Chwong V. YEU CAU VE KY THUAT

Muc 1. Yéu ciu vé ky thuat

1.1. Gidi thiéu chung vé dw d dn, goi thiu

- Tén du todn mua sam: Mua sam vt tu y té tiéu hao; Hoa cht va vat tu xét
nghiém cia Bénh vién da khoa Y Yén nim 2026-2027.

- Tén goi thau: Goi thau sb 1: Mua sdm Vat tu y té tiéu hao ctiia Bénh vién da
khoa Y Yén nim 2026-2027 (Gom 66 khoan).

- Chu dau tu: Bénh vién da khoa Y Yén

- Ngudn vén: Tir ngudn thu vién phi, bao hiém y té va cac ngudn kinh phi hop
phap khéc cua don vi

- Thoi gian t6 chtrc lwa chon nha thau: 60 ngay

- Thoi gian bt dau t6 chiic lya chon nha thau: Quy 11/2026.

- Loai hop ddng: Hop dong tron goi.

- Thoi gian thue hién goi thau: 24 thang (ke tir ngay hop dong c6 hiéu luc).

- Pia diém thu’c hién: Bénh vién da khoa Y Yén

1.2. Yéu cdu vé ky thudt

Yéu cau vé k¥ thuat bao gom yéu cau vé ky thuat chung va yéu cau vé ki thuat
chi tiét d6i v6i hang hoa thudc pham vi cung cip cta gbi thau, cu thé:

1.2.1. Yéu cau vé k¥ thuat chung:

1. C6 cam két hang hoa méi 100% va san xudt ttr nim 2026 tré lai day, dung
quy cach cuia nha san xuat, co nguon goc Xuat xtr r0 rang. Thong tin hang hoa phai
dam bao theo quy dinh Mau s6 10B. bé xuat vé hang hoa cua nha thau

2. Cam két cung cap Chung nhan xuat xtr ngudn goc CO; gidy ching nhan
chat luong cua nha san xuit CQ; to khai Hai quan; Invoice (hoa don); Packing List
(Phiéu déng goi/bang ké/phiéu chi tiét hang hoa); va cac tai liéu lién quan theo quy
dinh cua hang san xuat trong qua trinh ban giao, lap dit hang héa.

3. Cam két khac:

3.1. Nha thau cam két chiu hoan toan trach nhiém trudc phap luat vé tinh
chinh x4c cua cac thong tin trong E-HSDT

3.2. Trong sudt qué trinh thuc hién Hop dong cung umg hang hoa cho Bénh
vién, trong truong hop hang hoa tring thau cé cap nhat gia ban ké khai/ké khai lai
thap hon gia trang thau da dugc phé duyét thi Nha thau c6 trach nhiém thong bao
kip thoi dén Bénh vién, dong thoi Nha thau phai diéu chinh don gia cung tmg dam
bao khong vuot gid ban ké khai/ké khai lai ké tur ngay ké khai/ké khai lai dugc cap
nhat trén trang thong tin dién tir cia B0 Y té. Nha thau s& chiu trach nhiém hoan tra
s6 tién chénh léch néu khong thuc hién theo dung quy dinh nay (sd tién chénh léch
= don gia chénh léch X s lwong hang hoa cung tng). Trong trudng hop néu hang
hoéa trang thau c6 gia ké khai/ké khai lai bi rat khoi trang thong tin dién tir cia B Y
té, Nha thau s& co trach nhiém théng bao kip thoi dén Bénh vién. Néu Nha thau
khong thyc hién theo diing quy dinh nay, Nha thau sé& chiu trach nhiém boi thuong
s tién tuong tng voi thiét hai do sai pham trong viéc ké khai gid hang héa gay ra.

Trong truong hop Nha thau khong thong bao td1 Bénh vién, néu Bénh vién
hoic cac co quan ¢ tham quyén phat hién ra ké ca trudng hop di két thic thuc hién
hop ddng thi Nha thau chiu hoan toan trach nhiém trudc phap luat, dong thoi chiu



trach nhiém boi thudng toan bo sb tién twong Gmg véi thiét hai do sai pham ctia Nha
thau gy ra cho Bénh vién.

3.3. Cam két cung tmg hang hoa kip thoi, chinh xac, du vé so lugng, dam bao
vé chit luong da ding ky véi co quan c6 thim quyén, c6 ngudn gdc xuét Xt 1 rang,
dugc phép luu hanh trén thi trudng Viét Nam. Khi giao hang c6 Phiéu bao 16, han
st dung.

3.4. Nha thau chju trach nhiém vé bao quan hang hoa va chat lugng hang hoa
trong qua trinh van chuyén tuan thu cac quy dinh cua phap luat hién hanh. Trong
truong hop hang hoa dé giao ma khoéng dam bao chat luong hoic xay ra nhiéu tai
bién trong qua trinh str dung hodc c6 thong bao thu héi cta co quan c¢6 tham quyén
thi nha thau phai thu hdi va tu van chuyen hang hoa tir kho Bénh vién, nha thau chiu
moi phi ton phat sinh tir viéc thu hoi hang héa.

3.5. Bao hanh cac sy c¢d dot xuét: khi nhan duoc thong bao cuia Bénh vién da
khoa Y Yén, can bo c6 tham quyén cua nha thau phai c6 mit trong vong 24 gio dé
giai quyét cac vudng mac va khac phuc su co.

3.6. Nha thau cam két sdn sang giai trinh véi cac co quan chirc niang khi Bénh
vién da khoa Y Yén co yéu cau, va cam két giai quyét kién nghi (néu cd) cta co
quan churc nang.

3.7. Truong hop nha thau trang thau, Nha thau phai cam két xuét trinh dugc
tai liéu cua hang san Xuét nham xéc dinh trach nhiém cua nha san Xuat trong viéc
dam bao cung cap du so lwong, cung cip cac dich vu sau ban hang nhu bao hanh,
bao tri, stra chira, cung cip phu tung, vat tu thay thé, cac dich vu lién quan khac dam
trude khi ky hop dong va chiu trach nhiém vé tinh chinh xac cua nhing tai liéu,
thong tin do minh cung cap Truong hop nha thau khong xudt trinh duoc tai liéu néu
trén thi moi nha thau xép hang tlep theo vao dbi chiéu tai liéu.

4. Nha thau phai cung cap Bang tinh dap ung cua hang hoa chao thau trong
d6 c6 chi ddn tham chiéu tai liéu cta nha san xut nhu Catalogue hodc ban thong s6
k¥ thuat cua thiét bi hodc tai liéu khac cua Hang san xuét. Luu ¥ \& Tat ca céc tai liéu
st dung ngdn ngit nudc ngodi phai dinh kém ban dich thuat sang tiéng Viét va cong
chtng. Nha thau nop Bang tinh dép umg dinh dang *.doc dinh kém E-HSDT.

5. Pong goi, van chuyén: Theo tiéu chuan ciia nha san xuat. Hang hoa duoc
giao tai Bénh vién da khoa Y Yén — Dia chi: X4 Y Yén - Tinh Ninh Binh.

6. Khi ban giao hang hoa thi han str dung cua hang hoa (néu co) tinh tir thoi
diém cung ung dén co so y té phai dam bao:

- T6i thiéu con > 18 thang ddi v6i cac mat hang c6 han dung > 36 thang.

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

- T4i thiéu con > 8 thang d6i v6i cac miat hang c6 han ding tir > 12 thang dén
< 18 thang.

- C6 thoi han con ¥ thoi han str dung d6i v6i cac mit hang c6 han dung < 12
thang.

Pbi v6i hang hoa khong ghi han sir dung phai duoc san xuét tir nim 2025 tré
di.

7. Bao hanh: Nha thau thuc hién cam két nhu sau:

- San sang thuc hién: thay thé 16 san pham khi khong dam bao sir dung do 15i



k¥ thuat hodc thu hdi vo diéu kién néu hang cung Gmg xay ra su c¢b hodc khong dat
chat luong theo nhu yéu cau trong HSMT; khic phuc hau qua vé bién chimg gy ra
cho ngudi bénh tir nguyén nhan k¥ thuét ché tao.

- Do tao, huan luyén sir dung thiét bi, hiéu chinh thiét bi khi can thiét

1.2.2. Yéu cau vé k¥ thuat cu thé:

Bit ky nhan hiéu, ma hiéu (néu c6) trong bang yéu cau ky thuat duoi day dé
minh hoa cdc tiéu chudn chit luong, tinh nang ky thuat yéu cau, nha thau co thé lya
chon du thau hang hoa ¢ nguon goc, xudt xir, nha san xuét, nhan hiéu, ma hiéu phu
hop vé6i diéu kién cung cap nhung phai dam bao yéu cau co tiéu chuan ky thuat, dic
tinh k¥ thuat, tinh nang st dung "twong duong" hoac "uu vi¢t hon" so vdi cac yéu
cau toi thiéu. Quy cach (néu co) khong phai tiéu chi dé loai bo nha thau, nha thau c6
thé tham khao, quy d6i cho san pham chao thau.

Thong s6 k¥ thuat ctia hang héa va cac dich vu lién quan phai tuan tha cac
thong s6 k¥ thuat va cac tiéu chuan sau day:



Hang Tén hang
muc | héa/dich vu lién Théng s6 ky thuit va cac tiéu chuén
50 quan
Bing lya phau thuat 1am tir lua tu nhién mau tréng, nhe, tién loi, an toan dan 1én da. Keo chéng di img tranh
kich trng da va 1am 4m da. Khi thao bang khong giy dau va khong dé lai vét bang dan. D& dang xé bing bang
tay theo chiéu doc va chiéu ngang. Bang khong can quang
1 Bing dinh lua | - C dinh va bao vé an toan miéng gac, catheters, dng sonde ..
(5cmx5m) - Dung cho bénh nhan c¢6 da bi kich tng
- Lua: vai Taffeta tréng, 100% so1 cellulose acetate
- Keo: Zinc oxide khong dung dung méi, chdng di ing tranh kich timg da va 1am am da.
- L&i: Ldi nhya lién canh bao vé.
San pham dugc dét kim tur so1 polyeste hoac twong duong. Bang chun vong c6 gac, dugc dung dé bang dap
9 Bing r6n tiét | bén ngoai, quanh ving ron tré so sinh. San pham c6 mau trang dén tring nga cua soi, khong dinh byi ban dam
trung bao v¢ sinh. Khong mui, khong nhuém mau. Soi dét dong déu, min mang, dan hdi. Tiét tring bang khi EO.Gas
Gom: 1 bang ron, 1 miéng gac
Nhua y té nguyén sinh. Pit tong c6 khia bé giy dé huy. Gioang hinh nén gitp dudi khi dé dang.
3 Bom tiém nhya | Dung tich chia do > 12ml, vach chia < 0.2ml, r& nét. V6 tring - khong chita DEHP. Tiét tring bang khi
10ml Ethylene Oxide (E.O). Co kim 23G x 1" va 25G x 1", 25G x 5/8".
Dat tiéu chuan EN ISO 13485 hoic twong duong; TCVN hoic twong duong; CE hoic twong duong;
Nhua y té nguyén sinh, xy lanh dau c6n léch tdm, gioang hinh nén gitp dudi khi dé dang.
4 Bom tiém nhya | Pit tong c6 khia be gay dé hury. Vo triung - khong chira DEHP.
20ml Tiét trung bang khi Ethylene Oxide (E.O). C& kim 23G x 1".
Pat tiéu chuan EN ISO 13485 hoic twong duong; TCVN hoic tuong du’ong, CE hoac tuong duong;
Nhya y te nguyén sinh, xy lanh dau con léch tam, gioang hinh non giup duoi khi dé dang. Pit tong c6 khia bé
5 Bom tiém nhya | gdy dé huy. Doc nho 1dp vira kim tiém céc sb, dung tich chia d6 > 60ml, vach chia < Iml. V6 trang - khdng
50ml chtra DEHP. Tiét trung bang khi Ethylene Oxide (E.O).
Pat tiéu chuan EN ISO 13485 hoic twong dwong; TCVN hoic twong duong; CE hoic twong duong;
Nhuya y té nguyén sinh. Pit tong c6 khia bé gdy dé huy. Giodng hinh nén gitip dudi khi dé dang. Dung tich chia
6 Bom tiém nhua | do té)ng cong 6ml, vach chia <0.2ml, rd nét. Vo6 trung - khong chira DEHP. Tiét trung béng khi Ethylene Oxide
5ml (E.O0). Co kim 23G x 1" va 25G x 1", 25G x 5/8".

Pat tiéu chuan EN ISO 13485 hoic twong dwong; TCVN hoic twong duong; CE hoic twong duong;




Bom tiém nhua

Nhua y té nguyén sinh. Giodng c6 niim bom hét hanh trinh gitip tiém hét thudc, dat khoang chét < 0.03ml. Pit
tong co khia bé gay dé huy. Vach chia dung tich o nét < 0.01ml. Vo6 trung - khong chira DEHP, Ti¢t trung

! iml bang khi Ethylene Oxide (E.O). C& kim 26G x 1/2", 25G x 1", 25G x 5/8", 27G x 5/8".
Dat tiéu chuan CE hoic tuong duong;
Dong goi: Tui 1kg. San pham dugc san xuat ttr 100% bong xo thién nhién (100% cotton), c6 do tham hut
cao. Dung trong linh vuc y té hodc gia dung (cham soc vét thuong, tham hat chat dich, vé sinh bé mit da...),
8 Bong y té tham | khong gay kich ing da. Bong tring, khong mui, xo bong manh, mém mai, tring min, dai, khong bui, khong
nudc bi toi, khong c6 xo ngoai lai, khong 1an soi nylon, khong 13n tap chat, manh 14 va v6 hat. Thoi gian chim <
10 gidy. Do am: < 8%; D0 acid va do kiém: Trung tinh. Kich thudc: 1 kg/ g6i; Puoc dong kin trong bao PE
in day du thong tin vé san pham.
ChlA khau P hau Chi tan chdm tu nhién Catgut chromic (chi lam tir collagen ciru, phtt mudi chromic) s6 4/0, chi dai > 75cm,
9 thuat tan cham tu | . X N
nhién kim tron, cong 1/2C, dai > 26mm
Chi khau phau | Chi tiéu chat lidu Polyglycolic acid tong hop s6 1 dugc bao boi 1 16p Calcium strearate va polycaprolactone
10 | thuét tan cham ty | KT: dai > 90cm kim tron, kim lam thép khong gi 302 phu silicone, vong kim > 40mm cong 1/2C suc cang
nhién con 50% sau 21 ngay tan hoan toan trong 60-90 ngay
, 100% bang soi cotton, soi chi bén mau dic biét rat dai va bé mit sang bong. Trong luong 20 gram/ cudn.
11 | Chi lanh A 1ss
Chiéu dai: 160m-430 m.
Chi phiu thuat tu Chi tiéu chat liéu Polyglyc_olic acid tong h0'p s0 3/0 dugc bao boi 1 16p Calcium sterearate, va polycaprolactone
12 tidu © 7 | Kich thudce: dai > 75cm kim tron vong kKim > 26mm cong 1/2C strc cang con 50% sau 21 ngay tan hoan toan
trong 60-90 ngay
13 | Con 90° Nong d6 ethanol 90%, trong suot, khong mau
14 | Dausa - C6 mau hoi vang, c6 mui thom déc trung
Céc s6 5-6-8-10-12-14-16-18. San pham duoc két cau 02 phan. Khoa van va day dan. Day dan duoc san xuat
15 | Day hit nhét tir chat liéu nhua PVC nguyén sinh khong chira DEHP, nhya trong, nhan bong tranh gay t6n thuong, xay
xudc niém mac, dau day hat c6 2 mat phy dé hut. Khod van chia nhiéu mau dé phan biét giita cac so, ¢6 2
loai c6 nap va khong nap.
Dav thé oxv 2 |- Dung dé dan khi oxy. Chat liéu nhya PVCy té cao cap, déo, d6 cong thich hop. Tron lang khong gay t6n
16 Y Y thuong, khong gay kich tng da, khong dé vo, dut gay; bao gom day dan va gong miii

nhanh

- Khong chira chat DEHP, dugc tiét trung bﬁng khi EO




- Ong ddy mém, chong vin xoan. Bé mit tron nhdn. - Ong khéng bi tac dong boi oxy hay thude

- Pau thé mém, ¢6 2 dng thang dua vao mili mau tring trong, khong c6 chét tao mau

- Céc c0: XS, S, M, L dung cho tré so sinh, tré em va nguoi 1on

- Day dan c6 chiéu dai > 2 m, long dng c6 khia chong gap.

- Dong goi 1 cai/ tai va tiét trung bang khi EO

- Pat tiéu chudn: EN ISO 13485:2016-TUV hoic twong duong, ISO 9001:2015 hodc trong duong.

Day truyén dich

- Day dan: Dai > 1500mm, dugc lam tur nhya nguyén sinh PVC trang silicon c6 d6 dan héi cao. C6 cong tiém
thudc chir Y. Pau noi kim thiét ké khéa van dé khoa chat kim (Luer lock). Van thoat khi (van loc khi): c6 thiét
ké mang loc khuan khoang 0.2um v6 khuan. Bau dém giot dung tich > 8.5ml ml. C6 mang loc dich khoang

17 | (c6 kim céanh | 15pm. Kim 2 canh buém: 23G x 3/4"
budm) - Tiét trung bang khi Ethylene Oxide (E.O), bao bi c6 miéng giay thoat khi khoang 3.5cm x 4cm.
- Pat tiéu chuan EN ISO 13485 hoic tuong duong; TCVN hoic twong duong; CE hoic twong duong; Ching
nhan dat khong co chat gy tan huyét
- Day dan: dai >1600mm, dugc lam tir nhwa nguyén sinh PVC trang silicon c6 d6 dan hoi cao. C6 cong tiém
thudc chit Y. Pau ndi kim thiét ké khéa vin dé khoa chit kim (Luer lock). Van thoat khi (van loc khi): ¢6 thiét
Day truyén dich ké mang loc khuan 0.2pm v6 khuan. Bau dém giot dung tich > 8.5ml. C6 mang loc dich khoang 15pm. Kim:
18 kim thuong : 21G x 1%, 22G x 14", 23G x 1" ’ ’ ,
- Ti¢t trung bang khi Ethylene Oxide (E.O), bao bi c6 miéng gidy thoat khi 3.5cm x 4cm. Dat tiéu chuan EN
ISO 13485 hoac tuong duong; TCVN hoac tuong duong; CE hodc tuong duong; Chirng nhan dat khong co
chat gy tan huyét.
19 Dung dich sat | Ethanol 80%, Isopropanol 7.2%, Chlorhexidine gluconate 0.5%, chat bao vé, dudng da va huong liéu.
khuéan tay nhanh | Dung tich: > 500ml
- G?.C tham kho 0,8m.
, £ - Toc do hut nude: <5 gia
20| Gac huty e - P am: khong qua 8‘V§; ’
- Pat tiéu chuin ISO 13485 hoic twong duong
- Chieu dai: > 330mm 7 -
< . 1A - Puoc lam tir chat liu cao su tong hop cao cap bén, chat luon
21| Gangbaohd 1y i ano chéng héa chét héa hoc, sinh hoo ¢
- Bé mit nham gitp ting d6 bam dinh
22 | Gang kham bénh | San xuat tir cao su thién nhién, co phi bot chong dinh, khdng gay kich tng da, c6 ¢ S va M.




23

Giang phau thuat
ti¢t trung

San xuat tir cao su thién nhién, c6 phil bot chong dinh. Pam bao khong rach, khong thung, dé dan hoi tot. Co
cac co tr 6,5; 7; 7,5 dén 8. Chiéu dai gang > 270 mm. D¢ day gang > 0.1mm. Dong goi tiét trung. Tiéu
chuan chat lugng: ISO 13485 hodc twong duong

24

Gel dién tim

Gel phu hop dién cuc may dién tim, cho chat lwong hinh anh siéu 4m t6t, khéng gay an mon dau do, khong
chira formaldehyde, khong gay di ing, khong gy man cam da.

Thanh phan: hydro ethyl cellulo, carbomer.

Pong goi dang tuyp > 250 ml

25

Gel K-Y

Trong suét khong mau, khong mui. Tan trong nudc va dé dang rira sach bang nudc thuong. Thanh phan chinh:
nude cat, Hydroxyethyl cellulose, glycerine, natri hydroxid, sodium benzoat.

Gi6i han nhiém khuan:

-Mau thir phai khong c6 sy hién dién cua cac vi khuan sau: Staphylococcus aureus, Pseudomonas aeruginosa,
Candida albicans. Tong s6 nam trong 1g (ml) mau thir, < 10! (CFU/g hodc FU/ml). Tong sb vi sinh vat hiéu
khi: < 10? (CFU/g hodc CFU/ml).

26

Gel siéu am

Nudc, Propylene glycol, Hydroxyl ethyl cellulose, glycerin, sodium benzoate. Gel si€u &m gitp tao moi truong
thu nhén tin hi¢u si€u dm, dugc dung trong si€u am, chan doan hinh anh y khoa. Gel khong c6 tinh chét an
mon, khong gay hong dau do va khong giy di ing da. Chi sir dung bén ngoai.

- Mau sic: Khong mau hoic mau xanh.

- Do pH: 6,5 £ 0,75. Tan hoan toan trong nudc, khong giy man cam, khong giy rat da, dé rira bang nudc
sach.

27

Giay dién tim co
dong ké 6 can

Kich thudc chuan 110 mm x 140mm, 143 to/ tap. Phu hop vai may dién tim ciaa Bénh Vién. Ban in ro nét.

28

Giay dién tim co
dong ké 3 can

Gidy in dién tim kich thudc 112mm x 90mm x 150 sheets (+ 2%), loai tép c6 dong keé, str dung twong thich
cho may di¢n tim Kenz

29

Giay in si€u am

Dang cudn, chiéu rong 110mm, chiéu dai 20m (+ 2%). Dung luong: Khoang 215 ban in cho mdi cudén. Dung
in két qua siéu am den trang.

30

Kep ron so sinh

Nhua nguyén sinh, khong chira DEHP, khong gy doc, khong gay kich tng. Gom 2 phan ndi v6i nhau bang
cac khop rang, mau trang trong, ctng, nhén.

- San pham duoc tiét tring bang khi Ethylene Oxide (E.O).

- Pat tiéu chudn ISO 13485 hoic turong duong, ISO 14001 hodc twong duong.

31

Khau trang y té

- 03 16p ngoai: Vai khong dét dugc lam tir polypropylene .




- 01 Lop gitra: Vai loc duge lam tir polypropylene dat ti€u chuén, khong thAm nudc, khong doc hai, c6 tac
dung loc khi, pgén can bui, vi khuan...
- Pat ti€u chuan ISO 13485 hoac tuong duong, ISO 14001 hodc tuong duong.

- Day dan: Nhua nguyén sinh dat tiéu chuan, mém déo, do dan hoi cao, khong giy gap khi bao quan va sir

dung.
Kim canh buém | - D::Elu n(?i: nhwa nguyén sinh, thiét ké Luer lock
32 (céc s6) - Day dai > 300mm ‘ ‘ N ’
- Co kim 23G x 4", 25G x %" va cac co khac theo yéu cau. Pau kim vat 3 canh, than kim nhan, khong tap chat
bén trong, dugc phu silicone
- Tiét trung bang khi Ethylene Oxide (E.O)
Kim cham ciru vo tring ding mot lan, dau kim sac nhon. Than kim dugc lam tir soi thép y té khong gi,
33 Kim cham cuu bé mit than kim nhén, mii kim tron can, khong c6 go rap. Tiét trang.
(céc s0) Dong goi: T 10 cai
Kich thudce: (0,30 x 25) mm (+ 2%).
- Kim: duoc lam bé“mg thép khong gi ma Crom hoac Niken. Pau kim vét 3 canh, sic nhon, c6 nép chup bédo v¢.
. X . | Than kim nhin, tron déu, c6 di do cimg co khi, khong tap chat bén trong, dugc phu Silicone. Pdc kim c6 mau
Kim lay thuoc | ., A s A 2 LA s , . e o N r gA A x AL oA A o
34 . Z gitp phan biét cd kim theo ti€u chuan quoc té. Pong goi trong thi riéng, khong cé doc to va chat gy sot, khong
(cac s0) DEHP.
Dat chirng nhan EN ISO 13485: 2016 hodc tuong duong;
Kim luén tinh mach ngoai bién c6 canh va céng bom thudc. Cau tao: chan kim va canh kim 1am tir PP. C6 ma
mau dé phan biét cd kim ludn. Canh c6 gbc va ranh dé ¢ dinh an toan, sir dung 1 lan. C6 van mot chiéu chat
lugng cao trach xi ri dich, mau
Nip bao vé kim, trung tam kim, canh kim, khoang F.B:
Chat liéu nhya Polypropylene
35 Kim 1ludn tinh | Chudi kim trong sudt dé dang cho viéc quan sat

mach 20G

Cira chich thudc nim & trung tAm kim khong bi dich chuyén khi bom thubc.

Str dung dugc lién tiép trong 72 gio - 96 gid

Nip cong tiém: chat liéu HDPE+LDPE véi cong bom silicon cho phép dong chay di theo 1 chiéu.

Kim nhya 6m chat kim bang kim loai giup kim c6 tinh dan hdi cao, c6 canh nhuya, c6 van dong/ mo dé tiém
thude, c6 6ng nhira bao ngoai bao vé va duoc tiét trung. Khong gy di tng cho bénh nhén, ludn tinh mach
ngudi 16n. Puoc tiét tring bang EO dam bao tiéu chuan sir dung trong linh vuc y té.




Do day mii kim < 0,05mm, gidm luc dam, han ché ton thuong.

Kim c6 3 mat vat sic nhon, dang dng c6 van silicon chdng trao nguoc, c6 canh c6 cong bom thudc bd xung.
Chat liéu: PTFE/FEP/PUR nhua y té tuong thich sinh hoc, han ché gap gay, co tinh dan hdi, chéng X04n —
gap, phu silicone.

36

Kim ludn tinh
mach 24G

Kim ludn tinh mach ngoai bién c6 canh va cong bom thude.

Cau tao: chan kim va canh kim lam tir PP

C6 ma mau dé phan biét ¢& kim ludn

Canh ¢6 goc va ranh dé ¢ dinh an toan, sir dung 1 lan

C6 van mot chiéu chat lugng cao trach xi ri dich, mau.

Nip bao vé kim, trung tdm kim, canh kim, khoang F.B: Chat liéu nhya Polypropylene

Chudi kim trong subt d& dang cho viéc quan sat

Cira chich thudc nam & trung tim kim khong bi dich chuyén khi bom thubc

Str dung dugc lién tiép trong 72 gio - 96 gid

Nip cong tiém: chat lisu HDPE+LDPE véi v6i cong bom silicon cho phép dong chay di theo 1 chiéu.

Kim nhya 6m chat kim bang kim loai gitp kim c6 tinh dan hoi cao, c6 canh nhya, ¢6 van dong/ mo dé tiém
thudc, c¢6 6ng nhwra bao ngoai bao v¢ va dugc tiét trung. Khong gay di tmg cho bénh nhén, ludn tinh mach
ngudi 16n. Puoc tiét trung bang EO dam bao tiéu chuan st dung trong linh vuc y té.

Do day miii kim < 0,05mm, giam lyc dam, han ché ton thuong

Kim c6 3 mit vat sic nhon, dang & ong c6 van silicon chong trao nguoc, o canh c6 cong bom thude bd xung.
Chét liéu: PTFE/FEP/PUR nhuya y té twong thich sinh hoc, han ché gap gdy, c6 tinh dan hoi, chdng xoin —
gap, phu silicone

37

Kim ludn tinh
mach 22G

- Nong kim bang thép khong ri, sac, cat vat 3 mat, toc 6 dong chay: 35ml/ pht.

- Than catheter chit liéu ETFE. Dau catheter 6m kim. Pong géi ting chiéc bang v nhya ctng dam bao an
toan, luu Catheter duoc 72h, dugc tiét tring bang cong nghé chum dién tur.

- Kich c622G x 1" (I.D. 0.60x25mm).

- Pat tiéu chudn ISO 13485 hoic twrong duong, CE hodc twong duong.

38

Kim quang laser
ndi mach

Két hop voi kim ludn, dung trong laser ndi mach. Pong goi tiét tring.

39

Ludi dao mo (céac
s0)

Chat liéu bang thép khong gi, sac. C6 t0i thiéu cac s6 11, 15, 20, 21, 22. San pham dwoc san xudt boi co s6
c6 chung nhan h¢ thong quan 1y chat lugng theo ti€u chuan ISO 13485 hoac twong duong




Cac cd tir 5 - 18. Day dan dugc san Xuét tir chat liéu nhya Polyvinylchloride dam bao dé dang dua éng vao da

40 | Ong thong da day day han ché bi gay gap. Can quang ngam chay doc than ong. Khong chira doc t6 DEHP. C6 vach danh dau, co
mat phy, dau dng dugc mai nhin. Mau theo ¢& s6 dé nhan blet
Puoc 1am bang chit liéu cao su thién nhién dung trong y té, c6 mau do, c6 phu silicon, tron déu
Ong thong tiéu 2 C6 thiét ké 2 nhanh dung dé thong tiéu hiéu qua va nhanh chong.
41 nhanh Khong doc hai, khong gay kich tng; Than ong mém mai; Pugc tiét trung va dong goi riéng le tung cai
Pau tt nho véi 2 16 thong bom - hut dich, thoat nudc canh bén, van cao su.
Puoc tiét triung bang khi EO.
Puoc 1am bang chat liéu cao su thién nhién dung trong y té, c6 mau do, c6 phu silicon, tron déu.
Ong thong tiéu 1 C6 thiét ké 1 nhanh dung dé thong ticu hiéu qua va nhanh chong
42 nhanh Khong doc hai, khong gay kich tmg; Than 6ng mém mai; Puoc tiét trung va dong goi riéng le tung cai
Dau tu nho véi 2 16 thong bom - hut dich, thoat nude canh bén, van cao su.
Duoc tiét trung béng khi EO.
Chiéu dai: > 400m/cudn
43 Tai sic thudc | Chiéu rong: > 10cm
dong y Can nang: < 9kg
Chét li¢u: PET chiu nhiét, chiu luc, an toan
44 %éigr’]‘)y Y 1€ (40 pbyng tich: > 40 lit/binh; Chit Tugng: %0z > 99.6%, 4p sut nap 150 atm, 4p suét sir dung khoang 135 atm
45 ﬁtl/ltl)“%);y yw©© Dung tich: > 9 lit/binh; Chat lugng %02 > 99.6%, 4p suat nap 150 atm, 4p suat sir dung khoang 135 atm
D tinh khiét dat > 99.99 %
. Ap suat thir 250 Bar.
46 ﬁto 2 lanh binh 40 Ap suat nap 150 Bar.
CO: ¢ dang long hodc khi.
CO2 duoc cung cip trong binh khi thé tich 40 lit
Do tinh khiét dat > 99.99 %
47 | CO2 lanh binh10 Ap suit thir 250 Bar.

lit

Ap suét nap 150 Bar.
CO: ¢ dang long hodc khi.




CO2 duoc cung cip trong binh khi thé tich 10 lit

Tai dung nudc

- San xuat tir nhua y t& PVC, khong doc hai. N
- Kich ¢& 2000ml (+ 2%), d6 day > 1.2mm, phan vach ro rang. C6 vach dung tich moi 100ml. Pam bao kin

48 tidy khong ro ri. C6 bang chia vach nghiéng cho phép theo doi lugng nude tiéu cyc it (25ml) trong nhitng trudng
hop bénh nhan thiéu niéu.
- Van xa thoat day chit T, chng trao nguogc, 6ng dau vao 90cm. Co quai treo bang nhya PVC.
Thong sb k§ thuat:
Tai nilon dung | Chat liéu: PP, PE, HDPE
49 | rac thai y té vang | Kiéu dang: hinh chit nhat hoic vudng cé quai xach/ quai dot hodc day rat, 2 bén hong canh gip (10-17cm)
15kg C6 biéu tugng — dong chir phan loai rac
Vach canh bdo muc sur dung.
Thong so k¥ thuat:
Tai nilon dung | Chit lidu: PP, PE, HDPE
50 | rac thai y té mau | Kiéu ddng: hinh chit nhat hoic vudng c6 quai xach/quai dot hodc day rut, 2 bén hong canh gap (10-17cm)
xanh loai 15 kg | C6 biéu twong — dong chir phan loai rac
Vach canh bao mirc sur dung.
Thong s6 k thuat:
Tai nilon dung | Chat liéu: PP, PE, HDPE
51 | rac thai y té mau | Kiéu dang: hinh chit nhat hodc vudng ¢ quai xach/quai dot hodc day rat, 2 bén hong canh gap (10-17cm)
vang loai 5 kg C6 biéu tugng — dong chir phan loai rac
Vach canh bdo muc sir dung
Thong s6 k¥ thuat:
Tai nilon dung Chéat liéu: PP, PE, HDPE
52 | rac thai y té mau | Kiéu ddng: hinh chit nhat hodc vudng c6 quai xach/ quai dot hodc day rat, 2 bén hong canh gip (10-17cm)
xanh loai 30 kg | C6 biéu twong — dong chir phan loai rac
Vach canh bado mirc sur dung
Thong s6 k¥ thuat:
Tai nilon dung | Chat liéu: PP, PE, HDPE
53 | rac thai y té xanh | Kiéu dang: hinh chir nhat hodc vudng ¢ quai xach/ quai dot hodc day rut, 2 bén hong canh gap ( 10-17cm)

5kg

C6 biéu twong — dong chit phan loai rac
Vach canh bdo murc st dung




54

Tai nilon 1 kg
trang

Thong sb ky thuat:

Chat liéu: PP, PE, HDPE

Kiéu dang: hinh chir nhat hodc vudng c6 quai xach/quai dot hodc day rat, 2 bén hong
canh gip (10-17cm)

C6 biéu tugng — dong chir phan loai rac

Vach canh bao murc s dung

55

Test HCV

Thanh phan: Khang nguyén HCV tai to hop (~0,1 pg); Khang nguyén HCV tai t6 hop (~0.1 pg); khéng thé dé
khéang IgY ga (~0.5 pg).

Do nhay: > 98.7%.

b6 dac hiéu: > 99.1%.

Do chinh xac twong quan: > 99.0%.

Ngudng phat hién: 1 ng/mL.

Dang que.

Khéng bi gdy nhidu bai cac mau pham chira Creatine 200 mg/dl, Caffeine 20 mg/dl, Gentisis acid 20mg/dl.
Khong bi phan tmg chéo véi cac mau pham duong tinh voi HBsAg, HBeAg, HBcAb, HIV, H.pylori

56

Test tiéu duong

Que thir xét nghiém dudng huyet

Str dung enzyme: GOD (Glucose Oxidase) hodc tuong duong

Thé tich mau: khoang 0.9 microlit

Thanh phan thudc thir (cho 100 que thir): Men Glucose Oxidase (GOD) khoang 300 don vi; Potassium
ferricyanide (chat trung gian) khoang 9.0 mg

Khéng str dung code-chip

bi¢n cuc ma vang > 99%

Thoi gian xét nghiém: < 5 gidy

Loai mau: mau toan phan mao mach twoi (tai ddu ngén tay, ban tay, cang tay hoic trén canh tay)
Khoang hematocrit: < 20 - > 60%

Khoang xét nghi¢m: < 10- > 600mg/dL (< 0.6-> 33.3 mmol/L)

57

Dung dich sat
khuan da
povidone

(500ml)

V6i thanh phan chinh 13 Povidone-iodine 10%, san pham dugc dénh gia cao nhd kha nang khir khuan ciing
nhu ngan ngtra nhiem khuan cho cac vét thuong ¢ da, niém mac.




58

Filter loc khuan

Vat liéu loc: Polypropylen. Hi€u qua loc > 99.99%, Ap suat can tro (Pa): khoang 15Pa ¢ luu luong 301/ phut,
dung tich: khoang 67ml, c6 kém ong ngam thoi bang nhya da tiét trung. Pat ti€u chuan chat lugng ISO
13485 hoac twong duong

59

Deé ludt

- G ty nhién, thd min, dong nhat, khéng 151, khong cong vénh. Pat do cimg, nhin cao, an toan trong st dung.
- Tong s6 nAm men + méc < 2.0 x 10! CFU/g; vi khuén hiéu khi < 2.0 x 10t CFU/g

- Kich thudce: 150mm x 20mm x 2mm (+ 2%).

- San pham dugc tiét trung bang khi Ethylene Oxide (E.O)

Pat tiéu chuan ISO 13485 hoic twong dwong, ISO 14001 hoic twong duong, ISO 11135 hodc tuong duong

60

Mil gidy

Mii phau thuat vo tring.

Vit liéu: Vai khong dét polypropylen cao cap.

Hinh thtrc: Mau xanh dong déu, khong loang ban, khong dinh tap chat.
Yéu cau an toan: Khong doc t, khong kich tmg da.

Trong luong (g/cai): < 3.8¢/1 cai.

Do co gian chun: P co gidn tot.

Dong goi: 01 cai/ tui.

61

Day n61 bom
tiém dién

Day ndi bom tiém dién > 140cm, c6 khoa két ndi luer lock duoe 1am tir chat liéu PVC y té trong subt, khong
ddc t0. Tiét trung.

62

Béng keo ca nhan

- Bing c6 gac nam gon trong bang, c6 phil 16p chong dinh khong gy dinh vao vét thuong.
- Kich thudce bang dan: 60mm x 20mm (+ 2%)

- Mau: Mau da tu nhién

- Lua: Viscose va polymide co gian

- Keo: Oxyd kém, khong dung dung moi

- Loai gac: Viscose véi 16p mang trén cting Polyetylene mau tring.

- Kich thuéc gac thude: 12x23mm (+1mm)

- Kich thuéc méang gidy bao vé bang: 30x85mm (+1mm)

- Trong lugng 16p keo: 90 + Sgm/sqm (gram/mét vuong)

- B9 bam dinh: 1.0- 5.0 N/cm (Newton/cm)

- P6 tham hoi nude: 2100+ 200gm/sqm/24h (gram/mét vudng/24 gio)
- D6 thoang khi: 500gm/sqm/24h (500gram/mét vudng/24 gio)

63

Kim gay té tuy
song

Pau kim Quinke 3 mat vat dai 3 1/2" G18, sac bén
Chuoi kim trong suot, c6 phan quang, giup phat hién nhanh dich ndo tuy chay ra.




Truc cta kim mo (c6 tinh néng tlep xuc 10 rang) giup quan sat dich néo tuy.
Kim thong duoc thiét ké khit dé giam tén thuong mé.

Phuong phap khtr trung: Ethylene oxide

V6 trung, sir dung mot lan

Bom tiém Isulin

64 || Str dung trong diéu tri bénh nhan bj tiéu duong

65 Phim kho laser y | Kich ¢&: 20x25cm. 150 to/hop. Phim dung cho chup X-Quang y té. Tuong thich véi may in phim kho Drypix
te 20*25¢cm series: Drypix Plus (4000), Drypix Smart (6000), Drypix 7000, Drypix Edge (8000).

66 Phim kho laser y | Kich ¢&: 25X30cm. 150 to/hop. Phim dung cho chup X-Quang y t€. Tuong thich v6i may in phim kho
te 25*30cm Drypix series: Drypix Plus (4000), Drypix Smart (6000), Drypix 7000, Drypix Edge (8000).




1.3. Cac yéu cau khdc
- Yéu ciu vé pham vi cung cap: Cung cap dén Bénh vién da khoa Y Yén. Moi chi
phi nha thau hoan toan chiu trach nhiém, trong qué trinh ban giao san pham. Néu
trong qua trinh ban giao sau khi hoan thién, hang hoa khong dam bao theo e-HSMT
cha dau tu c6 quyén tir ch01 va yéu cau khic phuc thay thé, néu nha thau khong thuc
hién chu dau tu co quyén hiy bo moti phat sinh nha thau hoan toan chiu trach nhiém.
- Yéu cau vé tién d6 cung cip: Cung cap theo tién d6 yéu cau cua Chu dau tu trong
vong 24 thang ké tir ngay hop dong c6 hiéu luc.
- Y&u cau vé bao hanh tinh tir thoi diém giao hang d6i véi hang hoéa nhu sau:
+ Thoi gian bao hanh: Quy dinh tai Muc 3. Tiéu chuan danh gia vé k¥ thuat.
+ Phuong thirc bao hanh: Khi ¢6 yéu ciu vé bao hanh, Nha thau phai ctr nhan
vién dén kiém tra khong cham qua 24 gid ké tir khi duoc yéu cau ciia Chu dau tu.
- Yéu cau vé tiéu chuan k¥ thuat:
- Hang hoa chao thau phai dap ung cac yéu cau vé ky thuat tai muc 2 Yéu cau k¥
thuat Chuong V.
- Céc phu kién kém theo phai day du, dong bd dam bao cho thiét bj hoat dong dat
céc chi tiéu k¥ thuat quy dinh cta nha san xuét.
- Nha thau dién day du thong tin Bang tong hop thong tin san pham va dinh kém file
dinh dang .*doc vao E-HSDT:




Thong tin ké

STT | Danh muc hang héa méi thiu Dan,h muc hkz‘mg Thong tin sén phim Tié‘u chuin S6 vz‘lAKé't (!uﬁ di-!e;:(:(ri]glfllrtlru le?i gié‘ ho;a,c
hoa du thau du thau chat lugng phan loai hanh niém yet gia
(néu co)
(@) ) @) @ [ O | 6 (@) (8) 9) (10)
1 | Bang dinh lya (5cmx5m)
2 | Bang ron tiét trung
3 | Bom tiém nhya 10ml
4 | Bom tiém nhya 20ml
5 | Bom tiém nhya 50ml
6 Bom tiém nhyua 5ml
7 Bom tiém nhyua 1ml
8 | Bongy té tham nudc
9 Chi khau phau thuat tan cham tu
nhién
10 Chi khau phﬁu thuat tan cham tu
nhién
11 | Chilanh
12 | Chi phau thuat ty tiéu
13 | Con 90°
14 | Dausa
15 | Day hat nhot
16 | Day th¢d oxy 2 nhanh
Day truyén dich (c6 kim canh
17 .
budm)
18 | Day truyén dich kim thuong
19 | Dung dich sat khuan tay nhanh
20 | Gac haty té
21 | Gang bao ho
22 | Gang kham bénh
23 | Gang phau thuat tiét tring
24 | Gel dién tim
25 | Gel K-Y
26 | Gel siéu am
27 | Giy dién tim c6 dong ké 6 can




28

Gidy dién tim c6 dong ké 3 can

29 | Gidy in siéu am
30 | Kep rén so sinh
31 | Khau trang y t&
32 | Kim canh buém (céc sd)
33 | Kim cham ctru (cic sO)
34 | Kim ldy thudc (c4c sd)
35 | Kim ludn tinh mach 20G
36 | Kim luon tinh mach 24G
37 | Kim ludn tinh mach 22G
38 | Kim quang laser ndi mach
39 | Ludi dao mo (céc sd)
40 | Ong thong da day
41 | Ong thong ti€u 2 nhanh
42 | Ong thong ti€u 1 nhanh
43 | Tui sic thudc dong y
44 | Khi Oxy y té (40 lit/binh)
45 | Khi Oxy y té (9 lit/binh)
46 | CO2 lanh binh 40 lit
47 | CO2 lanh binh10 lit
48 | Tui dung nudc tiu
Tai nilon dyung rac thai y t& vang
49
15kg
50 Tui nilon dung rac thai y t€ mau
xanh loai 15 kg
Tai nilon dung rac thai y t& mau
51 X .
vang loai 5 kg
50 Tai nilon dyng rac thai y t& mau
xanh loai 30 kg
Tai nilon dung rac thai y té xanh
53
5kg
54 | Tui nilon 1 kg tring
55 | Test HCV
56 | Test tiéu duong




57 Dung dich sat khuén da povidone

(500ml)
58 | Filter loc khuan
59 | Bé¢ luoi
60 | Mi giay

61 | Day noi bom tiém dién

62 | Bang keo cé nhan

63 | Kim gay té tay song

64 | Bom ti€m Isulin 1 ml

65 | Phim kho laser y t€ 20*25cm
66 | Phim kho laser y t& 25*30cm

Ghi chu:

Cot 1: Ghi s6 thir tw theo san phcfm nha thau tham du, vi du nha thau tham dy 10 san phcfm thi danh sé thir tir lién tuc tir 1 dén 10
cho san pham tham dy;

Cot 2: Theo thong tin tai khodn 2.2 myc 1 Chwong V thugc E-HSMT: Nha thau phai ghi ding theo  thong tin moi thau;

Cét 3: Nha thau ghi ré tén thwong mai cua san pham dugc thé hién trén to khai hdi quan hodc gidy phép nhdp khau hodc gidy
phép dang ky lweu hanh san pham (d6i véi hang san xudt tai Viét Nam) hodc cdc tai liéu chirng minh tinh hop 1é ciia hang héa;

Cét 4: Nha thau ghi ré ching loai (md hiéu).

Cot 5: Hang/don vi san xudt.

Cot 6: - Xudt xit.

Cét 7: [Ghi tiéu chudn chdt lwong ISO]; VD: ISO 13485:2016; ISO 9001:2015; ...

Cot 8: -[Ghi sé van ban phdn loai]; -[Ghi két qua phdn logi: A, B, C, D]; VD: S6 bang phan loai: 95-3CL10/717 PL-
TTDV/170000027/PCBPL-BYT: Loai C;

Cét 9: Ghi théng tin lwu hanh (s6 luu hanh, so dang ky luu hanh, gidy chimg nhan dang ky luu hanh, gidy phép nhdp khau doi voi
hang héa nhdp khau) doz Véi trang thiét bi y te theo quy dinh cua nghl dinh s6 07/2023/NP-CP ngay 03/03/2023 cua Chinh phu vé
sira doi, bo sung mot so  diéu ciia Nghi dinh s6 98/2021/ND-CP ngay 08/11/2021 ciia Chinh phii vé quan 1y trang thiét bi y té.

Cét 10: Nha thau ghi -[Ghi ma ké khai trén He thong cong khai gial; VD: KKG-0925-00043. Truong hop, san pham khéng ké
khai trén trang ciia B Y té, nha thau cung cdp tai liéu vé niém yét gia theo quy dinh ciia Ludt gid.




Muc 2. Ban vé

Khong ¢6 ban vé

Muc 3. Kiém tra va thir nghiém

Khi ¢6 yéu cau ctia Chu dau tu, cac kiém tra va thir nghiém can tién hanh
gdm co:

- Tho1i gian: Trudc khi chinh thirc ban giao nghiém thu dua vao sir dung.

- Pia diém: Tai noi hang hoa duoc ban giao.

- C4ch thie tién hanh:

+ Khi hang héa dugc chuyén dén bén mua, bén ban bao cho bén mua biét dé
hai bén cung nhau tién hanh kiém tra cta hang hoa, héa don, chiing nhan chat lugng,
chtng nhan xuat xa (d6i v6i hang hoa nhap khau) ...

+ Nha thau phai tién hanh kiém tra thtr nghiém hang héa dudi sy giam sat cua
chii dau tu va can bd k§ thuat dai dién ciia chii dau tu dé chimg minh hang hoa d6
c6 chat luong, dic diém ki thuét ... phi hop vdi cac quy dinh trong hop dong

- Chi phi cho viéc kiém tra, thir nghiém: Moi chi phi cho viéc kiém tra, thir
nghiém hang héa déu do nha thau chiju trach nhiém.

- Céch thuc xur 1y d6i v6i hang hoa khong dat yéu cau qua kiém tra, thir
nghiém:

Hang hoa qua kiém tra va thir nghiém ma khong phu hop vé chat luong, vé
dic tinh k¥ thuat ..., thi chi dau tu c6 thé tir chdi va nha thau sé phéi thay thé cac
hang hoa bi tu ch01 Tru’ong hop nha thau khong co6 kha nang thay the cac hang hoa
khong phu hop, chu dau tu co quyen t6 chire viéc thay thé d6 néu can thiét. Moi rui
ro va chi phi lién quan do nha thau chiu.

Sau khi hoan thanh cac ndi dung vé Kiém tra va Thir nghiém hang hoa, nha
thau khong duoc mién trir nghia vu bao hanh hay cic nghia vu khac theo hop dong.



