Phén 2. YEU CAU VE KY THUAT
Chuong V. YEU CAU VE KY THUAT

Muc 1. Yéu cau vé kj thudt
1.1. Gidi thigu chung vé dw dn, gdi thiu
- Tén goi thau: Mua vt tu y té
- Chu dau tu: Bénh vién Da khoa khu vyuc La Gi.
- Hinh thirc Iya chon nha thau: Pau thau rong rii trong nudc qua mang.
- Phuong thurc lva chon nha thau: Mot giai doan, mot ti ho so.
- Ngudn vén: Tir ngudn ngan sach nha nudc.
- Loai hop dong: Pon gia cb dinh.
- Thoi gian thyc hién hop dong: 12 thang ké tir ngay ky hop dong.
- Tuy chon mua thém: Khong.
- Pia diém thuc hién: Bénh Viép Pa khoa khu vuc La Gi, Dia chi: 23 Nguyén
Hug, phuong La Gi - tinh Ldm Dong.
- Quy mo gobi thiu: Tai Pham vi cung cap Mau s6 01B (webform trén Hé
thong).
1.2. Yéu cau vé ky thudt

Yéu cau thong sd ky thuat quy dinh trong myc nay 13 t6i thiéu, chi nham
muc dich mo ta va khong nham muc dich han ché nha thau, nha thau co thé chao
thau nhitng hang hoa co6 thong sd k¥ thuat twong dwong hodc tot hon phu hop
tuong thich v6i may hién c6 ma Chu dau tu dang sir ‘dung. Nha thdu c¢6 van ban
gidi trinh, cung cap tai liéu dé ching minh thong s0 k¥ thuat nha thau chao 1a
tuong duong hodc t6t hon. Truong hop nha thau khong c6 vin ban giai trinh,
cung cp tai liéu chimg minh thi don vi tw van s& danh gia theo dung tai liéu k¥
thuat trong E-HSDT ciia nha thau di chao.

Bit ky thuong hi¢u, ky ma hi€u, quy cach, thanh phan (néu c6) trong tiéu
chuan k¥ thuat chi tiét 1a dé minh hoa cac tiéu chuan chat lugng, tinh nang ky
thuat. Vi vay nha thau c6 thé chao cic hang hoa c6 thuong hiéu, thanh phan, ky
ma hi¢u khac nhung phai dam bam tiéu chuan ky thuat, dac tinh ky thuat, tinh
nang su dung “twong dwong” hodc “t6t hon” so véi yéu cau ciia E-HSMT.

Noi dung yéu cau vé tinh ning, dic tinh k¥ thuat chi tiét va mic do dap tng
to1 thiu dugc thé hién tai cac bang dudi day:



Danh muc Bon 2
STT X . vi Quy cach Thong so k¥ thuat
hang hoa ,
tinh
May do huyét G(‘A)m:, Dé)ng hd do ap luc, qua bop cao su cO van,
1 ap nguoi 16n Cai Icéi /hop h¢ thong bom khi: vong hoi dugc lam bang vai
(khong c6 tai ' may vién co tii hoi cao su bén trong
nghe) Pat tiéu chuén ISO.
Méy do huyét Gém:, DPdng hd d(,) ap luc, q}lé bop cao su co van,
2 | ap tré em (co Bs 1 b /hép hé th61.1‘g bom 1§h1: ybng hoi dugc lam bang vai
tai nghe) ' T may vién c0 tai hoi cao su bén trong, 6ng nghe
bat ti€u chuan ISO.
. p May do huyét ap bap tay dién tur
May ?O I}uyet .. . .. | Khoang do huyét ap: tim thu: 60 — 255 mmHg /
3 | apdiéntu Cai Hop/1 cai n
ngui 16m tarAn trl,rong:, 40 — %OO mmHg
D0 chinh x4c huyét &p: +/- 3mmHg
, < May do huyét ap bap tay di¢n tir
May. fio l}uy?t .. . .. | Khoang do huyét ap: tam thu: 60 — 255 mmHg /
4 | ap dién tir tré Cai Hop/1 cai n
em tam truong: 40 — 200 mmHg
D0 chinh x4c huyét &p: +/- 3mmHg
a1 A an - Po tran, do trong 1 gidy
5 | NPEKEden | cgi | Hop/l cai | - Do nhigt do moi trudng
- 30 lan nho
6 | Ongnghe Céi Icdi /hop Eﬁé rrllglziea lcl:(iac'li‘(_) khuéch dai 16n, nghe ém, khong re,
San pham duoc lam bang gd thong, dugc san xuét
;| Deludi gb que 25que/gdi | va sdy kho theo quy trinh khép kin, c6 mau g0 tu
tiét trung tiét trung | nhién, khong qua xtr 1y hoa chat va dugc tiét trung.
Cong dung: dung dé de ludi khi kham hong.
1. Thong sb k§ thuat:
N - Thanh phan: Ethanol, Chlorhexidine gluconate,
Elirlléflazdun AlphaTerpineol -
8 | dich sat & Chai | Chai/s00ml |~ Nong do: Ethanol 76% + Ch.lorhex1d1ne
Khuan tay gluconate 0,5% + Alpha-Terpineol 0,5%
nhanh) 2. Tinh nang: Dung dich rtra tay sat khuan nhanh.
The tich chai >500ml.
3. Tiéu chuén chit lugng: ISO 13485
Ging tay kham bénh khong tiét tring cac cd. Bé
mit tron. Mau trang nga. Chua tiét tring. Thuan
cho ca 2 tay, khong nhin va vién gan & co tay. -
Nguyén li¢u: Cao su tu nhién.
Géng tay | Thing/ 10 Chiéu dai t6i thiéu: 240mm
9 | kham bénh boi hop/ 50 doi Do day ngén tay: Toi thiéu 0.10 mm;
cac so ' Long ban tay: Toi thiéu 0.09 mm;

C6 tay: Tbi thiéu 0.08 mm.

Cuong d6 dan (MPa): trude ldo hoa téi thiéu: 18,
sau 130 hoa t6i thiéu: 14

Do din dai (%): trude 130 hoa téi thidu: 650, sau




130 héa tdi thiéu: 500

Luc kéo (N): trudc 130 hoa t6i thicu: 6, sau 140 hoa
ti thiéu: 6

Luong Protein : Téi da 200pg/dm?2

Mirc bot : Toi da 10 mg/dm2

- Bong goi : Hop/50 d6i, thung/10 hop.

Tiéu chuan chét lugng: ISO 9001 dugc ching nhan
boi SGS (Anh). Tiéu chuan ISO 13485:2003.
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Khau trang 3
16p ti€t trung

Cai

50 cai/ Hop

Thanh phan cua khau trang gdm: vai khong dét,
gidy loc, day deo, gong nhya. Puoc tiét tring bang
khi EO. Pat tiéu chuan ISO 13485:2016, ISO
9001:2015.
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Can suc khoe

Cai

Hop 1 cai

Can suc khoe diép to
- Trong lugng hién thi 5— 150kg
- Str dung: Pin
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Con 70 do

Lit

Lit

Con 70 d6

13

Con 90 do

Lit

Lit

Con 90 do6

14

Béng keo ca
nhan vai
60mm x
19mm

Miéng

100 miéng/
hop

Chat liéu vai dan hoi (viscose 70%, polyamide
30%). Phu keo Acrylic 140mg, do dinh
520g/12mm + 30g. Gac 20mm x 10mm tham hut,
phu 16p chéng dinh polyethylene (HDPE) do day
0.1-0.15mm, dinh lugng 12-18g/m2, duoc tam
benzalkonium chloride. Gidy 16t silicone bao vé
keo day 0.06 = 10%, luc boc 5-20gf/25mm. Co
kiém tra vi sinh.

Kich thuéc 60mm x 19mm

Tiéu chuan chat luong: 1SO 13485, FDA, CFS,
TCCS 07:2016/YC

15

Bom tiém )
5ml kim soO
23,25

Cai

Hop /100 céi
dong goi vo
trung

- Xy lanh dung tich 5ml, dugc san xuét tir nhua y té
nguyén sinh trong subt, nhin bong, khong cong
vénh, khong c6 ba via. Vach chia dung tich ro nét.
- C6 thang chia dung tich hut t6i da d¢én 6ml

- Pit tong c6 khia bé giy dé hay, khong co ba via.

- Kim 1am bang thép khong gi, sic nhon, vat 3
canh. Kim céc ¢& 23Gx1", 25Gx1". BPéc kim c6
mau gitup phéan biét ¢& kim theo tiéu chuan qudc té
va duoc gan chat voi than kim khong gy 10 i, an
toan khi st dung.

C6 gidy chirng nhan dat tiéu chuan CE do to
chtic/co quan dugc Uy ban Chau Au (EC) cép,
TCVN 5903:1995, tiéu chuan tiét tring EN ISO
11135: 2014, EN ISO 13485

16

Bong y té
tham nudc
loai 1

Kg

Go1 1 kg

San xuat tir nguyén li¢u bong xo thién nhién 100%
cotton. Bong tring, khong mui, mem min, dai,
khong bi toi va c6 do tham hut rat cao, khong 1an
tap chat. Khong doc td va khong gay di ing, khong
c6 tinh bot, khong c6 xo mun hoa tan trong nudc
va dich phu tang. Tdc d6 hut nude =< 5 gidy. Do




acid va dd kiém: Trung tinh; Ham lugng chét béo:
Khéng vuot qué 0.5%. Céc chat tan trong nudc: <
0,5%; Do am: < 8%;

Dat tiéu chuan ISO 9001:2015; ISO 13485:2016;
Chung nhan FDA cua Hoa Ky; Chirng nhan thuc
hanh san xuét tot GMP, CE.
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Gac duoc dC?t tir so1 100% cotton
Tiét trung bang khi Ethylene Oxide.

\}?éot nt% fgrcl dap Puoc lam tir vai khong dét.

g Miéng | 1 miéng/ goi Kha nang tham hut cao va nhanh.
6cm x 15cm B
(v6 tring) ¢ mat min mang, mém mai.

Pat tiéu chuén ISO 13485:2016, ISO 9001:2015
Kich thudce: 6cm x 15¢cm.

Ghi chu: Trong yéu cau vé ky thudt, néu c6 cum tir “twong dwong” dwgc mo
ta sau cdc yéu cau vé ky thudt cua hang hod thi dwoc hiéu twong dwong vé dic tinh ky
thudt, tiéu chudn céng nghé, néu cé cum tir “twong dwong” dwgc moé ta sau cdc yéu
cau vé chirc nang ciia hang hod thi dwoc hiéu+ twong dwong vé tinh ndng sir dung.

1.3. Céc yéu cau khac:

- Hang hoa dy thau thudc pham vi cung cap cta goéi thau phai ghi day du cac
thong tin sau: Tén thuong mai; ky mé hi¢u/Nhan mac san pham, quy cach (theo quy
dinh ctia nha san xuat); Hang san xut; Xuat xtr (tén qudc gia).

- Trudng hop nha thau ké khai hang héa duoc hudng wu dii khi nha thau chimg
minh dugc hang héa d6 co chi phi san xuét trong nude theo ty 18 ké khai, nha thau
phai cung cdp day di hd so dé chimg minh chi phi san xudt trong nudc: Chi phi
nguyén vat liéu trong nudce (héa don, hop dong mua ban nguyén liéu...), chi phi nhan
cong trong nudce (chung tir vé tién cong, tién lwong va cac khoan phu cép co tinh chat
lwong, bao hiém y té, bao hiém xa hoi, kinh phi cong doan ctia cong nhan tryc tiép san
xuét...), cac chi phi khac (phi vén chuyén, phi déng goL,...). Néu E- HSDT cuia nha
thau khong cung cip day du ho so, ching tir thi nha thau khong duogc xem xét hudng
uu dai.

- C6 bang mo ta san pham dap ung k¥ thuat theo cic yéu cau cu thé cia E-
HSMT, ddi v6i hang hod 1a vat tu y t€ kém tai liéu k§ thudt chimg minh (bao gom:
Catalogue hodc bang dir liéu ky thuat (datasheet) hodc hudng dan sir dung hoic céc
tuyén bd hodc xac nhan cua nha san Xuat, tiéu chuan ap dung hodc cac tai licu lién
quan khac do nha san Xudt phat hanh). Tai li¢u bang tiéng nudc ngoai phai co ban

dich sang tiéng Viét va nha thau chiu trach nhiém phap 1y vé tinh chinh x4c ciia noi
dung dich thuat khi phat hanh.

- Trudng hop quy cach dong goi hang hoa ciia nha san xuét c¢6 khéi luong, dung
tich, thé tich... khac it hon so voi quy cach néu trén, nha thau co thé chao quy cach
dong goi ¢ s6 luong 16n hon hodc t6i thiéu bang so vdi quy cach dong géi trong E-
HSMT.

- Nha thau phai trung thue khi ké khai tinh dap tng, bat ¢t ndi dung cd tinh ké
khai sai 1éch so voi cac tinh ning, thong sd, tiéu chuan cong bd cta nha san xuat dé
nhiam vuot qua bude danh gia vé ki thuat duoc coi 1 hanh vi gian 14n trong dau thau



quy dinh tai Khoan 4 Diéu 16 Luat Dau thiu va s& bi xtt 1y theo quy dinh cua Phap
luat.

1.4. Cam két ciia nha thau cho toan b géi thiu:

Nha thau phai cung cap ban cam két co ky, dong dau hop 1¢ thé hién dy du cac
ndi dung cam két nhu sau:

- Cam két Ngudn gbc hang héa hop phap theo quy dinh cua phap luét hién hanh.

- Cam ket thu hoi hang hoa dé giao va chiu trach nhiém boi thuomg thiét hai cho
bénh nhén va Chu dau tu néu san phdm khong dam bao chat lugng géy nén thi¢t hai
hodc ¢6 thong bao thu héi cua co quan co tham quyén (ma khong do 16i cua chu dau
tu). Nha thau c6 trach nhiém hoan tra tién hoic thay thé bang 16 san xuat khac dam
bao chat luong.

- Cam két hang hoa ¢ nhéan hoidc c¢6 kém theo nhin phu voi ddy di cac thong tin
theo quy dinh hién hanh.

- Cam két cung cap hudéng dan st dung ctia hang hoa bang tiéng Viét.

- Cam két Vé thoi han giao hang: Cung cap nhiéu dot trong suét thoi gian thuc
hién hop dong, mdi dot trong vong 48 gio ké tir khi nhan dugc yéu cau ctia Chu dau
tu. Thu hdi va d6i tra néu hang héa bi 15i do nha san xuat va 18i do qua trinh van
chuyén dén kho ctia Chu dau tu.

- Cam két sin sang cung cip ban gdc cac tai liéu dé dbi chiéu khi c¢6 yéu ciu cua
Chu dau tu: Hop dong tuong tu, Bién ban nghiém thu thanh 1y, sao ké ngin hang
chirng minh giao dich ctia hgp dong twong tu va céc tai li¢u khac c6 lién quan;

- Cam két cung cap chung tir hang hoa khi giao hang: Di véi hang hoa nhap
khau: To khai hai quan, Chting nhan Xuét xa (CO), Chimg nhan Chat luong (CQ
hodac COA), T¢ khai hai quan, Invoice, PL, Vén don, . . D6i v6i hang hoa san xuét
trong nudc: Phi€u xuét kho va Chimg nhan Chat lugng (CQ hodac COA) ctia nha san
xuat, ... theo yé€u cau cua Chu dau tu;

Muc 2. Ban vé: Khong c6 ban vé

Muc 3. Kiém tra va thir nghiém

Chu dau tu c6 quyén yéu cau kiém tra, thir nghiém hang hoa dugc cung cap dé
dam bao hang hoa do co dac tinh k§ thuat phu hop voi yéu cau ctia hop dong. Thoi
gian, dia diém va cach thuc tién hanh kiém tra, thir nghiém:

- Pia diém: Tai don vi st dung.

- Thot gian: Do cac bén thoa thuén;

- Noi dung kiém tra: kiém tra toan bd hang hoa theo yéu cau ciia hop dong;

- Chi phi t6 chire thyuc hién: Do nha thau chi tra.

Truong hop hang héa khong phu hop voi déc tinh ky thuét theo hop df)ng thi
Chu dau tu co quyép tur choi va Nha thau phai co tréch nhi@m thay thé hodc tién hanh
nhirng di€u chinh can thiét dé dap tmg dung cac yéu cau vé dac tinh ky thuat. Truong
hop Nha thau khong c6 kha nang thay thé hay diéu chinh céac hang hoa khong phu
hop, Chii dau tu ¢ quyén t6 chiic viée thay thé hay diéu chinh néu thiy can thiét,
moi rui ro va chi phi lién quan do Nha thau chiu. Viéc thuc hién kiém tra, thu nghiém
hang hoa cua Chu dau tu khong dan dén mién trir nghia vy khac theo hop dong cua
Nha thau.



