BANG IN PINH KEM CHUONG V
(dinh kem Chuong V E-HSMT: Yéu cau vé ky thudt)

PHAN 1. GIOI THIEU CHUNG VE DU TOAN MUA SAM, GOI THAU:

- Tén gbi thiu: Mua sim vt tw tiéu hao nim 2026-2027 lan 1.

- Tén dy to4n mua sim: Mua sim vt tw tiéu hao nim 2026-2027 lan 1.

- Danh muc: G6i thdu gdm 14 phén (16) doc 1ap twong tmg véi 14 mit hang.

- Chti ddu tu: Bénh Vién Mat
- Dia chi chit diu tu: 280 Dién Bién Phu, Phudng Xuan Hoa, Thanh phd Hd Chi Minh.

- Nguf‘)n vbn: Nguf“)n thu tir hoat ddng kham bénh, chita b¢nh ctia Bénh vién

- Thoi gian thyc hién: 120 ngay

- Hinh thtrc Iya chon nha thiu: D4u thiu rong rdi, trong nudc

- Phuong thirc lya chon nha thau: Mot giai doan, mdt ti ho so

- Loai hgp dbng: Hop dong don gid ¢b dinh

- Thai gian thyc hién goi thiu: 24 thang k& tir ngay ky hop dong.
PHAN 2. YEU CAU VE KY THUAT

1. Yéu ciu vé tinh ning k¥ thuat:

A + A -
Stt Tén Phin 15 Te‘]‘lél:“g Tinh ning ky thuft }ffl‘l‘fg;‘;‘a
Loai thiét bi: Thiét bi dan Iuu thay dich diéu trj
glaucoma, khong c¢6 van (non-valved), cay ghép
ngoai nhan cau.
Thén (plate) va éng dén (tube) bang silicone y
Thiét bi d4n | Thiét bi din | khoa tro, trong thich sinh hoc, ding duge lau dai
luu thiy dich | luu thuy dich | trong nhén khoa.
tién phong tién phong Duing cho ngudi 16n, cdy ghép ¢b dinh vao cliing
trong diéu tri | trong diéutrj | mac ving xjch dao. Nhém
1 ha nhén ap ha nhén ap Dién tich bé mt hoat dong > 330 mm? aude G
cho bénh cho bénh Thiet ké Plate mét khoi bang silicone, khong co Singi 01':3
nhédn nhén van. Kich thude xap xi: chiéu ngang (wingspan) &ap
glaucoma glaucoma nhé hon hodc bing 23 mm va 16n hon hoic bing
(loai khong | (loai khong 21mm, chiéu trude—sau < 17mm.,
ding Valve) | dung Valve) | Co15 bt chi trén plate dé khau cb dinh vao cling
mac.
ID khoang 0.12-0.13 mm #
OD <0.47 mm.
Tiéu chuén: CE hoic FDA
Dic tinh k§ thuét: gel hoa tan khong chira mudi,
khong dinh nhéy, khong gay di img, dam bao d6
dam dac ch)Igg dang déng mau, ’dcf) nho’t > : M
2 | Gelsitudm | Gel siéu4m | 80.000cp, dan truyén tin hiéu tot va toc do truyén nuée G7

nhanh. Str dung véi tat ca cac loai mdy siéu am.
DPong goi > 5 lit hodc > Skg, dong goi trong binh
hodc can
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St | s pra ga | Tén hang ST Xuit xi
¢ Tén Phan 16 Hiba Tinh niang k¥ thuat hang héa
Chét liéu: vai khong dét, mém mai, chic chén,
Bao t6c phiu | Bao téc phiu khoéng de rdch khi str dung. Khong gdy kich ung. Nhési
3 p & Thun mém 2 soi chéc chin, dm khit vong dau (bao .
thuét thudt nudc G7
phit toan b tée vao bén trong). Tiét tring, déng
goi riéng timg céi.
Chi PGA 5-0
Vit liéu: PGA, dang bén
Kich ¢&: 5-0 (UPS), dai > 45cm
Kim: 02 kim luc gidc dai > 8.5mm, d6 cong 1/4 M§¥, Anh,
4 | Chitan5-0 | Chitan5-0 (1/4 vong tron). Kim lam bing thép cling b6 soi Phép,
khéng ri va duge phu silicon. L& dudi kim ndi chi | Dirc, Nhat
duoge tao bing laser.
Déng goi ti€t trung.
Tiéu chuin: FDA va CE
Chi PGA 6-0
Vit liéu: PGA, dang bén
Kich ¢&: 6-0 (UPS), dai > 45cm
Kim: 02 kim hinh thang dai > 6.5mm, d9 cong 1/4 | M¥, Anh,
5 | Chitan 6-0 | Chi tan 6-0 (1/4 vong tron). Kim lam bang thép cimg bo soi Phap,
khong ri va dugce phu silicon. L5 dudi kim ndi chi | Pirc, Nhat
duoc tao bing laser.
Pong goi tiét trung.
Tiéu chuan: FDA va CE
Chi PGA 7-0
Vit liéu: PGA, dang bén
Kich c@: 7-0 (UPS), dai > 30cm
Kim: 02 kim hinh thang dai > 6.5mm, d6 cong 3/8 | MY, Anh,
6 | Chitan7-0 | Chitan7-0 (3/8 vong tron). Kim lam béng thep cting bd soi Phap,
khong ri va duge phu silicon. LS dudi kim nbichi | Pirc, Nhét
duoe tao bang laser.
Déng goi tiét trang.
Tiéu chuan: FDA va CE
Day oxy 2 Day oxy 2 Kich c&: ngudi 16n, 02 nhanh, nhya, khong gy ”
: " : s A AL ’ i \ Nhém
7 | nhdnh ngudi | nhénh ngudi | kich ting, dy dai > 2 m, dong gdi vo tring tung .
- , " nude G7
16n 1én cai.
Kim bing thép khdng ri, sic bén, géc vat < 12 do;
g Kim tiém Kim tiém kich c¢& kim 18G x 1 1/2 inch + 0,01 inch; Pong Nhom
18Gx11/2 |18Gx11/2 | gbi vati€t trung timg cai. nude G7 4
Dat tiéu chuan CE hogc FDA
Kim bing thép khong i, sdc bén, gbc vat <12 do;
9 Kim tiém Kim tiém kich c& kim 26G x 1/2 inch & 0,01 inch; Péng géi Nhom
26G X 172 26G X 172 va tiét trung timg céi. nude G7
Pat tiéu chuan CE hodc FDA
ang nolﬂkhl Onﬂg anAkhl Chét liéu nhya PVC, trong subt, khong bong, céc Nhém
10 | quan khong | quan khong £ iriio ’
; S , . 7 s0, tiét trung. nude G7
bong cac s6 | bong cac sO
Ong nang Ong ning Cac 6, chét lidu PVC y té, éng xép nép nén co .
% 5 g G = _ 2 S B s R Nhom
11 | gdy mé, c6 gy mé, ¢6 16 | gidn va xoay chuyén 360 d§, c6 cong hat dam, tiét $
L h ty 43 . nuée G7
16 hut dam hat dam tring.
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Tén Phin 16

Tén hang
héa

Tinh ning ky thuat

Xuat xi
hang héa

12

Ban chai rira
tay phau
thuét

Ban chai rira
tay phau
thuéat

1.Than ban chai: nhya PP mau tréang.
2. Long ban chai: nylon mém mau den..
Hang co rira méng tay ndm mdt trén ban cha.

Hang ban chai chinh nam & mét duéi ctia ban chai.

Kich thudc ban chai: 10.5 x4 x 3 cm
3. Tat ca cac thong so cd theé sai s0 + 5%

Nhom
nudc G7

13

Chi tan 8-0

Chi tan 8-0

Chi PGA 8-0

Vit liéu: PGA, dang bén

Kich c&: 8-0 (UPS), dai > 30 cm

Kim: 02 kim hinh thang dai > 6.0mm, d6 cong 3/8
(3/8 vong tron). Kim lam bing thép cing b6 soi
khong 1i va duge phi silicon. L6 dudi kim ndi chi

My, Anh,
Phép,
Dire, Nhat

dugce tao bang laser.
Dong goi tiét trung.
Tiéu chuan: FDA va CE

-Cong dung: Dau col iy mau xét nghiém

-Péng goi: 1000 céi/ bich.

Gt i -Béng nhyra PP. )
-Kich c¢&: dung tich 10-200 pl

-C6 cac dudng go hogc khia nho trén than dé ting

&6 bam va do kin khi gén vao micropipet

14 | Cone vang

LUUY:

- Chitng nhén CE: Thiét bi phai dép Gmg quy dinh Chéu Au, ¢6 ddu CE hop 1€ con hi¢u
lyc. Truong hop thiét bi thude d6i tuwgng phai déanh gid sy pht hop bdi Notified Body theo quy
dinh, déu CE phai kém ma s6 ctia Notified Body (vi du CEo123); Trudng hop thiét bi khong yéu
cu Notified Body (vi du Class I theo MDR), thi phai c6 tuyén bo su phu hgp theo quy dinh
Chau Au (EU Declaration of Conformity) hop 1€ ctia nha sén xudt.

- Chitng nhin FDA: (US FDA Approval) con hiéu lyc.

- Theo noi dung tai Bién ban hop s6 11/BBH-HPKHCN ‘ngay 08/4/2026, bd sung trong
LUUY & cu01 Muc 1 Phan 2 Bang in dinh kem Chwong V: “Tét ca hang hoa du thau phai dap
ng yéu céu vé tinh ning ky thugt va xudt xt hang hoa theo yéu cdu tai Bang in dinh kém
Chuong V E-HSMT; riéng dbi v6i Thiét bi y té san xuét tai Vit Nam phai dap ang yéu céu vé
tinh ning k§ thudt va phai duge luu hanh hop phép tai Viét Nam (khong can dap img tiéu chudn
CE hay FDA)”. : /

2. Kiém tra vé Ning lwc k¥ thuét

Quy dinh tai khoan 2 DPiéu 66 Muc 1 Chuong VII Luat Piéu thau ndm 2023 theo do tai
thoi diém ky két, nha thau dugce lva chon phai bao dam dap Gng yéu cau vé néng lye k¥ thuat,
tai chinh dé thuc hién géi thau theo _y€u céu cia hd so moi thau, hd so yéu cdu. Nha thdu c6
san pham du thau dap ung tiéu chuén k¥ thudt theo yéu ciu ctia E-HSMT va dugc xét duyét
tring thau phai s€ cung cap san phdm cho mdi phéan du thau duoc trang thiu dé kiém chimg
gifta thuc té véi cdc thong s6 k¥ thuat thé hién tai bang catalogue, cdc tai liéu k§ thudt khac ma
nha théu cung cip.
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PHAN 2. HUONG DAN SAP XEP E-HSDT:

Cung c¢p danh muc/muyc luc file dinh kém. Chi tiét nhu sau:

I. FOLDER 01: Tinh hgp I¢ va niing Iwc kinh nghiém ciia nha thau

1. Gidy Uy quyén (néu c6)

2. Gidy chiing nhén ding ky doanh nghiép

3. Gidy ching nhan du didu kién mua bén thiét b y té

4. Bao lanh du thau (néu c6)

5. Béo céo tai chinh 03 nim lidn k2 tinh tir thoi diém déng thau (c6 dong ddu x4c nhén).

Poi voi nha thdu la hd kinh doanh thi khong ddnh gia tiéu chi nay.

6. Thong bao xéc nhan hoan thanh nghfa vu thué dén hét nam tai chinh gan nhét véi thoi

diém dong thau. Péi véi nha thau la hé kinh doanh, khéng bt budc phdi ngp bdo cdo tai chinh
nhung nhé thau phai cung cdp tai liéu chitng minh doanh thu tuong g véi nghia vu thué.

7. Nhén su (Bang cdp chuyén mén + Hop ddng lao dong con hiéu luc)

8. Hop déng twong tu va céc tai liéu ching minh (nghiém thu, thanh ly,...)

9, Gidy cam két theo miu tai Chuong 111 cia E-HSMT.

10. Bang ké thong tin hang héa thau theo biéu mau dinh kém tai Chuong V.

11. Tai liéu khac (néu co).

II. FOLDER 02: Tinh hgp l€ ctia hang hoa (xép theo tirng nhom héng/ nudce san xudt)

Sap xép hd so theo thir tu yéu cau trong E-CDNT 10.8 (danh myc hd so va thir tu chi tiét
trong Phan 3. Bang thong tin chi tiét dinh kém E-CDNT 10.8 thudce BANG IN dinh kém Muc
3. Chwong III ciia E-HSMT).

III. FOLDER 03: Hb so k§ thuat hang héa (xép theo ting mdt hang)

1. Tai liéu chi tiét tinh ning k§ thuat hang héa bing tiéng nudc ngoai (néu cb)

2. Tai lidu chi tiét tinh ning k¥ thuat hang héa bing tiéng Viét

3. Hinh 4nh bao bi va hinh chup nhén cua san phém du thiu c6 déng ddu ctia nha théu
IV. FOLDER 04: Tai liéu chitng minh wu dai (néu c6) (ddi vdi tieng mit hang):

1 M%u dinh in tir Webform c¢ ky tén déng dAu ctia dai dién hop phap ctia nha thau (Mau
15A va Mau 15B hoiic Mau 15C).

2. C4c tai liéu chirng minh hang héa thude dbi twgng wu dai.
YEU CAU CHUNG VE TAI LIEU: P
+ Nha thiu phéi highlight tinh ning k§ thudt twong ting véi yéu céu ctia E-HSMT

+ Pbi v6i phan chiing minh wu dai nha thau phai cung cap tai liéu dinh kém dé chimg
" minh hang héa duge uu déi. Néu nha thiu chi ké khai theo miu ma khong dinh kém tai liéu
chitng minh thi s& khong dugc xem xét wu da.

+ Nha théu thuc hién tao file nén E-HSDT theo tén nhu trén, trinh ty sap xep theo md ta.
Khéng scan toan bo/tht ca céc tai lidu vao mot file PDF (viéc nha thau sdp xép khéng theo
huéng dén cé thé din dén thiéu théng tin gdy bat loi cho nha thau trong qud trinh lea chon
nhé thau).
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