~ SOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
THANH PHO HO CHI MINH Doc lap - Tw do - Hanh phiic

BENH VIEN MAT
S6: 1349 /BVM-VITBYT Théanh phé Hé Chi Minh, ngay 44 thang 5 ndm 2026

j ~ YEU CAUMOI CHAO GIA
Ap dung déi véi nhu cau mua sam thuy tinh thé nhdn tao ddc biét

Kinh giri: Cac Hang san xuét, Nha cung cép tai Viét Nam

Bénh vién Mat ¢6 nhu ciu tlep nhan béo gia dé tham khéo, xay dung gia/TNKT
c4c g6i thdu mua sim thuy tmh thé nhan tao dic biét v6i ndi dung cu thé nhu sau:

Thong tin clia don vi yéu ciu chao tinh ning k§y thuit, gia:

1. Bon vi yéu cdu moi cho gid: Bénh vién Mét Thanh ph6 Ho Chi Minh
2. Thong tin lién hé ctia ngudi chiu trdch nhiém tiép nhan mdi chao gia:
M sb thué: 0301483745

Dia chi: 280 Pién Bién Phu, Phudong Xuin Hoa, TP.Hb Chi Minh

Sé dién thoai: (028).3932.5364 - 1224

Dia chi email: vitbyt@bvmat.vn

3. Céch thire tiép nhén tai liéu moi chdo tinh ndng k§ thuat, gia: Nhan truc tiép
qua dudng van thu tai dia chi: Phong Hanh chinh Quén tri - Bénh vién Mt — Pia chi:
280 Dién Bién Phu, Phudng Xuin Hoa, TP. Hb Chi Minh.

Trén phong bi ghi 10:

Tiéu dé&: “Chao gi4 thuy tinh thé nhén tao ddc bi¢t theo cong vin sé [dién 56 cong
vin]/BVM-VTTBYT ngay [dién so ngay/thang/nam ciua céng vanj”

Noi nhan: Phong Hanh chinh ‘Quén tri - Bénh vién Mt — 280 Pién Bién Phu,
Phuong Xuan Hoa, Thanh pho H6 Chi Minh

Pdng thoi gui file theo huéng din & cudi vin ban va Muc I1.2 céc thong tin khéc.

4. Thi han tiép nhan moi chao gid: Téi thiu 10 ngay tir ngay ding tai ding tai
trén Hé théng mang déu thau qudc gia hitps://muasamcong.mpi.gov.vn/. Thoi han higu
lyc nhén tai liu chao gia theo ngay trén du cong van dén ciia Bénh vién. Céc tai liéu
¢6 ngdy tiép nhén sau thoi diém to trinh x4y dung gi4d du todn dugc phé duyét s&

khong dugc xem xét.

5. Thoi han ¢6 hidu luc cia gia: Téi thiéu 180 ngay, ké tir ngdy tiép nhin theo
duong vian thu ciia Bénh vién.

6. Dia diém giao hang: Kho Vat tu y té - Bénh vién Mit

7. Hop ddng: theo don gi4 ¢d dinh.

8. Thoi gian thue hién hop dong: 12 thang.

9. Giao hang tirng dot hodc giao mot l4n theo yéu cAu cia Bénh vién.

T



IL. Danh muc yéu cdu mdi chio tinh niing k§y thuit, gia:

2

1. Danh muc moi chao gia:

1. THUY TINH THE PON TIEU PIEU CHINH LOAN THI: 3.600
. b 5 i 2 2at S6 Iwgng
STT THEN TINH NANG KY THUAT (theo yéu cau Bénh X Pon vi foe loai
vién) hang tinh :
hoa
Loai: Don tiéu diéu chinh loan thi
Quang hoc: RoF <1.2D
Chét lidu: Acrylic ki nuée
Thiy tinh thé Pudng kinh tdng: 10.75 mm — 13 mm My,
mdt manh, don Duong kinh optic: 6 mm + 6.15 mm Anh,
tiéu, ki nuée, Vi tri dat: trong bao Piic,
1 | diduchinhloan |- Pam bao dai céng suét: Nhit, Céi 1.500
thi, tiéu chudn | » P§ clu: +10D dén + 30D (buéc nhay 0.5D) Thuy
Chau AuvaM§ |« D6 tru: +1.5D dén +6D ST, B,
Kich thude vét md: qua duge vét mb 2.2 mm cho dai | Ha Lan
d6 <+24.0D (dwong md giac mac)
Céc tinh nang déc biét khéc:
+ Tiéu chuén: FDA va CE
Loai: Pon tiéu didu chinh loan thi
Quang hoc: RoF <1.2D
' Chét ligu: Acrylic ki nuée Mo
Thity tinh thé Pudng kinh tong: 10.75 mm — 13 mm Alz;’l
mdt manh, don Pudng kinh optic: 6 mm + 6.15 mm Bfrc’
tié‘u, ki nudc, Vi tri dat: trong bao ) Nhé;
2 | di€uchinhloan | -Pam bao dai cong suit: Thu . Cai 300
thi, tiéu chudn | » D9 cAu: +10D dén +30D (bude nhiy 0.5D) o 'E},}
Chiu Au * D6 tru: +1.5D dén +6D R He"x La’n
Kich thuée vét mo: qua duge vét moé 2.2 mm cho dai
d6 < +24.0D (dwdng md gide mac)
Céc tinh ning dic biét khac:
+ Tiéu chudn: FDA, CE
Loai: Pon tiéu diéu chinh loan thi
Quang hoc: RoF <1.2 D
1 Chit liéu: Acrylic hén hop Mo
Thuy tinh the Puong kinh tong: 10.75 mm — 13 mm Atﬁ;
mdt manh, don Pudong kinh optic: 6 mm + 6.15 mm BI'IC’
tié‘u, hon hop, Vi tri dat: trong bao - Nhﬁ;
3 | diéu chinhloan | - Dam béo dai cong suat: Thu : Cai 300
thi, ti€u chuén * B cau: +10D dén + 30D (bude nhay 0.5D) St gi
Chéu Au * DY try: +1.5D dt’?n +6D fig % Hz‘;. Le:n
Kich thudce vét mo: qua duge vét mo 2.2 mm cho dai
d6 < +24.0D (dwong md gidc mac) '
Céc tinh ning dic biét khac:
+ Tiéu chuin: FDA, CE
Thily tinh thé "Loai: Pon tiéu diéu chinh loan thi M3,
G Quang hoc: RoF <1.2D
mdt méanh, don Chét Licu- ; Anh,
SRR at liéu: Acrylic ;
tiéu, di€u chinh D kfiih thne: 10,95 13 Die,
4 | loan thi, dai do e R R e R Nhat, | Cai 1.500
rérig: tisn chudn Dgcr'lg}(mh optic: 6 mm + 6.15 mm Thuy
o Vi tri dit: trong bao Sy
Chéu Au CME Tl NS 2 S1, Bi,
- Dam‘bao dai cOng suat: Ha Lan
» P cau: -10D dén + 30D (budc nhay 0.5D)




* D6 try: +1D dén +12D

Kich thudc vét mb: qua duge vét md 2.2 mm cho dai
d6 < 24.0D (dwdng md giac mac)

Céc tinh niing dic biét khac:

+ Tiéu chuén: FDA, CE

2. THUY TINH THE PON TIEU TANG CUONG: 4.250
Xuét £
A TINH NANG KY THUAT (theo yéu cdu Bénh | x& | Donvi | S0 Iwone
STT TEN in * ; , . | tirng loai
vién) - hang tinh (C4i)
“hoa
Loai: Pon tiéu ting cudng
Quang hoe: 1.2 D < RoF<1.58 D
Thily tirtk thé Chz}t llgur: Acx;yhc ki nude M§,
RS Dudng kinh tong: 10.75 mm — 13 mm
mdt manh, don . s : . Anh,
e : Dudng kinh optic: 6 mm + 6.15 mm ;
tiéu ting cudng, b Bt oo b D,
5 | ki nude, tieu b o : Nhat, | Cai 1.500
SETrT Pam béo dai cong suat: +10.0D dén + 30.0D (budc i '
chuan Chau Au 0.5D) Thuy
e Kich thuéc vét mé: qua dugc vét md 2.2 mm cho dai PS[;’ I}?;;]
d6 <+24.0D (duong mo gidc mac)
Céc tinh népg dac biét khac:
+ Tiéu chuan: FDA va CE
Loai: Pon tiéu ting cwong diéu chinh loan thi
Quang hoe: 1.2 D < RoF<1.58D
Thily tinh thé CheTt hf_:u': Acr.gyhc ki nuée r
el Dudng kinh tong: 10.75 mm — 13 mm My,
mot manh, don = ; : -
Skl . Pudng kinh optic: 6 mm + 6.15 mm Anh,
tiéu ting cuong, = .
ki nude. didu Vi tri ddt: trong bao birc,
6 hinl l, - Bam béo dai cong suat: Nhat, Cai 1.500
e + D6 cdu: +10D dén +30D (bude nhay 0.5D) Thuy
thi,tiéu chuin 9 £ Sl
Ol Auvadio |- D4 try: +1.5D dén +6D e S1, Bi,
A AUVAY | Kich thude vét mé: qua dugc vét mo 2.2 mm cho dai | Ha Lan
do <+24.0D (dudong mo gidc mac)
Céc tinh ning ddc biét khac:
+ Tiéu chuidn: FDA va CE
Loai: Don tiéu ting cudong
Quang hoc: 1.2D < RoF<1.58 D
Chit liéu: Acr1ylic ki mude M
Thity tinh thé Dudng kinh téng: 10.75 mm — 13 mm ¥
e < . : , Anh,
mdt manh, don Puong kinh optic: 6 mm + 6.15 mm Bite
7 tiéu ting cudng, | Vi tri dt: trong bao ) Nhﬁts Cai 375
ki nude, tiéu Pam bao dii cong suit: +10.0D den + 30.0D (bude e
2 e Thuy
chuan Chiu Au 0.5D) ol ML Si B
Kich thuéc vét mo: qua duge vét moé 2.2 mm cho dai Hé,La;
d6 <+24.0D (dudng md gidc mac)
Cac tinh né'11ng dédc biét khac:
+ Tiéu chuin: FDA, CE
Loai: Pon tiéu ting cudng My,
Thty tinh thé Quang hoc: 1.2D < RoF<1.58D Anh,
mét manh, don Chat liéu: Acrylic hon hop Pirc,
8 tiéu ting cudng, | Pudng kinh tong: 10.75 mm — 13 mm Nhit, Céi 375
hon hop, tiéu Puong kinh optic: 6 mm + 6.15 mm Thuy
chuan Chau Au Vi tri dat: trong bao ’ Si, Bi,
Pam bao dii cong suat: +10.0D dén + 30.0D (bude | Ha Lan

0.5D)

V -V = NG\
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Kich thudc vét md: qua duoc vét mé 2.2 mm cho dai
dd <+24.0D (dudmg md gisc mac)

Céc tinh néng dic biét khac:

+ Tiéu chuan: FDA, CE

Loai: Pon tiéu ting cudng
Quang hoc: 1.2D < RoF<1.58 D
Chat liéu: Acrylic ngdm nudc

Thity tinh thé Dudng kinh téng: 10.75 mm — 13 mm My,
mét manh, don | Pudng kinh optic: 6 mm + 6.15 mm A'fh’
- | tidu tang cuong, | Vitri ddt: trong bao Du;c, .
9 A i fa e | a Lol o At + & D (bué Nhit, Cai 500
ngim nude, tiéu am bdo ddi cong suat: +10.0D dén + 30.0D (bude
in Chau Au | 0.5D LThuy
chuan Chau Au .5D) i s ST Bi
Kich thuéc vét md: qua duge vét mo 2.2 mm cho dai 5 %
d6 < +24.0D (dudng mo gidc mac) Ha Lan
Cac tinh néng dic biét khac:
+ Tiéu chuan: FDA, CE
3. THUY TINH THE PON TIEU KEO DAI: 1.650
Xuht £
" TINH NANG K¥ THUAT (theo yéu ciuBénh | xi& | Donvi | D0 1wo0g
STT TEN o ’ 4 . . * | tirng loai
vién) hang tinh (CAi)
hoa
Loai: Pon tiéu kéo dai
Quang hoc: 1.58 D < RoF <23 D
it 2 Chét lidu: Acrylic ki nwée My,
ThAuy t}nh tis Dudng kinh tong: 10.75 mm — 13 mm Anh,
mot manh, don g , : : i
P Puong kinh optic: 6 mm + 6.15 mm Dite,
tiéu kéo dai, ki ST A
10 | nuée, tiéu chuin Vil dat: tr{)ng tap . £ Hihiat, Cii 50
Chﬁu, Au v M9 Dam bao dai cong suat: +10.0D dén + 30.0D (budc Thuy
Y | 0.5D) 1 o ST, Bi,
Kich thuge vét md: qua dugc vét md 2.2 mm chodai | Ha Lan
d6 <+24.0D (dudong mo gidc mac)
Céc tinh niing dic biét khac;
+ Tiéu chuan: FDA va CE
Loai: Don tiéu kéo dai
Quang hoc: 1.58 D < RoF <2.3 D
Thity Gak th Cha}t lu_au’: Acayhc ki nurde M,
T Budng kinh tong: 10.75 mm — 13 mm
mét manh, don oo : . Anh,
Sh g e e Dudng kinh optic: 6 mm + 6.15 mm :
tiéu kéo dai, ki it D,
TR e B o L , Nhat, | Céi 800
i Dam bao dii ¢ong suat: +10.0D dén + 30.0D (budc =2
Chau Au 0.5D) Thuy
Kich thuéc vét md: qua dugc vét md 2.2 mm cho dai Iﬁ;’ I}i:l’l
d6 <+24.0D (dudng mo gide mac)
Céc tinh nang dic biét khac:
+ Tiéu chuén: FDA, CE
p Loai: Pon tiéu kéo dai
Thuy tinh thé Quang hoc: 1.58 D < RoF <23 D My,
mot manh, dml Chat liéu: Ac1ylic hon hop Anh,
tiéu kéo dai, l}én Puong kinh tong: 10.75 mm — 13 mm Dic,
12 | hop, ti€u chuan | Buong kinh optic: 6 mm + 6.15 mm Nhit, Cai 800
Chéau Au Vi tri dit: trong bao = ; Thuy
béam bao dii cong suat: +10.0D dén + 30.0D (budc Si, Bi,
Ha Lan

0.5D)
Kich thudc vét mé: qua duge vét md 2.2 mm cho dai




6 < +24.0D (dudng md giac mac)
Céc tinh ning dic biét khac:
+ Tiéu chuén: FDA, CE
4. THUY TINH THE PA TIEU CHUYEN TIEP LIEN TUC: 2.240
A
4 Xuit hrSo’?lg
STT TEN TINH NANG KY THEAT (theo yéu cau Bénh Xt I)(z’n vi ¢ ir'ng
vién) hang tinh :
hoa loal
ol (Cai)
Loai: Thuy tinh thé da tiéu chuyén tiep lién tuc
Quang hoc: RoF > 2.3 D va AVA (logMAR) <0.05
! Chat liéu: Acr,ylic ki nude M
Thuy tinh the DPudng kinh tong: 10.75 mm — 13 mm %
O 5 ; ; ; Anh,
mot manh, da Dudng kinh optic: 6 mm + 6.15 mm ]
+5 £ ek Puc,
13 tiéu chuyén ti€p | Vi tri dit: trong bao Nhat Ci 600
lién tuc, ki nuwée, | Pam béo ddi cong suit: +10.0D dén + 30.0D (buéc S
Sx 2 o Thuy
tiéu chuin Chau | 0.5D) Si Bi
Au va My Kich thudc vét mé: qua dwoc vét md 2.2 mm cho dai HZ{LE:,I
: dd <+24.0D (dudng mo gidc mac) 4
Céc tinh nang ddc biét khac:
+ Tiéu chuan: FDA va CE
Loai: Thity tinh thé da tiéu chuyén tiép lién tuc diéu
chinh loan thi
Quang hoc: RoF > 2.3 D va AVA (logMAR) < 0.05
T W Chét liéu: Acrylic ki nuéce =
Tl’iuy t{nh thg Pudng kinh tong: 10.75 mm — 13 mm My,
modt manh, da ; . ; ] Anbh,
i P Pudng kinh optic: 6 mm + 6.15 mm .
tiéu chuyén tiep itk HOnE e bic,
14 | lién tuc, ki nudc, A et e Nhat, Cai 240
di3u chinh 1 - Pam bao dai cong suat: Thu
1€u chinh J0an | , b5 cau: +10D dén + 30D (budc nhay 0.5D) i
thi, tiéu chuan Si, Bi,
Chau Au va My * D§ try: +1.5D den +3.75D 132 i
Kich thude vét md: qua duoc vét md 2.2 mm cho dai
do <+24.0D (duong md gidc mac)
Céc tinh ning ddc biét khac:
+ Tiéu chuin: FDA va CE
Loai: Thay tinh thé da tiéu chuyén tiép lién tuc
Quang hoc: RoF > 2.3 DvaAVA (logMAR) <0.05
' Chét liéu: ACI:th ki nuée M
Thiiy tinh thé | Pudng kinh téng: 10.75 mm — 13 mm I
et L , : A Anh,
mdt manh, da Pudng kinh optic: 6 mm + 6.15 mm :
el Y Du’c,
15 tiéu chuyén tiép | Vi tri dit: trong bao Nhat Céi 600
lién tuc, ki nude, | Pam bao dai cong suit: +10.0D dén +30.0D (bude 2
T 2 A Thuy
tiéu chuan Chau | 0.5D) Si Bi
Au Kich thude vét md: qua, duoc vét md 2.2 mm cho dai Ha’ La;1
dd <+24.0D (dwong mo gide mac)
Céc tinh nang dic biét khac:
+ Tiéu chuin: FDA, CE
Loai: Thiy tinh thé da tiéu chuyén tiép lién tuc M-
Thuy tinh the Quang hoc: RoF > 2.3 D va AVA (logMAR) <0.05 An{; '
mot manh, da Chat liéu: Acrylic ngdm nudc o
‘i P . PR Bic,
tiéu chuyén tiép | Pudng kinh tong: 10.75 mm — 13 mm 5 .
16 = » 3 : : . Nhat, Cai 400
lién tuc, ngdm_ Puong kinh optic: 6 mm + 6.15 mm Thu
nude, tiéu chuan Vi tri dat: trong bao St B):
Chéiu Au Pam bao dii cong suat: +10.0D dén + 30.0D (budc fL i
0.5D) Ha Lan
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Kich thudc vét mé: qua duge vét md 2.2 mm cho dai
d6 <+24.0D ( dudng md gidc mac)

Céc tinh nang dic biét khac:

Xuit xir: Mgy, Anh, Bic, Nhit, Thuy S7, Bi, Ha Lan
Tiéu chuén: FDA, CE

Loai: Thiy tinh thé da tiéu chuyén tiép lién tuc
ngng hoc: RoF > 2.3 D va AVA (logMAR) <0.05
Chat liéu: Acrylic ki nuéc

Thity tinh thé | Pudng kinh tdng: 10.75 mm — 13 mm M,
mot manh, da | Pudng kinh optic: 6 mm — 6.15 mm Anh,
tiéu chuyén tiép | Vi tri dit: trong bao D,
17 | lién tyc, ki nude, | Pam bao dai cong sudt: +0.0D dén + 34 0D (budc Nhit, Céi 400
ciu sai trung 0.5D) Thuy
tinh tiéu chuan | Kich thudc vét md: qua dugce vét md 2.2 mm cho dai S1, Bi,
Chau Au dd <+24.0D (dudng md gidc mac) Ha Lan
Céc tinh ning dic biét khac: CAU SAI TRUNG
TINH
+ Tiéu chuan: FDA, CE
5. THUY TINH THE PA TIEU CHUYEN TIEP PEU: 2.360
Xuit ] =
e E— TINH NANG KY THUAT (theo yéu chuBnh | x| Donv fu?;]gg
vién) hang tinh :
ho4 lo
(Cai)
Loai: Da tiéu chuyén tiép chuyén tiép déu
Quang hoc: RoF > 2.3 D va 0.05 < AVA (logMAR)
< 0£.14
A ; Chat liéu: Acrylic ki nuéc M¥,
Tliuy tfnh e Pudng kinh tglg: 10.75 mm — 13 mm Anh,
mét manh, da S ; i x .
Heu dhnydn iEp Dl:rmflg }(1nll optic: 6 mm + 6.15 mm Dus:, “
18 £ ki ride Vi tri dat: trong bao - - Nhit, Cai 800
Lot A T Bt Pam béo dii cong suat: +10.0D dén + 30.0D ( bude Thuy
tiéu chuan Chau i
Auva My 0'§D) o e Ly od o Sf’ B,
Kich thudc vEt mo: qua duge vét mo 2.2 mm cho ddi | Ha Lan
d6 <+24.0D ( dwong md gidc mac)
Cac tinh nidng dic biét khac:
+ Tiéu chudn: FDA va CE
Loai: Pa tidu chuyén tiép chuyén tiép déu, didu chinh
loan thi
Quang hoc: RoF > 2.3 D va 0.05 < AVA (logMAR)
<0.14
Thty tinh thé Chét liéu: Acrylic ki nuée My,
mot manh, da Pudng kinh tdng: 10.75 mm — 13 mm Anh,
tidu chuyén tiép | Pudng kinh optic: 6 mm + 6.15 mm P,
19 | déu, ki nuée, Vi tri ddt: trong bao Nhit, Cai 180
didu chinh loan | - Pdm béo dai cong suit: Thuy
thi, tidu chudn | + D cau: +10D dén + 30D (budc nhay 0.5D) ST, Bi,
Chiu AuvaMy |+ D¢ tru: +1.5D dén +3.75D Ha Lan
Kich thude vét mé: qua dugc vét md 2.2 mm cho dai
d6 <+24.0D ( dudng md gisc mac)
Cac tinh néng ddc biét khac:
+ Tiéu chuan: FDA va CE
50 | Thiy tinh thé Loai: Da tiéu chuyén tiép chuyén tiép déu My, Cii 600
mot manh, da Quang hoc: RoF > 2.3 D va 0.05 <AVA (logMAR) Anh,




tiéu ch}lyén tiégp | < 0.14 - b,
déu, hon hop, Chat Liéu: Acx,ylic hon hop Nhat,
tiéu chuan Chau | Pudng kinh tong: 10.75 mm — 13 mm Thuy
Au Pudng kinh optic: 6 mm + 6.15 mm Si, Bi,
Vi tri dit: trong bao ) Ha Lan
Dam béo dii cong suit: +10.0D dén + 30.0D ( buée
0.5D) e il
Kich thu¢e vét mo: qua duge vét mo 2.2 mm cho dai
d6 <+24.0D ( duong mo giac mac)
Céc tinh ndng dédc biét khac:
+ Tiéu chuin: FDA, CE
Loai: Pa tiéu chuyén tiép chuyén tiép déu
Quang hoc: RoF> 2.3 D va 0.05 <AVA (logMAR)
<0.14
T x Chét liéu: Acrylic ngim nudc My,
Thiy tinh the | 5 510 kinh téng: 10.75 mm — 13 mm Anh,
mdt manh, da i , o . ;
ichuyln g Puong kinh optic: 6 mm + 6.15 mm Drire,
21 A 2 = | Vitri dét: trong bao Nhit, Cai 600
déu, ngdm nudc, : e o £ ’
e 2 A Pam bao dii cdng suét: +10.0D dén + 30.0D (budce Thuy
tiéu chuan Chau Y
o 0.5D) sy iy S1, Bi,
Kich thude vét mo: qua duge vét m6 2.2 mm chodai | HaLan
dd <+24.0D (dudng md giac mac)
Céc tinh nang dic biét khac:
+ Tiéu chudn: FDA, CE ,
Loai: Pa tiéu chuyén tiép chuyén tiép déu diéu chinh
loan thi
Quang hoc: RoF> 2.3 D va 0.05 < AVA (logMAR)
<0.14 )
] Chat liéu: Acrylic hon hop
Thy tinh thé | Duong kinh téng: 10.75 mm — 13 mm My,
mot mz’m‘h, da | Puong kinh optic: 6 mm + 6.15 mm Anh,
tiéy chuﬂyén tiép | Vi tri dit: trong bao | Dirc,
22 d‘éu, honhgp, | - Dam béo dai céqg suat: Nhit, Cai 180
dieu chinh loan | * D cau: +10D dén +30D (budc nhay 0.5D) Thuy
thi, tiéu chuan | « DY tru: +1.5D dén +3.75D S, Bi,
Chéau Au Pam bdo ddi cong suit: +10.0D dén +30.0D (budc Ha Lan
0.5D) sk sy o
Kich thuéc vét mo: qua duge vét mo 2.2 mm cho dai
dd <+24.0D (dudng mod gidc mac)
Céc tinh ning dac biét khéc:
+ Tiéu chudn: FDA, CE
6. THUY TINH THE PA TIEU: 900
< Xuat llt’i’(l)lg
STT TEN TINH NANG KY THF{AT (theo yéu cau Bénh Xt })c:'n vi g
vién) hang tinh :
ho4 L
(Cai)
Loai: Thuy tinh thé da tiéu My,
Thily tinh thé Qu?ngj'loc: RoFIZ 2'.3D’va AVA (logMAR) > 0.14 Ar}h,
Py Chat liéu: Acrylic ki nudc b,
mdt manh, da : g 5
Sheeenae Dudng kinh téng: 10.75 mm — 13 mm Nhit, >
23 | tiéu, ki nudec, . , : ) Cai 300
ia 2 . Pudng kinh optic: 6 mm + 6.15 mm Thuy
tiéu chuan Chau oy SIS
Au va Mo Vi tri dat: trong bao : Si, B,
Y Pam béo dai cong suit: +10.0D dén + 30.0D (bude | Ha Lan

0.5D)
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Kich thudc vét md: qua duge vét md 2.2 mm cho dai

dd <+24.0D (dudng mo gidec mac)

Céc tinh néng dic biét khac:

+ Tiéu chuan: FDA va CE

Loai: Thiy tinh thé da tiéu

Quang hoc: RoF > 2.3D va AVA (logMAR) > 0.14

Chit lidu: Ac1ylic ki nudc My
Thity tirih thé Dm‘)’ng k{nh tong: 10.75 M = 13 mm Anh,

T Puong kinh optic: 6 mm + 6.15 mm .
mot manh, da S Pirc,
24 | tiéu, kinuge, | 10l dit trongbao : Nhat, | c&i | 300
n a0 | Ddm bdo déi céng suat: +10.0D dén + 30.0D (budce il

tiéu chuan Chau | 5D) Thuy
o Kich thu6c vét md: qua duge vét md 2.2 mm cho dai PSI:; Iil;n

dd <+24.0D (dudng mo gidc mac)

Céc tinh néng ddc biét khac:

+ Tiéu chuan: FDA, CE

Loai: Thuy tinh thé da tiéu

Quang hoc: RoF 2 2.3D va AVA (logMAR) = 0.14

Chat liéu: Acxylic ngdm nudc My
Thily tink thé Dtrfmg ktrnh tong: 10.75 n_lm —13 mm Yl

et Puong kinh optic: 6 mm + 6.15 mm -
mdt manh, da P Bire,
25 | tiéu, ngdm nudc Jipsdah benghao, : Nhit Cai 300
Ak | Pam bao dai cong suat: +10.0D den + 30.0D (budc =

tiéu chuén Chéu 0.5D) Thuy
Al Kich thudc vét md: qua dugc vét md 2.2 mm cho dai }SI;’ 11,3;;1

d6 <+24.0D (duwong mo gidc mac)

Céac tinh néng dac biét khéc:

+ Tiéu chuin: FDA, CE

Ghi chi:

RoF( Range of field in Defocus Curve for Visual Acuity of 0.21o0gMAR(in
Diopters ) ): pham vi nhin 18 trén dudng cong léch ti€u twong tng véi thi luc 0.2
logMAR (tinh theo dibp)

CDVA (corrected distance visual acuity): Thi lwc nhin xa ¢6 chinh kinh

AVA (logMAR) (Improvement of visual acuity from intermediate to near):
Mire cai thién thi lyc (don vi logMAR) tir khodng cach trung gian dén gé“m

Céc thong sb k¥ thudt nhu RoF va AVA bit budc phai duoc trich dan tir tai liéu
gbc, do hing san xuét phat hanh hosc duge cong bd trong céc 4n phim khoa hoc c6
xdc nhdn cua héng. Moi thong tin khong ¢6 ngudn chinh thitrc hodc chi do don vi phéan
phéi t cung cdp s& khong duge chap nhén.

Céc kinh nfi nhén dung chét liéu da dugc phan loai 6 cho 3 nhém chét liéu nén
chi dugc tham di ding chét liéu da yéu cau.

B dit (IOL injector) phai do chinh hing sidn xuét kinh ndi nhén cung cip
va dwge x4c nhén 13 di kém trong tai liéu cong bd (Catalogue, CE, FDA). Khong
chip nhin b dit thay thé hoic khong c6 xdc nhin chinh thirc tir hing.

Pbi véi sung dit IOL (Injector) bang kim loai dang xoay, cho phép tai sir dung
khong quy dinh so l4n sau xu Iy vo khuén bing phuong phap . hép wét theo huéng din
ctia nha sén xudt. Nha cung cip phai nop kém tai liéu huéng dén xtt Iy chinh thirc cia
nha san xut.

Déi véi tidu chudn CE, FDA:
e Sin phim phai dap 0 ung quy dinh Chau Au, ¢6 ddu CE hop 1& con hiéu luc..

Trudng hop san phdm thudc ddi twong phai d4nh gi sy pht hop bdi Notified
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Body theo quy dinh, ddu CE phai kém ma so cua Notified Body (vi du
CE0123); Truong hop thiét bi khong yéu ciu Notified Body (vi du Class I theo
MDR), thi phai c6 tuyén bd su phu hop theo quy dinh Chéu Au (EU
Declaration of Conformity) hop 1¢ ciia nha san Xuét.

o Sin phdm phai c6 chung nhdn FDA (US FDA approval) con hiéu lyec.

e Thét ca hang héa du thau phéi d4p tng yéu ciu vé tinh ning k§ thuat va xuét xt
hang hoéa theo yéu cau tai Bang in dinh kém Chuong V E-HSMT; riéng dbi voi
Thiét bi y té san xudt tai Viét Nam phai dip ing yéu cau vé tinh ning k¥ thuat
va phai dugc luu hanh hop phép tai Viét Nam (khéng can dép tng tidu chudn
CE hay TDA)

e Nha cung cip phéi ndp kém béan sao chimg nhén va tai liéu tra ciru truc tuyén
dé x4c thuec.

Nha cung cap dwoge bdo nhiéu san phim cé tén thuong mai khac khéc nhau cho
cung mt danh muc hang héa.
2. Céc thong tin khdc: gui File Bdo gid va cac tai liéu khic (néu cé) qua ducrng

link: https://forms.gle/tkUEYXKkBFEZTvrow5 hodc qua M4 QR code (xem cudi vin
ban).

a. Doi v6i Béo gid (Biéu miu 1): dinh dang file EXCEL (xls, .xIsx) va PDF
b. Dbi véi cac tai liéu khéc: dinh dang file dang PDF
3.Luuy:

Trong tai liéu cua quy coéng ty vui long st dung ding biéu mau - KHONG x6a,
khong thay déi thi tu cdc cot, cac ndi dung trong céc biéu miu dinh kém (biéu méu 1). A
NOoi dung nao khéng c6 thi quy cong ty dé tréng hodc ghi khéng c6, nop kem theo ta1 o
lidu tinh nang k§ thuat gdm céc tai lidu lién quan dén san phdm (néu co).

Cot “Tinh ndng k¥ thudt cua Cong ty” phai khai bdo théng tin chinh xdc, trung
thwe, diy da, va sn sang cung cap Tai liéw/ Hb so chirg minh khi dwoc yéu clu; day
14 mot trong céc cén clr xét duyét gid cuia hang héa.

Tran trong./. ¢fa”

Noi nhin:
- Nhu trén;
- Luu: VT, VITBYT (TTMD _1b)
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