
LONG HOA xA HOI CHU NGHTA VIET NAM 

i
thic lap - Tir do - Hanh phtic 

Ha:NOi, ngay 28 thong 7 nom 2021 

BIEN BAN HQP 
HOI BONG TU' VAN XAC DINH NHIEM VV KH&CN CAP BO Y TE 

Cho Chuang Trinh KHCN cap BO Y 4 giai down 2021-2025 
Linh vtrc nghien ciru Trang thitt bi Y to 

Ten nhqm vu KH&CN/Tti chirc/ ca nhan de xuat: Danh mtic nhiem vu linh vvc Nghien 
cfru Trang thiet bi Y to kern theo 

A. Nhirng thong tin chung 

1. Quye't dinh thanh lap HOi dOng.khoa hoc tu van xac dinh 4034/QD-BYT ngay 21/9/2020 
oh BO truang BO Y te_Phy hic so 7 

2. SO lugng cac de xuat dot hang tu van: 25 

3. Dia diem va thai gian hop HOi dong: Phong hop Ctic Khoa hoc cong nghe va Dao too, Phang 
306 nha C, 138B, Giang VO, Ba Dinh, HAW, ngay 29/7/2021 

- SO thanh vien HOi ding c6 mat tren ding se; thanh vien: 07/09. 

- Vang mat: 02 nguai, gom cac thanh vien: KS. D8 Dix Chi; ThS. Nguy8n Minh TuAn 

- Khach mai tham du hon Hoi dOn 

TT H9 va ten Don vi cong tac 

1.  

2.  

3.  

4.  

5.  

B. NOi dung lam viec ciia HOi dang (*) 

1. Cong bo guy& dinh thanh lap flOi dog. 

2. MI &Ong thong nh'at phuang thirc lam viec NIA bait ong/ba: TS. Nguyen Hai Ha lam thu ky khoa h9c 
cua HOi Tong. 

3. H6i d6ng bAu ban ki'e'm phieu gOm: 

TS. Nguyen Hai Ha, Twang ban 

KS. Biti S5'7 Viet, thanh vien 

4. Cac thanh vien phan bien trinh bay Y kien danh gia de xuat dot hang do BO Y to cung cap. 

5. HOi diing phan tich thao luan va cho y hen d6i vbi (tong) de xuat dot hang theo cac not dung quy 
dinh tai Dieu 19 (Dieu 20, Dieu 21 hoac Dieu 22) cita Thong tu. Quy dinh trinh to thzi tuc xcic dinh 
nhiem vu khoa hoc va cong nghe cap quoc gia see dung ngan sach nha ntroc (Thong tu. XDNV). 

6. Thank vien hOi dOng bo phieu danh gia xuat dot hang ye cac not dung teen. TOng hop ket qua danh 
gia hOi dong trong Bien ban kiem phieu kern theo. 

Can cir vao ket qua kiem phieu hoi dOng thong qua ket luan trong Phu inc  kern theo. 

BO Y TE 
HO! BONG KHOA HOC VA 

CONG NGHE CAP BO 
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7. Cac chuyen gia phan bien trinh bay not dung du kien dm de tai, du an dat hang cho nhfing de xuact dat 
hang dtrgc &nit gia "de nghl thkrc hien". 

8. H6i deng thao Juan viec chinh sira, b6 sung va hoan thien ten goi va cac muc dm de tai, du an dat 
hang theo cac yeu cau neu tai Dieu 14 caa Thong ht. XDNV va th6ng nhat th6ng qua tirng mkic nOi tren. 

9. I-16i deng kien nghl ve phuong thirc thirc hien tuyen chgn hoac giao trkrc tiep d6i voi de tai, du an (de 
an khoa h9c hoac dkr an khoa hoc va cong nghe). 

10. 1-16i ,d6ng thao Juan viec 	thir to u-u tien d6i (trong tnremg hgp có 02 a tai, du an tra len) va bieu 
quyet do vai .viec xep thir tkr tru tien nay. 

11. 1-16i deng th6ng qua Bien ban lam viec (Wm cac nOi dung va th6ng tin theo danh muc tong hop 
kern theo). 

Thu ky khoa hoc am HOi dong 	 Chit tich HOi dtmg 
(Hp, ten va chic 10) 	 (Hp, ten va chit 10) 

•••••••• 

i-ea; rep kik? vitit 
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1VIL Dl-DTDA 
07/2014/TT-BKHCN 

TONG HOP MEN NGHI CCU HOI BONG Tip VAN XAC DINH NHItM VI.1 KH&CN DOI VOI BE TA!, DV AN BAT HANG 

EM xen thzi to uu tien 

TT Ten de tni/tity• an Dinh lure•ng myc tieu Yeti cau diii voi ket qua* 
Phucfng tht're to

Chi chic thut hien chi 

2 3 4 5 6 

1) Nghien cfru, Thiet ice, the tao dugc be 
injector cartridge c6 lap san thity tinh the 

nhan tao (preload IOL injector). 

1) 50 Be injector cartridge c6 lap san thity tinh the nhan 
tao (preload IOL injector); M6i be g6m: 01 cartridge c6 
chira san 01 ThuST tinh the nhan tao, 01 Injector. Chi tieu 
can dat : 

2) Nghien cfru, Thiet ke, the tao dtroc be 
barn dich nhay trong phau thuat thily tinh 

-Nei dec to tren TTT khong vuot qua 0,2 endotoxin units 

(EU) per lens 
Nghien ciru thiet ke, the the nhan tao (IOL viscoelastic injector). -Thai gian bung cang khi phau thuat < 30s 

tao be injector cartridge 3) Nghien cent san xuat dugc dich nhay -Dap ung yeu cau ve bao goi thiet bi y to vo trimg ( bao 
co lap san thus/ tinh the, 

be barn dich nhay, dich 

trong phau thuat thtly tinh the than tao. 
4) Xay dung tieu chuan ca so cho cac san 

quan, van chuyen, shelf Life) 

2) 50 BO barn dich nhay trong phau thuat thity tinh the Tuyen chgn 
nhay dung met Fan trong phAm (be injector cartridge, be bum dich nhan tao (IOL viscoelastic injector). Chi tieu can dat : VO 

phau thuat they tinh the nhay, dich nhay). khuan (Khong co vi khuanva nam m6c) 

nhan tao 5) Danh gia dugc de tei tru cila be injector 
cartridge of) lap san thity tinh the nhan tao 

3) 10 Lit Dich nhay vai cac loai de nhat khac nhau. Chi 
tieu can dat : 

(preload IOL injector); be barn dich nhay 
trong phau thuat thily tinh the nhan tao 
6) Danh gia sinh hoc dich nhay teen dOng 
vat thuc nghiem 

-DO PH: 6,8 ÷ 7.6 
-Nei dee to khong vtrqt qua 0,2 endotoxin units (EU) per 

millilitre 
4) H6 so Thiet ke, Quy trinh the tao, san xuat (Be injector 
cartridge c6 lap san thily tinh the nhan tao (preload IOL --, , 



injector); 

5) HO so thiet ke, quy trinh the tao B8 born dich nhay 

trong phau thuat thily tinh the nhan tao (IOL viscoelastic 

injector)) 

6) Quy trinh san xuat dich nhay trong phau thuat thily tinh 

the nhan tao 

7) HO so xay dung TCCS va Tieu chuan co so. tuong 

throng ISO 15798:2013, ISO 11979-8 

8) Bao cao danh gia dO tOi uu ciia bO injector cartridge c6 

lap sari thily tinh the nhan tao (preload IOL injector); b8 

born dich nhay trong phAu thuat thily tinh the nhan tao. 

9) Bao cao danh gia sinh hoc tren Ong vat thgc nghiem 

cho san phAm dich nhAy. 

10) 02 bai bao clang tren tap chi chuyen nganh. 

11) Tham gia dao tao 01 hoc vien sau dai hoc. 
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ffng dung cong nghe in 

3D Che tao mot so vat 

lieu cay ghep trong chan 

thuong chinh hinh dap 

Ung nhu cau san xuat ca 

the hoa va san xuat quy 

mo cong nghiep. 

1) Nghien cum, thiet ke, the tao bang cong 

nghe in 3D implant cay ghep ca the h6a 

yang ham mat bang vat lieu hop kim 

titanium Ti6A14V. 

2) Nghien dru, thiet ke, the tao bang cong 

nghe in 3D manh va hoc mat, ham mat 

bang PEEK. 

3) Xay dung &roc tieu chuan co so cho cac 
, 	, 

san pham tuong throng tieu chuan quoc te. 

4) Danh gia duoc d8 an town, hieu qua dm 

cac san pham 

1) 15 implant cay ghep yang ham mat; 

2) 15 Manh va hoc mat; 15 Manh va ham mat. 

3) Cac vat lieu cay ghep can dat: 

- Kh8ng can quang; Khong nhiein tit. 

- Thong thich sinh hoc va ben sinh h9c lau dai. 

- DO ben keo (MPa) > 100 

- DO ben lion (MPa) > 170 

- D8 ben va dap (KJ/m2) > 6,4 
, 

4) Ho so Thiet ke, Quy trinh the tao, san xuat bang cong 

nghe in 3D cac san pham cay ghep (Ham mat, hoc mat) 

\Tad cac vat lieu khac nhau (hop kim titanium Ti6A14V, 

PEEK). 

Tuyen chop 



• 

5) Tieu chuAn co sa• cila timg san phAm Wang ducmg tieu 

chuAn qu6c t6: implant cdy ghep viing ham mat; Manh va 

h6c mat; Manh va ham mat. 

6) Bao cao danh gia an toan va hieu qua cho cac loai san 

phAm. 

7) 02 bao bao dang tren tap chi khoa hoc chuyen nganh. 

8) Tham gia dao tao 01 hoc vien sau dai hoc 
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, 
Nghien ciru, thiet ke, the 

tao N tilting to dOng chia 

lieu duoc chat ph6ng xa 

dang dung dich va dong 

g6i dang vien nang. 

1. Nghien ciru, thik ke va che tao dtroc he 

h„ t 6ng to Ong chia lieu dung dich DCPX I- 

131 va dong goi clang vien nang. 

2. Xay dung dugc tieu chuan co soy cho h" 
, 

thong to Ong chia lieu dung dich DCPX I- 

131 va Ong goi clang vien nang. 

3) Danh gia duoc dO an toan, hiu qua dm 

cac san pham' 

1) 01 he th6ng to dOng chia ELL dung dich DCPX 1-131 
va dong DM clang vien nang dat cac thong so ky thuat co 
ban sau: 
+ Niing dO: 10 pCi/m1— 300mCi/ml 
+ DO chinh xac: ±5% WA hoat dO va th6 tich 
+ Nang suat lam viec: 90 -120 giay/vien. 
+ He di'eu khi6n: Tu dOng (Diki khi'e'n hoat &Ong, giam 

sat qua trinh) 
+ Co kha nang ke't not voi may chuan' 	lieu phong xa va 

cac thik bi ngoai vi lchac. • • . • 	• 
2) HO so duet ke, quy trinh the tao he thiing to dOng chia 
lieu dung dich DCPX 1-131 va dong g6i. 
3) BO tai lieu duet ke, xay dung phan mkn va huang din 
sir dun 	han mem A me • g P 	' 	, 
4) Bao cao (Unit gia ket qua tit* nghie'm dO an toan, hie‘u 
qua, chinh xac chia li'eu va nang suat dm N thong to 
dOng chia He'll dung dich DCPX 1-131 va dong goi. 
5) BO tieu chuan co• so ciia he thong to dOng chia lieu 
dung dich DCPX 1-131 va dong goi. 6) 02 bai bao dthig 
tren tap chi chuyen nganh. 
7) Tham gia tao 01 hoc vien sau dai hoc 

Tuye'n chon 
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Nghien ciru thik ke, ch6 

tao khung soi polymer de 
_ 

ho fro cac tam da ghep to 

than trong disu tri viet 

1) Nghien ciru, thik k6 va the tao duoc 

khung soi polymer de' ht; fro cac tam da 

ghep to than trong di'eu tri vi6t thucmg. 

2) Xay dung &roc tieu chuAn co so.  cho 

1) 30 khung scri polymer de h6' try cac tam da ghep to 

than trong dieu tri viet thucmg; Dat cac chi tieu: 

+ T6 bao phat trien duoc tren khung soi 

+ Kich thuac khung soi: 13x13 cm 

Tuyen ch9n 



thuang khung sgi polymer de ho tro cac tam da 

ghep to than trong dieu tri viet thuong 

• 

+ Be mat khung Wong thich sinh hoc, ua nuov. 

2) H',') so Thiet k'e, Quy trinh the tao, san xuAt khung sgi 

polymer a ho trg cac tAm da ghep to than trong dieu tri 

viet thuong. • 

3) Bao cao danh gia ket qua thir nghiem khung sgi 

polymer a h8 trg cac tam da ghep to than trong dieu tri 

viet thuong. 

4) Tieu chuAn co so' cho khung sgi polymer de 116 trg cac 

tAm da ghep to than trong dieu tri viet thuong 

5) 02 bai bao dang tren cac tap chi chuyen nganh. 

6) Tham gia dao tao 01 hoc vien sau dai hgc. 

Thu 147 khoa hoc cita HOi dinig 
(HO, ten va chic 4) 

Chu tich HOi gong 
(HQ, ten va chic 4) 

ucw 

vzl% lvtAdft item" ,ftei' 
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