Chwong V. YEU CAU VE KY THUAT

Muc 1. Yéu ciu vé k§y thuit

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

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

- Tén dy toan mua sim: Mua sim hda chét, vat tu xét nghiém, thiét bi y té
nam 2026 cua Bénh vién A.

- Tén g6i thau: Goi thau s6 04: Cung cip vat tu y t& phau thuat mét va chan
thuong chinh hinh nam 2026 ctia Bénh vién A.

- Chui dau tu: Bénh vién A

- Pia diém thuc hién: Bénh vién A. Pia chi: Puong Quang Trung, Phuong
Quyét Thang, Tinh Thai Nguyén.

- Hinh thtrc lya chon nha thau: PAu thau rong réi.

- Phuong thirc Iyra chon nha thau: Mot giai doan, M{t tui ho so

- Nguén von: Nguon thu dich vy kham bénh, chita bénh va cac ngudn thu hop
phap khac cua don vi.

- Thoi gian bat dau t6 chirc lua chon nha thau: Quy I, 11 ndm 2026

- Loai hop dong: Pon gia cb dinh.

- Thoi gian thuc hién géi thau: 12 thang

1.2. Yéu cau vé k¥ thuat

1.2.1. Yéu cau chung:

- Yéu cau nha thau mo ta thong s6 k¥ thuat cua hang hoa va cac dich vu lién
quan chimg minh hang héa do nha thau chao tuan thi cac thong sd k¥ thuat va cac
tiéu chuan dudi day hodc co cdu hinh twong duong. Bat ky thuong hiéu, nhin hiéu
nao néu co trong bang yéu cau ky thuat déu mang tinh chat minh hoa cac tiéu chuan
chét luong, tinh ning k¥ thuat yéu cau. Nha thau cé thé lwa chon dw thiu hang
héa c6 nguon goc, xudt xir, nha sdn xudt, thwong hiéu phix hop véi diéu kién cung
cdp nhung phdai dim bdo yéu ciu cé théng sé ky thugt, tinh ning siv dung, tiéu
chudn cong nghé “twong duwong” hodic tot hon so véi cac yéu cau cu thé ¢ dudi va
cung cap tai liéu chimg minh su dap tmg tot hon ctia hang hoa chao thau so voi yéu
cau caa HSMT.

- Bdi véi cac tiéu chuan chat luong dugc dé cap tai E-HSMT:



+ Tiéu chuin chét luong FDA duogc hiéu 1a cta Cuc Quan ly Thuc phém va
Dugc pham Hoa Ky (FDA) - My.
+ Céc tiéu chuan chat lugng ctia CE hoidc FDA hoic twong duong phai dugc

cap boi Co quan c6 thim quyén theo ding quy dinh twong tmg voi Phan loai (Class)
cua thiét bi.

- Noi ham tuong duong duge quy dinh trong yéu cau ky thuat dugc hiéu la:

(1) Puoc co quan c6 tham quyén ching nhan turong duong tiéu chuan

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

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

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

(5) Twong duong vé cong suat; hi¢u suat, yéu cau thong s6 dau vao; danh muc,

do chinh xac két qua dau ra.

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

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

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

- Nha thau phai c6 bang dap tng vé ky thuat ciia hang hoa chao thau theo cac

mau sau:
+ Bang dap &ng tinh phap ly hang hoa (file word/excel + ban ky dong dau, scan dinh kem E-
HSDT):
Tie
Tén thuwong Qu hle;n
mai tham ., .| Tén . ; Y ¢ u; Thong tin
. Ky ma . | Cha | céch < . chat . Lo
N khao a nha . ) o ...z, . |S0lwuhanh " ; ké khai gid|
Tén R hiéu / . s¢ |dong goiPhan loai thiétbiy| Giay phép lwgng i . ren
N (luu y tén N san N N Z . cua TBYT | , 2 (néu co) / | Tai liu san
TT| hang hana héa Nhén <ukt hitu | cia |té theo Nghi dinh hose GPNK ban hang (néu| 1SO, niém vét him
héa 9198 e san| “"2" | (néu | hang | 98202uNB-CP ["0¥CF c6) CE,. | om¥ P
theo SO luu 2 Xuat , , (néu co) . . | gid (néu
R pham ) c6) | héa duw (Ghi ro )
hanh X\ tha iy hét co)
TBYT) a gay ue
han)
@] @ 3 4 ® 1G] O 8 ) (10) (11) (12) (13)
Néu rd hang héa
dwgc phdn logi nao
j . R - Catalog,
Tén hang kém theo 56 vin | Ghiro déy di 9
., i o Theo hang oo, N Brochure,
héa Theo ban phap Iy nhuw hoa the 16 toan bé quda Theo | Pay du 2 Hurdne dén si
TBYT la theo| Theo | Theo han Theo sau: p doa ’UW | trinh: Tén cu |hang héa| thong tin: dmmg a’? S "
1 Theo | S6 heu hanh| hang | hang hée? hang | - S6 cong bo tiéu 0 ¢ ) hzmm thé Chii 6 hitu| thucté | Giava ng Cm;
HSMT| TBYT hodc |héa thiee| héa héa thee| chudn ap dung adi| 5 | TBYT ->Nha | (Ghiré | Thoi gian | " oo 4
F p +| thuc i s, s | quyéncua e P A - Tai liéu
theo tén ké te thuc te| té voi thiét bi y té 9 \phdn phoi (néu| ngay hét |hét hiéu luc , .
o te . . Viet Nam , s <, chirng minh
khai tai thuoc loai A, B i) c6) -> Nha han) (néucd) | . bén thit b
TKHQ. - Hodc S6 gidy cap théu cua ben e od
chirng nhan dang
ky hew hanh d6i véi




thiét bi y té thugc
loai C, D
- Hodc Bang phan
loai TBYT A, B, C,
D
INha thau cam két nhitng ngi dung ké khai néu trén la chinh xdc va hoan toan chiu trach nhiém vé thong tin ké khai.

Trueong hop Nha thau co tinh ké khai thong tin khéng trung thiee nham vieot qua budce danh gid vé ky thudt sé dwoc coi la hanh vi gian lgn trong
ddu thau theo quy dinh tai Khodan 4 Diéu 16 Ludt Pdu thau va Nha thau sé hoan toan chiu trach nhiém, chzfp nhdn chiu xit Iy theo quy dinh cua E-
IHSMT va phdp lugt vé dau thiu

Luu y: (*): Tai buéc hoan thién, ky két hop dong, d6i voi hang hoa la vat tu,
nha thau phai cung ciAp ma vat tu phuc vu thanh toan bao hiém y té (néu c6) theo
Thong tu s6 04/2017/TT-BYT. Trong truong hop tén hang hda theo khong tring véi
Thong tu s6 04/2017/TT-BYT va cac van ban lién quan, nha thau cé trach nhiém
phdi hop ciing Bén mua giai quyét va dinh chinh thong tin dé thyc hién thanh toan
BHYT

- Nha thau phai c6 bang dap (ing vé ky thuat ciia hang hoa chao thau so sanh
v6i yéu cau k¥ thuat caa E-HSMT (dinh kém file word/excel + ban ky dong dau,
scan tai E-HSDT):

STT| Tén Yéucau ky | Pap ung ki thuat caa | Tai liéu ky thuat tham chiéu trong E-
hang | thuat caa Ho Ho so du thau HSDT

hod | somoithau Tai | Tai lieu tham chiéu bang
lieu | tiéng Viét (Luu y: Nha thau
tham | phai dam bao tinh chinh xac
chiéu | gitra noi dung tiéng Anh va
bang |tiéng Viét. Trong truong
tiéng | hop c6 sy sai khac, To
Anh | chuy@n gia s& yéu cau lam rd
E-HSDT. Viéc nha thau cb
tinh dich sai noi dung nham
dap ung yéu cau cua E-
HSMT, tly mutc do co thé
dugc coi la hanh vi gian 1an)
1| @ 3) (4) (5) (6)

1 Theo | Tén hang hod | - Tén hang hoa theo
HSMT | theo HSMT | S6 luu hanh TBYT:

- Tén thuong mai (néu
cd): Tén hang hoa




theo s6 coéng bd luu
hanh, hoac theo chung
tr nhap hang (trong
treong hop co su sai
khac véi Tén hang hoa
theo HSMT).

- Model: ...

- Nha san xuat: ...

- Xuat xur: ...

- Chu s6 hitu (néu co):

M@0 ta hang hoa cua E-

M ta hang Dan chiéu ting chi tiét mé ta hang hoa
hoacua E- | HSDT (chi tiét dap | (trich din cu thé t6i Trang... cua
HSMT ung tirng muc) Catalog/Tai liu ky thuat va Mo ta
hinh anh... thuéc E-HSDT) (theo vi du
dudi ddy, bao gom ca doan vin md
ta chi tiét ndi dung dap ng)
Pong thoi, nha thau can danh dau
(Highlight) trén tai liéu ky thuat théng
s6 cy thé cia hang hoa dap tng yéu
cau ky thuat tai E-HSMT.
Vi du: Do phén Do phédn  gidi: | Catalog trang 2  “Resolution:
gigi: > | 1920x1080p 1920x1080p”
1920x1080p
Nguon sang: | Nguon sang: LED Catalog trang 2 “Light source: High
LED hogc power white led”
twong duwong

Tiéu chi dap ung
tuong duong hoic tét

hon

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

- Hoic tai liéu chung minh mot sé tinh
nang ky thuat cia E-HSMT dua ra la
tiéu chi khong co ban (viéc khong dap
ung khoéng lam anh huong téi tinh
nang sir dung cua hang hoé dy thau)
kém theo dan chiing phép ly va khoa
hoc cu thé (khdng chip nhan céc lap
luan tu suy dién) dé T6 chuyén gia
xem xét danh gia “Chép nhan dugc”.




Tai liéu chitng minh yé&u cau ky thuat
chi c6 duy nhat 01 nha san xuat dap
ung

Tiéu chi gay han ché
nha thau (khong duogc
xem x¢&t va danh gid)

Nha thau cam két nhiing ngi dung ké khai néu trén 1a chinh xac va hoan toan chju trach nhigm vé

thong tin ké khai.

Truwong hep Nha thau cé tinh ké khai théng tin / dich tai lidu ky thudt khong diing véi Thdng sé ky thugt
ma Nha san xudt cdng bé nham vieot qua budce ddanh gid vé ki thudt sé dieoc coi 1a hanh vi gian Idn trong
dau thdu theo quy dinh tai Khodn 4 Diéu 16 Ludt Pau thau va Nha thau sé hoan toan chju trach nhiém,
chdp nhdn chju xit Iy theo quy dinh ciia E-HSMT va phap lugt vé dau thau

1.2.2. Yéu cau k¥ thuit chi tiét:

Yéu ciu vé ciu hinh, tinh ning k¥ thuit co bin cia hang hoa

STT Danh muc hang héa . Y
(Hoac twong dwong, hoac tot hon)
1 Phan 1: Vit tw phiu thuit Ring Ham Mit (04 mit hang)
Day 1.0mm, 4 15
11 Nep xuong 1\~/Iini thing | Dung vit xuong cting mini 2.0mm
410 Pat ti€u chuan ISO 13485 hoac tuong duong
Chat li¢u Titanium
Day 1.0mm, 6 15
12 Nep xuong 1\~/Iini thing | Dung vit xuong ciing mini 2.0mm
6 1o Dat ti€u chuan ISO 13485 hodc twong duong
Chat li¢u Titanium
Day 1.0mm, 8 15
13 Nep xuong 1\~/Iini thing | Dung vit xuong cirng mini 2.0mm
810 Pat ti€u chuan ISO 13485 hodc twong duong
Chét liéu Titanium
Tu taro, dai tir 4 - 16mm
14 Vit xuong Mini Dung t6 vit (?ﬁu hinh chit thap
2.0mm Pat ti€u chuan ISO 13485 hodc twong duong
Chét liéu Titanium
2 Phén 2: Pinh, nep, vit phiu thuit ngoai khoa (30 mit hang)
., | Chat liéu titanium.Nep khoa mit xich théng: ¢6 toi thiéu 6/8/10 15. Dung vit
Nep khoa mat xich cac i s N N
2.1 N khéa 3.5mm.Chiéu day nep > 2.5 mm, chi€u rong > 10 mm, chiéu dai > 64mm.
@ Dat tiéu chuin ISO 13485, CE hoic tuong duong.
Chat ligu titanium.
S6 18: ¢6 tdi thiéu 6/8/10/12 13
99 Nep khoa ban hep cac | L3 két hop ding vit khéa dudng kinh 5.0mm tu taro va vit xwong ctng dudng
co kinh 4.5mm tu taro.
Chiéu day nep > 4mm, chiéu rong nep > 13 mm, chiéu dai nep > 106 mm. Dat
tiéu chuan ISO 13485, CE hoic twong dwong.
Nep khoa dau du6i | - Chat lidu Titanium,
2.3 mit ngoai xuong canh | - Nep c6 > 5 13 trai/phai, than dai > 56.5mm dén < 183.5mm,

tay cac co

- B rong > 10mm, day > 2.5mm.




- Dung cho vit khoéa 3.5mm, vit cirng 3.5mm hoéc 4.0mm.
- Pat tiéu chuan ISO 13485, CE hoic twong dwong.

24

Nep khoa dau trén
xuong canh tay cac cd

- C6 3-8 16 than dai > 61.1mm - < 121.1mm
- Chét liéu titanium.
- Pat tiéu chuan ISO 13485, CE hoic twong dwong.

2.5

Nep khoa chit T cac co

- Chét liéu Titanium,

- C6 3-4-5-6 15 than dai > 49mm - < 85mm, dudi rong > 10.7mm, dau rong >
24.7mm, day > 1.8mm

- Pat tiéu chuan ISO 13485, CE hoic twong dwong.

2.6

Nep khoa dau trén
xuong chay

- Chat liéu Titanium,

- C6 > 416 than dai > 81.7mm - < 145.7mm,

- P6 rong dudi > 16mm, rong dau > 38.35mm, day > 2.5mm, khoang cach 15 >
16mm.

- Dung cho vit khoa 5.0mm, va vit cung 4.5mm.

- Pat tiéu chuan I1SO 13485, CE hodc twong duong

2.7

Nep khoa mém khuyu
cac c&

- Chat li¢u Titanium,

- C6 > 4 16 trai/phai than dai > 128.8mm - < 179.8mm

- Bubi rong >1 1mm, dau rong > 15mm, day > 2.5mm, khoang cach 16 >13mm.
- Dung cho vit khoéa 3.5mm, vit ciing 3.5mm hoéc 4.0mm.

- Pat tiéu chuén ISO 13485, CE hodc tuong duong

2.8

Nep khoa than xuong
don cac co

- Chét liéu Titanium.

- Nep c6 > 6 16 than, dai trong khoang tir > 70mm - < 112mm
- P6 rong > 10mm, day > 3mm, khoang cach 16 > 14mm.

- Pat tiéu chun ISO 13485, CE hodc tuong duong

2.9

Nep khoa xwong don
cac co

- Chét liéu Titanium

- C6 > 4 15 trai/phai

- D dai > 63mm

- Bubi rong > 9,8mm, dau rong > 15,8mm, day > 3mm, khoang cach 15 >
11,7mm

- DUng cho vit khoa 3,5mm

- Pat tiéu chuan ISO 13485, CE hodc twong duong

2.10

Nep khoa dau trén
xuong dui cac cd

- Chét ligu Titanium

- C6 >3 10 trai/phai than dai > 91mm dén < 270.8mm, Pudi rong > 16mm, dau
rong > 21mm, day dudi > 5mm, day ddu > 3mm, khoang cach 16 > 18mm.

- Dung cho vit khéa 5.0mm, vit ciing 4.5mm.

- Pat tiéu chuén ISO 13485, CE hodc tuong duong

211

Nep khoa dau duéi
xuong dui cac co

- Chat liéu Titanium,

- C6 5-7-9-11-13 15 trai/phai than dai > 156.4mm - < 316.4mm,
- Dung cho vit khoa 5.0mm va vit cing 4.5mm.

- Pat tiéu chuén ISO 13485, CE hoic tuong duong

212

Nep khoa dau duéi
xuong chay cac cd

- Chat liéu Titanium,

- C6 tlr > 5 13 trai/phai than dai > 108.3mm - < 268.3mm,

- Rong dudi > 16mm, rong dau > 22mm, day > 2.5mm, khoang cach 15 >
16mm.

- Dung cho vit khoa 5.0mm, vit cing 4.5mm.

- Pat tiéu chuén ISO 13485, CE hodc tuong duong




Nep khoa dau trén

- Chat liéu Titanium,
- C6 tir >5 15 trai/phai than dai > 143.3mm - < 303.3mm
- Po rong dudi > 16.2mm, rong dau > 22.5mm, day dudi > 4mm, day dau >

213 xuong chay cac cd 3.2mm, khoang cach 15 > 16mm.
- Dung cho vit khoa 5.0mm va vit cing 4.5mm.
- Pat tiéu chuan I1SO 13485, CE hodc tuong duong
- Chat li¢u Titanium, trai/phai
Nep khoa xuwong got | - Than dai > 62.6mm, rong > 20.7- < 41.7mm, day > 1.5mm.
214 N . s
chén céac cd - Dung cho vit khéa 3.5mm.
- Pat tiéu chuan ISO 13485, CE hodc twong duong
- Chat liéu Titanium,
- C6 tir > 3 10 trai/phai than dai > 71mm - < 161mm,
915 Nep khoa dau dusi - Rong dudi 2~9.3mm, rong dau > 13.8mm, day duo6i > 3mm, day dau > 2mm,
xuong mac cac cd khoang cach 16 > 10mm.
- Dung cho vit khéa 3.5mm, va vit cirng 3.5mm hoéc 4.0mm.
- Pat tiéu chuan ISO 13485, CE hodc twong duong
- Chét liéu Titanium,
Nep khoa long méng | - C6 tir >4 15 than dai > 54mm - < 162mm, ~
2.16 ) L - B6 rong > 10mm, day > 1.5mm, khoang cach 16 > 12mm.
cac o - Dung cho vit khoa 3.5mm.
- Pat tiéu chuén ISO 13485, CE hodc tuong duong
- Chat li¢u Titanium
- Chiéu dai: Tir > 6mm - < 40mm nhay bac 2mm
917 Vit khoa duong kinh | - BPuong kinh than vit: > 2.7mm
2.7mm - Puong kinh mii vit: > 5.5mm
- Buong kinh 161 vit: > 2.5mm
- Pat tiéu chuan ISO 13485, CE hodc twong duong
- Chat li¢u Titanium
- Chiéu dai: Ttr > 10mm dén < 50mm nhay bac 2mm, tir > 50mm dén < 60mm
, , . . nhay bac Smm
p1g | Yitkhoaduongkinh ) o kinh than vit: > 3.5mm
3.5mm - Puong kinh mii vit: > 5.5mm
- Puong kinh 161 vit: > 2.5mm
- Pat tiéu chuén ISO 13485, CE hodc tuong duong
- Chét liéu Titanium
- Chiéu dai: Tir> 14mm dén < 50mm nhay bac 2mm,
Vit khoa duong kinh fir > ?Omrr} dén % 90fnm nhay bac Smm
2.19 5.0mm - Puong kinh than vit: > 5.0mm
- Puong kinh mii vit: > 6.8mm
- Buong kinh 161 vit: > 3.5mm
- Pat tiéu chuan ISO 13485, CE hoic twong duong
- Chat liéu Titanium,
L, = . - Chiéu dai: Tir>50mm - < 120mm nhay bac Smm
20 | VitkhGarongmong | o o iinh than vit: > 7.3mm
duong kinh 7.3mm

- Puong kinh mii vit: > 9.7mm
- Buong kinh 161 vit: > 3.5mm




- Pat tiéu chuan ISO 13485, CE hoic tuong duong

221

Vit khoa xp toan
phan 3.5 mm

- Chét liéu Titanium

-Chiéu dai: Tir > 10mm dén < 50mm nhay bac 2mm, tir > 50mm dén < 60mm
nhay bac Smm

- Puong kinh than vit: > 3.5mm

- Puong kinh mi vit: > 5.5mm

- Buong kinh 161 vit: >2.5mm

- Pat tiéu chuan ISO 13485, CE hodc twong duong

2.22

Vit khoa xp toan
phan 5.0 mm

- Chat liéu Titanium

- Chiéu dai: Tir > 35mm - < 110mm nhay bac Smm
- Puong kinh than vit: > 5.0mm

- Puong kinh mi vit: > 6.8mm

- Buong kinh 161 vit: > 3.5mm

- Pat tiéu chuan I1SO 13485, CE hodc twong duong

2.23

Vit xuong cung dudng
kinh 3.5mm

- Chét liéu Titanium

- Chiéu dai: Tir > 10mm dén < 60mm nhay bac 2mm
- Puong kinh than vit: > 3.5mm

- Puong kinh mil vit: > 5.9mm

- Buong kinh 161 vit: > 2.5mm

- Pat tiéu chuan I1SO 13485, CE hodc twong duong

2.24

Vit xuong cing duong
kinh 4.5mm

- Chét liéu Titanium

- Chiéu dai: Ttr> 14mm dén < 60mm nhay bac 2mm, tir > 60mm dén < 70mm
nhay bac Smm

- Puong kinh than vit: > 4.5mm

- Puong kinh mi vit: > 7.9mm

- Buong kinh 161 vit: > 3.5mm

- Pat tiéu chuan ISO 13485, CE hodc twong duong

2.25

Nep mat xich cac c&

Vat liéu hgp kim khong gi.

- Kich ¢& rong > 8mm, day > 2.5mm, dai > 70 - < 94mm.
- Dung vit xdp 4.0 va vit cing 3.5.

- Tiéu chuén: ISO 13485, EC hodc twong duong

2.26

Pinh Kirschner cac c&

Hai dau nhon, duong kinh tir > 1.5 - < 3.0mm, chiéu dai > 300mm, chat liéu
thép khong gi khong nhiém tir

2.27

Chi thép cac co

Thép khong gi dat tiéu chuan ISO13485 hodc tuong dwong

2.28

Vit khéa réng nong
5.0 mm

- Chét liéu Titanium

- Chiéu dai: Tir > 14mm - < 50mm nhay bac 2mm,
tr > 50mm - < 90mm nhay bac Smm

- Buong kinh than vit: > 5.0mm

- Puong kinh mii vit: > 6.8mm

- Buong kinh 161 vit: > 3.5mm

- Budc ren than vit: > 1.25mm

- Str dung dau t6 vit luc giac > 3.5mm.

- Pat tiéu chuan ISO 13485, CE hodc twong duong

2.29

Vong dém cho vit vit
khoa réng nong

- Chét ligu Titanium.
- Puong kinh: > 8mm
- b6 day: > 1.2mm.




- Pat tiéu chuan ISO 13485, CE hoic tuong duong

- Céc ¢, duong kinh tir > 1.2mm- < 6.0mm, dai > 200mm

2.30 Miii khoan cac c¢ - Chét liéu thép khong gi.
- Pat tiéu chuan ISO, CE hoic twong duong
3 Phin 3: B dinh ndi tily xwong dui (04 mit hang)
- Chat liéu titanium.
31 Dinh néi ty xwong | - C6 2 bén tréi- phai
' dui - Puong kinh tir 9mm -13mm.
- Pat tiéu chuan ISO 13485, CE hoic tuong duong.
. - Chét liéu Titanium. Pudng kinh than vit > 6. 4mm.
3.2 Vit luGi N N .
- Pat ti€u chuan ISO 13485, CE hodc tuong duong.
33 Vit khéa - Chat .lAiéu Titfmium. Puong kinh tl}én vit > 4.5mm.
- Pat ti€u chuan ISO 13485, CE hodc tuong duong.
- Chat liéu titanium.
34 Nip cudi dinh noi tay | - Chiéu dai > 13mm
' xuong dui - Puong kinh mii vit > 13mm.
- Pat tiéu chuan ISO 13485, CE hoic tuong duong.
4 Phan 4: B dinh ndi tity xwong chay (03 mit hang)
Binh néi ti - Chét liéu titanium.
uor
4.1 n ni‘hay MO8 | Puong kinh tr $mm-11mm.
y - Pat tiéu chuan ISO 13485, CE hoic tuong duong.
42 Vit khéa - Chat .lAiéu Titjinium. Puong kinh tljén vit >4, 5mm.
- Pat ti€u chuan ISO 13485, CE hodc tuong duong.
- Chét liéu titanjum
L - Chiéu dai > 12.25mm
N& 51 dinh noi ti 2
43 ap Cudt A NOLIY 1 b rong kinh than vit > 6.8mm
xuong chay . , .,
- Buong kinh mii vit > 8mm.
- Pat tiéu chuan ISO 13485, CE hoic tuong duong.
5 Phin 5: B§ Dinh ndi tity xwong dui ngin (04 mit hang)
- Chét liéu titanium.
51 Dbinh ndi tay xuong - Buong kinh tr 9mm-14mm
' dui ngan - B6 dai: 180mm-240mm.
- Pat tiéu chuin ISO 13485, CE hoic tuong duong.
. 4 . . .. | -Cnhatliéu titanium. Puong kinh than vit > 6.5mm. Chiéu dai 26-40mm.
5.2 Nap cudi dinh ndi tiy . B -
- Dat tiéu chuan ISO 13485, CE hodc tuong duong.
L. - Chét liéu Titanium. Duong kinh than vit > 10mm.
5.3 Vit ludi C x =
- Pat tiéu chuan ISO 13485, CE hoic tuong duong.
5.4 Vit khoa - Chat .lAiéu Titfmium. Puong kinh tljén vit > 4.5mm.
- Pat tiéu chuan ISO 13485, CE hoic tuong duong.
6 Phin 6: Bj vat tw dung trong phiu thuit ndi soi cft sdng 2 cong (07 mit hang)
Ludi cit dot bang song | - Sir dung cong nghé Plasma gitip kiém soat nhiét d¢ chi khoang 40-70°
cao tan Plasma ding | - Chét liéu cach dién trén dau 1a gém st dé dam bao an toan
6.1 bén ngoai dng tay - Goc nghiéng ctia ludi cit dot: < 90°

song trong phau thuat
noi soi cot sdng 2 cong

- Tiét trung sén, st dung mot lan.
- Tiéu chuan chat lwong: ISO 13485, CE, FDA hoic tuong duong




Ludi cit dot bang song
cao tan plasma, dau
ludi dbt udn duge

- Sir dung cong nghé Plasma gitip kiém soat nhiét d6 chi khoang 40-70°
- Puong kinh dau < 2.8mm, chiéu dai lam viéc < 135mm

6.2 . x | - Dau ludi dbt ubn duge tdi da > 28 dd, didu khién truc tiép trén tay cam.
dung trong phau thuat . c s
ndi soi cot sdng hai i T%E’:t tmng san,’su dung mot lan
) . éng - Tiéu chuan chat lugng: ISO 13485, CE hodac FDA hoac tuong duong
Ludi cat dot song cao | - St dung cong nghé Plasma giup kiém soat nhiét do chi khoang 40-70°
tan Plasma, dau ludi | - Puong kinh ddu d6t < 3.8mm, chiéu dai lam viéc < 120mm
6.3 hinh moc cau dung - Pau ludi cat d6t hinh moc cau
trong nodi soi cot séng | - Tiét trung sin, sir dung mot lan
hai cong - Tiéu chuén chét luong: ISO 13485, CE hoidc FDA hoic tuong duong
- C6 02 dau két ndi hé thong tudi véi 02 kep bam, chiéu dai > 1.5m
Day bom nudc ding | - C6 01 dau két ndi Luer-Lock véi 01 kep bam, chidu dai > 3.0m
6.4 trong phau thuat noi - Str dung mot lan, cht liéu khong chura latex
soi - Péng go6i trong bao bi kép vo tring bang Ethylene Oxide.
- Tiéu chuén chét luong: ISO 13485, CE hodc FDA hoic tuong duong
- Thiét ké dau miii mai hinh cau c¢6 phu kim cuong
e - Nhiéu ¢& mii, duong kinh cac c& tur gia tri nho nh4t> 1 mm dén gia tri 16n
Miii mai/bao kim A L
6.5 cuong céac ¢& dung cho nhat S 6 . bude ting [mm A ges R VN
. - Miii mai c6 dudng kinh than khoan 2.38mm, chiéu dai tong thé tur gia tri nho
HotLsot nhét > 36 mm dén gia tri 16n nhit < 41 mm
- Tiéu chuén chét lugng: ISO 13485, CE, FDA hoic twong duong
- B6 khin bao gom:
01 khan trai ban dung cy, kich thudc > 165x200cm
04 khan tham, kich thudc > 30x40cm
6.6 Bo khin phau thuat 01 bao kinh ch‘a"m chi, kich thudc > 75x100cm
ndi soi 01 bao chuyp dau den, kich thudc > 60x60cm
01 khan chuyp, kich thudc > 240x410cm
- Thiét ké c6 tai chtra dich
- Tiét trung EO, str dung mot lan.
- St dung cong nghé in 3D.
- Chét liéu Bot Ti6AI4V ELI hoic twong duong.
o en al & - Kich thude (dai x rong): 25mm x 10mm (£10%); Chiéu cao cac c& tir 7 dén
Pia dém cot song lung L e - , c N 40 haxn QO
loai thing, cAu triic 16mm erbuoc tang. lmm,rdo udn (goc lordosis) 4~ h(?ac 8 ,
6.7 T R - Pia ¢6 cau tric ludi, dd xop 60-80%, kich thudc 16 xop 45-100 um, cho phép
mang, in 3D nguyén L , A
Khéi cde o5 xuong ph’at trién, bam chat bén trong dia ’
- Cung cap kéem B0 dung cu dat dia dém cot song lung tuong thich va cac dung
cu hd tro khi sir dung.
- Tiéu chuén chét luong: ISO 13485, CE, FDA hoic twong dwong
7 Phén 7: Vit liéu xwong nhin tao chira yéu to thic diy xwong phat trién nhanh (03 mit hang)
Xuong On }zlgrrlntgo dang Xwong nhan tao gdm hydroxyapatite, hBMP-2, nuéc cit hodc tuong dwong i
) ) dugc pha tiém dong goi riéng biét, twong thich sinh hoc, kich tao xuong va dan
7.1 hydroxyapatite chira

yéu t6 thuc ddy xuong
phat trién nhanh

tao xwong t6t. Pong goi: hydroxyapatite 0.25 g, thBMP-2 0.25 mg, nudc cét
pha tiém 0.25 mL




Xuong nhan tao dang
0.5mg hydroxyapatite

Xuong nhén tao gdm hydroxyapatite, hBMP-2, nudc cit hodc twong duong
duoc pha tiém dong goi riéng biét, twong thich sinh hoc, kich tao xwong va din

72 chira y&u to ’thu?xday tao xwong t6t. Pong goi: hydroxyapatite 0.5 g, rhBMP-2 0.5 mg, nudc cét pha
xuong phat trién a
tiém 0.5 mL
nhanh
Xuong nil;r;tao dang Xuong nhan tao gdm hydroxyapatite, thBMP-2, nudc cét hodc twong
. , duongduoc pha tiém dong goi riéng biét, twong thich sinh hoc, kich tao xuong
7.3 hydroxyapatitechira O x Lo . ) o
a oz va dan tao xuong tot. Pong goéi: hydroxyapatite 1g, thBMP-2 1mg, nude cat
yéu to thuc day xuong a
L2 pha tiém 1mL
phat trién nhanh
8 Phin 8: Bj kit miéng xop diéu tri vét thwong bing phwong phap hit dp lwe 4m (04 mit hang)
San pham binh chira dich dung trong diéu tri cic ton thuong bang phuong phap
ap luc am
- Tuong thich may hut dich ap lyc am ché d6 lién tuc va chu ky.
8.1 Binh chira dich Vé:t - Binh chtra dich, dung tich 600cc, vt liéu Polycarbonate.
thuong khang khuan | - Kich thudce binh 100x120mm.
- Binh chira dich ¢6 gan cam bién dé bao hiéu dich chira day.
- Binh gdm b loc mét 1an ngin dong chat 1ong chay nguoc tré lai hé thong
hat.
Vit liéu str dung trong diéu tri cic ton thuong bang phuong phap hit ap luc 4m
¢d 16n, dung v6i may hut dich ap luc 4m ché d¢ lién tuc va chu ky, gom:
Vit liéu sir dung trong | - Bang bot x5p ¢& 16n (Size L: 260 x 150 x 30 mm), vt liéu Polyurethane, kich
82 d{éu trj cac ton thuong thuge 16 xdp nho 400-600 micromet
bang phuong phéap hat | - Pau hut dich, vat liéu Silicone Elastomers
ap lyc am size L - Day dan dich, vat liéu Silicone Elastomers, Polyvinly Chloride, duong kinh
bén trong 2.5mm- Bang dan, vat liéu Polyurethane Film va Acrylic Adhesive,
Polyethylene (2 miéng 350 x 350mm).
Vit liéu str dung trong diéu tri cic ton thuong bang phuong phap hut ap luc 4m
¢d trung, ding véi may hut dich ap luc am ché do
lién tuc va chu ky, gom:
Vit lidu sir dung trong | - Bang bot xp ¢ trung (Size M: 160 x 125 x 30 mm), vat liéu Polyurethane,
83 di‘éu trj cac ton thuong kicl} thude 16 x6p 400-600 micromet
bang phuong phéap hut | - Pau hut dich, vat liéu Silicone Elastomers
ap luc am size M - Day dan dich, vat liéu Silicone Elastomers, Polyvinly Chloride, duong kinh
bén trong 2.5mm
- Bang dan, vat liéu Polyurethane Film va Acrylic Adhesive, Polyethylene (1
miéng 350 x 350 mm).
Vit liéu st dung trong diéu tri cic ton thuong bang phuong phéap hiitap luc am
¢d nhd, dung voi may hut dich ap lyc am ché d6 lién tuc va chu ky, gé)m:
Vit liéu sir dung trong | - Bang bot x5p ¢& nhé (Size S: 100 x 75 x 30 mm), vat liéu Polyurethane, kich
8.4 di?zu trj cac ton thuong thusﬁrc 16 xbp 400-600 micromet
bangphuong phap hat | - Bau hut dich vat liéu Silicone Elastomers
ap luc am size S - Day dan dich, vat li¢u Silicone Elastomers, Polyvinly Chloride, duong kinh
bén trong 2.5mm- Bing dan, vat liéu Polyurethane Film va Acrylic Adhesive,
Polyethylene (1 miéng 350 x 350 mm)
9 Phan 9: Vit tw phiu thuit mit (10 mit hang)




9.1

Miéng dan mi

Kich thudc: 6cmx7cm

9.2

Chéit nhudém bao

Thanh phan:
Trypan Blue Ophthalmic Solution 0.06%
Do pH tr 6.8-7.4

9.3

Dao m6 mong

Dao dung trong phau thuat nhan khoa.
Ludi dao duge 1am bang thép khong gi.

9.4

Dao md phaco

'Dao dugc trang bi nap day an toan; Vit lidu chinh: Tay cam: Polycarbonate;
Ludi dao: Thép khong gi. Nép: Polycarbonate; Cong ngh¢ mai hai mat vat, gap
goc; Poi voi dao 2.2mm: Vit kép, goc canh: 2.20 mm. Chi bao d6 sau 1.50 va
1.75 mm dam bao 13n c6 kiém soat; D6i voi dao 2.75mm: Vat kép, géc canh:
2.75 mm. Chi bao d6 sau 1.50 va 1.75 mm, 2.00 mm dam béo lin co kiém soat.

9.5

Dao phau thuat 15°

Dao dugc trang bi nép day an toan; Vat li¢u chinh: Tay cam: Polycarbonate;
Ludi dao: Thép khong gi. Nép: Polycarbonate; Cong nghé mai hai mit vat, dao
thang; Vét rach dam ban du: Vat kép 15°, thang 1.00 mm;

9.6

Dich nhay ding trong
phau thuat Phaco

Thanh phan:

- Dich nhay phdu thuat Hydroxypropyl Methylcellulose
- Nong do: 2% w/iv

- B4 nhaot 5250-8750 mPas

_pH=6.8-76

- Dich nhdy duogc dong goi sin trong xi lanh 2.0ml

- Kich thuéc kim bom: 23G

9.7

Thuy tinh thé nhan tao
mém, don tiéu cu,
khong ngdm nudc, 2
cang loc tia UV

- Thuy tinh thé nhan tao mém, don tiéu cy, 1 manh,

- Chét lidu ving quang hoc: Hydrophobic Acrylic (nhan kho, khong ngam
nude)

- Khong nhudm vang, loc tia cyc tim (UV); Optic thiét ké phi cau

- Chi s6 khtic xa: 1.548

- Pic diém cang: 2 cang

- Chiéu dai thuy tinh thé: 13mm, dwdng kinh ving quang hoc: 6,0mm
- Dai cong suat dap mg: tir +6.0 D dén +30.0 D

- Kich thude vét mé: 2.2mm

- Thuy tinh thé l4p san trong sting (injector) dang xoay.

- Thiét ké optic: bo canh vudng chdng duc bao sau thr phat.

- Hang s6 A: 118.9;

- Chi s6 cau sai (SA) cua Optic 1a: -0,16pm;

9.8

Thé thuy tinh da tiéu
cu

- Thuy tinh thé mém, ba tiéu cy, 1 manh, phi cau

- Chét liéu Acrylic Hydrophobic;

- Thuy tinh thé da tiéu cu (3 tiéu cy), theo co ché két hop khuc xa va nhiéu xa;
- Thi lyc nhin g??m +3.5 D (near addition), thi lyc trung binh +1.85D
(intermediate addition);

- Loc anh sang xanh (UY) va tia cuc tim (UV);

- Pudng kinh optic < 6.0 mm, chiéu dai thity tinh thé <13.0 mm;

- Optic thiét ké ria vudng 360 do;- Cang chit C/L, goc cang 0 do;

- Chi sb khuc xa: 1.48;

- P sau tién phong ACD: < 5.28 mm;

- Chi s6 ABBE: 49;- Hang s6 A: 118.60;

- Chi s6 cau sai (SA) cua Optic 1a: -0.20pm;




- Kich thude vét mo: 2.2mm-2.4mm

- Dai cong suat tir +0 dén +35.0 Diop (ting 0.5 Diop);
- Pong goi tiét tring bang tia chiéu xa;

- Cung cap kém cartridge va Injector sir dung mot 1an

1. Thuy tinh thé mém, don tiéu kéo dai tiéu cu, trong sudt, 1 manh, phi cau,

cang chir C;
2. Tang cuong tam nhin trung gian;
Thay tinh thé nhan tao 3. Ché:t liéu’AcrylAic k’héng ngam I'fl;:I‘O”C,‘l.Q(i tia UV;
A oo+, .. | 4. Duong kinh thau kinh 6mm, chiéu dai tong 13mm;
9.9 mém, don tiéu, kéo dai o .
tiéu cu >-Géccang 0dor
’ 6. Dai Diop: Tur +5D dén +34D;
7. Chi s6 ABBE: 55;
8. Chi s6 khuc xa: 1.47;
9. Chi s6 cau sai -0.27um.
1. Thity tinh thé nhan tao mém, mot manh don tiéu, 4 cang
2. Chét liéu: Copolymer (dugc tao ra Hydrophilic - Hydrophobic, ciu tao gom
2-HEMA (2-hydroxyethyl Methacrylate) va EOEMA (2-ethyloxyethyl
methacrylate) véi 1 phan tr chromophore)
3. Loc tia UV
4. Thiét ké mot manh dang hinh dia véi 4 haptic cip doi tao thanh 4 diém tya.
Goc cang 5°.
5. Thiét ké v6i cong nghé ria vudng hai lan (double square edge).
9.10 Thuy tinh thé nhan tao | 6. Optic dang phi cau hai mat (}Biconv‘ex Aspherical).
don ti€u 7. Kich ¢&: Optic 6mm=* 2%, tong chicu dai 10.75mm=+ 2%
8. Chi s6 khuc xa: 1.46 ¢ 35°C
9. Chi s6 SA: -0,14um
10. Hing s6 A:118.6
11. D6 sau tién phong: 5.32
12. Chi s6 Abbe: 46.94
13. Dai cong suat tir -3D dén +40D
14. Kém cartridge va dung cu dit thuy tinh thé sir dung mot lan
15. Thuc hién qua vét md <2.2mm 16.
10 Phén 10: Vit tw y té thay khép hang (05 mit hang)
- Chuoi khép: Chat lidu hop kim titanium, phu HA toan bg chuéi. C6 > 10 ¢&
chuéi. Chiéu dai chudi tir >130mm dén <190mm, Géc ¢d than: > 127°. Chiéu
dai ¢6 > 41 mm cb dinh v6i moi c& chudi.Chudi co cac ranh xién chéo sau:
Imm, cac ranh doc sau: 0,35mm va céc ranh ngang
o .+ | - Ocbichét lidu hop kim Titanium. C6 t6i thiéu > 10 ¢& (budc ting 2mm).
Khép héang toan phan fy R A A 1AL T x . < T, ~
10.1 CoC - Lot 6 coi: Chat l}e;u st hodc Cerarmlc hodc tuong duong, Co toi thieu 4 co
- Chém khop: Chat liéu st hodac gom Ceramic hodc twong duong, duong kinh
cac & 28/32/36/40mm
- Vit 6 cbi: Chét liéu hop kim titanium hodc tot hon, dwong kinh 6.5mm, chiéu
dai > 15mm, t6i thiu c6 8 ¢& chiéu dai (budc ting Smm).
- Pat tiéu chuin ISO: 13485, CE hoic FDA hoic EU, MDR hoic twong duong
102 Khop hang toan phan | - Chubi khop: Chat liéu hop kim titanium, phu HA toan bg chudi. C6 > 11 ¢&
COP chudi. Chiéu dai chudi tir > 123mm dén < 163mm, Chiéu dai ¢6 > 32.4 mm co




dinh v6i moi ¢& chudi. Géc co-than: > 127°

- O cbi chét liéu hop kim Titanium. C6 > 13 ¢& 6 cdi duong kinh > 36 - <72
mm (budc ting 2mm).

- L6t 6 cdi: Chat ligu: Polyethylene cao phén tir lién két ngang hodc
Polyethylene cao phan tir gia c¢6 bang vitamin E hodc tot hon.

C6 t6i thiéu 4 ¢

- Chom khép: Chat liéu sir hodc Ceramic hodc trong duong, dudng kinh cac
cd 28/32/36mm

- Vit 6 c¢bi: Chét liéu hop kim titanium hodc tt hon, duong kinh 6.5mm, chiéu
dai >15mm, t6i thiéu c6 10 ¢& chiéu dai (budc ting S5mm). Pat tiéu chuan ISO:
13485 va CE hoac FDA hoiac EU, MDR hoac tuong duong

10.3

Khép hang toan phan
2 truc linh dong

- Chudi khép: Chat liéu hop kim titanium, pht nham titanium hozc phi HA
toan bd chudi. C6 > 10 ¢& chudi, Chiéu dai chudi tir > 130mm dén < 190mm,
Géce ¢b than: > 127°. Chiéu dai ¢b > 39.23 mm c¢b dinh v&i moi ¢& chudi.
Chudi ¢6 cac ranh xién chéo sadu: 1mm, cac ranh doc sdu: 0.35mm va cac ranh
ngang

- O ¢bi chat liéu thép khong ri hodc hop kim titanium, phu HA. C6 tbi thiéu >
10 c& (budc taing 2mm).

- L6t 6 cdi: Chét lidu polyethylene cao phan tir (UHMWPE) hodc
polyethylenen b6 sung Vitamin E C6 tdi thiéu > 10 ¢d, 6 ¢di vat 10°

- Chom khép: Chat liéu thép khong gi hodc hop kim CoCr dudng kinh > 22mm
(C6 t6i thiéu 2 ¢& duong kinh), mdi duong kinh 6 tdi thiéu 3 ¢& chiéu dai.

- Pat tiéu chuén ISO: 13485 va CE hodc FDA hodc EU, MDR hoic tuong
duong

104

Khép hang ban phan
chudi ngén

- Chubi khép: Chat liéu hop kim titan (Ti6Al4V) phu hydroxyapatite (HA). C6
> 11 c& chudi. Chiéu dai chudi >123mm, Géc ¢6 than: > 127°. Chiéu dai ¢6 >
32,4 mm cb dinh véi moi ¢& chudi.

- O ¢bi ban phan: V6 dau chom chét liéu CoCr hodc CoCrMo, lap sin 16p 16t
polyethylene trong lwong phan tir cao (UHMWPE), O c6i ban phan > 22 ¢ (tir
<38 mm dén > 60mm). Dung v6i chom khép duong 22mm va chom khép
duong kinh 28mm.

- Chom khép: chét liéu CoCr hodc CoCrMo, Puong kinh chém: 22mm (co tdi
thiéu 3 ¢& chiéu dai); 28mm (c6 t6i thiéu 3 ¢& chiéu dai). Pat tiéu chuan ISO:
13485 va CE hoac FDA hoic EU, MDR hoac tuong duong

10.5

Khép hang ban phan
chu6i dai

- Chubi khép: chat liéu hop kim titan, phu hydroxyapatite (HA) hodc plasma
toan b chudi. Chudi co goc cd than tir: > 125°, chudi ¢6 > 10 ¢&.Chidu dai
chudi tir > 170mm dén < 215 mm

- O cbi ban phﬁn: V6 dau chom chét liéu CoCr hoic CoCrMo, lép san 16p 16t
polyethylene trong lwong phan tir cao (UHMWPE), O cbi ban phan > 22 ¢ (tir
< 38 mm dén > 60mm) Dung v&i chom khép duong 22mm va chém khép
duong kinh 28mm.

- Chom khép: chit ligu CoCr hodc CoCrMo, Pudng kinh chom: 22mm (c6 tdi
thiéu 3 ¢& chiéu dai); 28mm (c6 t6i thiéu 3 ¢& chiéu dai).

- Pat tiéu chuin ISO: 13485 va CE hoidc FDA hoic EU, MDR hoic tuong
duong

11

Phin 11: Vit tu y té thay khép goi (01 mit hang)




1. Ldi cau dui: Hop kim CoCrMo, d¢ day 9mm + 5%, mat truéc nghiéng < 5°,
do gap gbi toi da > 155°, d9 xoay trong-xoay ngoai > 12°; C6 tdi thiéu 13 c&
mdi bén trdi, phdi, budc ting 2mm. D¢ rong trong - ngodi: cic c¢& trong khoang
to 56mm - 80mm; dd rong trude - sau: Cac cd trong khoang tir 52mm-76mm.
2. Lép 16t: chét liéu PE hodc tuong duong. C6 vitamin E; D6 dc sau < 5°;
canh trude cao < 12.5mm; chéng trugt ra trudce va sau. Do day: cac cd trong

B6 khép gdi toan phan | khoang 9mm - 18mm.
11.1 | c6 xi mang co vitamin | 3. Mam chay: chat liéu Titanium. Mt dudi thiét ké dang module c6 dau cho dé
E gan thém miéng ghép titanium bu xwong va chudi ndi dai xwong chay khi can.
Do rong trong - ngodi: 60mm-84mm va do rong trude - sau: 39.5mm-58mm.-
Mit du6i: c6 van nham, d6 diy > 3mm.- Chan mam chay: c6 tdi thiéu 8 c& dai
trong khoang 33mm-42mm.
4. Banh ché: Chét liéu PE hodc tuong duong, dang vom c6 > 3 chan ¢b dinh.
C6 > 7 c& voi cac duong kinh 26mm-44mm
5. Xi mang xuong: > 1 goi.
12 | Phan 12: B ndi soi tai tao diy ching chéo va g dinh, don dep khép goi (06 mit hang)
Ludi bao khdp st dung trong ndi soi khépPudng kinh < 3.0mm, chiéu dai lam
viéc 150mm (£5mm)Pudng kinh < 4.0, chiéu dai lam viéc c6 it nhét 2 kich ¢&
e | trong khoang 185mm-195mmLudi bao khép véi thiét ké khong tao ma sét,
12.1 Ludi bao khép cac co N i i . ey ea X T i1y Y
khong téa nhiét mang lai hi€u qua va hi¢u suat vuot trdi. Ludi bao khop cé 16p
phu, hé s6 ma sat thap, do ctng cao, chéng mai mon tdt.
Dat tidu chuan ISO 13485 hoic twong duong
« Dau dot bang song RF, nhiét d6 on dinh 40-70°. C6 kénh hut dich.
« Pau d6t co nat bam trén tay cam.
122 Ludi cat dot cAm mau | « Do gap goc ?O° ‘
trong khép Puong kinh dau > 3.8mm, chicu dai lam vi¢c > 135mm.
Puong kinh tay cdm 15.5 mm (+£5%), chiéu dai tay cdm 155mm (£5%),
Pat tiéu chuan ISO 13485 hoic tuong duong
Str dung v6i may bom nudc, ding trong phau thuat ndi soi khép, co > hai dau
123 Day dan n‘udc ndi soi cém‘ vao chai dich, c6 khoa dé ngét dong nuc’rc.‘
chay bang may Chiéu dai day > 4m, v trung va st dung moét lan.
Pat tiéu chuan ISO 13485 hoic twrong duong
Vong treo thay d6i do dai, co ché khod tai > 3 diém. Chat lisu UHMWPE, thay
d6i d6 dai t6i thiéu tir 6mm-80mm hogc hon.
Vit treo ¢b dinh day Chdt chét liéu titanium, Dai < 12mm, rong > 3.9mm, day > 1.2mm, thiét ké 4
12.4 | ching chéo thay d6i do | 15
dai Chi kéo va chi 1at mau khac nhau.
Luc tai toi da > 1300N. Dat tiéu chuan ISO 13485 va CE hoac FDA hogc EU/
MDR hoac twong duong
Chi dong goi vo trang, chat lidu ultra-high molecular weight polyethylene
125 Chi siu bén (l‘J'H MWPE) khong tiég, kf‘am’ kim cr}ét liéu th’ép khong gi.C'Iii I so 2, chiéu
dai 36 inch (+ 5%), Soi chi c6 hai mau sac khac nhau. Pat tiéu chuan ISO
13485 va CE hoéc FDA hodc EU hoac MDR hoéc tuong duong
Miii khoan nguoc khong rdng nong, tao dwoc dudng ham xuwong dui va xwong
12.6 Miii khoan nguoc chay tur trong khop, phu hop ky thuat tai tao ACL/PCL all-inside. Miii khoan

duodng kinh > 3.5mm, tao dwdng hdm tir 6.0mm t&i 12mm (bude ting 0.5mm)




Dong goi tiét trung ding mot 1an.
Dat tidu chuan ISO 13485 hoic twong duong

13

Phin 13: B) ndi soi cat

sra sun chém (06 miit hang)

13.1

Ludi bao khép cac co

Ludi bao khép str dung trong ndi soi khép

Puong kinh < 3.0mm, chiéu dai lam viéc 150mm (+5mm)

Duong kinh < 4.0, chiéu dai 1am viéc c6 it nhat 2 kich c& trong khoang
185mm-195mm

Ludi bao khdp véi thiét ké khong tao ma sat, khong toa nhiét mang lai hiéu
qua va hiéu suit vuot troi. Ludi bao khdp co 16p phu, hé sb ma sat thap, do
clmg cao, chong mai mon tot.

Dat tiéu chuin ISO 13485 hoic twong duong

13.2

Dau d6t phiu thuat noi
soi khop

« Pau dbt bang song RF, nhiét d6 6n dinh 40-70°C. C6 kénh hit dich.

« Pau d6t co nat bam trén tay cam.

« Do gap goc 90 doPuong kinh dau > 3.8mm, chidu dai lam viéc > 135mm.
Puong kinh tay cam 15.5mm (£5%), chiéu dai tay cam 155mm (£5%),

- Tiéu chuén chét luong: ISO 13485 hodc twong dwong

13.3

Day dan nudc ndi soi
chay bang may

Str dung v6i may bom nudc, ding trong phau thuat ndi soi khop, o > hai dau
cdm vao chai dich, c6 khoa dé ngit dong nudc.

Chiéu dai day > 4m, vo trung va sir dung mot lan.

Dat tiéu chuin ISO 13485 hoic twong duong

134

Chi siéu bén

Chi dong gbi vo trung, chat lidu ultra-high molecular weight polyethylene
(UHMWPE) khéng tiéu, kém kim chat liéu thép khong gi.

Chi ¢& s6 2, chiéu dai 36 inch (+ 5%).

Pat tiéu chuin 1SO 13485 va CE hodc FDA hodc EU hodc MDR hodc tuong
duong

135

Kim 2 than stra sun
chém

Gom hai kim thang, chat liéu chat liéu Nitinol hogc thép khong gi, dai 25cm
(25%)
Chi chat lidu UHMWPE, ¢& 2-0 hodc 0, Chi dai 75mm (£5%)

13.6

Vit neo khau sun chém

Go6m hai neo PEEK. kich thudc ~1.2mm x 5mm va nut chi siéu bén Biofiber
USP 2-0.

Puong kinh mili: ~1.5mm. Cong 1én ~12 d¢. Pat tiéu chuan ISO 13485 va CE
hodc FDA hodc EU hodac MDR hoic twong duong

14

Phén 14: B) ndi soi sun vién (05 mit hang)

141

Ludi bao khop cac co

Ludi bao khép st dung trong ndi soi khop

Puong kinh < 3.0mm, chiéu dai 1am viéc 150mm (£5mm)

Puong kinh < 4.0, chiéu dai 1am viéc ¢6 it nhit 2 kich c& trong khoang
185mm-195mm

Ludi bao khép voi thiét ké khong tao ma sat, khong téa nhiét mang lai hi¢u
qua va hiéu suit vuot troi. Ludi bao khép ¢ 16p phu, hé sb ma sat thip, do
cling cao, chong mai mon tot.

Pat tiéu chuén ISO 13485 hodc tuong duong

14.2

Dau débt phau thuat noi
soi khop

« Dau dot bang song RF, nhiét d6 6n dinh 40-70°. C6 kénh hut dich.
« Dau dot c6 nit bam trén tay cam.

* Do gép goc 90°

Duong kinh dau >3.8mm, chiéu dai lam viéc >135mm.




Puong kinh tay cam 15.5mm (£5%), chiéu dai tay cam 155mm (£5%),
- Tiéu chuén chat luong: 1SO 13485 hoic twong duong

14.3

Day dan nudc noi soi
chay bang may

Str dung v6i may bom nudc, ding trong phau thuat ndi soi khép, co > hai dau
cim vao chai dich, c6 khéa dé ngat dong nudc.

Chiéu dai day > 4m, v6 tring va sir dung mot lan.

Dat tiéu chuan ISO 13485 hoic tuong duong

144

Troca ndi soi khop

Chat li¢u: nhya Tbi thiéu c6 2 kich ¢& trong khoang 6.5mm va 8.5mm. Cong
vao chat 1ong diéu chinh duocCo ranh xoan, ¢6 khoa kin dé kiém soat dong
chay, 6ng canulla trong sudt.

- Tiéu chuén chat luong: ISO 13485 hoic twong duong

145

Vit neo chon chi

Vit neo chén chi diéu tri mét vimg khop vai. Thiét ké toan bang chi, chat ligu
UHMWPE. Phu hop k¥ thuét anchor 1st.

Puong kinh 1.8mm (+5%). Sau bung tao bui chi 4.2mm (+5%).

Keém chi stra chita s6 2 va chi ludn

Luc kéo bat >226 N

15

Phén 15: Bd dung cu ndi soi khép vai (09 mit hang)

151

Ludi bao khép

Ludi bao khdp st dung trong ndi soi khop. Toi thiéu co cac duong kinh
3.0mm, 4.0mm, chiéu dai lam viéc > 133mm.
- Tiéu chuan chat lwong: ISO 13485 hoic twong dwong

15.2

Lu&i cit dbt cao tin

« Dau dot bang song RF, nhiét 6 on dinh 40-70°. C6 kénh hut dich.
« Pau d6t co nat bam trén tay cam.

* Do gép goc 90°

Puong kinh dau > 3.8mm, chiéu dai lam viéc > 135mm.

Pudng kinh tay cdm >15.5mm, chiéu dai tay cam > 155mm.

- Tiéu chuén chat lwong: ISO 13485 hoic twong duong

15.3

Day dan nudc trong
ndi soi chay bang may

St dung v6i may bom nudc, ding trong phau thuét ndi soi khép, 6 > hai dau
cdm vao chai dich, c6 khoa dé ngit dong nudc.Chiéu dai day > 4m, vo tring va
sir dung mét lan.

Dat tidu chuan ISO 13485 hoic twong duong

154

Ludi bao mai xuong

Ludi bao mai xuong st dung trong ndi soi khop.

Puong kinh < 3.0mm, chiéu dai lam viéc > 147mm

Puong kinh < 5.5mm, chiéu dai lam viéc c6 t6i thiéu 2 kich ¢& trong khoang
185mm-195mm.

- Tiéu chuén chat lwong: ISO 13485 hoic twong dwong

155

Troca ndi soi khdp

Chat liéu: nhua

Téi thiéu c6 2 kich ¢& trong khoang 6.5mm va 8.5mm. Cng vio chat long
diéu chinh dugc

C6 rinh xo0én, c6 khoa kin dé kiém soat dong chay, éng canulla trong sudt.
- Tiéu chuan chat lwong: ISO 13485 hoic twong dwong

15.6

Vit neo c6 dinh choép
xoay loai ren vin

Vit neo budc chi, khau hang trong chdp xoay. Chat liéu PEEK. Vit c6 dang ren
d6i, rdng nong Téi thiéu c6 cac duong kinh 4.5mm, 5.5mm. Chiéu dai
17+0.5mm Kém ba soi chi s6 2 Lyc kéo bat>334.8 N dén < 357.5 N.

15.7

Vit neo chon chi dang
van

Vit neo chén chi dang vin, khau hang ngoai chép xoay.Chat liéu PEEK, miii
PEEK. Thiét ké budc ren doi (hai budc ren), rong nong va c6 16 thong. Puong
kinh t6i thiéu 2 kich c& trong khoang 4.75mm va 5.5mm. Dai 19mm (+5%). L&
x06 chi 4.0mm. Luc kéo bat trong khoang 503 N - 589N




Vit neo d6i khau chop xoay. Thiét ké toan bang chi, chat litcu UHMWPE.

15.8 \(;E;eg" ﬁzzpnlvlzl Puong kinh 2.9mm,
Kém mot soi chi s6 2 va mdt soi chi det 1.4
15.9 Kim day chi Chat liéu Nitinol
16 Phin 16: B) nep vit cdt song mé mé cot song lung nguwe (07 mit hang)
Vat liéu: hop kim titan hodc twong duong.
, N 4 - Vit tu ta-rd, c6 phan xuong cimg va xuong xop. Budc ting 0.5mm
161 | Vitdatuccdtsong | .o ciigy duepng kinh 4.%-8.5rgnm. = :
lung nguc A 1ae s £
- Chicu dai tir < 20mm dén > 150mm
- Goc xoay > 36°
Vat liéu: hgp kim titan hodc twong duong.
- Vit ty ta-rd, ¢6 phan xuong clig va xuong xdp. Budc ting 0.5mm
16.2 Vit truot da truc -Co t‘éi thiéu duong kinh 4.0mm, 8.Smm.
| ) - Chiéu dai tir < 20mm dén > 150mm.
- Goc xoay > 36°
- Diu mi vit dai dé nan chinh truot.
Vit &c khoa trong ot Vat l‘iéu h(_?"p kim titan hoac tuong duong.
16.3 £ - Puong kinh <9.3mm.
song lung nguc N
- Chiéu cao < 4.6mm
Vit liéu: Hop kim titan hodc hop kim cobalt chrome (CoCrMo) hoéc tuong
Nep doc cot sdng lung duong
16.4 o - Buong kinh: 5.5mm.
nete - Chiéu dai > 500mm.
- Trén than nep c6 dudng chi danh dau chiéu cia nep
Vit liéu: hop kim titan hodc twong duong.
Nep néingang cot | Co t‘hé thay ddi dwoc chiéu dai tir < 30mm dén > 74mm.
16.5 Ty ) - Chiéu rong nep tur < 3.5mm dén > 4.5mm.
song lung - C6 thé xoay thay ddi goc xoay. Cé 2 dau ndi véi nep doc va & giita c6 de siét
khoa chiéu dai va gbc xoay cua nep.
Vit liéu PEEK hodc tuong duong.
- Chiéu cao miéng ghép tir < 7 dén > 14mm.
Miéng ghép dia dém | - Chiéu rong: 1 1mm (£2%).
16.6 ot song - Chiéu dai tir < 26 dén > 32mm.
lung loai cong - C6 cac goc udn tir 0° dén > 8°
- Miéng ghép dang cong.
- C6 > 2 diém can quang trén than miéng ghép
Vit liéu PEEK hoac tuong duong.
- Chiéu cao tir < 7 ¢én >14mm.
Miéng ghép dia dém | - Chiéu rong: 11mm (£2%)
16.7 cot sobng lung loai | - Chiéu dai tir < 25 dén > 32mm.
thing - C6 cac goc udn tir 0° dén > 8°
- Miéng ghép hinh vién dan.
- C6 > 2 diém can quang trén thin miéng ghép.
17 Phan 17: Ngi soi 10ng nguc (04 mit hang)




« ¢ z. | Dung cu khau cat n6i tu dong dung mo ndi soi. Truc dai: tr 16cm dén 26cm.
Dung cu khau cat noi N L : Y o X1

- . . | Dau khép noi véi bang ghim c6 thé gap goc > 45° moi bén. Truc xoay duoc
17.1 tu dong dung cho md , , . . N ., X .
. 360°. Tuong thich cac loai bang ghim dai: 45Smm, 60mm, loai c6 3 hang ghim
ndi soi ~
’ moi bén.

Bing ghim cat khau dung cho mé ndi soi. Chiéu dai bang ghim 1a 45mm. Mbi
Bing ghim dung cho | bén c6 ba hang ghim so le. Chiéu cao ghim md khac nhau, nam trong khoang
17.2 dung cu cit khaunbi | tir: 3.0mm dén 4.0mm; Chiéu cao ghim déng 1a 1.25mm dén 1.75mm. Bing
mo ndi soi, dai 45mm | ghim twong thich v&i dung cu khau cat ndi ty dong ding cho md ndi soi loai
gap goc (loai c6 kha ning gap goc > 45° mdi bén). Bing ghim kém ludi dao.

Bing ghim cat khau ding cho phau thuat noi soi. Chiéu dai bang ghim Ia

. L .. | 60mm. Moi bén cé ba hang ghim so le. Chiéu cao ghim m¢é khac nhau, nam
Béng ghim dung véi i . X 2 . , R £
. . .. | trong khoang tu: 3.0mm dén 4.0mm; Chiéu cao ghim dong 1a 1.25mm dén

17.3 dung cu cat khau noi B . , . TS N R
' 1.75mm. Bang ghim tuong thich v6i dung cu khau cat noi ty dong dung cho

mo ndi soi, dai 60mm .o T L o, o Ke1n . .
mo ndi soi loai gap goc (loai co kha nang gap goc > 45° moi bén). Bang ghim

kém ludi dao.

Trocar dung trong phau thuét ndi soi, c6 van khi

- Chét liéu:

+ Than: chét liu polyamide, Polysorprene va silicon oil, c6 dudng ren, van
dong, c6 ranh ¢ dinh, van déng c6 hé thdng van ting cudng

+ Nong: chat liéu Polyamide, Acrylonitrile-butadiene-styrene va Versaflex
Thermoplastic Elastomer, dau trong dang miii ca heo

+ Van khi: 2 chiéu- Dai 100 mm,

- Puong kinh trong: 5.92mm; 11.47mm; 12.95mm

- Buong kinh ngoai: 8.46mm;13.97mm; 15.52mm

174 Trocar nhL_’ra k?éng
dao, cac co

1.3. Cac yéu cau khac
- Nha thiu phdi ngp cung véi E-HSDT cdc tai liéu sau day:
Dbi vai toan bd hang héa:

- C6 Catalog hodc tai liéu k¥ thuat khac ctia Nha san xuét c6 dﬁy dut noi dung
chtrng minh céc dic tinh, thong s6 ky thuat dbi v6i cac hang héa chao thau (Néu 1a
ngdn ngir nudc ngodi phai co ban dich sang tiéng Viét) co day du ndi dung ching
minh thong s6 k¥ thuat di véi cac hang hoa tham du thau theo yéu cau ciia E-HSMT
va chiu trach nhiém vé ndi dung va tinh chinh xéc giita ban gdc va ban dich). Pong
thoi, nha thau can danh dau (Highlight) thong s6 cu thé ciia hang héa dap vng
yéu cau Ky thuat tai E-HSMT trén ca tai liéu Tiéng Anh va Tiéng Viét.

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

- C6 giay chimg nhan dat tiéu chuan quan 1y chat luong ISO 13485 hoic CE
hoic FDA hodc twong duong cia nha san xuat con hiéu luc véi cac mat hang tham
du.

- SO lru hanh con hiéu luc bao gdm Sb cong bb tiéu chuan ap dung ddi voi
Thiét bi y té thudc loai A, B do S¢' Y té cap hodc SO gidy chimg nhan ding ky luu



hanh d6i v&i Thiét bi y té thudc loai C, D do BO Y té cap va Két qua phan loai Thiét
bi y té theo quy dinh tai Nghi dinh s6 98/2021/ND-CP ngay 08/11/2021, Nghi dinh
s6 07/2023/NP-CP ngay 03/03/2023 va Nghi dinh 04/2025/ND-CP ngay 01/01/2025
cua Chinh phu.

Luuy:

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

- Hang héa du thau d3 duoc ké khai gia (D6i voi hang hoa bat budc ké khai
gia theo quy dinh tai Thong tu s6 29/2024/TT-BYT ngay 03/11/2024 ctia Bo Y té)
hodc niém yét gia Thiét bi y té theo Khoan 9 & 10, Piéu 1, Nghi dinh 07/2023/ND-
CP ngay 03/03/2023.

- Nha thau c6 cam két tai thoi diém ddi chiéu tai liéu hodc hoan thién hop
dong: Nha thau phai ndp céc tai liéu ching minh kha ning cung wng hang héa c6
ngudn gdc rd rang va hop 18, nhim dam bao dap Gmg yéu cau vé ning luc ki thuat
theo quy dinh vé “Diéu kién ky két hop dong” tai Khoan 2 Piéu 66 Luat dau thau sd
22/2023/QH15. Trudong hop Nha thau khong thé cung cap tai lidu chimg minh, Nha
thau s& khong du diéu kién xét trang thau theo hudng dan tai Khoan 19 Biéu 140
Nghi dinh sb 214/2025/ND-CP.

Ddi véi yéu cau lap dat, giao hang, tudi tho cia hang hoa:

- Cam két tat ca hang hoa cung cap méi 100%, chua qua st dung, san xuat
nam 2025 trd di, ¢ ngudn goc Xuat xu rd rang, con nguyén dai, nguyén kién theo
quy cach dong géi ctia nha san Xuat.

- Cam két cung cap hang hoa trong thoi gian 3 ngay 1am viéc ké tir lic nhan
dugc don hang cua Pon vi, di véi truong hop giao hang gap, dot xuét: trong vong
48 gio.

Muc 2. Ban vé: Khong cé

Muc 3. Kiém tra va thir nghiém: Viéc kiém tra, thir nghiém cac hang hoa
duoc yéu cau sé duge to chuc tai Bénh vién A; Dia chi: buong Quang Trung,
Phuong Quyét Thing, Tinh Thai Nguyén.. Hang héa nha thau cung cép trude khi



duoc nghiém thu s& dugce bén moi thau kiém. Bat ctr hang hoa nao khong dam bao
chat lugng theo yéu cau cia E-HSMT va E-HSDT sé& khong duoc nghiém thu.






