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

Muc 1. Yéu ciu vé ky thuat

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

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

- Tén du toan mua sim: Mua thuy tinh thé nhan tao cua Bénh vién Mt
Thanh Ho4 nam 2025-2027.

- Tén goi thau: Goi thau 01: Mua thuy tinh thé nhan tao cua Bénh vién Mt
Thanh Hoé4 nam 2025-2027.

- Chu dau tu: Bénh vién Mét Thanh Hod

- Dia diém thuc hién: Bénh vién Mét Thanh Hoa. Pia chi: 215 duong Hai
Thugng Lan Ong, Phudng Pong Quang, Tinh Thanh Ho4

- Hinh thtrc lya chon nha thau: DAu thau rong rai, trong nudc, qua mang.

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

- Nguon von: Tir nguon thu vién phi, nguén thu BHYT va ngudn thu dich
vu cua Bénh vién.

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

- Loai hop dong: Pon gia ¢ dinh

- Thoi gian thuc hién géi thau: 24 thang.

1.2. Yéu céu vé ky thuat

1.2.1. Yéu cau chung:

- Yéu cau nha thau mo ta thong sb k¥ thuat ctia hang hoa va cac dich vu lién
quan chimg minh hang hoa do nha thau chao tuan thii cac thong s6 ki thuat va cac
tiéu chuan dudi ddy hoic co cdu hinh twong duwong. Bat ky thuwong hiéu, nhin hiéu
nao néu co trong bang yéu cau ki thuat déu mang tinh chat minh hoa cac tiéu
chuan chét luong, tinh ning k¥ thuat yéu cau. Nha thdu cé thé lwa chon dw thiu
héang héa cé nguén géc, xuit xir, nha san xudt, thwong hiéu phit hop véi diéu
kién cung cdp nhwng phdi dim bdo yéu cau cé théng sé ky thudt, tinh ning sir
dung, tiéu chudn cong nghé “twong dwong” hodc tét hon so véi cac yéu cau cu
thé & dudi va cung cép tai liéu chting minh su dép tmg tot hon cta hang héa chao
thau so v&i yéu cau cia HSMT.

- N6i ham twong duong duoc quy dinh trong yéu cau k§ thuat duoc hiéu la:
(1) Pugc co quan c6 tham quyén ching nhan tuong duong tiéu chuan

(2) Tuong duong vé chat lwong hinh anh, d chinh xac mau sic va goc nhin.
(3) Tuong tuong vé tinh chat co khi va thudc tinh vat 1y cua vat liéu.

(4) Tuong duong vé tinh nang co ban, dJ tin cay, pham vi rng dung



(5) Tuong duong vé cong suat; hi¢u suat, yéu cau thong so6 dau vao; danh

muc, do chinh xac két qua dau ra.

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

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

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

- Nha thau phai c6 bang dap tng vé k¥ thuat cua hang hoa chao thau theo

cAc mau sau:
+ Bang dap wng tinh phap ly hang héa (file word/excel dinh kem E-HSDT):
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- Nha thau phai c6 bang dap ung vé k¥ thuat ciia hang héa chio thau so
sanh v6i yéu cau ki thuat cia E-HSMT (dinh kém file word/excel tai E-HSDT):

STT | Tén Yéu cau | Quy cach | Pap ing ky Quy Tai liéu ky thuat tham chiéu
hang | ky thuat | déng goi thuat cia cach trong E-HSDT
hoi | ciia Hb (tham Ho so du déng
s0' moi khio) thiu goi cila
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HSMT TTBYT thuc té
- Model: ... cua




STT | Tén Yéu cAu | Quy cach | Pap ing k§ Quy Tai liéu ky thuat tham chiéu
hang | ky thuat | dong goi thuat cia cach trong E-HSDT
hoi | ciia HO (tham Ho so du dong
s0' moi khao) théu g6i clia
thau theo E- hang
HSMT hoa dw
thu
) 2) 3) 4 ©) (6) (7
- Nha san | hang
XUAL: ... hoa du
- Xuét xir thau
- Chu 86 hitu
(néu co): ...
Mo ta Mo ta hang Dan chiéu timg chi tiét mo ta
hang hoa héa cua E- hang ho4 to6i Trang... cua
cua E- HSDT (chi Catalog/Tai liéu ky thuat/Mo6 ta
HSMT tiét dap ung hinh anh.. thuoc E-HSDT

tirng muyc)

(Highlight cac ndi dung lién
quan téi Mo ta hang hoa trén
Tai liéu dan chiéu)

Tiéu chi dap
ung tuong
duong hoac
t6t hon

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

- Hoac tai liéu chitng minh mot
sd tinh niang ky thuat cua E-
HSMT dua ra 1a ti€u chi khong
co ban (viec khong dép ung
khong lam anh hudng téi tinh
nang st dung cta hang hoa du
thau) dé T6 chuyén gia xem xét
danh gia “Chap nhan duoc”.

Tiéu chi gy
han ché nha
thau (khong
duoc  xem
xét va danh
gia)

Tai liéu chimg minh yéu cau k¥
thuat chi c6 duy nhat 01 nha
san xuat dap tng




1.2.2. Yéu ciu k¥ thuit chi tiét:

STT

Tén hang hoa

Yéu ciu k§ thuit, dic tinh thong s6 k§ thuit hang héa
(Hoic twong dwong, hoic tét hon)

Thuy tinh thé
don tiéu

1. Thiy Tinh Thé mém, don tiéu, | manh

2. Chat liéu: Acrylic hydrophilic hodc Acrylic hdn hop, ty 1é
ngam nudc 26%

3. Mau sdc: mau vang

4. Thiét ké optic: Phi cau

5. Thiét ké haptic: 2 cang C

6. Bo vuong 360 do

7. Buong kinh Optic: 6.0mm + 5%

Chiéu dai téng thé: 12.0mm + 5%

8. Chi s6 khtc xa: > 1,46

9. Causai <0

10. Goc cang <5 do

11. Dai cong suat ti thiéu tir -20.0 D dén +35.0D

12. Kich thudc vét mo: < 2.8 mm

13. Pong goi: Thuy tinh thé dugc cung cap cing dung cu dit bao
gdm carttrige va injector

14. Ching nhan CE hoac FDA hodc JIS hodac CSA

Thuy tinh thé
don tiéu

1. Thuy Tinh Thé mém, don tiéu, 1 manh

2. Chét lidu: acrylic hydrophobic

3. Mau sic: Mau vang

4. Thiét ké optic: phi cau

5. Thiét ké haptic: 2 cang kép hoic cang Z

6. Bo vudng 360 do

7. Pudng kinh Optic: > 6mm

Chiéu dai tong thé: > 13mm

8. 1.46 < Chi s0 khuc xa < 1.47

9.Chusai <0

10. Goc cang 0 do

11. Dai cong suat tdi thiéu tir 0.0D dén +35.0D

12. Kich thuéc vét mo: < 2.8mm

13. Dong goi: Thuy tinh thé duoc lap san trong sing
14. Chting nhan CE hodc FDA hoac JIS hodac CSA

Thuy tinh thé
don tiéu

1. Thuy Tinh Thé mém, don tiéu, 1 manh

2. Chét lidu: Acrylic hydrophilic hodc acylic hdn hop, ty 1é ngam
nudc 26%

3. Mau sdc: Mau vang

4. Thiét ké optic: phi cau

5. Thiét ké haptic: 2 cang C

6. Bo vuong 360 do

7. Buong kinh Optic: 6mm + 5%




STT

Tén hang hoa

Yéu cau k¥ thuit, dic tinh thong sé k§ thuat hang héa
(Hoic twong dwong, hoic tot hon)

Chiéu dai tong thé: < 12.5mm

8. Chi s6 khuc xa: < 1.46

9. Cusai <0

10. Géc cang <5 do

11. Dai cong suét tdi thiéu tir -10.0D dén +42.0D

12. Kich thuéce vét mé: < 2.8mm

13. Pong gbi: Thuy tinh thé duge cung cip ciing dung cu dit bao
gdm carttrige va injector

14. Chting nhan CE hodc FDA hoac JIS hodac CSA

15. C6 02 CFS do nuéce thude G7 hodc Chau Au cip

Thuy tinh thé
don tiéu

1. Thuy Tinh Thé mém, don tiéu, 1 manh

2. Chat liéu: Acrylic hydrophilic hodc Acrylic hdn hop, ty 1&
ngam nudc 26%

3. Mau séac: khong mau

4. Thiét ké optic: Phi cau

5. Thiét ké haptic: 2 cang C

6. Bo vuodng 360 do

7. Puong kinh Optic: 6.0mm + 5%

Chiéu dai téng thé: 12.0mm + 5%

8. Chi sb khiic xa: < 1.46

9. Causai <0

10. Goc cang <5 d6

11. Dai cong suét t6i thiéu tir -10.0 D dén +42.0D

12. Kich thuéc vét mo: < 2.8 mm

13. Bong goi: Thuy tinh thé duge cung cdp cing dung cu dit bao
gdm carttrige va injector

14. Chung nhan CE hodc FDA hoac JIS hodac CSA

15. C6 02 CFS do nudc thude G7 va Chau Au cap

Thuy tinh thé
don tiéu

1. Thuy Tinh Thé mém, don tiéu, 1 manh

2. Chat liéu: Acrylic hydrophobic hodc acrylic hdn hop
3. Mau séc: khong mau

4. Thiét ké optic: phi cau

5. Thiét ké haptic: 2 cang don

6. Bo vuong 360 do

7. Buong kinh Optic: 6mm + 5%

Chiéu dai téng thé: > 12.5 mm

8. Chi sb khiic xa: > 1.55

9.-0.25 um < Cau sai <-0.2 pm

10. Goc cang < 3 do

11. Dai cong sut t6i thiéu tir +6.0D dén +30.0D
12. Kich thuéc vét mo: < 2.8mm




STT

Tén hang hoa

Yéu cau k¥ thuit, dic tinh thong sé k§ thuat hang héa
(Hoic twong dwong, hoic tot hon)

13. Boéng gobi: Thuy tinh thé duge cung cap cung dung cu dat bao
gdm carttrige va injector
14. Chting nhan CE hodc FDA hoac JIS hodac CSA

Thuy tinh thé
don tiéu

1. Thuy Tinh Thé mém, don tiéu, 1 manh

2. Chét lidu: acrylic hydrophobic hodc acrylic hdn hop
3. Mau sic: mau vang

4. Thiét ké optic: phi cau

5. Thiét k& haptic: 2 cang don

6. Bo vudng 360 do

7. Pudng kinh Optic: > 6mm

Chiéu dai téng thé: > 12.5 mm

8. 1.54 < Chi s6 khic xa < 1.55

9.-0.25 um < Cau sai < -0.16um

10. Géc cang <3 do

11. Dai cong suat t6i thiéu tir +6.0D dén +30.0D

12. Kich thuéc vét mo: < 2.8 mm

13. Bong goi: Thuy tinh thé duge cung cip cing dung cu dit bao
gom carttrige va injector

14. Ching nhan CE hodc FDA hoac JIS hodac CSA

Thuy tinh thé
don tiéu

1. Thiy Tinh Thé mém, don tiéu, 1 manh

2. Chat liéu: Acrylic hydrophobic

3. Mau sic: Mau vang

4. Thiét ké optic: Phi cau

5. Thiét ké haptic: 2 cang C

6. Bo vuong 360 do

7. Buong kinh Optic: 6.0mm + 5%

Chiéu dai tong thé: < 13mm

8. 1.5 < Chi s0 khtc xa: < 1.54

9. Ciu sai &m tinh

10. Goc cang <5 d6

11. Dai cong suat tbi thiéu tir +0.0D dén +34.0D
12. Kich thuéc vét mo: < 2.8mm

13. Pong g6i: Thay tinh thé duge lap san trong sung
14. Chung nhan CE hoac FDA hoac JIS hodac CSA

Thuy tinh thé
don tiéu

1. Thiy Tinh Thé mém, don tiéu, 1 manh

2. Chat liéu: acrylic hydrophobic hoic acrylic hdn hop
3. Mau séc: khong mau

4. Thiét ké optic: phi cau

5. Thiét ké haptic: 2 cang

6. Bo vuong 360 do

7. Buong kinh Optic: 6mm + 5 %




STT

Tén hang hoa

Yéu cau k¥ thuit, dic tinh thong sé k§ thuat hang héa
(Hoic twong dwong, hoic tot hon)

Chiéu dai tong thé: > 12.5 mm

8. 1.54 < Chi sb khuic xa < 1.55

9. -0.2um < Céau sai <0

10. Géce cang 0 do

11. Dai cong suét t6i thiéu tir +6.0D dén +30.0D

12. Kich thude vét mé: < 2.8mm

13. Pong gbi: Thuy tinh thé duge cung cip ciing dung cu dit bao
gdm carttrige va injector

14. Chting nhan CE hodc FDA hoac JIS hodac CSA

Thuy tinh thé
don tiéu

1. Thuy Tinh Thé mém, don tiéu, 1 manh

2. Chat liéu: Acrylic hydrophobic

3. Mau sic: Mau vang

4. Thiét ké optic: phi cau

5. Thiét ké haptic: 4 cang hoic 2 cang kép

6. Bo vuodng 360 do

7. Pudng kinh Optic: > 6mm

Chiéu dai tong thé: > 1 lmm

8. 1.46 < Chi s6 khuc xa: < 1.48

9. Causai<0

10. Goc cang < 10 do

11. Dai cong suat t6i thiéu tir +5.0D dén +35.0D
12. Kich thuéc vét mo: < 2.8 mm

13. Bong goi: Thuy tinh thé duge cung cdp cing dung cu dit bao
gdm carttrige va injector

14. Chiing nhan CE hodc FDA hoac JIS hoac CSA
15. C6 02 CFS do cac nudce tham chiéu cip

10

Thuy tinh thé
don tiéu

1. Thity Tinh Thé mém, don tiéu, 1 manh
2. Chét liéu: Acrylic hydrophobic

3. Mau sic: Mau vang

4. Thiét ké optic: Phi cau

5. Thiét ké haptic: 2 cang

6. Bo vuong 360 do

7. Buong kinh Optic: > 6mm

Chiéu dai tong thé: > 13mm

8. 1.52 < Chi s6 khuc xa < 1.55

9. -0.20 pm < Céu sai < -0.14pum

10. Goc cang 0 do

11. Dai cong suét t6i thiéu tir +6.0D dén +30.0D (
12. Kich thuéc vét mo: < 2.8 mm

13. Pong goi: Thuy tinh thé duogc lap sén trong cartridge cliing




STT

Tén hang hoa

Yéu cau k¥ thuit, dic tinh thong sé k§ thuat hang héa
(Hoic twong dwong, hoic tot hon)

injector
14. Chting nhan CE hodc FDA hoac JIS hodac CSA

11

Thuy tinh thé
don tiéu

1. Thuy Tinh Thé mém, don tiéu, 1 manh

2. Chét lidu: Acrylic hydrophilic hogc acrylic hdn hop
3. Mau sic: khéng mau

4. Thiét ké optic: phi cau

5. Thiét ké haptic: 4 cang

6. Bo vudng 360 do

7. Buong kinh Optic: 6 =5 %

10.5mm < Chiéu dai tong thé < 11.0 mm

8. Chi sb khiic xa: 1.46

9. Causai <0

10. Géc cang > 8 do

11. Dai cong suat t6i thiéu tir +10.0D dén +30.0D

12. Kich thuée vét mo: < 2.8mm

13. Bong goi: Thuy tinh thé duge cung cip cing dung cu dit bao
gom carttrige va injector

14. Chtrng nhan CE hodc FDA hodc JIS hoac CSA
15. C6 01 CFS tai nude tham chiéu

12

Thuy tinh thé
don tiéu

1. Thity Tinh Thé mém, don tiéu, 1 manh

2. Chat liéu: acrylic hydrophilic hoic acrylic hdn hop
3. Mau sic: mau vang

4. Thiét ké optic: phi cau

5. Thiét ké haptic: 2 cang C

6. Bo vuong 360 do

7. Buong kinh Optic: > 6mm

Chiéu dai tong thé: > 12.5mm

8. Chi sb khiic xa: < 1.46

9. Cau sai trung tinh

10. Goc cang 0 do

11. Dai cong suét t6i thiéu tir -10.0D dén +45.0D

12. Kich thuéc vét mo: < 2.8 mm

13. Pong goi: Thuy tinh thé dugc cung cdp cung dung cu dit bao
gdm carttrige va injector

14. Chung nhan CE hodc FDA hoac JIS hodac CSA

13

Thuy tinh thé
don tiéu

1. Thiy Tinh Thé mém, don tiéu, 1 manh
2. Chat liéu: Acrylic hydrophobic

3. Mau sic: mau vang

4. Thiét ké optic: phi cau

5. Thiét ké haptic: 4 cang

6. Bo vuong 360 do




STT

Tén hang hoa

Yéu cau k¥ thuit, dic tinh thong sé k§ thuat hang héa
(Hoic twong dwong, hoic tot hon)

7. Buong kinh Optic: 6mm + 5%

Chiéu dai tong thé: < 11mm

8. 1.53 < Chi sé khuc xa <1.54

9. Cau sai <0

10. Géc cang <5 do

11. Dai cong suét t6i thiéu tir +0.0D dén +34.0D

12. Kich thudc vét mé: < 2.8 mm

13. Pong goi: Thuy tinh thé duoc lap san trong sung
14. Chting nhan CE hodc FDA hoac JIS hodac CSA

14

Thuy tinh thé
don tiéu

1. Thuy Tinh Thé mém don tiéu, 1 manh

2. Chat liéu: Acrylic hydrophobic

3. Mau sic: khéng mau hodc mau vang

4. Thiét ké optic: phi cau

5. Thiét ké haptic: 2 cang hoic 4 cang

6. Bo vuodng 360 do

7. Pudng kinh Optic: < 6mm

10.5 mm < Chiéu dai tong thé < 13mm

8. 1.49 < Chi s6 khuc xa < 1.53

9. Causai <0

10. Goc cang < 10 do

11. Dai cong suét t6i thiéu tir -10.0D dén +35.0D
12. Kich thuéc vét mo: < 2.8 mm

13. Bong goi: Thuy tinh thé duge cung cdp cing dung cu dit bao
gdm carttrige va injector hoic lip sin.

14. Chung nhan CE hodc FDA hoac JIS hodac CSA

15

Thuy tinh thé
don tiéu

1. Thity Tinh Thé mém, don tiéu, 1 manh

2. Chat liéu: Acrylic hydrophilic hodc acrylic hdn hop
3. Mau séc: khong mau

4. Thiét ké optic: phi cau

5. Thiét ké haptic: 4 cang

6. Bo vuong 360 do

7. Duong kinh Optic: 6mm

Chiéu dai tong thé: < 1 1mm

8. Chi sb khiic xa: < 1.46

9.-0.25 um < Cau sai < -0.14pm

10. Goc cang < 5 do

11. Dai cong suat t6i thiéu tir 0.0D dén +40.0D

12. Kich thuéc vét mo: < 2.8 mm

13. Bong goi: Thuy tinh thé duge cung cdp cung dung cu dit bao
gdm carttrige va injector hoic lip sin.




STT

Tén hang hoa

Yéu cau k¥ thuit, dic tinh thong sé k§ thuat hang héa
(Hoic twong dwong, hoic tot hon)

14. Chting nhan CE hodc FDA hoac JIS hodac CSA
15. C6 01 CFS do nuéc thude G7, EU cép

16

Thuy tinh thé
don tiéu

1. Thuy Tinh Thé mém, don tiéu, 1 manh

2. Chét lidu: Acrylic hydrophilic hodc acrylic hdn hop hoic
acrylic hydrophobic

3. Mau sic: mau vang

4. Thiét ké optic: phi cau

5. Thiét ké haptic: 4 cang

6. Bo vudng 360 do

7. Buong kinh Optic: 6mm + 5%

Chiéu dai téng thé: 11 mm + 5%

8. 1.48 < Chi s6 khiic xa < 1.55

9. Cau sai am tinh

10. Géc cang <5 do

11. Dai cong suat t6i thiéu tir +5.0D dén +30.0D

12. Kich thuée vét mo: < 2.8mm

13. Pong goi: Thuy tinh thé dugc lip sin trong sung.

17

Thuy tinh thé
don tiéu

1. Thiy Tinh Thé mém, don tiéu, 1 manh

2. Chat liéu: Acrylic hydrophilic hodc acrylic hdn hop hodc
acrylic hydrophobic

3. Mau sic: mau vang

4. Thiét ké optic: phi cau

5. Thiét ké haptic: 2 cang C

6. Bo vuong 360 do

7. Buong kinh Optic: 6mm + 5%

Chiéu dai téng thé: 12.5 + 5%

8. 1.46 < Chi s6 khiic xa < 1.50

9. Ciu sai &m tinh

10. Goc cang < 10

11. Dai cong suat t6i thiéu tir 0.0D dén +34.0D

12. Kich thuéc vét mo: < 2.8mm

13. Bong goi: Thuy tinh thé duge cung cdp cung dung cu dit bao
gdm carttrige va injector hoic lip sin.

18

Thuy tinh thé
don tiéu

1. Thuy Tinh Thé mém, don tiéu, 1 manh

2. Chét liéu: Acrylic hydrophilic hoic acrylic hdn hop hodc
acrylic hydrophobic

3. Mau séc: khong mau

4. Thiét ké optic: phi cau

5. Thiét ké haptic: 4 cang

6. Bo vuong 360 do

7. Buong kinh Optic: 6 = 5%
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Chiéu dai tong thé: 11 + 5%

8. Chi s6 khuc xa < 1.46

9. Cusai <0

10. Goc cang < 10 do

11. Dai cong sut t6i thiéu tir 0.0D dén +40.0D

12. Kich thuéce vét mé: < 2.8mm

13. Pong gbi: Thuy tinh thé duge cung cip ciing dung cu dit bao
gdm carttrige va injector hodc lip sén.

19

Thuy tinh thé
don tiéu

1. Thuy Tinh Thé mém, don tiéu, 1 manh

2. Chét lidu: Acrylic hydrophilic hodc acrylic hdn hop hoic
acrylic hydrophobic

3. Mau séac: khong mau

4. Thiét ké optic: phi cau

5. Thiét ké haptic: 2 cang C

6. Bo vuodng 360 do

7. Buong kinh Optic: 6 = 10%

Chiéu dai téng thé: 12 + 10 %

8. 1.45 < Chi s6 khuc xa < 1.49

9. Causai <0

10. Goc cang < 10 do

11. Dai cong suét t6i thiéu tir -10.0D dén +35.0D

12. Kich thuéc vét mé: < 2.8mm

13. Bong goi: Thuy tinh thé duge cung cdp cing dung cu dit bao
gdm carttrige va injector hoic lip sin.

20

Thuy tinh thé
don tiéu

1. Thity Tinh Thé mém, don tiéu, 1 manh

2. Chat liéu: Acrylic hydrophilic hoic acrylic hdn hop hodc
acrylic hydrophobic

3. Mau sdc: mau vang

4. Thiét ké optic: phi cau

5. Thiét ké haptic: 2 cang

6. Bo vuong 360 do

7. Buong kinh Optic: > 6mm

Chiéu dai téng thé: > 12.5 mm

8. Chi sb khiic xa: < 1.46

9. Causai <0

10. Goéc cang <10 do

11. Dai cong suét t6i thiéu tir -10.0 dén +45.0D

12. Kich thuéc vét mo: < 2.8mm

13. Bong goi: Thuy tinh thé duge cung cdp cung dung cu dit bao
gdm carttrige va injector hodc lip sin.
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Thuy tinh thé
don tiéu kéo
dai tiéu cu

1. Thuy Tinh Thé mém , 1 manh, don tiéu kéo dai tiéu cy
2. Chét lidu: Acrylic hdn hop hoic acrylic hydrophilic
3. Mau sic: khéng mau

4. Thiét ké optic: phi cau

5. Thiét ké haptic: 2 cang C kép hodc 2 cang dang kin
6. Bo vudng 360 do

7. Buong kinh Optic: 6mm + 5 %

Chiéu dai tong thé: 12mm = 5%

8. Chi s6 khiic xa: < 1.46

9. Clusai <0

10. Géc cang 0 do

11. Dai cong suat t6i thiéu tir +5.0D dén +30.0D

12. Kich thudce vét mo: < 2.8 mm

13. Pong g6i: Thuy tinh thé dugce lap san

14. Chirng nhan CE hodc FDA hodc JIS hodac CSA

22

Thuy tinh thé
don tiéu kéo
dai tiéu cu

1. Thuy Tinh Thé mém, don tiéu, kéo dai tiéu cu
2. Chat liéu: acrylic hydrophobic

3. Mau séac: khong mau

4. Thiét ké optic: Phi cau

5. Thiét ké haptic: 2 cang C

6. Bo vuodng 360 do

7. Buong kinh Optic: > 6mm

Chiéu dai tong thé: > 13mm

8. 1.47 < Chi s6 khic xa < 1.5

9. Causai<0

10. Goc cang < 10 do

11. Dai cong suat tbi thiéu tir +5.0D dén +34.0D
12. Kich thuéc vét mo: < 2.8 mm

13. Bong goi: Thuy tinh thé duge cung cdp cing dung cu dit bao
gdm carttrige va injector hoic lip sin.

14. Chiing nhan CE hodc FDA hoac JIS hoac CSA
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Thuy tinh thé
don tiéu kéo
dai tiéu cu

1. Thuy Tinh Thé mém, don tiéu kéo dai tiéu cu
2. Chat liéu: Acrylic hydrophobic

3. Mau sic: khong mau hodc mau vang

4. Thiét ké optic: phi cau

5. Thiét ké haptic: 2 cang C

6. Bo vudng 360 do

7. Buong kinh Optic: 6mm + 5%

Chiéu dai téng thé: 12,5mm + 5%

8. 1.5 < Chi s6 khic xa < 1.55

9. Cau sai <0
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10. Goc cang < 10 do
11. Dai cong suét t6i thiéu tir +5.0D dén +34.0D
12. Kich thudc vét mé: < 2.8 mm
13. Pong gbi: Thuy tinh thé duge cung cip ciing dung cu dit bao
gdm carttrige va injector hodc lip sén.
14. Chting nhan CE hodc FDA hoac JIS hodac CSA
1. Thiy Tinh Thé mém, 1 manh, da tiéu
2. Chét lidu: Acrylic hdn hop hoic acylic hydrophilic
3. Mau sic: Khong mau
4. Thiét ké optic: phi cau
5. Thiét ké haptic: 2 cang hoic 4 cang
6. Bo vuodng 360 do
7. Buong kinh Optic: 6mm =+ 5%
. . | Chiéu dai tong thé: 12mm = 10%
pq | Thuytimhthe o . & khﬁcg xa < 1.46
da tiéu . ,
9. Cau sai trung tinh
10. Géc cang: <5 do
11. Dai cong suat t6i thiéu tir +10.0D dén +30.0D
12. Kich thuéc vét mo: < 2.8 mm
13. Bong goi: Thuy tinh thé duge cung cip cing dung cu dit bao
g0m carttrige va injector hodc lap sin.
14. Chtrng nhan CE hodc FDA hodc JIS hoac CSA
15. 42.5D < Céng suét bd sung tiéu cu nhin gan < +4.0D
1. Thuy Tinh Thé mém, 1 manh, da tiéu
2. Chat liéu: Acrylic hdn hop hoic acylic hydrophilic hodc
acrylic hydrophobic
3. Mau sic: Mau vang
4. Thiét ké optic: phi cau
5. Thiét ké haptic: 4 cang
6. Bo vuong 360 do
7. Puong kinh Optic: 6 = 5%
55 | Thuytinh thé | Chiéu dai téng thé: 11mm + 5%
da tiéu 8. Chi s0 khuc xa >1.46

9. Causai<0

10. Goc cang: <5 do

11. Dai cong suat t6i thiéu tir +10.0D dén +35.0D

12. Kich thuéc vét mo: < 2.8 mm

13. Pong goi: Thuy tinh thé dugc cung cdp cung dung cu dat bao
gdm carttrige va injector hodc lip sin.

14.Chung nhan CE hodc FDA hoac JIS hoac CSA

15. +2.5D < Céng suét bd sung tiéu cu nhin gan < +4.0D
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Thuy tinh thé
da tiéu kéo dai

1. Thuy Tinh Thé mém, 1 manh, da tiéu kéo dai tiéu cu
2. Chét lidu: Acrylic hdn hop hoic acylic hydrophilic
3. Mau sic: Khong mau

4. Thiét ké optic: phi cau

5. Thiét ké haptic: 2 cang hodc 4 cang

6. Bo vudng 360 do

7. Buong kinh Optic: 6 mm + 5%

Chiéu dai tong thé: > 10.5 mm

8. Chi s6 khuc xa > 1.46

9. Cau sai <0

10. Géc cang <5 do

11. Dai cong suat t6i thiéu tir +1.0D dén +30.0D

12. Kich thuéc vét mo: < 2.8 mm

13. Béng goi: Thuy tinh thé dugc lap san

14. Chiing nhan CE hodc FDA hoac JIS hodc CSA,

15. C6 02 CFS do cac nuéc G7 hodc Chau Au cap

16. +0.95D < Céng suat bd sung tiéu cy nhin gan < +4.0D
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Thuy tinh thé
da tiéu kéo dai

1. Thuy Tinh Thé mém, da tiéu kéo dai tiéu cu

2. Chat liéu: acrylic hdn hop

3. Mau séac: khong mau

4. Thiét ké optic: phi cau

5. Thiét ké haptic: 4 cang

6. Bo vuong 360 do

7. Buong kinh Optic: > 6mm

Chiéu dai tong thé: < 1 lmm

8. Chi sb khiic xa: < 1.46

9. Causai <0

10. Goc cang: 0 do

11. Dai cong suét t6i thiéu tir -10.0D dén +32.0D

12. Kich thudc vét mo: < 2.8 mm

13. Bong goi: Thuy tinh thé duge cung cdp cing dung cu dit bao
gdm carttrige va injector

14. Chung nhan CE hoac FDA hoac JIS hodac CSA
15.40.95 D < Cong suét bo sung tiéu cu nhin gan <+ 4.0D
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Thuy tinh thé
da tiéu

1. Thuy Tinh Thé mém, da tiéu, 1 manh

2. Chét liéu: Acrylic hydrophilic hodc acrylic hdn hop
3. Mau sic: mau vang

4. Thiét ké optic: phi cau

5. Thiét ké haptic: 2 cang

6. Bo vuong 360 do

7. Buong kinh Optic: 6mm
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Chiéu dai tong thé: > 13mm

8. Chi s6 khuc xa: < 1.46

9. Cau sai <0

10. Goc cang < 10 do

11. Dai cong suét t6i thiéu tir +8.0 D dén +30.0 D

12. Kich thudc vét mé: < 2.8 mm

13. Pong gbi: Thuy tinh thé duge cung cip ciing dung cu dit bao
gdm carttrige va injector hodc lip sén.

14. Chtiing nhan CE hodc FDA hoac JIS hodc CSA,

15. +3.0 D < Cong suét bd sung cho tiéu diém nhin gan < +4.0D;
+1.5D < cong suat bo sung cho tiéu diém nhin trung gian <
+2.0D
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Thuy tinh thé
da tiéu

1. Thuy Tinh Thé mém, da tiéu, 1 manh

2. Chat liéu: Acrylic hydrophilic hodc hdn hop , ty 1¢ ngam nudc
26%

3. Mau sic: Mau vang

4. Thiét ké optic: Phi cau

5. Thiét ké haptic: cang chir C

6. Bo vuodng 360 do

7. Puong kinh Optic: 6mm + 5%

Chiéu dai téng thé: 12mm + 5%

8. Chi s6 khuc xa: 1.46

9. Cau sai <0

10. Géc cang < 10 do

11. Dai cong suat t6i thiéu tir +10.0 D dén +30.0D

12. Kich thude vét mo: < 2.8 mm

13. Bong goi: Thuy tinh thé duge cung cdp cing dung cu dit bao
gdm carttrige va injector hodc 1ap san.

14.Chting nhan CE hodc FDA hoac JIS hodc CSA,

15.+3.0 D < Cong suat bo sung cho tiéu diém nhin gan < +3.5D;
+1.5D < cong suit bo sung cho tiéu diém nhin trung gian <
+1.75D
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Thuy tinh thé
da tiéu kéo dai
tiéu cu

1. Thuy Tinh Thé mém, da tiéu kéo dai tiéu cu, 1 manh

2. Chét liéu: Acrylic hydrophobic hodc acrylic hydrophilic hoic
acrylic hon hop

3. Mau sic: mau vang

4. Thiét ké optic: phi cau

5. Thiét ké haptic: 2 cang hoic 4 cang

6. Bo vuong 360 do

7. Buong kinh Optic: 6 = 10%

Chiéu dai téng thé:12mm + 10%
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8. Chi s6 khuic xa: > 1.46

9. Cau sai <0

10. Goc cang < 10 do

11. Dai cong suét t6i thiéu tir +10.0 D dén +30.0D

12. Kich thuge vét md: < 2.8 mm

13. Pong gbi: Thuy tinh thé duge cung cip ciing dung cu dit bao

gdm carttrige va injector hodc lip sén.

14. Chting nhan CE hodc FDA hoac JIS hodac CSA

15. Cong suat bd sung cho tiéu diém nhin gan: +3.0 D dén
+3.5D; cong suat bo sung cho tiéu diém nhin trung gian: +1.5 D
dén+1.75D

1. Thuy Tinh Thé mém, don tiéu, 3 manh

2. Chat liéu: Acrylic hydrophobic

3. Mau séac: khong mau

4. Thiét ké optic: phi cau hodc hinh cau

5. Thiét ké haptic: 2 cang

6. Bo vuodng 360 do

7. Pudng kinh Optic: > 6mm

Chiéu dai tong thé: > 13mm

8. Chi sb khiic xa: > 1.46

9. Causai <0

10. Goc cang < 10 do

11. Dai cong suat t6i thiéu tir +6.0 D dén +30.0D
12. Kich thuéc vét mé: < 2.8mm

13. Bong goi: Thuy tinh thé duge cung cdp cing dung cu dit bao

Thuy tinh thé

31
don tiéu

gom carttrige va injector hodac lap san.

Gidi thich cac thudt ngit ky thudt:

- Vé chét liéu, cum tir “hdn hop” ¢6 nghia la co tur 2 loai chét liéu khac nhau
tré 1én tao nén san pham va khong dong nhat giira cac phan cta san pham.

- B6i voi cac thong s co diu (+) 10%: Puogc danh gia 1a dat khi c6 gia tri
tuyét d6i bang thong sd co ban + 10% (Lay 3 s6 1é sau dau phay).

- Cum tir “dai cong suat tdi thiéu” c6 nghia 1a cdu hinh san pham t6i thiéu
phai c6 dai cong suat dap ung duoc khoang néu trong tiéu chi, hodc bao phii rong
hon dai t6i thiéu (Vé 1 cuc hodc ca 2 cuc) thi duge danh gia 1a dat.

Vi du dai cong suét t6i thiéu yéu cau tir 0.0 Diop dén 30 Diop ma thyc té
san pham tir -10 Diop dén +35 Diop dugc danh gia 1a dat. Nguoc lai néu dai cong
suit ctia san pham khong dat chuén t6i thiéu cua thong sb (1 hodc 2 cuc) thi danh
gia khong dat. Vi du yéu cau dai cong suét tdi thiéu tir 0.0 Diop dén 30 Diop ma



thue té san pham tir +5 Diop dén +35 Diop thi danh gia 1a khong dat

- Pbi véi thong $6 dung cu dét thuy tinh thé nhan tao: Pugc danh gia la dat
khi dap tng dting tiéu chi co ban hodc khi wu viét hon: Vi du yéu cau c6 Cartridge
hodc Cartridge va Injector, hodc dung cu dat kém theo, ma san phém duoc lép san
trong dung cu dat (Cartridge va Injector) (uwu viét hon) thi danh gid dat. Nguoc lai
néu yéu cau lap san trong dung cu dit (Cartridge va Injector) ma san pham khong
duogc 1ap san, chi c6 Cartridge hodc Cartridge va Injector kém theo, thi danh gia
la khong dat.

Ghi chii: Huéng dan vé xuat xr nhém nudc:

- Nhém nuée Chau Au bao gém: Anh; Thuy Pién; Denmark; Phan Lan;
Norway; Ireland; Lithuania; Latvia; Iceland; Estonia; Slovakia; Nga; Ukraine; Ba
Lan; Romania; Cong hoa Séc; Hungary; Belarus; Bulgaria; Moldova; Leichstein;
Monaco; Luxembourg; Thuy Si; Ao; Bi; Ha Lan; Phap; Duc; Y; Tay Ban Nha;
Hy Lap; B6 Dao Nha; Serbia; Croatia; Bosnia and Herzegovina; Albania; North
Macedonia; Slovenia; Montenegro; Malta; Andorra; San Marino; Holy See.

- Nhom nudce EU bao gém: Ao, Bi, Bulgaria, Croatia, Cong hoa Séc, Pan
Mach, Estonia, Phan Lan, Phap, bBtic, Hy Lap, Hungary, Ireland, Y, Latvia, Litva,
Luxembourg, Malta, Ha Lan, Ba Lan, B6 Pao Nha, Romania, Sip, Slovakia,
Slovenia, Tay Ban Nha va Thuy Dién

- Nhém nudc G7 bao gém: Canada, Phap, Duc, Y, Nhat Ban, Vuong quéc
Anh, va Hoa Ky.

- Nhém nuédec Pong Nam A bao gém: Brunei, Campuchia, Indonesia, Lao,
Malaysia, Myanmar, Philippines, Singapore, Thai Lan, Viét Nam va BPong Timor.

Gidi thich vé tir ngiy viét tit:

- Chang nhan JIS (Japan Industrial Standards) 13 ddu hiéu xac nhéan san
pham dap tmg céac tiéu chuan k¥ thuat, an toan va méi trudng duoc quy dinh bai
nganh cong nghi¢p Nhat Ban.

- Chimg nhan CSA (Canadian Standards Association) Hiép hoi Tiéu chuan
Canada. Chung nhan CSA 1a m{t trong 1a mét trong nhiing chirng nhan an toan
san phém dugc cong nhan va st dung rong rai, dac biét tai Canada va Bic My.

- Chimg nhan FDA (Food and Drug Administration) 1a gidy phép dugc Cuc
Quan 1y Thuc pham va Duge pham Hoa Ky (FDA) cip, x4c nhan cac san pham
nhu thuc phém, duoc phém, my phém, thiét bi y té va thuc phém chuc nang dép
ung cac quy dinh vé an toan, chét lugng va hiéu qua cua Hoa Ky trudce khi duoc
phép luu hanh trén thi truong nay.



- CFS (Certificate of Free Sale): La gidy phép chimg minh ring san pham
c6 thé duoc tu do san xuét va luu hanh trén thi truong cua nudc xuét khau.

1.3. Cac yéu cau khac

* Nha thdu phdi ngp cung véi E-HSDT cdc tai liéu sau day:

D4i véi toan bo hang hoa:

- C6 Catalog hodc tai li€u ky thuat khac cua Nha san xuat ¢ déy du nodi1
dung chimg minh cac dic tinh, thong sd k¥ thuat ddi véi cac hang hoa chao thau
(Néu 13 ngdn ngir nude ngoai phai c6 ban dich sang tiéng Viét) c6 day di ndi dung
chtng minh thong s6 k¥ thuét dbi véi cac hang hoa tham du thau theo yéu ciu cua
E-HSMT va chiu trach nhiém vé ndi dung va tinh chinh xé4c giita ban gdc va ban
dich). Pong thoi, nha thau can danh dau (Highlight) thong so cu thé clia hang
héa dap ng yéu ciu k¥ thuit tai E-HSMT trén ca tai liéu Tiéng Anh va Tiéng
Viét.

- C¢ file word dinh kém duong link tra ctru tai licu k§ thuat cia hang hoa
duoc cong bd trén Website chinh thic ctia Hang san xuat/ Hang chu sé hitu.

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

- C6 gidy chung nhan dat tiéu chuan quan 1y chat luong ISO 13485 hoic
CE hodc FDA hodc JIS hodac CSA tuong duong ctiia nha san xuét con hiéu luc véi
cac mat hang tham du.

- S Iuu hanh con hiéu lyc bao gdm S6 cong bd tiéu chuan ap dung déi véi
thiét bi y té thudc loai A, B do S¢' Y té cip hodc S6 gidy chimg nhan dang ky luu
hanh d6i véi 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/ND-CP ngay 03/03/2023 va Nghi dinh 04/2025/ND-CP ngay
01/01/2025 cua Chinh phu.

Luu y:

- P6i voi hang hoa yéu cau nha thau cung cap CFS: Nha thau cam két khi
cung mg hang hoa phai cung cp day du chtng tir hang hoa theo yéu cau tai E-
HSMT (doi véi tieng 16 san pham) do co quan c6 tham quyén cua timg qudc gia
tai nudc san xudt cap.

- Trong truong hop Nha thau ching minh hang hoa chio 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 dung cho y té) thi Nha thau khong can nop SO luu hanh va
Két qua phan loai Thiét bi y té cho hang hoa do.

- Nha thau phai cam két hang héa chao thau da dugc ké khai gia (Poi véi
hang hoa bat budc ké khai gia theo quy dinh tai Thong tu s 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 va cam két gia ban khong
cao hon gia ké khai hodc gia niém yét theo Khoan 1, Piéu 18, Nghi dinh
85/2024/ND-CP ngay 10/07/2024 & Piém 7, Khoan 18, Piéu 1, Nghi dinh
07/2023/ND-CP ngay 03/03/2023.

- Nha thau c6 cam két tai thoi diém dbi chiéu tai liéu hodc hoan thién hop
d6ng: Nha thau phai ndp céc tai liéu ching minh kha ning cung ng hang héa
¢6 ngudn gdc rd rang va hop 1é, nhim dam bao dap tmg yéu cau vé ning luc k¥
thuat theo quy dinh vé “Diéu kién ky két hop dong” tai Khoan 2 Piéu 66 Luat dau
thau s 22/2023/QH15. Truong hop Nha thau khong thé cung cap tai lidu ching
minh, Nha thau s& khong du diéu kién xét trang thau theo hudng dan tai Khoan
19 Picu 140 Nghi dinh s6 214/2025/ND-CP.

Ddi véi véu cau lip dat, giao hang, tudi tho ciia hang héa:

1. Cam két tat ca hang hoa cung cip mai 100%, san xuat tir nim 2025 tro
di chua qua st dung, c6 ngudn gdc xuat x& rd rang, con nguyén dai, nguyén kién
theo quy cach dong géi ciia nha san xuat.

2. Cam két cung cap hang hoa trong thoi gian 3 ngay lam viéc ké tir lac
nhan dugc don hang ctia Pon vi, dbi véi truong hop giao hang gap, dot xuat: trong
vong 48 gi0.

Muc 2. Bian vé: Khong c6

Muc 3. Kiém tra va thir nghiém: Viéc kiém tra, thir nghiém céac hang hoa
dugc yéu cau s& dugce to chure tai Bénh vién Mat Thanh Hoa; Dia chi: 215 duong
Hai Thuong Lan Ong, Phuong Pong Quang, Tinh Thanh Ho4. Hang hoa nha thau
cung cap trude khi dugc nghiém thu s& duge bén moi thau kiém. Bat ctr hang hoa
nao khong dam bao chat lugng theo yéu cau cua E-HSMT va E-HSDT sé& khong
dugc nghi¢m thu.



