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YEU CAU VE KY THUAT

Chuwong V. YEU CAU VE KY THUAT

Muc 1. Yéu cau vé ky thuit

1.1. Gidi thigu chung vé dw todn mua sim, géi thau

— Tén dy toan: Mua sam vt tw y té (1an 3) ciia Bénh vién Pa khoa Ci Chi;

— Tén g6i thiu: Mua sim vt tu y té (1an 3) ciia Bénh vién Pa khoa Ci Chi;

— Chu du tu: Bénh vién Pa khoa Cu Chi;

- Ngu@)n von: Ngu@)n thu tir dich vu kham bénh, chita bénh (bao g@)m ca nguén
thu do co quan BHXH thanh toan).

— Hinh thirc va phuong thirc Iya chon nha thau: Pau thau rong rai - Mot giai
doan, mot ti ho so;

— Thoi gian thyc hién goi thau: 06 thang ké tir ngay hop dong c6 hiéu luc;

— Tuy chon mua thém: Khong ap dung.

Dia diém, quy mo du an: Bénh vién Pa khoa Cu Chi.

1.2. Yéu cdu vé kj thugt

Hang hoa chao thau phai duoc luu hanh hop phap tai Viét Nam.

Tom tat théng sé ky thudt ciia hang héa, dich vu lién quan. Hang héa, dich vu lién
quan phdi tuan thu cac thong so ky thudt va tiéu chuan sau day:

Hang
muc | Ma phan (16) | Tén phan (16) Théng s6 ki thuat va cac tiéu chuan
)
1 PP2500607391 | Phan 1 (02 khoin) Cassette chii ddng va nwéc mudi sinh 1y vé tring
g?ssette Chl} Cassette sir dung cho may Centurion ciia Bénh vién dang
ong cho hé ,
1.1 théne phau | Y dung. o )
nep * Pat ti€u chuan t6i thiéu: ISO/CE hoac tuong duong.
thuat phaco
D}mg d}Ch YO I La dung dich mudi sinh 1y v tring, sir dung thuwong thich
trung st dung | . . A . . oA A
x voi cassette chu dong cho may Centurion cua Bénh vién
1.2 trong phau ,
thudt nhan dang su dung. :
Khoa * Pat ti€u chuan to1 thi€u: ISO/CE hoac tuong duong.
) PP2500607392 ll:ll::: 2 (07 khoan) Thuy tinh thé va vat tw dung cho phau thuat nhan
x Chat liéu ludi dao lam bang thép ctng bo soi khong gi do
Dao phau . ) s N \ -
PO cung > 500Hv, phu silicon (gom nikel va crom), mai theo
thuat nhan N N .. 2
cong nghé canh mai ngang (Crosslapped Edge). Dao thang,
2.1 khoa . NV S
2 goc 15 dg, do day 0.14mm, hai mat vat.
( Dao mé

Phaco 15 d9)

Tay cAm nhu:aqPBT chiu nhiét cao.
* Pat tiéu chuan ISO.
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2.2

Dao phau
thuat nhan
khoa (Dao mé
Phaco 2.2mm)

Chat liéu ludi dao 1am bang thép cung b6 soi khong ri do
ctmg > 500Hv, phu silicon(gdm nikel va crom), mai theo
cong nghé canh mai ngang (Crosslapped Edge).

Kich thude ludi dao ngang: 2.2mm, day: 0.14mm, hai mat
vat, gap goc 45 do. Cong nghé chong chéi dau ludi dao.
Tay cam nhya PBT chiu nhiét cao.

* Pat tiéu chuan ISO.

23

Dung dich
nhudm bao
dung trong
nhan khoa

Dung dich nhudém bao néng d6 Trypan Blue 0.06%
(0.6mg/ml).
bong goi vo trung, lo 1ml.

* Pat tiéu chuin chit lugng ISO.

24

Chat nhay

dung trong

phau thuat
Phaco

Ham lugng 2.4%.

- Nong d6 24 mg/ml.

- Dung tich 2 ml.

- Thanh phan: Hydroxypropyl methyl cellulose.

* Pat tiéu chuan tdi thiéu: ISO/CE hoic twong duong.

2.5

Chi tiéu PGA
6-0 so1 tim

Chi tiéu Polyglicolic acid 6-0,s¢1 tim bén dai 45c¢m, kim luc
giac dai 8,5mm, do cong 1/4 90°, duong kinh 0.28mm.
Kim lam bang thép cting b6 soi, dugc tao 16 dot bang cong
nghé laser, miii kim mai theo cong nghé canh mai ngang
(Crosslapped Edge).
* Pat tiéu chuan ISO 13485, CE, FDA.

2.6

Chi Nylon soi
den don 8-0

Chi Nylon, sgi den don 8-0, dai 30cm, kim hinh thang dai
6.5mm, do cong 3/8 135°, duong kinh 0.20mm. Kim lam
béng thép cung bo soi, duoc tao 16 dot bﬁng cong ngh¢ laser,
mii kim mai theo cong nghé canh mai ngang (Crosslapped
Edge).

* Pat tiéu chuan ISO 13485, CE, FDA.

2.7

Thiy tinh thé
nhan tao

Thuy tinh thé nhan tao don tiéu, mém, 1 manh nguyén khoi
cung chét liéu Acrylic ngam nuée > 25%.

- Thiét ké phi cau mat trudc.

- Vong ngin té bao duc bao sau 360 ° mit sau kinh.

- Loc tia UV. Loc anh sang xanh. Goc cang 0°. Cang chit C
hodc 4 cang.

- Puodng kinh optic 6.0mm, chiéu dai kinh > 12 mm.

- Hang s6 A >118.0. B¢ sau tién phong ACD > 4.97.

- Chi s6 ABBE > 56.

- Chi s6 khiic xa n=1.46.

- Day diop tir +14 D dén + 26.5 D.

- Vét md nho 2,2 mm.

- Kinh duoc ldp sin trong cattridge.

- Xuét x(r : Pure, Nhat, Phap.

PP2500607393

Phin 3 (01 Khoan) Khép gbi toan phan

3.1

Khép géi toan
phan

'l. Thanh phan dau xuwong dui:

- Chét liéu: hop kim Cobalt Chromium Molybdenum.

- Bé mat: pha 16p TiNbN.

- Bé mat tiép xuc xwong: cac 16 nho dé phan bd déu xi mang.
- Kich c&: 10 kich ¢d, phan biét trai, phai.

-Kich thudce trong/ngoai (M/L): tir 60 - 80mm.

- Kich thudc trudc/sau (A/P): 51 - 75mm.
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2. Thanh phan mam chay:

- Chét liéu: hop kim Titanium Aluminium Vanadium.

- Kich ¢&: 10 kich ¢& mam chay két hop voi dém mam chay.
- Pau xa co thé gan thém cudng khop ndi dai.

- Kich thudc trong/ngoai (M/L 1): 57 - 92mm, (M/L 2): 37
- 60mm.

- Kich thudc trudce/sau (A/P): 37 - 60mm.

- Chiéu cao: 30 - 36mm.

3. bém mam chay (Liner):

- Loai CR bao ton day chang chéo sau.

- Chét liéu: UHMW PolyEthylene, c6 thém vitamin E.

- bo day: 9 do day

(9mm,10mm,1 1mm,12mm,13mm,14mm,15mm,17mm).

4. Banh che:

- Chét liéu: UHMW PolyEthylene.

-bo day banh ché 8mm, 8.5mm, 9mm, 9.5mm, 10mm, c6
canh day 2 mm.

- Kich ¢&: 6 kich ¢& (28mm-38mm, mdi budc ting 2mm).
- Tiéu chuén: ISO, CE.

4 | PP2500607394 | Phan 4 (05 Khoan) Pinh, nep vit Titanium
Chat li¢u titanium.
- B6 dinh noi tiy xwong dui rong nong ngan/ dai
GAMMA (PFNA) gom: 1 dinh + 1 ludi chdt cd duong
kinh 10.5mm + 2 vit cht ngang duong kinh 5.0mm.
Dinh néi tuy | - Pau dinh duong kinh 16.2mm, hudng vit 130 do, su
xuong dui | dung ludi chdt duong kinh 10.5mm, dai 75mm-120mm,
4.1 Gamma rong | budc ting Smm, than dinh ngan duong kinh
nong (PFNA) | 9.4/10/11/12mm x 170-240mm, than dinh dai
thé hé I 9.4/10/11mm x 320-420mm.
- Than sur dung vit chdt dudong kinh 5.0mm dai 25mm-
85mm, budc tang Smm.
- Dung khung dinh vi 3 chiéu.
- Tiéu chuén: ISO, CE.
- Chat liéu titanium.
- B6 nep khéa nén ép dau dudi xuong quay da hudng
goém: 1 nep + 6 vit khoa 2.7mm + 4 vit khoa 2.7mm + 1 vit
xuong cung 2.7mm.
- Nep ¢6 9 16 dau, dau nep day 2.9mm, rong 24mm, st
B6 nep khdéa | dung vit khéa duong kinh 2.7mm; than nep day 2mm,
49 nén ép dau rong 7.6mm, than co 3/4/5/6 16, trai/phai, than nep st dung
' dudi xuong | 16 két hop: vit khéa duong kinh 2.7mm, tu taro va vit
quay da hudéng | xuong cing duong kinh 2.7mm, ty taro.
- Vit khoa 2.7mm: duong kinh than vit 2.7mm, duong
kinh dau vit 3.5mm, tu taro.
- Vit xuong cting 2.7mm: duong kinh than vit 2.7mm, dai
10-50mm, dudng kinh dau vit 5mm, ty taro.
Tiéu chuan: ISO, CE.
Bo nep khoa |~ Chat ligu titanium. . 7 ‘
4.3 A - B6 nep khoa dau dudi xuong cang chan, mat trong, gom:
nén ¢ép dau

1 nep + 13 vit khoa duong kinh 3.5mm + 2 vit xuong cling
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dudi xuong
chay mat trong

duong kinh 3.5mm.

-Nepco6 916 dAu, than nep c6 6/8/10/12/14 15, trai/phai.
- Pau nep day 2mm, du nep rong 20.2mm.

- Than ngp day 3.6mm, than nep rong 10.5mm.

- Théan nep 16 két hop sir dung vit khéa 3.5mm (tmg voi
chiéu dai tir 8 -80mm, tu taro, dudng kinh dau vit Smm,
duong kinh than vit 3.5mm) va vit xuong cting duong
kinh 3.5mm (twong tng chiéu dai tir 8-90mm, tu taro,
duong kinh dau vit 6mm, dudng kinh than vit 3.5mm).
- Tiéu chuén chat lugng: ISO, CE.

4.4

B6 nep khoa
nén ép ban
hep (canh tay,
cang chan)

- Chat liéu titanium.

- BO nep khoa ban hep gom: 1 nep + 8 vit khoa duong
kinh 5.0mm + 2 vit xuong cung duong kinh 4.5mm.

- Than nep c6 5/6/7/8/9/10/12/14 16.

- Khoang c4ch 16 18mm.

- Nep day 4mm, rong 13.5mm.

- Than nep 16 két hop vit khoa duong kinh 5.0mm twong
ung voi chiéu dai 10-90mm, tu taro, (duong kinh dau vit
6.78mm, duong kinh than vit Smm) va vit xuong cliing
duong kinh 4.5mm twong tng chiéu dai tir 18 - 100mm, tu
taro, (duong kinh dau vit 8mm, duong kinh than vit
4.5mm).

- Tiéu chuan: 1SO, CE.

4.5

B0 nep khoa
nén ép dau
dudi xuong

dui mat ngoai

- Chat chat liéu titan.

- BO nep khoa dau dudi xuong dui nén ép, trai/phai gom: 1
nep + 12 vit khoa 5.0mm + 2 vit xwong cung 4.5mm. Nep
c6 615 dau, s6 16 than 6/8/10/12/14 1.

- Khoang cach 16 19.8mm.

- Pau nep day 3mm, dau nep rong 32.2mm.

- Than nep day 6mm, than nep rong 16mm.

- Than nep 15 két hop vit khoa duong kinh 5.0mm twong
ung voi chiéu dai 10-90mm, tu taro, (duong kinh dau vit
6.78mm, duong kinh than vit Smm) va vit xuong cliing
duong kinh 4.5mm tuong Gng chiéu dai tir 18 - 100mm, tr
taro, (duong kinh dau vit 8mm, duong kinh than vit
4.5mm).

- Tiéu chuén: I1SO, CE.

PP2500607395

Phin 5 (06 Khoan) Ndi soi khép

5.1

Vit chdt neo
c¢b dinh day
ching c6 diéu
chinh

Vong treo thay doi d6 dai, co ché khoa tai 4 diém.

Chat lieu UHMWPE, thay d6i d6 dai tir 6mm-80mm.

C6 khung hd trg gan, bao vé khoi ma sat va ton thuong, bao
gdm co ché vong khoa ddi tréng truot nguoc sau khi siét.
Chét chit liéu titanium. Dai 12mm, rong 3.9mm, day
1.5mm, thiét ké 4 1.

Chi kéo mau tréng USPS5 , chi lat mau xanh 14 USPS.

Cho phép tao céu tric co thé cing lai duoc.

Luyc cang toi da 1.300N.

Dat tiéu chuan EU-MDR.
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Vong treo thay doi d6 dai dung cho xwong chay. Chiéu dai
ban dau 90mm. Chét lieu UHMWPE. Co ché khoa khong
budc chi. Co khung hd tro gan, t6i thiéu ton thuong va
thuc day qua trinh lanh vét thuong ctia manh ghép.

Chét mam chay chét liéu titan, gom hai c&:

Vl;t C.hOt tron | _ Trung binh, kich thudc: 14.0mm x 11.7mm x 3.9mm,
5.2 co dinh cho . A, A oA
xuong chay dung voi duong ham cd 7, 8mm.
- Lon, ki‘ch thudc 14.0mm x 11.7mm x 3.9mm, dung véi
duong ham q& 9,10, 11mm.
Mat dudi chot ¢o khia rang cua tang kha nang khoa vao
xuong chay.
Pat tiéu chuan: EU-MDR.
V(‘)pg treo thay d6i d6 dai, co ché khoa tai 4 diém.
X Chat licu UHMWPE, thay d6i d6 dai 6mm-80mm.
Vit chot neo . x At At xR
X s n C6 khung ho trg gan, bdo v¢ khéi ma sat va ton thuong,
coO dinh day A 5  ans . A
X . +.% | bao gdbm co ché vong khoé doi trong trugt nguoc.
chang c6 diéu \ . \ .l Ap s . 3 .
chinh diing Kém chi det 2mm, phu hqp ki thuat tang cuong bang chi
53 trone k¢ thudt det (suture tape Augmentation).
) ne Ky Tat | chét chét li¢u titanium. Dai 12mm, rong 3.9mm, day
tai tao day AU A X
ché‘mg tang 1.5mm, thiét kq 4 1o.
\ N Chi kéo mau trang USP5, chi 1at mau xanh 1la USPS.
cuong bang . IS :
chi det Cho phép tao cau truc co thé cang lai duogc.
i Luyc cang toi da 1.300N.
bat tiéu chuan: EU-MDR.
.1 . | Ludi bao khédp cac ¢ dung cho ndi soi khdp c6 duong
5.4 Fu01 520 KhOP | inh 4.5 , 5.5 dai 130cm.
bat tiéu chuan EU-MDR.
C6 chirc nang cam mau trong mod nodi soi khdp, 6 16 hut
Phuchtdér |Yadayhot oo oo
ludng cuc Bugc dong goi tiét trung va dung mot lan.
5.5 . ©~ .. | Puong kinh mat tiép xtic dot va cat: 3.3mm/ 4.0mm
dung trong noi
soikhep | />omm. |
Phan dau lam viéc c6 goc nghiéng 70°/90°.
Chiéu dai lam viéc: 150mm.
B6 bom nudc | B ddy bom nudc cho ndi soi chay bang may.
5.6 noi soi chay Luu luong nudce trong khoang 0-3.000ml/phut.
bang may Ap luc trong khoang 0-1.000mmHg.
6 PP2500607396 Pha;m 6‘(01 Klzoan) {(ho’p hang ban phan khong xi mang, 0 coi c¢6 co ché
khoa rang chong trat
1. Chuéi xuong dui:
- Vat li¢u: Hop kim Titanium aluminum vanadium.
Khép hang | - Phi 2 16p: Titanium va Hydroxyapatite.
ban phan - Goc ¢6 chudi 135°. Con 12/14.
khong xi - C6 chudi hinh bau dyc.
6.1 mang, 6 ¢oi ¢o | - Kich ¢&: chiéu dai: 110 -170mm.
co ché khoa | 2. Bau xuong dui (chom):
rang chong | - Vat liéu: Hop kim.
trat - BPuong kinh 22mm (-2, 0,+3), dudong kinh 28mm (-3.5,

0,43.5). ‘
3. O c6i ban phan:
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- Vat liéu: bé mat ngoai bang thép khong ri, bén trong
baing polyethylene.

- O ¢cbi ¢6 co ché khoa rang chdng trat khép.

- Kich ¢d: 38-60 (budc tang 2).

* Tigt trung.

* Tiéu chuan: I1SO, CE.

dang dugc ap dung tai Bénh vién.

PP2500607397

Phén 7 (06 kho

an) Vit tu dung cho mo ni soi va mo hé

7.1

Dao cat siéu
am mo hé

- C6 thé han mach véi duong kinh: < 3mm.

- BPuong kinh: < 5.5mm.

- Chiéu dai: < 230mm.

- Ngam cong, chat liéu titan.

- Truc xoay 360 do.

- Bién d6 dao dong dau chinh: tir 30 pm dén 120pum.
- Bién d¢ dao dong dau bén: < 20 pm.

- Tén s kich thich: > 55 kHz.

- Tan s rung dau phat: > 55 kHz.

- Cong suat dién: < 50W.

- Chi s6 du trit cong suét: > 2.

- Cong suét khong tai: < 15W.

- Cong suat Aam thanh dau ra: < 6W.

- Phim kich hoat nang lugng: > 02.

- C6 thé kich hoat ning luong trén tay dao va ban dap.
- Tiéu chuén tdi thiéu: ISO hodc CE hoic FDA.

- Péng goi: Vo trung riéng, han st dung toi da 3 nam.

7.2

Dao cat siéu
am noi soi

- C6 thé han mach véi duong kinh: < 3mm.

- BPuong kinh: < 5.5mm.

- Chiéu dai: < 360mm.

- Ngam cong, chat liéu titan.

- Truc xoay 360 do.

- Bién d¢ dao dong dau chinh: tir 30 pm dén 120pum.
- Bién d¢ dao dong dau bén: < 20 pm.

- Tén s kich thich: > 55 kHz.

- Tan sb rung dau phat: > 55 kHz.

- Cong suit dién: < 50W.

- Chi s6 du trir cong suét: > 2.

- Cong suét khong tai: < 15W.

- Cong suat am thanh dau ra: < 6W.

- Phim kich hoat nang lugng: > 02.

- C6 thé kich hoat ning luong trén tay dao va ban dap.
- Tiéu chuén tdi thiéu: ISO hodc CE hodc FDA.

- Péng goi: Vo trung riéng, han st dung toi da 3 nam.

7.3

Dao cat siéu
am mo budu
giap

- C6 thé han mach véi duong kinh: < 3mm.

- Buong kinh: < 7mm.

- Chiéu dai: < 90mm.

- Ngam cong, chat liéu titan.

- Truc xoay 360 do.

- Bién d6 dao dong dau chinh: tir 30 pm dén 120pum.
- Bién d6 dao dong dau bén: <20 pum.

Luu y: Cung cap tro cu phu hop, twong thich véi ky thuat
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- Tén s kich thich: > 55 kHz.

- Tan sb rung dau phat: > 55 kHz.

- Cong suit dién: < 50W.

- Chi s6 du trit cong suét: > 2.

- Cong suét khong tai: < 15W

- Cong suat am thanh dau ra: < 6W.

- Phim kich hoat nang lugng: > 02.

- C6 thé kich hoat ning luong trén tay dao va ban dap.
- Tiéu chuan tdi thiéu: ISO hodc CE hodc FDA.

- Péng goi: Vo trung riéng, han st dung toi da 3 nam.

7.4

Day chuyén
d6i nang
lugng cho dao
mo ndi soi va
mo ho

- Tan s0 lai >55 kHz.

- Dai > 3m.

- C6 thé hap vo tring nhiét d6 thap.

- Tuong thich may phat nang luong siéu am.
- Twong thich véi dao mo ndi soi.

- Khéng gi6i han s lan sir dung.

Tiéu chuan ISO_hodc CE hodc FDA.

7.5

Day chuyén
d6i nang
lugng cho dao
mo budu giap

- Tan s6 14i >55 kHz.

- Dai > 3m.

- C6 thé hap vo trung nhiét d6 thap.

- Tuong thich may phat nang luong si€u am.
- Twong thich véi dao mo budu giap.

- Khéng gi6i han s 1an sir dung.

Tiéu chuan ISO hoic CE hoic FDA.

7.6

Trocar dung
mot lan

Tinh nang:

Chét liéu PC twong thich sinh hoc.

Tay cam tuan thu thiét ké cong thai hoc gitp thao tac thoai
mai.

Thiét ké 3 dac tinh: C6 ludi dao; khong ludi dao. Quang
hoc.

Ong thong thiét ké ren c6 thé tang luc c¢b dinh.

Niém phong kép 2 16p tranh ro ri khi dam bao vo trung
tuyét doi.

Kich thuoc: 5,7mm; 10,5mm; 12,5mm ( + 0.3mm).

Céu tao:

1. Mang van 1: Van kin gia cuong hai 16p, thiét ké nap
nho bao vé kin khi.

2. Mang van 2: Van kin gia cudng hai 16p, thiét ké mang
van day chéc chan.

3. Van thong gio: Thiét ké mo va xoay linh hoat.

4. Kénh 6ng thong: Miii thon Carrela giam lyc can trong.
qua trinh thao tac.

Tiéu chuan: ISO va CE.

* Ghi chu:
- Bdt ky thwong hiéu, k)5 ma hiéu, danh tir riéng (néu co) trong bang yéu cau ky
thudt chi tiét chi mang tinh chdt minh hoa cho cdc tiéu chuan chat lu"o’ng, tlnh nang ky

thudt cua hang héa, nha thau c6 thé lwa chon du thau hang héa co nguon goc, xudt xi,
nha san xudt, thwong hiéu, md hiéu phit hop véi diéu kién cung cdp ciia nha thau nhung
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phai dam bao yéu cdu tiéu chudn ky thudt, dac tinh ky thudt, tinh nang sw dung “tuong
dwong” hodc "wu viét” hon han so voi yéu cau toi thiéu.

- Twong dwong dwoc hiéu la tuong dwong vé mat ky thudt, tinh nang sir dung,
tiéu chudn céng nghé, Nha thau c6 thé chao hang héa dwoc néu trén hodc logi hang héa
khdc nhung phai chung minh su twong dwong hodc wu viét so voi hang hoa dwoc néu
trén. Dé chirng minh sw twong dwong nha thau phdi c6 bang so sanh chi tiét vé théng so
ky thudt, déc tinh sir dung cing cdc tdi liéu ky thudt kém theo dé chimg minh. Néu nha
thau khong co tai lieu chung minh sy twong dwong hodc wu viét hon thi dwoc xem la
khéng dat vé mdt ky thudt.

1.2.1. Bing ké khai chi tiét hang héa duw thiu:

Nha thau phai cung cip bang du thiu ctia hang héa (gom file dinh dang excel kém
E-HSDT va ban scan c6 dong ddu va chit ky ctia nguoi dai dién hop phap cua Cong ty)
day du thong tin nhu sau:

Luu ¥: trong thoi gian thyc hién hop dong, hang hoa trang thau duoc giao nhan
phai dung “Nam san xut” di duoc ké khai trén miu s6 10B Webform va cam két kém
theo (néu c6). Nha thiu xem xét ky dé dé xuat dung san pham du kién giao hang va thoi
gian thyc hién goi thau 1a 06 thang.
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BANG KE KHAI CHI TIET HANG HOA DU THAU

Tén nha thau: A
Ma dinh danh: vn.....
Piachi: e,
So dién thoai: ........cooeevvveeeiiiiiiiienn, emaili.....cccccovvvviinnnnnnen.
S6 di¢én thoai b phan/ ngudi phu trach goi thau.................cc...........
Théng tin theo E-HSMT Théng tin sin phdm dy thiu
Mi VTYT thiz‘;
theo Quyét il sé Thanh
. e mai Cau z . Pon o
dinh so (Tén hinh Co Xuat Phén dang i4 da tién
Tén - 5086/Qb-BYT 2 L SO X . ky & da Tai li¢u
STT . . Pic N the tinh , R X . loai Quy bao . - A
STT Ma hang , ngay on o Ky - san (quoc | Nam luwu . % Han A bao Tén Ma Noi tham
trong N , tinh hién nang " Nhan z . . trang \ cach So i gom X . . n A
phan héa . bVT 04/11/2021 N . ma N xuat/ gia, san X hanh/ , bVT st P gom nha dinh | niém chiéu
E- A L. ky o trén ky n hi¢u - . P thiet L% déng lwgng thue, ; x )
HSMT (16) moi thuat /Thong tuw héa thuat hi¢u Hang | vung | xuat bi Giay o dung hi. 16 thué, | thau | danh | yeét trong E-
thiu y 04/2017/TT- . sin | linh 'Y | phép | B PIL 1 ohi, 18 HSDT
. don co X 2 té . phi ,
BYT ngay i tri bin xuat tho) nhap (VND) phi
14/4/2017 (néu | 5 Kkhiu (VND)
c6)* gia
ting)
| A Vi Trarfg...
cua
Catalog,
2 A i.... tai liéu
sur dung
hodc cac
tai li¢u
khac
3 A vi.... tuong
duong
tai E-
HSDT
TONG CONG ( ....PHAN, .....KHOAN)
Bing chii: .......

Chung t6i cam két nhirng noi dung ké khai 1a ding sy that. Ching t6i xin hoan toan chiu trach nhiém vé thong tin da ké khai.
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Pai di¢n hop phép ciia nha thau
[Ghi tén, chirc danh, ky tén va dong dd'u]
Ghi chii:* Theo hwdng dan tai Céng vin sé 12609/SYT-KHTC ngay 27/11/2024 ciia S6 Y té Thanh phé Hé Chi Minh vé viéc trién khai
thuwe hién Quyét dinh s6 3514/QD-BYT ngay 21/11/2024.
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1.3. Cdc yéu cau khdc

- Toan b cac hang hoa phai méi 100%, san xuat tir nim 2024 try vé sau, co
ngudn gde rd rang va hop phap; tat ca déu duoc kiém nghiém chit luong.

- Hang hoa khi giao dam bao pham chat, chat luong, thong s6 k§ thuét theo ding
tiéu chuan ché tao cua nha san xuat va dap tng theo yéu cau cua E-HSMT; dam bao
khong co cac khuyét tat nay sinh dan dén bat loi trong qué trinh st dung hang hoa.

- Nha thau cam két hang héa du thau sir dung twong thich véi hé théng thiét bi
san c6 tai Pon vi sir dung (d6i v6i cac phan (16) hang hoa c6 yéu cau tuong thich /dong
bd vé6i thiét bi) (néu co).

-Nha tha thau cam két cung cip tro cu phu hop, twong thich véi ki thuat dang
duoc ap dung tai Bénh vién (d6i véi cac phan (16) hang hoa c6 yéu cau twong thich) (néu
o).

- Yéu cau vé kiém tra, thir nghiém, déng géi phai theo dung quy dinh ctia nha san
XUAt.

- Yéu cau vé van chuyén: hang hoa phai duoc van chuyén dén kho ctua Bénh vién
ba khoa Cu Chi.

- Hang hoa do nha thau cung cap hoan toan thich tmg va hoat dong 6n dinh tai
diéu kién khi hiu cua Viét Nam; va hang hoa khong gy anh huong tac dong nhiéu dén
moi truong (Truong hop hang héa cung cip c6 anh hudng tac dong dén moi trudng, nha
thau chiu trach nhiém thyc hién bién phap giai quyét).

- Hang hoa do nha thiu cung cip c6 nhin hodc c6 kém theo nhin phu véi day du
céc thong tin theo quy dinh tai Nghi dinh s 43/2017/ND-CP va Nghi dinh 111/2021/NP-
CP va cac quy dinh phép luat lién quan hién hanh.

- Cam két dao tao, tap huan st dung, chuyen giao k¥ thuat lién quan dén hang hoa
trang thau khi sir dung theo yéu cau ctia Chu dau tu.

-Truong hop nha thau khong dam bao mot trong nhiing yéu t6 khi cung cip hang
hoa nhu: Chat lugng, ky mé hi€u, s6 luong, nam san XUuat,. . theo quy dinh tai hop dong,
E- ho so moi thau va E- hd so thau dy thau ciia nha thau th1 t6i da trong vong 72 gid,
nha thiu phai cung cap hang hoa méi cung loai dé thay thé; va nha thau phai co trach
nhiém thu hoi hang hoa khéng dat yéu cau. Truong hop dic biét, thoi gian thay thé co
thé duoc gia han néu c6 1y do khach quan, nhung khong vuot qua thoi gian Chu dau tu
chéap nhan.

- Nha thau cam két cung cip day du dung cu, thiét bi hd trg dé thuc hién cac dich vu
k¥ thuat, bao gom ca vat tu ding dé tham dinh (hd trg mién phi) trude khi dua vao sir dung
va tap hudn str dung, chuyén giao k¥ thuat lién quan dén hang héa trang thau khi sir dung
theo yéu cau ctiia Chu dau tu va cd déy du tai liéu phap 1y cua dung cu, thiét bi hd trg (néu
c6) dé dua vao st dung tai Bénh vién.

- Céc hang hoa ma nha thau chao phai c6 mirc do dap tng t6i thiéu bang E-HSMT
hoic cao hon so vdi yéu cau trong E-HSMT.

- Cam két trong vong 06 thang ké tir thoi diém dong thau, néu nha thau c6 gia
trang thau tai don vi khac thip hon hodc thi truong co sy diéu chinh giam vé gia thi nha
thau s& chu dong diéu chinh hodc thoa thuan lai dé dam bao nguyén tac tiét kiém ngan
sach nha nudc.

- Khi giao hang:
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« D6i voi hang nhap khau: Nha thiu phai cam két cung cép cac tai liéu lién quan thong
quan hop phap cua hang hoa nhap khau (khi duoc Chu dau tu yéu cau); Ban sao cong
chimg Gidy chimg nhén xuit xit (CO), Gidy chimg nhén chat lugng (CQ) ctia Nha san
xut hodc Gidy chirng nhan phén tich (COA dbi voi san phim thudc danh muc phai xin
COA); Ban sao to khai hai quan, Invoice, Packing List, van don va cac tai liéu chirng minh
dugc thong quan hop phap; Gidy phép nhap khau (néu c9) ......;

« D61 voi hang san xudt tai Viét Nam: Gidy chimg nhan cht lvong xuit xudng hoic
hoa don ban hang; S6 ding ky luu hanh (néu co), ......

-Tai liéu chirng minh phan loai thiét bj y t& va cac tiéu chudn (ISO, CE, FDA ...) cua
san pham tham dy thau: Nha thau phai danh dau (highlight) ghi cht cu thé 16 rang, chi tiét
tén hang hoa tham dy thau tuong ng voi s6 thir ty/ phan (16) tén danh muc hang héa cua
E-HSMT. Nha thau phai danh déu (highlight) 1én tai liéu Tiéng nudc ngoai va ban dich
Tiéng Viét.

- Tai liéu chimg minh thong sé k¥ thuat ctia san phdm tham dy thiu: Nha thau phai
danh ddu (highlight) ghi cht cu thé 16 rang, chi tiét tén hang hoa tham du thau, dic tinh,
thong s6 k¥ thuat, hinh anh ching minh tuong Gng vé6i sé tht ty tén danh muc hang hoa
va thong s6 k¥ thuat cia E-HSMT. Nha thau phai danh dau (highlight) 1én tai liéu Tiéng
nudc ngoai va ban dich Tiéng Viét.

- Tai liéu ndp trong E-HSDT: Cac vin ban bang tiéng nudc ngoai nha thau phai
dich toan b tai lidu gbe str dung tiéng nude ngoai sang tiéng Viét Nam (c6 chit ky va
xac nhan cua don vi dich thuat) va dugc chung thyc. Truong hop Chu dau tu phat hién
nha thau dich sai tiy mic do gay anh hudng dén nodi dung danh gia k¥ thuat, nha thau
c6 thé bj danh gia khong dat.

- Tai liéu chting minh kinh nghiém thuc hién hop dong cung cap hang héa twong
tu: Nha thau cung cép scan ban gdc hodc ban sao y cong chimg, chimg thuc hop dong
tuong tur, bién ban nghiém thu kém theo héa don hodc bién ban thanh 1y hgp dong.

1.4. Huwéng dén nha thau trinh tw hé so nhw sau:

Pé nghi cac Nha thau khi lam ho so du thau phai sip xép file hd so dy thdu nhu
sau: (mdi Phan 14 01 file zip dit tén 1a “Phan 17, “Phan 2”)

Phan 1: Phap Iy nha thiu (m&i muc bén dwdi 1a 1 file riéng)

1. File Bao lanh dy thau (néu cd) (nha thau giri thu bao lanh du thau phai dinh
kem cac tai lieu ching minh tham quyén ky thu bao lanh cua can by Ngén hang/ chi
nhanh ngan hang (gidy uy quyén, quyét dinh bd nhiém, phin céng nhiém vu....).

2. Gidy chung nhan ding ky doanh nghiép hoic gidy to twong duong.

3. File Bao c4o tai chinh 03 nim gan nhat (mdi nam 1a 1 file). Tai liéu ching
minh thuc hién nghia vu thué ctia ndm tai chinh gan nht so vdi thoi diém dong thau,....

4. File Hop dong twong tu , mdi hop dong twong ty 1a 1 file bao gdm (file hop
ddng twong tu + bién ban nghiém thu + héa don (truong hop c6 nhiéu héa don phai co
bang liét ké tuwong tng cua tong s hoa don) hoic file hop ddng twong tir + bién ban
thanh 1y hop dong) hodc tai liéu chimg minh ning luc san xuit ciia nha thau (néu cb).
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5. Cam két vé kha ning bao hanh, bao tri, duy tu, bao dudng, sira chita, cung cip
phu ting thay thé hodc cung cép cac dich vu khac sau ban hang khac.

6. To khai xac dinh doanh nghiép si€u nho, doanh nghiép nho, doanh nghiép vira
do phuy nir 1am chu (néu c6) (co theé tham khao Mau tai Nghi dinh 80/2021/ND-CP ngay
26/8/2021 va cac van ban di€u chinh, stra d61, bo sung hodc thay thé) va cac tai li€u co
lién quan chirng minh cac ndi1 dung da ké khai.

7. Céc file khéac (néu co).

Phin 2: Ho so ky thuat (mdi muc bén duwéi 1a 1 file riéng)

1. Bang ké khai chi tiét hang héa dy thau (file dinh dang excel va ban scan c6
dong diu va chit ky cua nguoi dai dién hop phap cia nha thau).

2. Phiéu tiép nhan ho so cong bd da diéu kién mua ban thiét bi y té hodc van ban
cong b du diéu kién mua ban thiét bi y té. Va néu nha thau 13 nha san xuat: S6 cong bd
va Phiéu tiép nhan (hodc Phiéu thong tin) hd so cong bd du diéu kién san xuat ddi véi
trang thiét bi y té san xuét trong nudc.

3. Ban phén loai thiét bi y t& (TBYT).

. S6 luu hanh/Gidy phép nhap khau (GPNK).

. H6 so k¥ thuat ctia hang hoa/Catalogue.

. Tiéu chuan chit lvgng cta hang héa: ISO/FDA/CE....

. Tai liéu ching minh Gi niém yét.

. Bang tién d6 giao hang hodc cam két tién d6 giao hang.

O 00 3 N L B

. Cam két theo yéu ciu tai bang tiéu chudn danh gia vé k¥ thuat (Chuong III cta
E-HSMT).

10. Tai liéu chirng minh san pham dy thau dap tng diéu kién hudéng vu dii (néu
o).

11. Céc tai lidu khéac c6 lién quan (néu co).

Luwu y: Dé nghi nha thau phdi tich riéng tirng tai liéu theo hwéng din néu
trén: Bin phan logi thiét bi y té; S6 luu hanh/Gidy phép nhdp khau; Tiéu chudn chit
lwong ciia hang héa: ISO/FDA/CE....; Ho so kj thudt ciia hang héa (catalogue,
datasheet...), khéng gép chung tét cd tai liéu ky thudt vao mét file duy nhit.

> Nha thau tham dy nhiéu phén (1) thi mdi phan (1) 1a 01 file zip dt tén theo tirng
phan (16)) (Vi du: PP2500057348-Tén phan 16)

> Mobi dé muc 1a 1 file riéng 1¢ va dugc luu theo trinh ty néu trén./.
Muc 2. Ban vé: Khong c¢6 ban vé
Muc 3. Kiém tra va thir nghiém

1. Kiém tra tinh trang bén ngoai ctia hang héa tai thoi diém giao hang: Panh gia
bang truc quan, hang hoa duoc danh gia 1a dap tng va nghiém thu khi:

« Hang hoa sach s& - nguyén ven, théng nhat bén trong bén ngoai
* Hang hoa khong bi hu hong vat 1y, mop méo

* Khong bién d6i mau sac, vi du: bi den, nam...
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2. Thur nghi¢m, danh gid, nghiém thu

- banh gia do Chu dau tu thuc hién: Cha dau tu c6 thé st dung cac cong cu, dung
cu can thiét dé kiém tra cac thong sb k§ thuat cia hang hoa. Hang hoa dugc nghiém thu
khi qua qué trinh danh gia ctia Chu dau tu, hang héa c6 cac thong sb ki thuat dap tng
yéu cau k¥ thuét ctia hang hoa theo hop dong di ky.

- Panh gi4 khac: Truong hop c6 nghi ngd vé chat luong hang héa Chu dau tu co
quyén yéu cau kiém nghiém, thir nghiém hang hoa tai mot bén tht 3 (do Chu dau tu chi
dinh)

- Toan bo chi phi myc nay do nha thau chi tra.

3. Trong truong hop hang hoa phat sinh cac khiém khuyét, sy ¢b hay gy thiét hai
cho ngudi sir dung hodc bén thir ba, Chu dau tu s& 1ap bién ban va bao cho nha thau dé
tién hanh kiém tra va c6 bién phép giai quyét. Sau 03 ngay lam viéc ké tir ngay nhan
dugc thong bio ma Nha thau khong c6 y kién thi xem nhu di chap nhan nhiing noi dung
theo bién ban di thong bao. Thoi gian khic phuc theo quy dinh E-DKC 23.5, E-DKC
23.6. Néu qué thoi gian khic phuc ma nha thau van khong khéc phuc dugc, Nha thau
phai d6i méi hang héa. Viéc nghiém thu hang hoa d6i méi duge tinh lai tir ngay Chu
dau tu nhan dugc hang hoa d6i méi. Néu hang hoa doi méi khong dap ing yéu cau trong
thoi gian nghiém thu thi Cha dau tu s& xem xét khong tiép nhan hang hoa va Nha thau
s€ bi phat 8% gia tri hang hoa vi pham.

- Trong truong hgp Nha thau khong thé thuc hién dung thoi gian theo quy dinh
tai Muyc 23.5 va muc 23.6 E-DKCT thi Chu dau tu c6 thé khau trir vao gia hop dong mot
khoan tién phat twong g voi 1% gia tri vi pham/tudn cho dén khi ndi dung cong viéc
d6 duoc thyc hién. Chu dau tu s& khau trir dén 8% gia tri vi pham. Khi dat dén murc phat
t6i da, Chu dau tu c6 thé xem xét chdm durt hop dong theo quy dinh tai Muc 29 E-DKC.



