Chwong V. YEU CAU VE KY THUAT

Muc 1. Yéu ciu vé k¥ thuét

1.1. Gidi thi¢u chung vé dw dnldw todn mua sim, géi thau

- Tén go6i thiu: Goi thau sb 03: Cung cip bong, bang, gac, dung dich sat khudn, bom
tiém, kim tiém, day truyén dich va vat tu st dung trong phau thuat, thu thuat nam 2026 cua
Bénh vién A.

- Tén dy toan: Mua sdm hoa chat, vt tu xét nghiém, thiét bi y t& nam 2026 cua Bénh
vién A.

- Ngué)n von thuc hién: Ngué)n thu dich vu kham bénh, chira bénh va cac nguén thu hop
phap khéc ctua don vi.

- Gia g6i thau: 15.630.327.550 ddng.

- Chii dau tu: Bénh vién A.

- Pia diém thyc hién: Bénh vién A, s 400 duong Quang Trung, phuong Quyét Théng,
tinh Thai Nguyén.

- Hinh thirc lya chon nha thau: Dau thau rong rdi, qua mang.

- Phuong thuc Iyra chon nha thau: Mot giai doan mét tai ho so.

- Thoi gian t6 chirc lwa chon nha thau: 120 ngay.

- Thoi gian bat dau t6 chire lya chon nha thau: Quy I, 1l nam 2026.

- Loai hop dong: Theo don gia ¢d dinh.

- Thoi gian thuc hién géi thau: 12 thang.

- Tuy chon mua thém: 4.653.440.065 VND

1.2. Yéu cdu vé ky thudgt

Trach nhiém thuc hién

STT Biéu mau Cach thire thuce hién Chii diu tu Nha thiu

- File dinh dang excel; va

. |MauA. Bangdirligudy |- File scan dinh kém (ky, %
thau veé k¥ thuat déng dau (néu co) hodc ky
s0)

Scan va dinh keém (ky, dong

2 Mau C. Ban cam két déu (néu ¢6) hodic ky sé)

1.2.1. Yéu cdu ky thudt chung:
* Yéu cau vé tai liéu chitng minh tinh hop 1€ ciia hang hoa 1a thiét bi y té:

- Péi v6i hang hoa 1a thiét bi y té, nha thau phai cung cap céc tai liéu chimg minh theo
quy dinh ciia Nghi dinh 98/2021/ND-CP ngay 08/11/2021 v& quan 1y trang thiét bi y té, Nghi
dinh sb 07/2023/ND-CP ngay 03/3/2023 vé viée stra ddi, bd sung mot s6 diéu cua Nghi dinh
s6 98/2021/ND-CP ngay 08/11/2021 vé quan 1y trang thiét bi y té, Nghi dinh 04/2025/ND-CP
ngay 01/01/2025 stra d6i b6 sung mot s diéu cia Nghi dinh 98/2021/ND-CP ngay 08/11/2021



ctia Chinh pht vé quan 1y trang thiét bi y té da duoc sira doi, b sung mot sd diéu theo Nghi
dinh s6 07/2023/ND-CP ngay 03/3/2023 ctia Chinh phi, cu thé nhu sau:

+ Pbi voi thiét bi y té loai A, B: Cung cép s6 cong bd tiéu chuin ap dung ddi véi trang
thiét b y té thudc loai A, B hodc gidy phép nhap khau ctiia Bo Y té (v6i hang hoa thudc danh
muc theo Diéu 6 Thong tu 05/2022/TT-BYT, duoc sira di boi khoan 7 Diéu 147 Nghi dinh
96/2023/NP-CP).

+ Pbi voi thiét b y té loai C, D: Cung cap sb gidy chimg nhan dang ky luu hanh déi véi
trang thiét bi y té thudc loai C, D hodc gidy phép nhap khiu cia B Y té (voi hang hoa thudc
danh muc theo Piéu 6 Thong tu 05/2022/TT-BYT, duoc stra dbi bai khoan 7 Diéu 147 Nghi
dinh 96/2023/ND-CP).

+Dbi v6i thiét bi y t& nhap khau theo diém d Khoan 2 Biéu 76 Nghi dinh s6 98/2021/ND-
CP duoc stra doi, bd sung tai Khoan 18 Diéu 1 Nghi dinh s6 07/2023/ND-CP, stra d6i bd sung
tai Didu 1 Nghi dinh 04/2025/ND-CP ngay 01/01/2025: Nha thau ké khai rd ddi véi thiét bi y
té khong thudc danh muyc phai cip phép nhap khiu theo quy dinh tai Piéu 6 Thong tu s6
05/2022/TT-BYT ngay 01/8/2022 va cung cap ban phan loai thiét bi y té thudc loai C, D dugc
cong bd thong tin trén Cong thong tin dién tir ciia BO Y té.

- D61 vai thiét bi y té san xuat trong nudce: Cung cip S6 cong bd (hodc Phiéu thong tin)
hd so cong bd di didu kién san xuat thiét bi y t& san xuat ctia nha san xuat hang héa theo quy
dinh tai Nghi dinh s6 98/2021/ND-CP ngay 08/11/2021, Nghi dinh s6 07/2023/ND-CP ngay
03/3/2023, Nghi dinh 04/2025/ND-CP ngay 01/01/2025.

* Tai liéu ky thuat ciia hang héa:

- Tai liéu ban gbc khong sir dung tiéng Viét phai kém ban dich sang tiéng Viét. Nha thau
chiu trach nhiém vé tinh trung thyc cta ban dich.

- Miu A, C dung dé phuc vu dénh gia vé k¥ thuat hang héa chao thiu cia nha thau. Yéu
cau nha thau phai dién déy du va chinh xac. Nha thau tu chiju trach nhiém vé hau qua hodc su
bat lgi néu khong 1am dung theo quy dinh. Viéc nha thau ¢ tinh ké khai théng tin khong dung
v6i thong sé k¥ thudt ma nha san xuat da cong bd nham muc dich vuot qua budc danh gia vé
k¥ thuat duoc coi 1a hanh vi gian 14n trong du thau quy dinh tai khoan 4 Piéu 16 Luat Dau
thau va sé& bi xir 1y theo quy dinh ctia Phép luat.



BANG DU LIEU DU THAU VE MAT KY THUAT

(File excel dinh kem E-HSDT)

Yéu ciu ciia E-HSMT

Pap ng ciia hang héa dy thau
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Nha thiu nhip dir liéu vao file excel miu A nay va ndp ciung E-HSDT (trén day 1 vi du minh
hoa)

Ghi chu: trén ddy la vi du tham khdo

- Cdc 6t (1),(2) (3): dién théng tin theo muc 1, 2, 3 Chirong V ciia E-HSMT.

- Cac cot (4), (5), (6), (7), (8), (8A), (8B), (94) hodc (9B), (9C), (10), (11), (12): dién thong tin cia
hang héa dw thau Théng tin cdc cét (4), (5), (6), (7), (8), (10) phdi tring véi théng tin tai biéu
mau webform, néu cé sai khdc sé cin cir theo théng tin tai webform.

- Cot (94) hodc (9B): dién théng tin s6 cong bé hodc sd lwu hanh cua hang hoa die thau. S6 htu
hanh la S6 Gidy chirng nhdn dang ky luu hanh hoac 0 glay phép nhap khau con hiéu lyc do Bo Y
té cdp doi véi loai C, D hodc s6 vin ban cong bé tiéu chudn dp dung doi véi thiét bi y té thudc loai
A, B con hiéu lyc (quy dinh tai Nghi dinh 98/2021/ND-CP ngay 08/11/2021).

- Cét (9C): dién théng tin phén loai TBYT ciia hang hoa du thau.

- Cét (10): dién chinh xdc théng tin tinh ndng, thong s6 thong so ky thudt cua hang héa du thau
dap ung tzwng Lfng VOi cac tiéu chi yéu cau cua E-HSMT. Thong tin trong hodc c6 ngi dung "Dat"
hay "Bdp vmg" sé dwoc xem xét la hang héa di thau khong co dap ing doi véi chi tiéu Yeéu cau.

- Cot (104): Pién vi tri tai liéu mé ta Tinh nang, Théng sé ky thudt ciia hang héa dw thau trong E-
HSDT. Dlen theo dinh dang [tén file tai liéu - trang $6....], VD: Catalogue chac ba - trang 5, 7,

10. Trang s6 ghi theo thir tw s6 trang cua file tai liéu (khong ghi s6 trang danh may hodc danh tay
trén ban scan).

- Cot (11): Pién théng tin quy cdch ciia hang héa di thau.

- Cét (12): Dién théng tin md vit tw y té theo quy dinh hién hanh dé phuc vu dnh xa bdo hiém.

* Trwong hop nha thau cé tinh ké khai thong tin khong diing véi thong sé ky thudt ma nha san
xudt di cong bo nham muc dich vwot qua buéc danh gid vé ky thudt dwoc coi la hanh vi gian
Ign trong déu thau quy dinh tai khoin 4 Piéu 16 Ludt Dédu thdu va ching t6i hoan toan chiu
trach nhiém, chd’p nhdn chiu xwr ly theo quy dinh ciia E-HSMT va phadp ludt vé diu thau.



1.2.2. Cam két ciia nha thau

BAN CAM KET CHUNG

CONG LY cvvviiinniiiiiiiiii s
S6 dang ky kinh doanh................ PP Y
Ma dinh danh trén hé thong mang dau thau quoc gia: .............coooviiiiiiinnin.

Diachi clla QOn Vi ..o

Chung t6i, /dién tén cong ty], tham du goi thau /dién tén géi thau] ciia Bénh vién A Thai
Nguyén. Chung t6i xin cam két vé E-HSDT va cong tac cung ing hang hoa cho Bénh vién véi cac
ndi dung sau day:

Hang hoéa phai dam bao phu hop, co thé su dung trén cac thiét bi hién c6 cta don vi.

Cam két cung cdp hang hoa mai 100% chua qua sir dung, dam bao day du sb luong, ching
loai, con nguyén dai nguyén kién theo quy cach dong gdi cia nha san xuat.

Nhian hang hoa tuan thi quy ché vé nhan hang hoéa luu hanh trén thi truong Viét Nam. Bao
bi con moi, khong bién mau, khong rach nat, bién dang.

Cam két hang hoa khi giao dam bao chat lugng, dugc dong goi theo diing tiéu chuan cua
nha san xuat, thong so k¥ thuat dang véi E-HSDT dugc chap thuén; ddm bao khong c6 cac khuyeét
tat nay sinh dan dén bt loi trong qua trinh sir dung hang hoa.

- Han str dung ctia hang hoa (néu c6) tinh tir thoi diém cung ing dén co s y té phai dam
bdo:

+ T4i thiéu con > 18 thang ddi voi cac mit hang c6 han dung tir 36 thang trd 1én.

+ T6i thiéu con > 12 thang d6i v6i cac miat hang c6 han dung tir > 18 thang dén < 36 thang.

+ T4i thiéu > 08 thang d6i v6i cac miat hang co hang ding tir > 12 thang dén < 18 thang.

+ Téi thiéu con > 05 thang ddi v6i cac mat hang c6 han dung tir > 07 thang dén < 12 thang.

+ Téi thiét con > 03 thang dbi voi cac miat hang c6 han dung tir > 04 thang dén < 07 thang.

+ T6i thiéu con > 02 thang d6i v6i cac mit hang c¢6 han str dung tir > 03 thang dén < 04

thang.

+ Tbi thiéu con > 01 thang ddi voi cac mit hang c6 han sir dung tir > 02 thang dén < 03
thang.

+ Ddi voi hang hoa khong ghi han sir dung san xuat nam 2025 trd di.

Cam két thu hoi hang hoa trong trudng hop di giao nhung khéng dam bao chat lugng hodc
c6 thong bao thu hdi ctia co quan ¢ thim quyén nhung nguyén nhan khong phai do 16i Cha dau
tu. Thoi gian thu hoi trong vong 05 ngay.

Hang hda do nha thau cung cip hoan toan thich tng va hoat dong 6n dinh tai diéu kién khi
hau cua Viét Nam va hang héa khong gay anh huong tac dong nhieu dén moi truong (Truong hop



hang hoa cung cip ¢ anh hudng tac dong dén méi truong, nha thau chiu ¢ trach nhiém thuc hién
bién phép giai quyét).

Cam két hang hoa du thau duoc niém yét gia, ké khai gia phu hop theo quy dinh tai Nghi
dinh 98/2021/NDP-CP, dugc sira ddi bd sung boi Nghi dinh 07/2023/ND-CP, Nghi dinh
04/2025/NB-CP ngay 01/01/2025 va cac quy dinh phap luat hién hanh.

- Cam két cung cap trung thuc va ddy du ho so bao gdm co6: To khai hai quan (ddi voi hang
hoa nhap khau), hda don ban hang, phiéu xut kho... va nhitng vin ban phap 1y lién quan khac khi
giao hang.

Cam két chju trach nhiém vé tinh chinh x4c ciia cac vin ban c6 yéu td nudc ngoai, vin ban
va catald ctia nha san xuit. Trong truong hop phat hién tai liéu c6 sai 1€ch, nha thau chiu moi trach
nhiém trude Chu dau tu theo quy dinh cta phap lut.

Nha thau cam két xuét trinh ban gbc c6 hop phap héa lanh sy (néu tai liéu thudc truong
hop bt budc hop phap hoa lanh su) hodc ban sao ¢ cong ching dé Chu dau tu dbi chiéu ddi véi
tat ca cc ban sao tai liéu khi co yéu cau. Cam két vé tinh chinh x4c cua tat ca tai liéu do nha thau
ké khai va cung cip trong E-HSDT.

Trén day 1a toan b ndi dung cam két cia Cong ty ching t61 voi Bén moi thau va xin chiu
trach nhiém trudc phap luat thuc hién nghiém tac cac cam ket trén. Trong truong hop o sai sot,
chung t6i xin ghil} ho@n toan trach nhi€ém va chap nhéan bi xtr Iy nhu da quy dinh trong E-HSMT
va phap luat vé dau thau.

__.ngay __thang __nam__
Nguoi cam ket
DAIDIEN CONGTY
[Ky, ghi ro ho tén va dong dau]



1.2.3. Yéu cdu ky thudt chi tiét

Tai lidu k¥ thuat miéu ta cac dic tinh, théng sd k¥ thuit cta ching loai hang héa va Nha
thdu phai danh diu (highlight) vao cac thong sé cu thé dé chimg minh thong s6 k§ thuat
du thau. Ddi véi céc tai lidu tra ctru dugce trén trang Web dién tir cia Hang san xuét, Nha
thau phai cung cip kém dudng Link tra ctru va chup man hinh néi dung trang Wed ndp
cung E-HSDT.

Bét ky thuong hiéu, ma hiéu, danh tir riéng (néu c6) trong bang yéu cau k¥ thuat chi mang
tinh chat minh hoa cho cac tiéu chuan chét luong, tinh nang k¥ thuat khé mo ta. Vi vay
nha thau c6 thé chao cac hang hoa c6 thuong hiéu, ky ma hiéu khac nhung phai dam bao
tiéu chuan k¥ thuat, dic tinh k¥ thuat, tinh ning sir dung “twong duong” hoic “tot hon” so
v6i yéu cau caa E-HSMT.

Trudng hop Nha thau chao hang hod véi tiéu chuan ky thuat, ddc tinh k¥ thuat, tinh ning
str dung “twong dwong” hodc “t6t hon” so véi yéu cau ciia E-HSMT thi Nha thau can cung
cap nghién ctru, trich ddn ngudn (VD website) tham chiéu cta tai liéu nghién ctru hodc xac
nhan cta Co quan, t6 chic danh gia doc 1ap va thuyét minh tinh wu viét, t6t hon twong

ung.

Bang yéu cau ky thuit

STT

Tén hang hoa Ciu hinh, tinh ning k§ thuit co ban

Ao phiu thuat Pugc lam bang vai PP; 1 cai/ thi

Bang dan cd nhan Kich thudc: 19mm x 72mm.

L&p nén: polyurethane trong suot.

L&p gac tham hut:Viscose va polyester, 16p chong dinh HDPE.
L6p keo acrylic, trong luong két dinh 30 + 3 g/m2.

Bing phim dinh y t¢ | Mirc thdm hoi nudc > 500g/m2/24h.

trong sudt Tiét trung

Khong tham nudc

Kich thugc 53x80mm

Tiéu chudn ISO13485 hoic tuong duong

- L6p Film mong bang mang polyurethane ban tham, mirc thoat
hoi nuéc > 500 g/m2/24h.

- Keo acrylic.

- Tiét tring bang ethylene oxide, dong goi don chiéc trong bao
vo trung ¢ 2 16p gidy 16t bao vé.

- Kich thuéc 73x80mm.

- Dat tiéu chuén ISO 13485,

Bing phim dinh y té
trong sudt

Vai lua Taffeta tréng, lam béng so1 cellulose acetate tir cac nudc
Bing dinh lua y té G7.

acm Keo hdn hgp keo néng chay: Zinc oxide, Zinc dibutyl
dithiocarbamate, SIS copolymer, Lanolin stellux AIPF,




STT Tén hang hoa Céu hinh, tinh ning k¥ thuit co ban
Titanium dioxide, Styrenic Block Copolymers, dau khoang
trang.

Do nhot 8.100-12.700 cP.
Dat tiéu chuén CE - EU hodc tuong duong.
Puoc luu hanh tai cac nude lién minh chau Au
Kich thuéc Sem x Sm.
- Vai lya Taffeta trang, 100% so1 cellulose acetate nhap khau tur
cac nuoc G7.
- Keo oxide kém khong dung dung moi.
Béang dinh lua y té ) LI',IC ‘.j;mh 1’8_.5’5. Nfem.
6. 2 5em - Co kiém tra vi sinh. )
' - C6 02 CFS duogc cap boi cac nude tham chi€u theo quy dinh
tai Diéu 29 Nghi dinh 98/ND-CP.
- Kich thu(:yc 2,5cm x Sm.
- Tiéu chuan CE, ISO 13485 hodc tuong duong
7. | Bang keo cudn co dan | Kich thugc 10cm x 10m.
B. | Han& VAl CUON UMK | 4 phim duge dt tir soi 100% coton.
9. I;r?]ng var cuon Sem X San pham duoc dét tir sgi 100% cotton.
10, | pang VAl euon 106MX | san phim duge dét tir soi 100% cotton.
11. | Bao gidy phau thuft Duogc lam tur vai khong dét. Tiét trung
12 B¢ day truyén dich C& 23G, chiéu dai day: 1800 mm, chat liéu bang nhya PVC
" | loai kim 2 canh buém | khong chira chat DEHP. Tiét trung.
13. | B¢ do huyét 4p B0 do huyét ap co c6 kém ong nghe, dai do: 0-300 mhg,
3mmHg
GOm: Kim dau cong 18G;
14 B gay té ngoai mang | - C6 bom ti€m giam khang luc; .
" | cling - Catheter dai khoang 1000mm, c6 duong can quang ngam;
- Mang loc vai kich thudce 16 loc khoang 0.2 micron
15. | Bom tiém 10ml Kim céc cd; Vo trung.
Bom tiém dung cho AL
16| yom tiem dign Toml | VO UG
Bom tiém dung cho A Z A LN XA Ao oo
17. bom tiém dién SOml bau xoan (Pau khoéa); Vo trung. Xuat xir G7.
18. | Bom tiém nhya 20ml | Kim céc ¢o: 23G; 25G; Vo trung;
19. | Bom tiém nhya 50ml | Kim céac cd; Vo6 trung.
20. | Bom tiém nhya 5ml Kim céac cd; Vo trung.
p1, | Bomtémnhyalien 1y cac o5, V6 tring.
kim 1ml
22. | Bong hut 100% bdng xo tu nhién co6 tinh tham hut tot.
23. | Bong khong hut nudc | Nguyén lidu tur 16ng cta hat cay bong, khong loai md.
IV S Kich thudc 3cmx3cm; VO trung; Thanh phan: Bong tham nudc
24. | Bong tiém tam con

hodc vai khong dét, cdn 70% (Isopropyl alcohol 70%).




STT Tén hang hoa Céu hinh, tinh ning k¥ thuit co ban
o5 CAhi budc khong tiéu Dai 60cm
50 2.0
Chi Nylon don sgi Polyamid s6 5.0.
Kim 17MM, 3/8, kim tam giac.
Kim bang thép khong gi 304 (18 -20% Crom), phu Silicon,
Chi khéng tiéu tong duodng kinh kim 0,597 mm,
2 hop Do sic cna kim 12gf,

don soi Polyamid sb
5.0

Kim chju dugc d¢ uén 1én t&i 90 do.

Chi: dai 75cm, mau xanh, duong kinh chi 0,138 mm, d6 bén nat
that 0,78 kef .

Tiét trung EO.

Tiéu chuan: ISO 13485, FDA hoic twong duong

217.

Chi khong tiéu tong
hop
don soi Polyamid sb
6.0

Dai 50cm, kim 13mm, kim tam giac, dugc tiét trung.

28.

Chi khong tiéu tong
hop
don soi Polyamid sb
2.0,

Chi khong tiéu Nylon don soi s6 2/0, 3/0, 4/0.

Thanh phan c4u tao: Polyamid. Chi dai 75cm. Kim tam giac
nguoc 3/8C, dai trong khoang 19-25mm

Pat tiéu chuan ISO 13485, FDA hoic twong duong

29.

3.0,4.0
Chi phau thuat mat Polypropylene don soi sb 10 -0, cau tao tir
N ’ cac tinh thé Isotactic Polypropylene hodc tuong duong, dai > 25
Chi phau thuat mat cm.

Polypropylene s6 10.0

Kim duoc lam bang thép khong gi 304 hoic twong dwong
Kim hinh thang 6MM, 1 kim 3/8
Ti€u chuan FDA hodc tuong duong

Chi tiéu nhanh tong

Pugc phit bdi hdn hop (30% glycolide acid/ 70% acid lactic) va

30. lslgp da soi Polyglactin Calcium Stearate, dai 90cm.
20 Kim dugc lam bang thép khong gi, kim 36mm.
Chi tiéu tong hop da soi Polyglactin s 1, dai >90cm, Kim tron
40mm, 1/2 duong tron.
Kim bang thép khong gi.
Chi tiéu téng hop Chi dugc bao phu boi Poly (glycolide-co-lactide) va Calcium
. .z | Stearate.
31. | da soi Polyglactin so

1

Duy tri 75% d6 cang ciia chi sau 2 tuan, 50% sau 3 tuan, tiéu
hoan toan trong khoang tir 56 — 70 ngay.

Dugc tiét trung.

Pat tiéu chuan: ISO 13485, Chirng nhan FDA. hoic tuong
duong

32.

Chi tiéu tong hop )
da sg¢i Polyglactin so0
2.0

Chi tiéu tong hop da soi Polyglactin s6 2-0, dai > 75 cm, Kim
tron 26 mm, kim 1/2 dudng tron.

Kim bang thép khong gi.Chi duoc bao phi boi Poly (glycolide-
co-lactide) va Calcium Stearate.




STT

Tén hang hoa

Céu hinh, tinh ning k¥ thuit co ban

Duy tri 75% d6 cang cua chi sau 2 tuan, 50% sau 3 tuan, tiéu
hoan toan trong khoang tir 56 — 70 ngay.

DPuoc tigt trung.

Pat tiéu chuan: ISO 13485, Chiing nhan FDA. hoic tuong
duong

33.

Chi tiéu tong hop )
da soi Polyglactin s6
3.0

Chi tiéu tdng hop da soi Polyglactin s6 3-0, dai > 75 cm, Kim
tron 26 mm, kim 1/2 duong tron.

Kim bang thép khong gi.Chi duoc bao phii bai Poly (glycolide-
co-lactide) va Calcium Stearate.

Duy tri 75% d0 cang cua chi sau 2 tuan, 50% sau 3 tun, tiéu
hoan toan trong khoang tir 56 — 70 ngay.

Pugc tiét tring. Dat tiéu chuan: ISO 13485, Chitng nhan FDA
hodc tuong duong

34.

Chi tiéu tong hop ’
da soi Polyglactin s6
4.0

Chi tiéu tdng hop da soi Polyglactin s6 4-0, dai >75cm, Kim
tron 17mm, kim 1/2 dudng tron. Kim bang thép khong gi . Chi
dugc bao phu béi Poly (glycolide-co-lactide) va Calcium
Stearate.

Duy tri 75% d¢ cang cua chi sau 2 tudn, 50% sau 3 tuan, tiéu
hoan toan trong khoang tir 56 — 70 ngay.

Pugc tiét tring. Dat tiéu chuan: ISO 13485, Chitng nhan FDA
hodc tuong duong

35.

Chi tiéu tong hop )
da sg1 Polyglactin s
5.0

Chi tiéu tong hop da soi Polyglactin s6 5-0, dai > 75 cm, Kim
tron 17 mm, 1/2 dudng tron.

Kim bang thép khong gi. Chi dugc bao phu bai Poly (glycolide-
co-lactide) va Calcium Stearate/

Duy tri 75% d¢ cang cua chi sau 2 tuan, 50% sau 3 tudn, tiéu
hoan toan trong khoang tir 56 — 70 ngay.

Puogc tiét trung. Dat ti€u chuan: ISO 13485, Chung nhan FDA
hodc tuong duong

36.

Chi tiéu téng hop soi
bén s06 6.0

Chi tiéu tong hop da soi Polyglactin s6 6-0, dai > 70 cm. Kim
tron 13mm, 1/2 dudng tron.

Kim béng thép khong gi. Chi duoc bao phu boi Poly (glycolide-
co-lactide) va Calcium Stearate.

Duy tri 75% d6 cang cua chi sau 2 tuan, 50% sau 3 tudn, tiéu
hoan toan trong khoang tir 56 — 70 ngay.

Pugc tiét tring. Dat tiéu chuan: ISO 13485, Chimng nhan FDA
hodc tuong duong

37.

Chi tyu tiéu s 6.0

Chi tiéu tong hop da sei Polyglactin 910 (Glycolide-co lactide)
dugc phu boi hon hop (30% glycolide acid/ 70% acid lactic) va
Calcium Stearate, dai 45 cm, 2 kim hinh thang 8mm

38.

Chi tu tiéu sb 8.0

Chi tiéu tong hop da sgi Polyglactin 910 (Glycolide-co lactide)
duoc pha bai hdn hgp (30% glycolide acid/70% acid lactic)
Calcium Stearate dai 30cm, 2 kim hinh thang 6mm, 3/8 duong
tron, Kim bang thép khong gi 304 (18-20% Crom).

39.

Day cho an

Chat liéu PVC, ¢6 nap tiét trung.
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40 Day hut dom nhét cac | Cac §6 6Fr dén 24Fr chat liéu PVC nguyén chat, dai > 55 cm,
| cdco klem soat cd nap ti¢t trung
a | n0ibom iém | <4 piay pyC y té. Chidu dai cdc e 90cm-150cm
42. | Day oxy 2 nhanh Cha”:tt liéu: Nhua PVC cac C(~YZW Nguoi 1on, tré em, tré so sinh,
' chiéu dai day > 200cm c6 thé tuy chinh.
Str dung cho may truyén dich, Chat liéu PVC
- Chiéu dai ddy 180cm
- Buong kinh trong day: 3 mm. duong kinh ngoai 4.1 mm.
- C6 bau dém giot 2 ngan cung - mém
- Chiu duoc ap luc 1én dén > 2 bar
Bo day truyén dich - Mang loc ¢6 chirc nang loc vi khudn, vi rat tai van thong khi
43. | dung cho may truyén | - Mang loc dich >15 pm
dich - Pau khoa van xodn Luer Lock
- Chét liéu PVC, duoc 1am mém b::ing DEHT an toan
- C6 chiing nhan ISO 13485, EC hodc twong duong
C6 02 CFS dugc cap boi cac nude tham chiéu theo quy dinh tai
Diéu 29 Nghi dinh 98/ND-CP
44. | Gac cau san khoa Gac duoc dét tur sgi 100% cotton. Tiét trung; 1 cai/ goi
45. | Gac dan luu Kich thudc 0,01m x 2m x 4 16p (vai khong dét), tiét trung
46. | Gac hut Gac duoc dét tir soi 100% cotton
47. S%fstéf; ;ru6nigé§)7),50m Nguyén liéu: Vai khong dét; Tiét trung
48. | Khau trang y té 3 16p; Pat tiéu chuén st dung trong y té
49 Khau trang y té tiét 3 16p; Tiét tring; Pat tiéu chudn st dung trong y té, phong md;
" | trung 01 cai/tai
50 Khoa 3 chac c6 day Khoéa 3 chac c6 day ndi. Ong duong kinh trong 3.0, duong kinh
" | no1 ngoai 4.0 mm. Khoa luer duong c6 nap
51 Kim géy té dam roi Kim G21 dai 100mm; Chu6i kim trong SLI(A’)'[,’C(') nhiéu ranh dé
" | than kinh céc so cam khi chich, c6 day n61 d€ bom thudc. Xuat xa G7
Kim gay 8 tiy s éng Dél} kim 3 mit vat dai 3 1/2", sic bén; Chubi kim trong sudt, co
52. | % thiét ke lang kinh pha 1€ phan quang, gitip phat hién nhanh dich
cac co < ; FA
ndo tiy chdy ra. Xuat xtir G7.
53 | Kim hai cAnh buém Str dung 1 lan cac cd, day chat liéu nhya PP, kim béng thép
khong gi.
.z z Chat liéu: Thép khong gi ma Crom hoac Niken; Dong goi tron
54. | Kim lay thuoe tai rleng, khonpg co dogcgto va chit gay sot, khong DEIngg) ¢
Chat liéu Catheter ETFE (Ethylen Tetra Flour Ethylen) hoic
tuong duong.
) A , Kim ludn tinh mach khong c6 canh. kim céc c& (cd 22G; 14G;
55 Kim luén mach méu 24G)

cac sO

Mili kim thiét ké dugc cit vat, sic nhon, giam thiéu dau.
Chuoi kim trong sudt dé dang quan sat thay mau chay ra.
Co6 tam vi loc & doc kim.
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C6 san nap dang xody dé nap kin vao catheter sau khi rat kim
thép ra.
C6 dau bao vé an toan bit miii kim thép sau khi rat kim ra khéi
nong catheter.
Catheter dé dang di qua da vao tinh mach, str dung duoc khi
choc tinh mach canh, ddng mach quay, luu Catheter dugc > 72h,
v trung; mau sic cac ¢& kim khac nhau.
Chi sir dung 1 lan.
C6 dau bao vé bang kim loai dang 10 xo gdm 2 canh tay don bat
chéo nhau;
Kim ludn tinh mach Duong kinh va d¢ dai catheter: 0.7mm x 19mm;
an toan c6 canh khong | Cathether nhua.
56. | 7, FO , \ . A
c6 cura bom thudce so6 C6 4 dudng can quang ngam.
24 Vit liéu FEP-Teflon.
Mang ki nudc chdng mau tran ra khi thiét 1ap duong truyén.
Kim ludn c6 canh, khong cira, tbc do chay > 22ml/phit
57. | Mi gidy Mii phau thuit vo tring
58. O’ng ,dét n(’f)i kl}i quan Co boéng cac cd
c6 bong cac cd
Ong dat ndi khi quan . , L~
59. khﬁgng b6ng céc CCIG Khong béng cac cd
60. | Quan gidy San pham duogc san xuat tir vai khong dét 100% PP, tit trung.
61. | Sing mo Kich thudc: 160cmx200cm. Chat liéu vai khong det vO trung.
62 Sond foley 2 nhanh Nguyén liéu: 100% cao su, phi silicon y té cao cap; Vo tring;
" | cac so Dung tich bong chen: 30ml.
63 Sonde foley 3 nhanh Nguyén liéu: 100% cao su, phu silicon y té cao cap; V6 tring;
" | cac s0 dung tich bong chen: 30ml
Tai dung nudc tiéu sir dung 1 lan dung tich 2000ml, dng nhya
PVC dai 90cm, dugc lam bang mang PVC trong suot (Van xa
64. | Tai nudc tiéu day) hodc cira xa xodn, co van Chong trao ngugc, moi 16p day
0.12mm, c6 vach chia thé tich, mdi 1 cai dugc dong trong tui
nhya PE, tiét trung, v6i hai méc treo
Hoat chat: Alkyl Dimethyl Benzyl Ammonium Chloride 6,6%
(w/w), N-(3-aminopropyl)-N-dodecylpropane-1,3-diamine 6,0%
(w/w), Didecyl Dimethyl Ammonium Chloride 3,0% (w/w).
65 Dung dich khw trang | - Chﬁ:lt khoa ion Mg2+, Ca2+: EDTA Tetrasodium.
" | san va bé mat - Chat chinh pH: Lactic acid.
- Chét chéng an mon, chat tao mau, nudc tinh khiét.
- Pat hiéu qua diét khuan theo cac tiéu chuan EN 13727; EN
13624 hoac tuong duong. Can > 5 lit
Dung dich tiy rira Dung dich lam sach dung cu y té chira thanh phan:
\ i ’, Enzyme Protease subtilisin: 5,0% (w/w), Lipase: 0,2% (w/w),
66. | lam sach dung cu c6

chtra enzyme

Amylase: 0,15% (w/w). Chat hoat dong bé mit anionic va non-
ionic: Fatty alcohol alkoxylate,...
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Chat chong dn mon: Benzotriazole. Chat chinh pH:
Triethanolamine pH trung tinh: 7-8 (6 20°C). Can > 5 lit

67.

Day truyén mau

Day tmyen mau dai 180cm, chat liéu nhua y té, khong DEHP.
Dau nbi dang xodn (Luer lock)

co kim 18G

C6 khoa diéu chinh giot.

C6 bau 2 ngin

Mang loc ¢6 kich thudce 16 loc 200 pm

68.

Dung cu khau ndi ong
tiéu hoa dung 1 lan
cac co

Dung cu khau ndi tron 3 hang ghim so le cac cd 25mm, 29mm,
31mm.

Puong kinh ngoai lan luot 12 25.1mm, 29.6mm, 31.0mm, duong
kinh 1ong cit twong tng 13 16.4mm, 20.3mm, 21.0mm,

Chiéu cao ghim tir: 4.4 - 4.7mm, s luong ghim tuong tng la
33, 36, 36 ghim, chiéu cao ghim déng 2mm, hang ghim bam
ngoai thip hon ghim bam bén trong 0.2mm dé dam bao cung
cap mau tot toi cac mo.

Dat tiéu chuan ISO 13485, EC, ¢6 1 CFS cua nuéc thudc G7.

69.

Bang dan c6 gac trong
suot vo trung, khong
tham nudce

- C4u tao gdm: Mang polyurethane film (PU film) phi keo
acrylic, 16p pad thAm hat (viscosetpolyester) phu polyethylene
(PE) chong dinh va 16p gidy 16t (phu silicone, PE..) chéng dinh.
- L6p mang PU mong, trong sudt, ban tham, thoang khi, ngan
nudc, ngan vi sinh vat, vi khuan, vi rat duong kinh >27 nm

- Thém hut dich vét thuong tot, kha ning hit dich > 6 g dich/ g
gac (~>0.12 ml/cm?2).

- Khong tham nurée

- San pham tiét tring, dong gbi riéng biét timg miéng, dam bao
v khuan.

- Kich thude: 60mm x 70mm.

70.

Dung dich khir khuén
muc do cao
OrthoPhthalaldehyde

Thanh phan: Ortho-Phthalaldehyde 0,55% (w/w).

Thanh phan phy: Chat dém, chat khoa ion kim loai ning, chat
tao mau, chat chéng an mon benzotriazole 0.01%, Nudc tinh
khiét.

H¢ dém pH =7-9.

Hiéu qua sau thoi gian ngam toi thiéu 5 phit.

Hiéu qua vi sinh (phase 2, step 2)

Vi khuan : EN 14561

Ném, méc : EN 14562

Mycobacterium (Truc khuan lao): EN 14563

Virus: EN 17111

Test thir di kém tuong thich voi san pham. Can > 5 lit

71.

Dung dich phun swong
khir khuan bé mat qua
duong khong khi

Hoat chét: Hydrogen peroxide 5 % (w/w), Ion Ag 0,005 %
(w/w), huong liéu, nude tinh khiét.

Hiéu qua diét khuan

Vi khuan, ndm méc : EN 13697

Mycobacterium: EN 14348
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Virus: EN 14476
Bao tu: EN 13704
Chai > 1 lit
Hoat chat: Didecyl dimethyl ammonium chloride (DDAC) 0,1%
Lo 2 (w/w), Poly(hexamethylenebiguanide) hydrochloride (PHMB)
72. ngngmdmh satkhudn 1 6 1 96 (wiw), Ethanol 30% (wiw). Chit hoat dong bé mit: Fatty
: Alcohol Ethoxylate. Chat chong dan mon. Dat hiéu qua vi sinh
sau 1 phut tiép xuc. Chai > 750ml
. , 2 Hoat chat: Ethanol >70% (w/w), Isopropanol >2,5% (w/w). Hé
73. gl;r;gh;iachh sat khuan dudng am: Glycerine, Caprylic triglyceride, Olive Oil PEG-7

Esters. Ham lugng Methanol: <2000 (mg/1) Can > 5 lit

Dung dich sat khuan

Hoat chit: Ethanol >70% (w/w), Isopropanol >2,5% (w/w). Hé

74. | tay nhanh (Chai > dudng am: Glycerine, Caprylic triglyceride, Olive Oil PEG-7
500ml) Esters. Ham lugng Methanol: <2000 (mg/1). Chai > 500ml
Enzyme Protease subtilisin: 8,0% (w/w), Lipase: 0,2% (w/w),
Dung dich Iim sach Amylase: 0,15% (w/w), Cellulase : 0,05% (w/w), Mannanase :
75. | dung cu yté da : 0,05% _(w/w). Chﬁ_t chong an m(‘)}l: Benzotrlazole. Chat chinh
' ehzymé pH: Triethanolamine. pH trung tinh: 7-8 (¢ 20°C); d¢ dang
tuong thich véi nhi€u loai vat liéu, khong gdy an mon kim loai.
Can > 5 lit
Dung dich xa phong | Dung dich rura tay sat khuén phau thuat Thanh phan:
76. | ria tay sat khuan phau | Chlorhexidine digluconate 4,0 % (w/w); Poly(hexamethylene

thuat.

biguanide) hydrochloride 0,1 % (w/w). Can > 5 lit

77.

Dung dich xa phong_
rira tay sat khuan phau
thuat (Chai > 500 ml)

Dung dich rira tay sat khuan phau thuat Thanh phan:
Chlorhexidine digluconate 4,0 % (w/w); Poly(hexamethylene
biguanide) hydrochloride 0,1 % (w/w). Chai > 500ml

78.

Gac c0 dinh kim lu6n

Kich thudc: 60mmx70 mm. Cau tao: Lop mang polyurethane xé
rénh, phi keo acrylic, ¢6 16p Pad (phit 16p PE chéng dinh),
khung vién gidy dé cam khi dan bang, dé dang boc ra. Mang PU
ban tham, mong, trong sudt, bao vé, ngan nudc, vi sinh vat. Co
gidn t6t, thoang khi, toc d6 thoat hoi MVTR (moisture vapour
transmission rate) 2600 g/m2.24h. C6 nhéan dan ghi ngay, gio
kem theo. San pham tit trung, dong goi riéng biét tirng miéng,
dam bao vo6 khuan,

79.

Khir khuan muc d6
cao, ti¢t trung lanh
dung cu noi soi va cac
dung cu khong chiu
nhiét

Glutaraldehyde 2,55 % (w/w), Chat chong dn mon, chat dém
phosphate, nude tinh khiét.

H¢ dém pH= 5-6.

Hiéu qua sau thoi gian ngam tbi thiéu 10 phut.

Hi¢u qua vi sinh (phase 2, step 2)

Vi khuén : EN 14561

Nam, méc : EN 14562

Mycobacterium (Truc khuan lao): EN 14563

Thoi gian db ra chau ngam: Téi da 30 ngay

Test thtr di kém tuong thich véi san phém, néng d6 hoat chét ¢
tac dung tdi thicu: 1,5%(w/w). Can > 5 lit
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- Cau tao: mang PU film (polyurethane film) ban tham, mong,
trong sudt (phu keo acrylic, khong gay kich img da); 16p gidy 16t
(phu silicone, PE...) chdng dinh, mang PET c6 dudng S-line.

80 Miéng dan ngoai - Co gian tbt, thoang khi, toc do thoat hoi MVTR (moisture
" | mang cliing vapor transmission rate) >600 g/m2.24h.
- San pham tiét tring, dong goi riéng biét timg miéng, dam bao
v khuan.

- Kich thude: 100mm x 100mm.

1.3. Cdc yéu cau khdc
- QUY CACH E-HSDT: Nha thiu sip xép E-HSDT vao cc Folder va nén thanh 1 File
dinh kém trén H¢ thong. N .
- D€ khong xay ra tinh trang 161 file khi giai nén, Nha thau vui long dat tén File hoic Folder

theo tieng Viét khong cé dau. ‘ o

- D61 voi nha thau Lién danh: Nha thau chi d6i phan “Tennhathau” theo tén cua cac thanh
vién lién danh va dinh kém céc tai liéu dy thau cua riéng timg thanh vién theo phan cong viéc dam
nhén da quy dinh tai Thoa thuén lién danh.

Muc 2. Bin vé

Muc 3. Kiém tra va thir nghiém

Céc kiém tra va thir nghiém can tién hanh gém co:

- No6i dung kiém tra: Kiém tra chi tiét tung mat hang vé ching loai, ) lugng, chét lugng
theo dung yéu cau néu trong hop dong.

- Viéc kiém tra, thu nghiém phai dugc tién hanh tai Bénh vién A. Dia chi: Duong Quang
Trung, Phudng Quyét Thang, tinh Thai Nguyén va dugc tién hanh trudce khi ban giao. Toan bo chi
phi cho viéc kiém tra, thir nghiém do nha thau chiu.

- Truong hop hang hoa khong dat yéu cau qua kiém tra, thir nghiém thi nha thau phai thay
m&i va phai chiu moi chi phi phat sinh cho viéc thay thé theo diing cac quy dinh di néu trong muc
E-BKC 21.
- Thoi gian kiém tra: Ngay sau khi hang hoa duoc giao toi dia diém nhan cta chu dau tu.



