chét liéu nhya PVC

Tui 25 céi x 20
tui / kién
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nguyén sinh, mém, déo, tron giam t6n thwong niém mac. C6 gidy ching nhan dat
tiéu chuan ti¢t trung EN ISO 11135: 2014, EN ISO 13485 hoac tuong duong

411

Day hut dich MPV su
dung mgt lan

Céc sb 5-6-8-10-12-14-16-18. San pham duoc két ciu 02 phan. Khoa van va day
dan. Day dan dugc san xuat tir chat liéu nhya PVC nguyén sinh khong chita DEHP,
nhua trong, nhan bong tranh gay ton thuong, xdy xudc niém mac, dau day hat c6 2
mat phy dé hut. Day c6 d6 dai > 50cm. Khoa van chia nhiéu mau dé phan biét gitra
céc s0, ¢6 2 loai c6 nap va khong nap. Bao bi co miéng gidy thoat khi EO 2,8x2,8
cm dé thoat hét du lugng khi EO trong qua trinh tiét tring.

C6 gidy chirng nhan dat tiéu chuan CE do t6 chirc/co quan duoc Uy ban Chau Au
(EC) chip thuan cép, tiéu chuan tiét tring EN ISO 11135: 2014, EN ISO 13485
hodc twrong duong

Tui 20 cai x 50
tui / kién

4.12

Day thé oxy MPV

- Chat liéu nhya PVCy té, bao gom day dan va gong mii

- Ong day mem chong vin xoan. Bé mit tron nhin.

- Pau th mém, co 2 6ng thing dua vao miii mau tring trong, khong ¢ chit tao
mau

- Ong day dan chinh c6 chiéu dai >2000mm, duong kinh ngoai >5mm, 10ng dng c6
khia chdng gap.

- Ong day nhanh c6 chiéu dai >500mm.

- Cac c0: tré so sinh, tré em va nguoi 1on

- Péng goi 1 cai/ tai va tiét trung bang khi EO

- Co gidy chtng nhan dat tiéu chuan EN ISO 13485, EN ISO 11135:2014 (Gidy
chtng nhan céc tiéu chuén trén phai do bén thr 3 cung cip) hodc twong duong

Tui 01 cai x
300 thi / kién

4.13

Catheter tinh mach
trung tdm 2 nong

Kich ¢& 7F x 20 cm Bao gdm: 01 catheter 2 nong (14Ga/18Ga) chét liéu

polyurethane c6 can quang voi dau mém, day noi dai, kep déy, canh tiém + 01 Day
dan duong kim loai / Nitinol 1 dau thing mém, 1 dau chit J, kich ¢& 0.032” x 60cm
+ 01 kim dan duong 18G x 6.5cm (Introducer Needle) + 01 bom tiém 5ml + 02 kep
+ 1 nong 8F x 10cm (Vessel dilator) + 02 nap bao vé + 01 kim tiém + dao mo s6 11

1 Bo/ Goi
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4.14

Sonde foley cac s6

- Chét liéu 100% cao su thién nhién mém, c6 phu silicon tron nhén giam kich tng
va tuong thich véi co thé bénh nhan

- Loai: 2 nhanh

- Thanh éng day chéng gay gap, 16 dng rong dan luu tot.

- Kich thuéc dau tip ngan: 15-24mm giam kich thich bang quang, chiéu dai tong
thé: 270mm- 400mm, chiéu dai phéu: 40mm.

- L6 thong tiéu 16n va tron giup thong tiéu dé va nhanh hon

- Van béng nhua, chat luong mém mai

- Cac size

- Tiét tring bang khi EO

10 cai/ hop,
500 cdi/ thung

Phan 5. Kim khau, chi khau, dao phiu thuit

5.1

Chi nylon khong tiéu
s0 3/0

Chi khong tiéu don soi tong hop Daclon Nylon, thanh phan Polyamide 6.0 hodc
6.6 s6 3/0 dai 75cm kim tam giac 3/8C dai 24mm. Kim 1am bang thép khong gi
AlSI seri 300.., phu silicone Luc tach kim va chi cao hon 20-60% USP dong goi
bang glay Tyvek Tiéu chuan ISO 13485, CE hoic twong duong - san xuit tai
Chéu Au.

Hop 12 soi

5.2

Chi nylon khong tiéu
s0 4/0

Chi khong tiéu don soi tong hop Polyamide 6.0 hoic 6.6(nylon) s6 4/0 75cm kim
tam giac 3/8C 19mm. Luc tach kim va chi cao hon 20-60% USP dong goi bang
gidy Tyvek. Kim lam bang thép khong gi AISI seri 300.., phu silicone. Tiéu chuan
ISO 13485, CE hoic twong duwong - san xut tai Chau Au.

Hop 12 soi

5.3

Chi nylon khoéng tiéu
s0 5/0

Chi khong tan tong hop nylon thanh phan polyamide 6.0 hoidc 6.6 s6 5/0 dai 75cm
kim tam giac 3/8C 16mm. Kim lam bang thép khong gi AISI seri 300, 302 phu
silicone. Do nham bé mit nho hon 0.4 Ra. Pong gbi bang glay Tyvek 100% soi
HDPE bén dai chong rach ngan khuan hiéu qua. Tiéu chudn ISO 13485, CE hodc
turong duong -san xuat tai Chau Au.

Hop 12 soi
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Chi khong tan tong hop nylon sé 6/0 thanh phan polyamide 6.0 hoic 6.6 dai 75cm
54 Chi nylon khong tiéu | kim tam giac 3/8C dai 12mm. Kim lam bang thép khong gi 300, 302 phu silicone. Hop 12 soi
' s0 6/0 bong goi bang gidy Tyvek 100% sogi HDPE bén dai chdng rach ngin khuan hiéu P i
qua. Tiéu chuan ISO 13485, CE - Chau Au hoic twong duong.
, . ... | Chikhong tiéu don sgi tong hop Polyamide (nylon) s 2/0 75cm kim tam giac 3/8C
55 | N nyl‘:(}) g%mg ticu 26mm. Lyc tach kim va chi cao hon 20-60% USP déng g6i bing gidy Tyvek. Tiéu | Hop 12 soi
chuan ISO 13485, CE - Chau Au hodc tuong duong
Chi khong tan tong hop don soi Polypropylene s6 2/0 dai 90cm, hai kim tron, 1/2C,
56 Chi polypropilen dai 25mm. Dong goi bang gidy Tyvek 100% soi HDPE bén dai chong rach ngan Ho0 12 soi
' khong tiéu so6 2/0 khuan hi€u qua. Kim thép 300, 302 phu silicone. Tiéu chuén ISO 13485, CE - P i
Chéu Au hoac tuong duong
Chi khong tan don s¢i Polypropylene s6 3/0, dai 90cm, 2 kim tron 25mm, vong
57 Chi polypropylen kim 1/2C. Kim bang thép khong ri boc silicone . B9 bén kéo that nut hon 20% - Hoo 12 soi
' khong tiéu so6 3/0 50% s6 voi USP. Luc tach kim va chi cao hon 20-60% USP dong goi bang gidy P i
Tyvek. Tiéu chuan ISO 13485, CE - Chau Au hoac tuong duong
Chi tan cham ty nhién Trustigut (C) (Chromic Catgut) s6 1, dai 75 cm, kim tron
, 1/2¢, dai 40 mm. Pong goi bang giay Tyvek 100% soi HDPE bén dai, chong rach,
5.8 Chi tiéu ty nhi€n 86 1 | ngdn khuan hi¢u qua. Chi lam tur collagen tinh khiét), soi chac, dé uon. Kim thép Hop 24 soi
302 phu silicon XtraCoat. Ti€u chuan chat ugng ISO 13485:2016 hoac tuong
duong
Chi tan cham ty nhién Trustigut (C) (Chromic Catgut) s6 2/0, dai 75 cm, kim tron
Chi tiéu tu nhién s6 1/2¢, dai 26 mm. Dong goi bang gidy Tyvek 100% so1 HDPE bén dai, chong rach,
5.9 ui ngin khuan hiéu qua. Chi lam tir collagen tinh khiét), soi chic, dé uon. Kim thép Hop 24 soi

2/0

302 phu silicon XtraCoat. Tiéu chuan chét luong ISO 13485:2016 hodc twong
duong
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5.10

Chi tiéu ty nhién s6
3/0

Chi tan cham ty nhién Trustigut (C) (Chromic Catgut) s6 3/0, dai 75 cm, kim tron
1/2¢, dai 26 mm. Pong gbi bang gidy Tyvek 100% sgi HDPE bén dai, chéng rach,
ngan khuan hiéu qua. Chi lam tir collagen tin h khiét, soi chic, d& ubn. Kim thép
302 phu silicon XtraCoat. Tiéu chuan chét luong ISO 13485:2016 hoic twong
duong

Hop 24 soi

5.11

Chi tiéu tu nhién s6
4/0

Chi tan chdm tu nhién Trustigut (C) (Chromic Catgut) s6 4/0, dai 75 cm, kim tron
1/2¢, dai 26 mm, C20A26. Péng goi bang gidy Tyvek 100% soi HDPE bén dai,
chéng rach, ngan khuan hiéu qua. Chi 1am tir collagen tinh khiét), soi chic, d& udn.
Kim thép 302 phu silicon XtraCoat. Tiéu chuan chat lugng ISO 13485:2016 hoic
tuong duong

Hop 24 soi

5.12

Chi thép cac co

Chi thep cudn khong kim dai 50m dung trong RHM. Tiéu chuan EN ISO 13485
13485:2016, CE hoac tuwong duong, san xuat tai Chau Au.

Hop 1 cudn

5.13

Chi tiéu tong hop s6 1

Chi tiéu chat liéu Polyglycolic acid tong hop s6 1 duoc bao bai 1 16p Calcium
strearate va polycaprolactone KT: dai 90cm kim tron, kim lam thép khong gi 300,
302 phu silicone, d vong kim 40mm cong 1/2C. Strc cang con 50% sau 21 ngay tan
hoan toan trong 60-90 ngay. Tiéu chuan EN ISO 13485 13485:2016, CE hoic
trong duong, san xuat tai Chau Au.

Hop 12 soi

5.14

Chi tiéu tong hop s6
2/0

Chi tiéu chat liéu Polyglycolic acid tong hop sb 2/0 dugc bao boi 1 16p Calcium
stearate, va polycaprolactone KT: dai 75cm kim tron, vong kim 26mm cong 1/2C,
kim thép khong gi phu silicon. Strc cang con 50% sau 21 ngay tan hoan toan trong
60-90 ngay. Tiéu chuan EN ISO 13485 13485:2016, CE hoic twong dwong, san
xuét tai Chau Au.

Hop 12 soi

5.15

Chi tiéu tong hop sb
4/0

Chi tiéu chat liéu Polyglycolic acid tong hop sb 4/0 dugc bao boi 1 16p Calcium
strearate,va polycaprolactone KT: dai 75cm kim tron vong kim 22mm cong 1/2C
strc cang con 50% sau 21 ngdy tan hoan toan trong 60-90 ngay. Tiéu chuan EN ISO
13485 13485:2016, CE hoic twong duong, san xuat tai Chau Au

Hop 12 soi
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Kim c4y chi tiét tring dung mot 1an gdm: Gia 16t 181, gia d& kim, than kim, dng bao
Kim c&v chi tiét tron v¢ va 161 kim, phan thanh cac lgai duva vao duong kinh than kim ( 7#, 8#, 9#).
5.16 i lyl An Bana hag Than kim dugce 1am tur thép y t€ khong gi XSCrNil8-9, 16i kim dugce 1am tir soi 1 cay/ tai
& PP | thép khong gi 12Cr18Ni9. Gia 16t 161, gia d& kim, Sng bao vé duoc lam tir nhya PP
chuyén dung trong y te.
Dao sic. Chat lidu thép khong gi, tiét tring bang tia Gamma. Céc s6 10, 11, 12
- 2 ,15,20, 21, 22. Ludi dao tuong thich véi moi loai can dao m tiéu chuan. Dong goi A -
>.17 Luti dao mo riéng le trong tii gidy bac c6 ma mau dé boc dé dam bao an toan t6i da. Pat tiéu Hop 100 cai
chuan ISO 13485, CE hodc tuong duong.
Tay dao moé dién dung 1 1an, ludi dao bang thép khong ri co thé thao roi
Chiéu dai dién cuc: 70mm
2 g Dai cdp:3m A g
5.18 Tay dao mo dién Dai tay cAm 155mm Tui 1 cai
Chan cam: 3 chan tron(3 x @4mm)
Tiét trung
VI Phin 6. Vit li¢u thay thé, vat liéu cAy ghép nhén tao
Ludi didu tr thoat vi Luoi thoat vi ben Polypropylene Mesh céc ¢d: 6x1 lcn}, 7,5x15¢m, 10x15¢m. Chat
6.1 : .~ | liéu 100% Polypropylene, ty trong 50gr/m2. Ti€u chuan ISO 13485, CE hoac Hop 5 Cai
Sugical Mesh cac co \ PO
twong duong, san xuat tai Chau Au.
Vil Phin 7. Vit tw y té sir dung trong mdt so6 chuyén khoa
- Phim kho laser kich ¢& 35x43 cm (14x17 inch), c6 do phan gidi cao, hinh anh
_ quang nhiét ‘
71 Phim kho Laser - Phim duoc cau tao 4 16p bao gdom: 2 16p bao vé; 1 16p nhii twong nhay sang va 1 Hop 125 to

Trimax TXE 14x17”

16p ~nén polyester
- HO trg 16p nén 7-mil polyester

- Phim c6 thanh phan cdu tao hda hoc bao gdm: 90-95% Polyethylene
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terephthalate; 1-5% Polyvinyl butyral-polyvinyl alcohol-polyvinyl acetate
terpolymer; 1-5% Axit docosanoic, mudi bac(1+) va < 3% Cellulose acetate
butyrate

- Phim c6 thé luu lai trén dén doc phim > 24 gid, & diéu kién nhiét do 16-27 °C
hodc 60-80 °F va diéu kién do am 30-50 % RH

- Mat d6 hinh anh Dmax: 3.3

- Phim c6 mat d6 diém anh t6i da 650 ppi

- Tuong thich v&i hé théng may in phim laser Trimax

- Pat tiéu chuan chat luong ISO 13485, FDA hodc tuong duong

- C6 2 CFS cua Chau Au, My

7.2

Phim dung cho chup
X-Quang

Phim kho Laser ¢& 20x25 cm hop 150 to, st dung cong ngh¢ Eco Dry than thién
moi truong, phim goém 4 16p: 16p bao v¢, 16p nhay sang, 16p phim, 16p bao v¢. Mat
do toi da > 3.3. Chang chi chat lugng 13485; EC hoac tuong duong.

150 to/hop

7.3

Dung cu cat tri Longo

- C6 3 hang ghim

- S6 luong ghim: 48. Chéu cao ghim: 3.6mm. Chiéu rong ghim: 3.8mm.
- Chiéu cao ghim déng 0.75-1.6mm

- Puong kinh ngoai 33.4mm, dudng kinh 1ong cit 24mm

- Pat tiéu chuan ISO 13485 hoic twong duong

1 Bo/ hop

7.4

Dinh Kirschner nhon
2 dau

Puong kinh: 1.0/1.2/1.5/1.8/2.0/2.5/3.0mm

Chiéu dai: 310mm

Pat tiéu chudn ASTM-F543: 1SO 13485:2016: CE hodac twong duong

Chét liéu thép khong gi (C: 0,03; Si: 0,37; Mn: 2,0; P: 0,045; S: 0,03: Ni: 14,27;
Cr: 17,52; Fe: 62,8)

10 Cai/tai

7.5

Vit xuong cling
2.4mm

Dai 6-60mm véi bude tang 2mm

Duong kinh mii vit: 4,0mm; Puong kinh 161 vit: 1,5mm; Puong kinh thén ren:
2,0mm

Dat tiéu chudn ASTM-F543; ISO 13485:2016; CE hoic twong duong

10 Cai/tai
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Chat liéu thép khong gi (C: 0,03; Si: 0,37; Mn: 2,0; P: 0,045; S: 0,03: Ni: 14,27,
Cr: 17,52; Fe: 62,8)
Day 2,5mm; rong 9,5mm
Nep MC-DCPban | S0010
7.6 P oho Dat ti€u chuan ASTM-F543; ISO 13485:2016; CE hoac twong duong 1 Cai/tui
Chat liéu thép khong gi (C: 0,03; Si: 0,37; Mn: 2,0; P: 0,045; S: 0,03: Ni: 14,27;
Cr: 17,52; Fe: 62,8)
Day 2,5mm; rong 9,5mm
Nep MC-DCP ban Co8 15 :
1.7 P aho Da‘g tiéu chuan ASTM-F543; ISO 13485:2016; CE hoac twong duong 1 Cai/tui
Chat li¢u thép khong gi (C: 0,03; Si: 0,37; Mn: 2,0; P: 0,045; S: 0,03: Ni: 14,27;
Cr: 17,52; Fe: 62,8)
Dai 10-50mm véi budce tang 2mm
. . Duong kinh mii vit: 6,0mm; Puong kinh 161 vit: 3,0mm; Puong kinh than ren:
Vit xuong cling
7.8 35mmbudcren | oMM 10 Céi/ho
' 0 75mnf © Pat tiéu chuin ASTM-F543; 1SO 13485:2016; CE hodc tuong duong P
' Chat liéu thép khong gi (C: 0,03; Si: 0,37; Mn: 2,0; P: 0,045; S: 0,03: Ni: 14,27;
Cr: 17,52; Fe: 62,8)
VIIl | Phéan 8. Vit tu y té sir dung trong chin doan, diéu tri khac
Miii khoan Mani Ex 24.26.31: FO 2527 32; Rs 11 21 31; B¢ 3242 43; Br 31 41
8.1 Miii Khoan 46;CR11122122;CE12131516; TC 11 EF 21EF 12 EF; TR 11 EF 13EF TF Hop 5 cai
12 EF 21 EF
8.2 Déu con vang Dau con vang hit va dung mau bénh pham 1000 Cai/tai
8.3 PAu con xanh PAau con xanh hit mau 500 cai/tui
8.4 Dién cuc dan dién tim | Hiéu Skintact. 30 cai/ tai
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Pién cuc dan nguoi 16n @50mm ding trong dién tim gang stc, holter ECG

8.5

Clip mach mau
polymer

*Chat liéu: clip chat liéu acetyl homopolymer, khong phat ra birc xa, khong téa
nhiét ra mé xung quanh trong qua trinh sir dung; nap chup khay bang nhya PET,
khay cai bang nhuya HDPE, vi dung clip bang nhira ABS, sit dung trong cc quy
trinh phéu thuat no1 chung (nhu md ndi soi; md ma; ...), dung mot lan, khong tiéu.
Céc rang vudng goc cung cip do bao phi bé mat 16n hon, e ché sy di chuyén,
tang bit mach mau.

* C6 khoa an toan va chac chan, dong goi: 6 cai/ vi; 14 vi/ hop

*C63co: ML, L va XL

C& ML: vi mau Xanh 14 cay (Green), phu hop mo6 va mach mau c6 duong kinh 3
mm — 10 mm; chiéu rong clip (d6 day chan clip) 0,864+0,005mm; chiéu dai clip
(chiéu dai chan clip) 9,42+0.05mm; duong kinh mau khoa 1,05mm, dudng kinh
mau 16i 1,030mm

Co L: vi mau Tim (Purple), phtt hgp mo6 va mach mau c¢6 duong kinh 5 mm — 13
mm; chiéu rong clip (d6 day chén clip) 1,280+0,127mm va 1,279-0,127mm; chiéu
dai clip (chiéu dai chén clip)12,82+0.1mm; dudng kinh mau khoa 1,2324mm,
duong kinh mau 16i 1,2325mm

Cd XL: vi mau Vang kim (Gold), phu hop m6 va mach mau c6 duong kinh 7 mm —
16 mm;chiéu rong clip (46 day chan clip) 1,305+0,127mm; chiéu dai clip (chiéu
dai chan clip) 16,92+0,1mm; duong kinh méu khoa 1,286mm, duong kinh mau 16i
1,291mm

*Chting nhan chat luong: 1S013485, FDA hoic twong duong

6cai/lvi

8.6

Kep ron MPV

San xuat tir chat liéu nhwa PP nguyén sinh, do tron lang cao.
- Cac khép rang déu, thang hang, g khong sic

3000
chiéce/kién
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- Tiét trung khi EO, khong ddc hai, khong gay kich ing.
Cé giay chung nhan dat ti€u chuan EN ISO 13485, ti€u chuan tiét trung EN ISO
11135: 2014 hoac tuong duong

8.7

Mait na thé oxy MPV

- Mét na thé oxy c6 ti bao gém: Day dan, mit na nep miii, mang silicone, day
chun, dau ndi tai khi, tai khi, déu nbi day dan.

- Mat na va day dan duoc san xut tir nhwa PVC nguyén sinh mau trang trong,
khong ¢ chat tao mau. Day dan c6 chiéu dai >2 m, 1ong dng c6 khia chdng gap

- Cacco: M, L, XL.

- San pham duogc tiét tring bang khi Ethylene Oxide (E.O) — C6 gidy ching nhan
dat tiéu chuan EN ISO 13485, EN ISO 11135:2014 (Gidy chirg nhan céc tiéu
chuén trén phai do bén tht 3 cung cp) hoic twong duong.

- Pat tiéu chuan FDA do co quan Quén 1y Thyc pham va Thudc Hoa Ky (FDA)
cong b hoic tuong duong.

Tui 1 Cai x
100 tdi / kién

8.8

Mait na x6ng khi dung
MPV

Mit na dugc san xuat tir nhya PVC nguyén sinh, mau tréng, khoéng c6 chét tao
mau. Co6 b khi dung.

- Day dan c6 chiéu dai >2m dugc san xuat tir chat liéu nhua PVC nguyén sinh, mau
trang trong. Day dan c6 khia dam bao khi oxy luén duogc tuan hoan.

- Thanh nhém mém déo dam béo giir kin khit mat na va miii b¢nh nhan.

- Day chun ¢ dinh bo mit na va dau bénh nhéan c6 do dan hoi cao.

-Cacco: S, M, L, XL.

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

- C6 gidy chtng nhan dat tiéu chuan EN ISO 13485, EN ISO 11135:2014 (Giay
chting nhan céc tiéu chuan trén phai do bén thir 3 cung cp) hodc twong duwong.

100 bo/kién

8.9

Miii khoan xuong

- Buong kinh tir 1.2/1.5/1.8/2.0/2.2/2.5/2.7/3.0/3.2/3.5/3.7/4.0/4.5/5.0/5.5/6.0
- Pat chat lugng ISO 13485 va EC; chat liéu thép khong gi, tiéu chuan ASTM
F138 (62.8% Fe; 17.52% Cr; 14.27% Ni) hoac tuong duong.

1 Cai/tai
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8.10 Bang kg:o thtr nhiét | Chiéu dai: 55m, ?rcf)ng 1,8cm Dung cho chi thi nhiét uwdt,vach chi thi d6i mau khi 01 cudn/ obi
' hép w6t nhiét d6 tiét khuan dat 121-134°C 8

Loc vi khuan, vi rat, lam 4m dung cho may thé, c6 cong ldy mau khi do CO2
- V6 nhya PP (Polypropylene)
- Loc tinh dién + giay loc y t€
- Budng kinh loc 46mm
- Khoang chét 48ml
. 2 . - Tré khang 30LPM: 0.3cmH20; 60 LPM: 0.7cmH20; 90LPM: 1.12cmH20
Fil 1oc khuan 3 chire 2 i) o~z
8.11 nine HME - Dong 4m ra: 31-35mg/I 1 Cai/ Goi
g - Hiéu qua loc vi khuan 99,99998%, virus 99,9998%

- Trong luong 23,9¢gr
- Co ndi 22M/15F-22F/15M
- Thé tich dong khi 500-1200ml
- Bong goi vo trumg. Riéng lé ting cai
- Tiéu chuan ISO, CE hodc tuong duong

IX Phin 9: Cic loai gidy in

9.1 Gidy dién tim 3 cin Kich thudc: 63mm x 30m, dung cho may dién tim 3 can. Pat ISO 13485 hodc Hop 10 cugn
tuong duong.

Ve . A A N A 0
92 Giay in siCu am den D’al 20m, rong I!E)mm (£5%) Cuén
trang dong trong thi thiéc
93 GiAv dién tim 6 cAn Kich thude:110mm x 140mm x 143 t, ding cho may dién tim 6 can Nihonkohden. Cubn
' ¥ s bat ISO 13485 hodc tuong duong. i
94 | Gldydintim3can | qieo gian tim 3 cAn 80mm x 20m Hop 10 cudn
80mm x 20m
X Phan 10: Cac loai khi
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CO2 ndng d6 > 99,9%. Chira trong binh dung tich 40 lit, Van QF-2A hodc twong
duong, Ap suat nap 57,29 bar, trong luong hang hoa moi binh la 25kg + 5% . Chali
, .1 dugc kiém dinh theo danh muc cac loai may, thiét bi, vat tu, chat c6 yéu cau
101 Khi CO2 hoa long nghiém ngit vé an toan, vé sinh lao dong (Danh muc kém theo thong tu sd Kg
36/2019/TT-BLDTBXH ngay 30/12/2019 cta B§ Lao dong — Thuong binh va xa
hoi)
) - Cong thire hoa hoc : O2 - Dung trong hé thong khi y té - Ham lugng Oxy long
10.2 Khi oxy y té chat luong > 99,6% - Tiéu chuan chat lugng: C6 b dicu ap va cac vat tu phu kién Binh
lap dat phu hgp véi hé thong oxy long hién c6 cua bénh vién, 10 lit/binh
, - Cong thirc hoa hoc : O2 - Dung trong hé thong khi y té - Ham lugng Oxy long
10.3 Khi oxy y té chat lugng > 99,6% - Tiéu chuan chat luong: Co b dicu ap va cac vat tu phy kién Binh
lap dat phu hop vaoi h¢ thong oxy long hién ¢ cua bénh vién, 40 lit/binh
Xl Phin 11: Vit tw dung trong ring ham mit
11.1 Bay thing cac c& Céc ¢&; Tay cam kim loai Dau 1a thép cao cip, va day Hop 144 cai
11.2 Bonding Dung dé tang d6 két dinh gitra xi mang han ring va rang. Tuyp 6g Hop 2 tuyp
11.3 Cevinton Lo >30g. Vat liéu tram tam dung trong nha khoa, mau tring. Lo
11.4 Choi dar::}rl“tj)ong nha Chdi cude tring danh bong ring. Mau trang. P mém trung binh. Cai
11.5 Composite dac Composite dac A4 Denfil. Tradm rang trudc va ca rang sau. Tube /4g. Mau A4. 1chiée/thi
- Thanh phén: hé théng chit nén, hat don vé co...
- B0 nhdt cao, do co ngot sau trung hop thap;
11.6 Composite long - C6 cac ma mau phu hgp vd1 mau sac nga rang ty nhién va phu hop voi bang so Tuyp

mau pho bién;
- D6 bong cao va dé danh bong.
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11.7 Con phu A, B, C,D | Cone phy dung tram bit dng tiy trong diéu tri ndi nha Hop 100 cay
Xi ming han éng tily vinh vién, thanh phan Hydrocortisone acetate, Thymol
11.8 Cortisomol iodide, barium sulfate, zinc oxide , magnesium stearate. Khdng co ngot khong tiéu Hop 15¢g
hao, khang khuan khang viém
11.9 Dung Crlgfgy chan Chét liéu thép khong gi; Pat tiéu chuan ISO hoic trong duong Hop 10 cai
Thanh phan 1a dau Eugenol dung phdi tron voi oxid kém lam giam dau trong thi .
11.10 Eugenol thuét nha khoa, 1o >=30ml Hop 200 1o
11.11 Fuji IX Fuji dugc str dung t6t nhat khi tram xoang loai IX tirc 14 cac xoang nho. Hop
11.12 Guong nha khoa Kich thuée 12,5cm 6 cai/ vi
Cone chinh str dung tram bit 0 ong ty, chinh x4c hi¢u qua. Cone chinh gutta percha
11.13 Gutta Percha dung tram bit 6ng tuy trong diéu tri ndi nha. Cone str dung nhanh chéng, chinh xac Hop 1 cai
gom céc loai Fl(vang), F2 (d6), F3 (xanh duong). Hop 60 cay
11.14 Hydroxide Calcium | Bot Calcium Hydroxide sat tring dung trong chita tri dng tuy. Lo/10g Lo
11.15 K-File, H-File Pay la san pham gitia nha khoa c6 chudi dung dé ma rong khe tuy Vi 6 cai
XIl | Phan 12: Cac loai vat tu khac
Gel sur dung trong si€u am, phu hop voi tan so siéu am dang sir dung. Khong co
12.1 Gel siéu am formaldehyde, v6 khuan. Gel trong, tan hoan toan trong nudc. Do PH trong khoéng Can 5 lit
6,5-7,5
, . A Str dung: Diéu tri vang tré so sinh.
12.2 Bong den d(;hleu Vang | Anh sang mau xanh duong.
Budc song: 430~470nm.
12.3 Bong den gu Bong den gu trang bac 24v25w
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Tudc no vit mii hinh ’ ,
12.4 luc giac cho vit Chat li¢u thép khong gi, chat luong ISO 13485 hodc twong duong
3.5mm
Tubc no vit mii hinh , ,
12.5 luc giac cho vit Chat li¢u thép khong gi, chat luong ISO 13485 hodc tuong duong
4.5/5.0/6.5mm
12.6 Bao huyét ap Bao do huyét ap dung cho ngudi 161/ tré em/ tré so sinh
’ Bao do huyét 4p monitor dung nhiéu lan,loai 1 day 2 day cac ¢& (ngudi 16n,tré

12.7 Bao huyét 4p monitor | em,so sinh,tré nho)
Dung tuong thich vdi cac loai monitor theo do1 bénh nhan

12.8 Hop d;ung t;h Hoe Hop chitr nhat dung dung cu'y té-cd to, kich thude 23x11x5cm

chong soc
Tiéu chuan chat lugng : EN ISO 13485:2016; CE hogc twong dwong
Hang moi : 100%; theo dung ti€u chuén cua nha san xuat
Cau hinh cua huyét ap 500V:
Lo aA A - 01 dong ho do ap luc -

12.9 Huyet p dong ho - Hé théng bom khi : 01 bong bom khi; 02 6ng dan khi; 01 van xa khi cai
- 01 dai bang cudn tay bang cotton, danh cho nguo1 16n kich thude 140x500mm
- 01 bao hoi cao su kich thude 120x220mm
- 01 tai dyng gid da

12.10 Khay Inox can Chét liéu Inox 304, thép khong ri; 30x40cm Cai
bo huyé:t ap, nhip tim & nguoi

, Do huyet ap ty dong, man hinh LCD
1211 May do huyét ap dién | St dung Cong nghé IntelliSense Cai

tu

Pham vi 4p suat vong bit 0 — 299 mmHg
Pham vi do huyét ap Tam thu: 60 — 260 mmHg; Tam truong: 40 -215 mmHg
Pham vi do nhip tim 40 — 180 nhip/phut
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Do chinh xac:

Huyét ap: +3 mmHg

Mach: 5% két qua hién thi trén man hinh

Bao gom vong bit: 22 — 32cm

B6 nhé Luu trit t6i da 14 két qua do

Két ndi Bluetooth qua tmg dung Omron connect

12.12

Nhiét ké

« Puoc 1am tir thy tinh trong sudt, bén trong c6 vach chia d6 va dai thay ngan

« Nhiét d6 do duoc t6i da 35-42°C

* Do & miéng: Dat dau c6 bau kim loai dudi ludi va ngam chat miéng lai. Khong
no61 chuyén hodc can nhiét ké khi st dung.

« Po ¢ nach : Néu dat & nach thi dé bau thily ngan vao hdm nach(ben), khép canh
tay vao nguc de kep gilr 6ng thuay .

« DBt nhiét ké t6i thiéu 5 phit & miéng hodc nach.

« Xoay nhe nhiét ké dé nhin xem mirc thuy ngan.

Cai

12.13

6ng nghe

Tiéu chuan chat lugng : EN ISO 13485:2016; CE hogc twong dwong

Hang moi : 100%; theo dung tiéu chuan ctia nha san xuat

Céu hinh cua Ong nghe FT801 :

- 01 bd phan mit nghe dugc thiét ké hinh tron : gdm chudng va mang nghe, dugc
thiét ké hai mat

- 01 Ong nghe hai tai 1am bang dong thau, dau éng nghe c6 boc nut nhyra mau tring
- 01 Day chit Y 1am bang nhya PVC, mau xam

- Trong lugng : 130g

- Quy cach dong g6i : 100 cai/thung, 0.0586m3, 14.5 kg

Cai

12.14

Qua bop huyét ap

Chat liéu nhya cao su, mau den

Cai

12.15

Gia dung dng nghiém

Chét liéu 1inox, loai 10ml, 36 6ng

Cai

12.16

Tru cdm panh

Chat liéu Inox 304, thép khong ri

Cai

12.17

Sap Parafin

Dung trong dong y

Kg
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12.18

Cudn dong goi thuoc
sac

- Mt trude c6 chit thude sic dong tai, mit sau co ghi hudng dan st dung, ngdn
ngir Tiéng Viét.

- Kich thudc: 400m x 10cm (DxR)

- Trong luong: 9kg/cap

- Bong thi loai: 180ml/tai

- Chét liéu: PET/PE chiu nhiét, ddm bao vé sinh, an toan, tién loi khi st dung, bao
quan.

Cudn

12.19

Kém gap di vat rang
ca sau

Kém gip di vat ham c4 sdu, duong kinh 2.3mm, dai 2300mm, déng mé nhiéu 1an

Cai

12.20

Kep cadm mau st dung
1 lan

Kep cAm mau dung trong noi soi ti€u hda dung 1 lan, 6 mé 1 lmm, 13mm, 16mm,
c6 thé xoay va dong mad nhiéu lan dé dinh vi lai, c¢6 thé thao kep bang thong long
sau khi kep da giai phong hoan toan khoi than kep, duong kinh than 2.6mm, dai
2300mm, goéc ngam 135 do.

Cai

12.21

Thong long sir dung 1
lan

Thong long cat polyp hinh oval va hinh khién. Phut hop véi kénh dung cu t6i thiéu
2.8mm. Chiéu dai 1am viéc 2300mm.

DbJ md long 15mm, 25mm.

Duong kinh day: 0.3mm

Long di lap san véi tay cam nhya. Co cong két ndi dién dé ndi vi may cat dot.
Doéng goi tiét trung 01 cdi/ tui

Cai

12.22

Kém sinh thiét sir
dung 1 lan

Kém sinh thiét da day (qua miii) qua ndi soi.
Ngam tron hinh oval, c6 15 bén. Dung 1 lan.

C6 kha nang xoay dau kém theo hudng lay mo.
Chiéu dai 1600mm

Phu hop v6i kénh 2.0mm.

Puong kinh ngam 1.8mm. D6 mé ngam 5.6mm

Cai

12.23

Kim tiém cam mau

Puong kinh kim 23G, Chiéu dai kim 4mm

Cai
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thong keo day, 01 adapter tudi lam tir polyurethane PU, 01 dau that 1am tir nhwa
12.24 Bo dau thit TMTQ | polycarbonate trong sudt c6 7 vong thit duoc 1am tir cao su ty nhién, va day tri-go Bo
lam tir so1

Dung két hop véi dau thit gidn tinh mach thuc quan bao gdm kim rira, day dén, tay
quay va 1 dau thit.

Dau thit bang chét liéu nhwa PC va silicone mém trong subt, ¢6 lap sin 7 vong that
12.25 Pau thit TMTQ bang cao su thién nhién. Céi
Tay quay duoc thiét ké quay hai chiéu.

Day kéo do1 0.2mm.

Tuong thich véi duong kinh 6ng soi tir 8.6mm dén 13mm.

Luuy

Bat ky thuong hiéu, ma hiéu (néu cb) trong bang pham vi cung cap néu trén dé minh hoa cac tiéu chuan chat lugng, tinh ning
ky thuat yéu cau, nha thau c6 thé lya chon dy thau hang héa c6 nguén gbc, xuat xir, nha san xuat, thuong hiéu, ma hiéu phu hop
v6i diéu kién cung cap nhung phai dam bao yéu cau cé tiéu chuan ki thuat, dic tinh k¥ thuat, tinh nang sir dung “twong duong”.

Nha thau phai cung cap catalog, tai liéu k¥ thuat do hang san xuat phat hanh (Néu la ngén ngir nudc ngoai phai co ban dich
sang tiéng Viét) c6 day du ndi dung ching minh thong sé k¥ thuat d6i voi cac hang héa tham du thau theo yéu cau caa E-HSMT
va chiu trach nhiém vé noi dung va tinh chinh xé4c giita ban gdc va ban dich.

Muc 2. Ban vé: Khong yéu ciu
Muc 3. Kiém tra va thir nghiém
Kiém tra va van hanh thir thiét bi true khi nghiém thu. Kiém dinh trong truong hop c¢6 yéu cau cua chi dau tu hodc co quan
c6 tham quyén va tuan theo cac van ban quy dinh cta phap lut hién hanh.
Muc 4: Mau Bang danh muc hang héa du thau
- Nha thau ké khai day du theo Mau NT — 01 duéi ddy va cung cp file dinh dang excel kém E-HSDT cung ban in ky déng dau, hop



A

1€.

- MAu dué6i ddy dung dé phuc vu danh gia vé k¥ thuat hang héa chao thau cua nha thau. Yéu cau nha thau phai dién diy du va chinh
x4c. Nha thau tu chiu trach nhiém vé hau qua hodc su bat loi néu khong lam dung theo quy dinh. Vi¢c nha thau c6 tinh ké khai thong tin
khong ding véi thong sd ki thuat ma nha san xuat di cong bd nham muc dich vuot qua budc danh gia vé ky thuat duge coi 1a hanh vi gian
1an trong d4u thau quy dinh tai khoan 4 Diéu 16 Luat DAu thau va sé& bi xtt Iy theo quy dinh cua Phép lut.



BANG DANH MUC HANG HOA DU THAU

(PHAN PANH GIA VE KY THUAT)

Thong tin . .
theo E- Thdng tin san pham du thau
HSMT
R 3} S6/ ngay Tén vy té
Ten ,})ac . . ~ . | Phan | gidy ding | M4 vat tw theo
R trang | tinh ky | Chan ~ . < | Hén | Nué . . £ )
. M6 A R ~ | H&n | Nwo | Na loai ky luu y té theo Quyet Quy £
Stt | Tén . thiet bi | thuat g Nha g c A £, s . A So
R ta ) - : g c m , . | TTB hanh/ Quyeét dinh dinh cach Pon
hang N y te/ san loai/ n > . . cha | cha - % , bvt | lwon L
] hang A Z ~ A san | san | san . . YT Giay 5086/Qb- | 5086/Qb- | déng gia
héa hé Tén pham Ma | hiéu £ £ £ iy i £ . X X . g
0 | o dur hang xuat | xuat | xuat hitu | hiiu (néu phép BYT ngay | BYT ngay | goi
ng X co) nhap 04/11/2021 | 04/11/202
mai thau :
i khau 1
O @ | @ (4) (©) © | M| @ | (9 |10 |1y | (12) | (13) (14) (15) (16) (17) | (18) | (19) | (20)
1
2
3
Tén nha thau:
bia chi:
Ma dinh danh: S6 dién thoai nhan su phu trach thau:
Ghi chu

Cac cot (2), (3), (4), (18) ghi phu hop voi Danh muc hang hoa theo E-HSMT;

Cdc cot (5), (8), (9), (10), (11), (12), (13), (19) ghi théng tin san phdam tham dw thau phit hop véi tai liéu lwu hanh va théng tin da dwoc
ké khai trén cong bao hiém dé xin cdp ma theo OP 5086/0P-BYT
Cac cot (6), (7), (14), (15), (16) (17), (20) ghi thong tin san phdam tham dw thau;
Cét (17): hang héa dwoc cap nhiéu theo OP 5086/0P-BYT thi ghi day dii cdc md, cdch nhau bing diu “” va khéong cé khodng tring.




PAI DIEN HQOP PHAP CUA NHA THAU
(Ky, déng ddu va ghi ré ho tén)

1.2.5. Huéng dén trinh bay cdc file trong E-HSDT dding tii trén Hé thong:

Céc file dir li¢u cua hang héa dinh kém E-HSDT phai dugc phan chia riéng bi¢t theo folder nhu sau:
1. Folder 1. Tinh hop 1¢:

- File Bao dam duy thau + tai liéu chirng minh tinh hop 18 ctia nguoi ky thu bao lanh.

2. Folder 2. Nang lwc — kinh nghiém:

- File 1: Gidy chimg nhéan tu cach phap nhan ctia nha thau
- File 2: Chimg nhan du diéu kién mua ban TTBYT theo quy dinh hién hanh.
- File 3.1. Bao céo tai chinh nam ___ (vi du: 2023)

File 3.2. Bao cao tai chinhnam  (vi du: 2024)

File 3.3. Bao cao tai chinhnam  (vi du: 2025)

File 4. Xac nhan thuc hién nghia vu thué

File 5. Hop dong twong tu 1 (bao gdbm hop dong, bién ban nghiém thu/thanh 1y/héa don GTGT...) (Néu c6 nhiéu hop dong dé
chtng minh ning luc — kinh nghiém ctia nha thau thi dat tén File 5.1. Hop dong s6 1; File 5.2 Hop dong s6 2.....)

... va cdc tai li€u lién quan khac (néu co)

3. Folder 3. Ky thuat:

- Binh danh muyc hang hoéa dy thau theo mau:

File 1. Bang danh muc hang hoa du thau

File 2. BAng danh muc hang héa du thau



- Tai liéu chtrng minh vé k¥ thuat ctia hang hoa dugc luu trong cac folder, mdi folder s& bao gom 01 hodc cac mat hang du thau co
cung hing san xuit hodc cung tai liéu phap 1y, trong mdi folder dé nghi nha thau tach riéng cac file tai liéu va danh sb thu ty

Folder 3.1. STT ___ (STT mdt hang trong danh muc hang héa dw thiu ciia nha thau vi du: STT 1, 2, 3):
+ File 1. Ban két qua phan loai TTBYT

+ File 2. S6 luu hanh (bao gom: Phiéu tiép nhdn/Phiéu théng tin hé so cong bo tiéu chudan ap dung, gidy chirng nhdan dang ky
luew hanh, gidy phép nhdp khau, to khai hdi quan, v.v...)

+ File 3. Chitng nhan chat luong (bao gom: ISO 13485, ISO 9001, CE...)
+ File 4. Tai liéu k¥ thuat (bao gom: ban goc va ban dich catalog, datasheet, brochure... do nha san xudt phat hanh).
+ Cac tai liéu lién quan khac (néu c6).
(twong tw Folder 3.2, Folder 3.3... cho cdc hang héa c6 STT tiép theo)
Vidu:
Céch dat tén Folder k¥ thuat:

Folder 3.1. 5TT 34, 237

Folder 3.2. 5TT 159
Céch sip sap xép tai liéu trong folder ky thuat:
File 1. Badng két qua phan loai TTBYT

File 2. 54 Iuu hanh
File 3. Chifng nhan chat lugng

File 4, Tai hgu ky thuat



