Chuong V. YEU CAU VE KY THUAT

Muc 1. Yéu ciu vé ky thuat

Yéu cau vé ki thuat bao gdm céc ndi dung co ban nhu sau:

1.1. Giéi thi¢u chung vé dw an/dy toan mua sim, géi thau

_ Chu dau tu: Bénh vién da khoa khu vuc Muong La.

- G6i thau: Mua sdm Vat tu y té nam 2026-2027 cua Bénh vién da khoa khu
vuc Muong La.

- Dy to4an mua sim: Mua sim VAt tu y t& nim 2026-2027 cua Bénh vién da
khoa khu vyc Muong La.

- Pia diém thuc hién: Bénh vién da khoa khu vuc Muong La; dia chi: Ban
Na Tong, xa Muong La, tinh Son La.

- Thoi gian thuc hién géi thau: 365 ngay.

1.2. Yéu cau vé ky thuat

1.2.1. Yéu cau vé ky thuit chung:

- Tt ca cac hang hoa phai c6 ngudn gdc xuét x{ rd rang, hop phap va dam
bao chat lugng méi 100%, chua qua sir dung san xuét tir nam 2025 tré vé sau.

- Hang héa c6 han dung t6i thiéu con 1/2 han dung ghi trén nhén.

+ Néu ngoai gidi han noi trén thi phai c6 su thoa thuan dong y ciia bén mua
trudce khi giao hang.

- Ddi v6i hang hoa 1a thiét bi y té, cung cap cac tai liéu sau:

+ Giay phép luu hanh hoic Giay phép nhap khau hoic tuong duong: (Ap
dung ddi v6i hang hoa 1a trang thiét bi y té)

+ Ban phan loai thiét bi y té theo quy dinh tai Nghi dinh s6 98/2021/ND-
CP, Nghj dinh s6 07/2023/ND-CP va cic quy dinh phéap luét hién hanh.

+ Pbi voi trang thiét bi y té loai A, B: Sb cong bd tiéu chuan 4p dung trang
thiét bi y té thudc loai A, B va Phiéu tiép nhan (hodc Phiéu thong tin) H6 so cong
bd tiéu chuan ap dung cua thiét bi y té trén Cong thong tin dién tir Bo Y té
(dmec.moh.gov.vn),

- Pbi voi trang thiét bi y té, vat tu loai C, D:

+ TH1: Néu 1a hang hoa nhap khau phai ¢ sé dang ky luu hanh hodc gidy
phép nhap khau hodc to khai hai quan ddi véi hang hoa dy thau thudc danh muc
khong can gidy phép nhap khau.



+ TH2: Ddi v6i trang thiét bi y té san xuét trong nude: S6 gidy ching nhan
dang ky luu hanh d6i voi trang thiét bi y té thudc loai C, D; Phiéu tiép nhan cong
bb du diéu kién san xut trang thiét bi y té.

- Gidy chung nhin nha san xuit/co sé san xuat dap tng tiéu chuan chat
luong ISO 13485 (con hiéu luc tbi thiéu dén thoi diém dong thau).

- Trudng hop hang hoa khong phai 1a trang thiét bi thi dugc xem xét danh
gia nhu hang hoa thong thuong.

Ghi chu:

- Néu tai liéu khong duoge cip truc tuyén: Nha thau cung cép file scan (mau)
tir ban gdc hodc ban sao chimg thuc cia co quan chire ning theo quy dinh cta
phép luat.

- Néu tai lidu duoc cdp truc tuyén: Nha thau cung cip ban duoc tai tir
website/cong thong tin dién tir ma tai liéu duoc dang tai. Nha thau phai chiu trach
nhiém vé tinh hop 18, trung thyc va chinh x4c cia tai lidu va cung cip duong dan
dé tra ctru néu duogc yéu cau.

- P6i v6i tai lidu c6 chir ky va dong dau cta nude ngoai thi phai tuan thu
theo Nghi dinh 111/2011/ND-CP.

- Pbi véi gidy chimg nhan dat tiéu chuan chét lugng (vi du: ISO 13485,
9001): Nha thau cung cap file scan mau tir ban gbc hodc ban sao c6 chung thyc.

- Tai liéu bang tiéng nudc ngoai phai c6 ban dich sang tiéng Viét Nam va
nha thau chiju trach nhiém phép 1y vé tinh chinh x4c ctia ndi dung dich thuat khi
phat hanh. Trong truong hop co sy sai khac giira ban dich va ban gdc thi Chu dau
tu s& danh gia dia vao ban gdc.

- Trong moi trudong hop, nha thau chiu hoan toan trach nhiém phap 1y vé
tinh hop I¢, trung thuc, chinh xac cua tat ca tai liéu cung cép.

- Hang hoa phai dugc van chuyén va ban giao tai kho cia bénh vién.

1.2.2 Y&u cau vé k¥ thuét cu thé

- Nha thau phai cung cip ddy da Catalogue va céc tai liéu c6 lién quan nhu:
Tai liéu k¥ thuat, huéng dan sir dung. .. cho toan bo hang hoa chao thau dé chimg
minh hang héa do minh chao thau 1a dap tmg cac yéu cau vé k§ thuat.

- Cac tiéu chuan k¥ thuat cta cac nha thau néu trong E-HSDT phai thé hién
trén catalogue va tai liéu k¥ thuat. Nha thau chao cac TSKT cua hang héa theo
thir ty yéu cdu va ghi rd thong sb k§ thuat tham chiéu tai trang nao cta catalogue

hay tai liéu ky thuat.



- Hang hoa phai dap tmg cac yéu cau vé cu hinh, dic tinh, thong sb k¥ thuét

va cac yéu cau khac nhu quy dinh dudi day va la mtc yéu cau t6i thiéu phai dat

hodc chap nhan duoc:

STT D*L‘:;; /‘(‘l‘l‘g] gzng Mé t4 hang héa/dich vu
Bong hiit nude (100% cotton) mau tring, khong bui ban. Toc do
1 Bong y té hut nuée < 10s.
Dat tiéu chuan ISO 13485
Hoat chat: Ethanol 70% (w/w), Isopropanol 2,5% (w/w). Hé
dudng am: Glycerine, Caprylic triglyceride, Olive Oil PEG-7
, | Dung dich sat khuan ‘ Esters. ,
tay nhanh Thanh phan cham soc da: tinh chat 16 hdi.
Huong ligu.
Ham lugng Methanol: <2000 (mg/1)
Dung dich xa phong rira tay
Chat hoat dong bé miat: SLES, Sodium lauroamphoacetate
3 Xa phong rira tay Hé dudng am: Glycerol, Dipropylene glycol, PEG-7 Glyceryl
thuong quy cocoate, Polyquatermium-7.
Chat chinh pH: Acid Citric.
Huong liéu.
4 Con 90 do Con dat 90 do, trong sudt khong mau
Hoat chat: Chlorhexidine digluconate 4,0 % (w/w);
Poly(hexamethylene biguanide) hydrochloride 0,1 % (w/w).
Dung dich rira tay Hé duczng am: leyceginez I.’EG-7 GIyC_eryI C.ocoate.
5 a0 thuat Chat_ hoat dong be_mat. Lauryl amine 0x1de_,
p : Cocamidopropylbetaine (CAB), Decyl glucoside,
Cocamidopropyl Amine Oxide, Cocodiethanolamide (CDE)...
Chat khoa ion nudc ctng: EDTA Disodium
Dung dich phun khu Didecy! dimethyl ammonium chloride 0,35 %(w/w), Alkyl
6 khuan nhanh bé mat . . -
A g Dimethyl Benzyl Ammonium Chloride 0,45 %(w/w)
dung cy, thiét bi y t€
7 Vién khir khuan Vién nén khir khuan bé mat, khtr khuan dung cu va thiét bi y té
. Cloramin B, Clo dat 25- 27%
8 Cloramin B Chat bot mau tréng, c6 mui ddc trung
9 Nudc tiy gia ven C6 mau hoi vang, c6 mui dic trung, nong do 10-12%
San xuét boi bot thach cao dugc pha long bao phu hoan toan gac
< A A tham
10| Bang b0t b6 ¢ 10cm Thoi gian dong két nhanh: khoang 3-5 pht.
Kich thuéc: 10cm x 4.6m
San xuat boi bot thach cao dugc pha long bao phu hoan toan gac
< A A tham.
11| Bang botbo cg I5cm Thoi gian dong két nhanh: khoang 3-5 phlt.
Kich thudc: 15cm x 4.6m
Gac dét (100% cotton), mau tréng, khong bui ban. Toc d6 hat
12 Béng cudn nudc < 10s. Kich thude:10cm x Sm.
Dat tiéu chuén ISO 13485 ,
A ¢z Gac khong dét (70% vicose va 30% polyester), mau trang, khong
13 Bong gacdap vet | 4 1420 V3 bong hiit nuée (100% cotton). Toe do hit nude < 10
thuong vo trung (8 , .
cmx15cm) Kl.(ih thuc:c 8x15cm
o Pat tiéu chuan ISO 13485
14 tﬁ?cl)lfgg\?g ?r?llzl ;’/e(tg Gag khong dét (70% vicose va 30% polyester), mau trang, khong
cmx20 cm) bui ban va bong hut nudce (100% cotton). Toc do hit nudc < 10s




Danh muc hang

STT héa/dich vy Mo ta hang héa/dich vu
Kich thudc 8x20cm
Dat tiéu chuan ISO 13485
Béng gac dép vét Gac khong dét (70% vicose va 30% polyester), mau trang, khong
A bui ban va bong hut nudc (100% cotton). Toc d§ hut nude < 10s
15 thuong vo trung (40 Kich thuoc 40x40
cmx40 cm) 101 tuoe & X
Pat tiéu chuan ISO 13485
Gac khong dét (70% vicose va 30% polyester) va bong (100%
16 Bong gac dap vét cotton) & gitta mau tring, khong bui ban. Tdc d6 hut nudce < 10s.
thuong 6 x 22cm Kich thuéc 6 x 22cm. Pugc tiét tring bang khi E.O
Dat tiéu chuan ISO 13485
Gac khong dét (70% vicose va 30% polyester) va bong (100%
17 Bong gac dap vét cotton) & giita mau tring, khong bui ban. Tc d¢ hut nude < 10s.
thuong 6 x 10cm Kich thudce 6 x 10cm, vo trung.
Dat tiéu chuan ISO 13485
Gac khong dét (70% vicose va 30% polyester) va bong (100%
18 Bong gac dip vét cotton) & giita mau trang, khong bui ban. Tdc d6 hut nuée < 10s.
thuong 6 x 15 cm Kich thudc 6 x 15 cm.
Dat tiéu chuan ISO 13485
Gac khong dét (70% vicose va 30% polyester) va khong bui ban
19 Bong gac dap vét va bong hiit nudce (100% cotton). Toc dd hit nude < 10s. Kich
thuong 10x20 cm thudce 10x20 cm.
Dat tiéu chuan ISO 13485
< , Bang vai lya dan dét taffeta, mau tréng, 36 soi 44x18/cm?. Bo rang
Béng dinh lya Ca X ~ A \
20 1 25em X 5m cua hai bén gitip xé de dang. Keo Oxyd kém khong dung dung
' mdi. Kich thude dung: 1,25cm x Sm.
< , Bang vai lua dan dét taffeta, mau trang, so sgi 44x18/cm?. BO rang
21 Bang dinh lya 2,5cm cua hai bén gitip xé dé dang. Keo: Oxyd kém khong dung dung
X 5m N o 4
moi. Kich thude dung 2,5cm x Sm.
Gac dét (100% cotton) hoac gac khong dét (70‘%3 vicose va 30%
x A olyester), mau trang, khong bui ban.
22 Gac phau thuat Kich thue: 10cm x 106 x § igép V6 tring.
Dat tiéu chuan ISO 13485
Gac dét (100% cotton), mau tréng, khong bui ban.
23 Gac phiu thuat 6 Kich thuée: 30 x 40cm x 6 16p
bung Puoc tiét trung bang khi E.O
Dat tiéu chuan ISO 13485
Gac dét (100% cotton), mau tréng, khong bui ban
24 Gac phiu thuat 6 Kich thuéc: 30 x 40cm x 8 16p
bung Pugc tiét trung bang khi E.O
Dat tiéu chuan ISO 13485
Gac dét (100% cotton) hoac gac khong dét (70% vicose va 30%
polyester), mau tring, khong bui ban.
25 Gac phau thut Kich thuéc: 10cm x 10cm x12 16p
Puogc tiét tring bang khi E.O
Dat tiéu chuan ISO 13485
26 Gac h8t8)r/nte kho Gac dét (100% cotton) mau tring, khong bui ban
Bom tiém nhya ding 1 1an 50ml. Pugc khir tring bang khi EO,
27 Bom cho dn 50ml vo triung, khong doc, khong gay sot.
Dat tiéu chuan ISO 13485
Bom tiém nhya lién kim 1ml. Pugc khir tring bang khi EO, vo
28 Bom ti€ém 1ml trung, khong doc, khong gay sot.

Dat tiéu chuan ISO 13485




Danh muc hang

STT héa/dich vy M6 ta hang héa/dich vu
Bom tiém nhya lién kim 3ml. Pugc khir tring bang khi EO, v6
29 Bom ti€ém 3ml trung, khong doc, khong gay sot.
Dat tiéu chuan ISO 13485
Bom tiém nhua lién kim 5ml. Pugc khir trung béng khi EO, v6
30 Bom ti€ém 5ml trung, khong doc, khong gay sot.
Dat tiéu chuén ISO 13485
Bom tiém nhya lién kim 10ml. Puoc khir tring bang khi EO, v6
31 Bom tiém 10ml trung, khong doc, khong gay sot.
Dat tiéu chuéan ISO 13485
Bom tiém nhya lién kim 20ml. Puoc khtr tring bang khi EO, vo
32 Bom tiém 20ml trung, khong doc, khong gay sot.
Dat tiéu chuéan ISO 13485
Bom tiém nhya dung 1 1an 50ml. Pugc khir tring bang khi EO,
33 Bom ti€ém 50ml vo triung, khong doc, khong gay sot.
Dat tiéu chuan ISO 13485
34 Bom tiém insulin Bao gom 1 kirn‘ génlkém lfhf?IAlg thé rat ra fi}rqc. Ong tiém dugc
lam bang vat liéu nhya va silicone.
Kim canh buém céc Day dan dugc lam tir nhya Y té PVC. VO tring, khong doc, khong
35 6 géy sot. Khu trung bang khi E.O. chi dung mét 1an, Cac c&
Dat tiéu chuan ISO 13485
- Kim: duoc 1am bang thép khong gi, ¢ nip chup bao vé
- Than kim nhén, tron déu duoc phu Silicone.
36 Kim lay thudc cac s6 | -Ddc kim c6 mau gitp phan biét ¢ kim theo tiéu chuan quéc té
- Khong c6 doc t6 va chat gay sot
- Tiét tring bang khi Ethylene Oxide (E.O)
Kim luon tinh mach co6 canh va céng bom thude. Cac c&: G18,
G20, G22
Ddc va than kim duogc thiét ké tbi wu:
+ Tich hop cong bom bd sung thude vai van silicon co nip
37 Kim ludn tinh mach | + két ndi véi céac loai khoa ba‘ngﬁ, day ndi, day truyén dich, bom
thuong cac cd truyén dich...
Ong Catheter duoc lam tir PTFE, chéng van xodn va siéu muot &
hai bé mat
Kim lam tir thép khéng gi, trang silicon, ddu kim siéu bén nhd
dugc mai véi 3 canh gitp giam dau
Kim luon tinh mach ¢6 canh va cong bom thudc
Déc va than kim duoc thiét ké t6i wu:
+ Tich hop cong bom bd sung thude véi van silicon co nip
Kim ludn tinh mach + két ndi voi cac loai khoa ba ;\l’lgﬁ.,. day ndi, day truyén dich, bom
38 4G . truyén dich... )
Ong Catheter dugc lam tir PTFE, chong van xoan va si€u muot &
hai bé mat
Kim lam tir thép khong gi, trang silicon, dau kim siéu bén nho
dugc mai vdi 3 canh gitip gidm dau
Kim gy té tay séng dau Quinck co 3 mat vat sic. Lang kinh c6
39 Kim choc do tuy mau sang bac khi c6 dich ndo tuy chay ra lang kinh chuyén sang
song trong suot.
Dat tiéu chuan ISO 13485
Kim cham ctru tiét Kim cham ctru v6 tring dung mét 1an, Than kim va mui kim sur
40 . \ Ar 1A
trung dung mét 1an | dung nguyén liéu soi thép khong gi. cac vong dugc quén tron déu
Day truyén dich c6 day dan dai t6i thiéu 1500 mm. Tiét tring
41 Day truyén dich bang khi EO. C6 kim ly thubc, Kim 23G x 1/2. San pham khéng

giy doc hai kich tmg, khong mép gap khi truyén khong thay déi




STT

Danh muc hang
hoa/dich vu

M6 ta hang héa/dich vu

tinh chat vat 1y, hoa hoc khi nhiét d6 maéi truong (Pong — He) thay
doi.
Dat tiéu chuan ISO 13485

42

Day truyén mau

Chicu dai day > 1500mm. Chat ligu ddy mém déo, trong sudt, do
dan hoi cao, khong bi gdy gép khi bao quan va st dung. C6 mang
loc 200pm va kim tiém 18G

43

Day ndi bom ti€m
dién

Day noi bom tiém dién chat liéu nhya y té PVC khong latex,
DEHP, mém déo, trong subt, chiu ap luc cao 1én téi 2-3 bar voi
khoa ren vin xodn (luer lock) két ndi hai dau, khoa bao vé (cap

connector), 6ng chdng xoan, khong doc t, khong gy sot, khong
gay di ung.

Do dai cua dy ndi 1a 75cm. Pugc tiét trung bang khi EO gas

44

Day noi bom tiém
dién

Day ndi bom tiém dién chat liéu nhya y té PVC khong latex,
DEHP, mém déo, trong subt, chiu ap luc cao 1én t6i 2-3 bar voi
khoa ren van xodn (luer lock) két ndi hai dau, khoa bao vé (cap

connector), 6ng chdng xoan, khong doc t, khong gay sot, khong
gay di Uing.
Do dai cua day nbi 1a 140cm. Puoc tiét tring bang khi EO gas

45

Khoa ba chac

Chat liéu: Polycarbonate, HDPE, PP chiu ap suit 1én chiu ap suét
1én t6i 72 psi hodc 5 bar co thé xoay 360 do. Tiét tiung bang khi
EO gas
V6 trung, khong doc hai, khong pyrogenic, khong gay di tmg,
khong chira chat DEHP gdy ung thu, khong gay doc, gay sot,
khong gly gip hoic chdy nudc.

46

Gang kham bénh (co
bot)

Gang tay dugc san xudt tir cao su thién nhién, chua tiét trung, chi
st dung 1 1an.B& mat nhan hoac nham Co6 phu bét. Pat ti€éu chuan
ISO 13485

47

Gang kham bénh
(khdéng bot)

Gang duoc lam tir nguyén liéu mu kem (latex) ly tam tu nhién. co
tay dugc se vién, bé mgt gang tay tron hodc vung ban tay nham.

48

Giang tay phau thuat
tiét trung cac co

Gang tay dugc san xuat tr cao su thién nhién chat lugng cao (d
ly tam loai trir céc yéu to~tap chit, doc tb, tac nhan gdy di img...).
Co phu bdt, bé mat nhan hodc nham. Tiét trung bang khi EO

49

Gang tay phau thuat
tiét trung dung trong
san khoa

Gang tay phau thuat dung cho san khoa dugc san xuat tir cao su tu
nhién, cé phu bot chong dinh.
Chi st dung moét Ian.

50

Day cho an cac so

Puoc §én xuat tir nhga P\{C y té',’déy mém, c6 chiéu dai 500 mm.
Mot dau day duoc gan phéu c6 nap déy, dau con lai dugce bo tron.
Dat tiéu chuan ISO 13485

51

Ti mau don 250ml

Tui duge thiét ké phu hop dé chira va bao quan mau toan phan.
Tai chira sin khéi dung dich chdng dong mau CPDA-1 bao quan
hdng ciu t6i 35 ngay trong dai nhiét d6 tir 2 — 6 oC
- Dung tich chita 250ml mé4u toan phan, tai chira sin 35mL dung
dich chéng dong va bao quan CPDA-1
100 ml dung dich CPDA-1 c0:

Citric Acid (anhydrous) 0.299g
Sodium Citrate (dihydrate) 2.63g
Monobasic Sodium Phosphate (monohydrate) 0.222g
Dextrose (monohydrate) 3.19g
Adenine 0.0275g
Con lai 1a nuée vira du 100ml
- Chat liéu tai: nhya PVC y té dap timg USP32, ISO3826, chat lam
mém Di(2-ethyl hexyl) phthalate




Danh muc hang

STT héa/dich vy Mo ta hang héa/dich vu
Tui dung nud6ce tiéu 2000ml lam bang vat liéu nhya PVC; C6 tinh
52 Tui dung nudc tiéu nang chdng trao ngugc o 13 treo, khong gay doc hai khong gay
(2000ml) kich tmg cac vach chia dung tich déu. Tiét tring bang khi EO.
Pat tiéu chuan ISO 13485
Ong dugc lam bang nhya PP hodc PET
A o £ Bén trong 6ng c6 chira hoa chat EDTA K2
Ong nghiém chong . .
53 d6ng EDTA nép cao Y Al A Kich th.lfoc 123( 75m.m.~ S e
su Cé phiéu phan t1§h: Ong ng%ne_:m kh,ong bi vJ, nut, hoac r0 ri khi ly
tam 6.000 vong/ phat trong 10 phut
Dat tiéu chuén ISO 13485
Ong duogc 1am bang nhya y té PP, Nap nhya
Bén trong 6ng c6 chiraLithium Heparin.
54 Ong nghiém ) Kich thuge: 12x75mm.
Heparine Lithium | Co phiéu phan tich: Ong nghiém khong bi vd, nirt hoac 16 ri khi ly
tdm 6.000 vong/ phat trong 10 phat
Dat tiéu chuan ISO 13485
Ong duoc lam bang nhwa y té PP. Nip nhya
Bén trong co chira chat chéng dong Sodium Citrate 3.8%
55 Ong nghiém Citrate ) I(}’Ch thude 6ng 12x75mm.
2ml Co6 phiéu phan tich: Ong nghiém khong bi v, nat hoac 10 ri khi ly
tdm 6.000 vong/ phat trong 10 phat
Dat tiéu chuan ISO 13485
56 Ong nghiém nhya PP | Ong nghi¢ém PP tinh khiét 100%, kich thuc 15x100mm. St dung
15x100mm nhya trung tinh khong phan ing vdi cac hoa chat bén trong
Chat liéu than 6ng nhua PP, nép nhya PE, dung tich 2ml. Pugc su
57 Ong luu miu Freezer | dung dé bao quan lanh cic mau nhu mau toan phan, huyét thanh,
té bao
Chat liéu duge lam tir PVC cao cap trong y té, khéng doc hai,
Ong dat ndi khi quan mém va trong sudt, han ché nguy co chan thuong.
58 1 1an cac s6 co bong -Khéng DEHP; c¢6 bong ap suit theo tiéu chuan
chén C6 duong can quang chay doc than dng
Tiét trung béng khl EO
Pugc san xuat tir nhya PVC y té, ¢6 san loai day thang, day loe
59 Day oxy 2 nhanh miéng, day dau cong ¢6 2m & dng day.
Dat tiéu chuin ISO 13485
Lam tir cao su tu nhién. Khéng chira DEHP gay ung thu, trang
60 Sonde Foley 2 nhanh silicon trong 1ong. Pugc tiét tring bang khi E.O
Dat tidu chuén chat luong ISO 13485
61 Sonde nelaton céc s0 Lam bang cao su thién nhién, trang Silicon. Chi ding 1 lan
Sonde hiu mon cic Lam bang nhya PVC, mau sic trong sgét, tiét trang bang khi EO,
62 o5 Co tia X chay doc theo chi€u dai than ong dong trong goi PE, c6 2
mat bén
- Ong dan luu dugc 1am tir nhya PVC y té.
- Ong day mém, déo, co tinh dan hdi cao, gitp thuan tién khi thao
tac
- Mau trang ty nhién dé& quan sat
o3 Sonde din luu - Puong kinh bén trong dng: S.é)ér?sn va 7.0mm . . . (hodc theo yéu
bung - Puong kinh bén ngoai éng: 7.0mm va 10.0mm . . . (hoic theo
yéu ciu)

- Chiéu dai dng: 396mm; 1200mm; 1800mm; 2200mm . . .
_ theo yéu cau) 3
- C6 2 loai: Ong dan luu c6 10 va khong ¢6 10.

(hoac




STT

Danh muc hang
hoa/dich vu

M6 ta hang héa/dich vu

64

Day hiit nhét cac s6

Puoc san xuét tir nhua PVQ y té, day mém, c6 chiéu gléli 500 mm.
Buoc tiét trung bang khi E.O. Chi dung 1 lan.
Dat tiéu chuan ISO 13485

65

Day hat dich dung
trong phau thuat

Bugc sén xudt tir nhua PVCy t€, day c6 chiéu dai 2m.
Puoc tiét ‘mllng bang khi EO.
Pat tiéu chuan ISO 13485

66

Chi Nylon khong
tiéu s6 2/0

Chi téng hop, don sgi, khong tiéu, mau den MONOSOF -SN-664
chat liéu Nylon (Polyamid 6.0 va 6.6). Soi chi s 2-0 dai 75cm,
kim tam giac nguoc C-15, chiéu dai 26mm, kim cong 3/8 vong

tron, kim dwoc phu sic bén theo cong nghé Nucoat, duy tri d6 sic

qua nhiéu lan dam xuyén.

67

Chi mach méu s6 2/0

Chi khong tan, téng hop, don sgi, mau xanh duwgc nhuém mau
bang Pdng Phthalocyanine, SURGIPRO - VP-977 chit li¢u
Polypropylene va thém Polyethylen gitip soi chi bén chic va muot
ma. Soi chi s6 2-0, dai 90cm, 2 kim kim tron, dau cat KV-7 dai
26mm, kim cong 1/2 vong tron, loai kim SURGALLOY d¢ dan
hdi cao, dugc phu sic bén theo cong nghé Nucoat. Pong goi theo
cong nghé NuPack t6i thiéu nhé hinh.

68

Chi Nylon 3/0

Chi téng hop, don so1i, khong tiéu, mau xanh DERMALON -
179941 chét liéu Nylon (Polyamid 6.0 va 6.6). Soi chi sb 3/0 dai
75cm, kim tam giac nguogc C-14, chiéu dai 24mm, kim cong 3/8
vong tron, kim dugc phu sic bén theo cong nghé Nucoat, duy tri

d6 sic qua nhiéu 1an dam xuyén.

69

Chi khéu khong tiéu
0 3/0

Chi khong tan, téng hop, don sgi, mau xanh duwgc nhuém mau
bang Pong Phthalocyanine, SURGIPRO - VP-522X chat lidu
Polypropylene va thém Polyethylenglycol gitip soi chi bén chic
va muot ma. S¢i chi s6 3-0, dai 90cm, 2 kim kim tron, dau nhon
V-20, dai 26mm, kim cong 1/2 vong tron, loai kim SURGALLOY
d6 dan hoi cao, dugc phu sic bén theo cong nghé Nucoat. Dong
26i theo cong nghé NuPack tbi thiéu nhd hinh.

70

Chi Nylon 4/0

Chi tong hop, don soi, khéng tiéu, mau xanh DERMALON -
175631 chat liéu Nylon (Polyamid 6.0 va 6.6). Soi chi s6 4/0 dai
45cm, kim tam giac ngugc C-13, chiéu dai 19mm, kim cong 3/8
vong tron, kim dwoc phu séc bén theo cong nghé Nucoat, duy tri

d6 sic qua nhiéu 1an dam xuyén.

71

Chi mach mau s 4/0

Chi khong tan, tong hop, don soi, mau xanh, SURGIPRO - V/P-
761-X chat liéu Polypropylene va thém Polyethylenglycol giap
soi chi bén chic va muot ma. Soi chi s 4-0, dai 90cm, 2 kim kim
tron, dau nhon CV-25, dai 22mm, kim cong 1/2 vong tron, loai
kim SURGALLOY d6 dan héi cao, duge phii sic bén theo cong
nghé Nucoat. Pong géi theo cong nghé NuPack tdi thiéu nhé
hinh.

72

Chi Nylon sé 5/0

Chi tong hop, don soi, khong tiéu, mau den MONOSOF -SN-659
chat liéu Nylon (Polyamid 6.0 va 6.6). Soi chi s6 5-0 dai 45cm,
kim tam gidc nguoc C-12, chiéu dai 16mm, kim cong 3/8 vong

tron, kim dugc phu sac bén theo cong ngh¢é Nucoat, duy tri dd sac

qua nhiéu lan dim xuyén.

73

Chi mach mau s 5/0

Chi khong tan, tong hop, don sgi, mau xanh dugc nhuém mau
bang Dong Phthalocyanine, SURGIPRO - VP-556X chit liéu
Polypropylene va thém Polyethylenglycol gitip s¢i chi bén chac
va muot ma. Soi chi s6 5-0, dai 90cm, 2 kim kim tron, dau nhon
CV-23, dai 17mm, kim cong 1/2 vong tron, loai kim




Danh muc hang

STT héa/dich vu Mo ta hang héa/dich vu
SURGALLOY d¢ dan héi cao, dugc phu sac bén theo cong nghé
Nucoat. Pong goi theo cong nghé NuPack t6i thiéu nhd hinh.
Chi ph?au thuat téng hop, tiét trung, da so1, ti€u trung binh
Polysorb CL-915, thanh phan Lactomer 9-1 gém glycolide va
Chi tiéu téng hop soi lactide dugc bao phu bdi caprolactone va calcium stearoyl
74 bén s& 1 chi ki éil Kim 1actylate,vdat Iuc khée nut budc ban dau bépg 140% tiéu chuan
; dugc dién My, so 1, dai 90cm, kim tron dau nhon GS-24 dai
40mm, cong 1/2 vong tron, kim duge phu sic bén bang cong nghé
NuCoat.
Chi phau thuat téng hop, tiét trung, da soi, ti€u trung binh
Chi tiéu téng hop soi PO.Iysorb GL-123, tha‘lnh phﬁp Lactomer 9-1 gém glycolide va
75 bén sé 2/0 chi lidn lactide duogc b:’:lO phﬁ bai calc%um stearoyl lact}flqaw, dat l],rc khée.
i Kim nat bugc ban dau bang 140% tiéu ch_uén dugc dién My, s6 2/0, dai
75cm, kim tron dau nhon V-20 dai 26mm, cong 1/2 vong tron,
kim duoc phu sic bén bang cong nghé NuCoat.
Chi phiu thuat tong hop, tiét trung, da soi, ti€u trung binh
A LR . Polysorb GL-122, thanh phan Lactomer 9-1 gom glycolide va
76 C[ilérfl:g ;761 gclﬁ?ﬁ ésgl lactide duoc bgo phﬁ baoi calc@um stea}royl lactylate, dat 1gc kh(”)e.
; Kim nut budc ban dau bejlng 140% ti€u chuan dugc dién My, so 3/0, dai
75cm, kim tron dau nhon V-20 dai 26mm, cong 1/2 vong tron,
kim dugc phu sic bén bang cong nghé NuCoat.
Chi phﬁu thuat téng hop, ‘giét trung, da soi, ti‘éu trung binh
Y a2 . Polysorb UL-203, thanh phan Lactomer 9-1 gom glycolide va
77 C[},Iér?:@l'l ;[l%lgc 1111101]: é;m lactide duogc b:’:lO p}lﬁ boi calci.um stee}royl lact}{Late, dat l}rc khc")e.
i Kim nut budc ban dau péng 140% tiéu chu_én duoc dien My, so 4/0, dai
75cm, kim tron dau nhon CVF-23 dai 17mm, cong 1/2 vong tron,
kim dugc phu sic bén biang cong nghé NuCoat.
Chi phﬁu thuat téng hop, :[iét trung, da soi, ti‘éu trung binh
s a A . Polysorb UL-202, thanh phan Lactomer 9-1 gom glycolide va
78 Cl};el:r:lsg ;(/)(r)lgc }}lliggéanl lactide duoc bgo phﬁ bai calc@um stez}royl 1acty{ate, dat I}IC khc")e'
i Kim nut budc ban dau lf{éng 140% tiéu chl_lén dugc dién My, so 5/0, dai
75cm, kim tron dau nhon CV-23 dai 17mm, cong 1/2 vong tron,
kim dugc phu sic bén biang cong nghé NuCoat.
Tay daom 5 dicn don Dung cho cac 1oa,i dap md Qién cao tan, st dung 1 1§n’, chiéq dai
79 cwe ding 1 lAn day 3m, ki€u giac cam: giac delt 3 chan, 2 nut bam cat va cam
i mau.
Ludi dao phau thuét dung 1 1an. Pugc 1am tir thép Cacbon. Cac
80 | Ludidaomd cic sd cd: 10, 11, 12, 15, 20, 21, 22
Dat tiéu chuan ISO 13485
- Phim kho Laser c& 20x25 cm tuong thich may in phim kho laser
Fujifilm, hop 150 to, st dung cong nghé Eco Dry than thién moi
81 Phim khé y t& DI-HL | truong, phim gé”)r,n 4 16p: 16p bao vé, 16p nhay sang, 16p phim, 16p
20x25 cm bao vé&. Mat do toi da > 3.3
- Nha thau cam két néu trung thau phai dit May chup X - Quang va
hé théng chuyén dbi s6 hoa X- Quang va phu kién tai bénh vién.
. . , Chat liéu thép khong gi (C: 0,03; Si: 0,37; Mn: 2,0; P: 0,045; S:
gp | DinhKirschner cic ?0.03: Ni 121,27; Cr: 17,52; Fe: 62.,8)
« Pat tidu chuin ISO 13485
83 Nepgﬂaat\:ga; % 816 Chét liéu b@ing titanium, théng 816 cho vit 2.0, dung dé nep mat
84 Nep mit thang 10 16 Chat liéu bang titanium, thang 10 15 cho vit 2.0, dung dé nep mat

cho vit 2.0




Danh muc hang

STT héa/dich vy Mo ta hang héa/dich vu
\ . Chat liéu thép khong gi (C: 0,03; Si: 0,37; Mn: 2,0; P: 0,045; S:
85 Nggnlg‘\l/%tgl%“rgn r1n/3 0,03: Ni: 14,27; Cr: 17,52; Fe: 62,8)
' Dat tiéu chuan ISO 13485
Chat liéu thép khong gi (C: 0,03; Si: 0,37; Mn: 2,0; P: 0,045; S:
86 Nep ban hep cac co 0,03: Ni: 14,27; Cr: 17,52; Fe: 62,8)
Dat tiéu chuan ISO 13485
Chat liéu thép khong gi (C: 0,03; Si: 0,37; Mn: 2,0; P: 0,045; S:
87 Nep ban rong cac co 0,03: Ni: 14,27; Cr: 17,52; Fe: 62,8)
Dat tiéu chuan ISO 13485
Vit xuong cung Chat liéu thép khong gi (C: 0,03; Si: 0,37; Mn: 2,0; P: 0,045; S:
88 duong kinh 3.5mm 0,03: Ni: 14,27; Cr: 17,52; Fe: 62,8)
cac c& Dat tiéu chuan ISO 13485
Vit xuong cung Chat liéu thép khong gi (C: 0,03; Si: 0,37; Mn: 2,0; P: 0,045; S:
89 duong kinh 4.5mm 0,03: Ni: 14,27; Cr: 17,52; Fe: 62,8)
cac ¢ Dat tiéu chuan ISO 13485
Vit xuong clmg Chét liéu thép khong _gi (C: 0,03; Si: 0,37; Mn: 2,0; P: 0,045; S:
90 duong kinh 3,5mm 0,03: Ni: 14,27; Qr: 17,52; Fe: 62,8)
’ Dat tiéu chuan ISO 13485
X aea Duing cho céc loai dao md dién cao tan, sir dung nhiéu lan, chiéu
Tay dao mo dién Ny A Lo g A oA Lo A
91 ; A 1A dai day 5Sm, kiéu giac cam: giac det 3 chan, 2 nit bam cat va cam
dung nhiéu lan MALL
. Chat liéu thun cotton, chiéu dai 30-35cm, c6 khoa nhya gai chic
92 Day Garo chin
A Pau con xanh dung tich 1000 pl, 1am tr nhya PP.
93 Dau con xanh ‘ Pat tiéu chuén ISO 13485
A Ao Pau con vang dung tich 200 pl, l[am tir nhya PP.
%4 bau con vang Dat tiéu chuan ISO 13485
1o X Puoc lam tir g0 tu nhién, say kho, danh bong, duoc tiét trun
% Que de ludi gb bang kh;gEO. Kinh thu}(;c: 150mm x 20%nm X 2mm ¢
KT: 35 x 41mm, dang hinh giot nudc (dung cho nguoi lon va tré
em)
Bé& mit tiép xuc: dang Gel AQUA-TAC, tiép xtic 6n dinh, chat
luong truyén tin hiéu cao.
96 bién cyc tim - Pau gidc nbi v6i may: kim loai phii bac, truyén tin hiéu chat
lwong cao nhat.
- Miéng dan: Dang Foam bén, dinh chat 6n dinh, d& dang dan vao
cling nhu thao ra, khéng 1am anh hudng dén da bénh nhén.
Pong goi: 50 cai/ goi
- Nhya nguyén sinh, khong chira DEHP, khong gay kich ung.
97 Kep rén Gom 2 phan ndi véi nhau bging céc:khc'yp ring, mau tring trong,
cung, nhan.
- San pham duoc tiét trang bang khi Ethylene Oxide (E.O)
%8 Mt na oxy Mask oxy khong tii ché_t liéu nhya y té, khong DEHP, da tiét
tring, khong gay di tng. Su dung mét lan vo trung.
< , Lam bang nhya PVC y té, chat liéu tot. Co kep miii loai dicu
9 Mt na khi dung chin%l duogc. Mat }rlla c6 day deo. Co 6ng tﬁé’ dai 2m
100 | Miii khoan @ 1.6 mm Miii khoan @ 1.6 mm
Chat liéu nhya PVC y té nguyén sinh ctmg trong, khong dgc hai
s - Puoc tiét trung bang khi EO
101 Ambu bop bong - B& mit nhan min, khong gay dfigl’mg%/é khong géy ton thuong

nguoi lon

- Khéng chira DEHP
- T1éu chuan ISO13485, CE




Danh muc hang

STT héa/dich vy Mo ta hang héa/dich vu
Chat liéu nhya PVC y té nguyén sinh cimg trong, khong doc hai
Ambu bép bone tré i - PBuoc tiét trung bang khi EO )
102 eIr; & - Bé mét nhan min, khong gay di tng va khong gay ton thuong

- Khong chira DEHP
- Tiéu chuan ISO13485, CE
Khau trang y té 3 16p:
- 02 16p ngoai: Vai khong dét dat tiéu chuan.
- Lop gitta: Vai loc dat ti€u chuén, khong tham nudc, khong dde
hai, c6 tac dung loc khi, ngin can bui, vi khuan.
Pugc 1am tir vai khéng dét PP mau xanh hodc trang (trong luong
104 Mii phau thuat 14 g/m2).
Dat tiéu chuan ISO 13485
-Dung dé do nhiét d6 co thé tai vi tri miéng/hdu moén/nach.
Dai do: 32°C - 42.9°C.
105 Nhiét ké dién tir - C6 canh béo sbt cao
- Kich thudce: 12.9cm x 2.2cm x 1.5¢cm;
Dat tiéu chuan ISO 13485
Dung dé do nhiét do co thé. Pugc 1am tir thiy tinh trong su6t, bén
106 Nhiét ké thay ngan | trong c6 vach chia d6 va dai thuy ngan. Nhiét d6 do duoc tdi da

103 | Khau trang y té 3 16p

35-42°C.
Lam kinh hién vi, Chét ligu kinh Soda véi, kich thude 25.4%76.2mm, d¢ day 1.0-
107 A A A o < A A
trong suot 1.2mm, trong sudt, bé mat phang, khong moc
Pipet Pasteur nhua - Puoc lam bang nhua PP chat lwong cao, lghéng chira kim loai
108 P - C6 vach chia. Dung tich ht t5i da 3ml
- Dai t6i da 180 mm
o Gel siéu 4m tan trong nudc, duge dung pho bién trong chan doan
109 Gel siéu &m siéu am y khoa
A e A Dung dé in hinh anh siéu 4m cho cac dong may in cta hing Sony.
110 Gidy siéu am Kich thuée 110 mm x 20 m
111 Gidy dién tim Giay ghi dién tdm do

Kich thuoc: 63mmx100mmx300SH
* Gel dién tim phu hop dién cuc may dién tim, dién ndo, giap bao
vé bé mit dau do siéu Am khong bi an mon, khong chira
formaldehyde, khong man cam da, khong gay rét da.

112 Gel dién tim » Thanh phﬁn: Deionized Water, Carbomer, TriEthanol Amine,
MonoPropylene Glycol, Benzyl Alcohol, Methylchloroisothi-
azolinone, Methylisothiazolinone.

« Bao quan: Dé noi thoang mat dudi 35C, tranh anh sang truc tiép.

Ghi chu:

- Bat ky thwong hiéu, ma hiéu, danh tir riéng (néu cé) trong bang yéu cau ky
thudt chi mang tinh chdt minh hoa cho cdc tiéu chudn chdt lwong, tinh nang kj
thudt khé mé ta. Vi vay nha thau cé thé chao cac hang héa cé thwong hiéu, ky ma
hiéu khdc nhung phai dam bdo tiéu chudn ky thudr, dac tinh ki thudt, tinh ndng
sir dung “twong dwong” hodc “tét hon” so véi Yéu cau cia E-HSMT;

- Truwong hop Nha thau chdo hang hod véi tinh ndang, cong nghé “tuwong

dwong” hodc “tot hon” (ké ca truong hop khdc biét vé don vi do luong) so vi



yéu cau ciia E-HSMT thi can cung cdp nghién citu, trich dan nguén (VD website)
tham chiéu cia tai liéu nghién civu hodc xdc nhén ciia Co quan, t6 chire danh gid
déc Idp va thuyét minh tinh wu viét, tot hon twong ting. “Twong dwong” ¢é nghia
la co dac tinh ky thudt twong tw, co tinh nang sw dung la twong dwong voi cac

hang hoa da néu trén.



1.2.3. Céc yéu cau khac: Nha thiu phai sir dung biéu miu du thiu vé mit k§ thuit ciia hang héa theo miu sau: Nha thiu
ké khai va dinh kém file excel

Tén nha thu:
Email:
So dién thoai lién lac:

BIEU MAU DU THAU VE MAT KY THUAT

S6 GPLH/ K | Mavattu
Bic tinh PKLH/ Bin eﬁ theo quyét
Tén . _ ac U | Tieu GPNK/ ! an dinh s6
s Tén DPiac tinh | thong so X ALk phén phén : Sipen
. hang A £ - A chuan Phiéu tiep x . . Quy . 5086/Qb- Tai liéu
Tén . thwong .| thong so | k¥ thuat £ A 1A Héng | Nuée loai " Don I loai I .
X hoa . Ky - A S chat nhén ho so A . cach . So BYT (néu | tham chiéu
phan | o0 mat ma | KV thudt ) ciahang |\ o | 406 chimg | SAM | SR | trang | g0 Vi | ugng | traNd co) trong E-
(16) méu | 1 | trong E- | héachao | —one | capSOChUNg | 4¢ | xudt | TBYT | 908 | tinh | "™ | thiét bi
E- . hi¢u A hang nhin diing £ goi I HSDT
cd) : HSMT | thau E- . . R (néu y té
HSMT héa ky luu hanh . A
HSDT < cd) (néu
hoac twong .
cd)
duwong
1) ) @) (4) ©) (6) () (8) 9 | 10 | (11) | (12) | (13) | (14 | (15 (16) (7
A, B, Trang ...
C,D cua Catalog,
A B, tai liéu st
C,D dung hoac
cac tai liéu
A B, khac‘ tuong
CD duong,
’ thudc E-
HSDT
Ghi cha:

- (1) Tén phan (16): La tén phan (16) thuéc Chirong IV. Biéu mau moi thau cia E-HSMT
- (3) Nha thdu chao tén thwong mai ciia hang hod duw thau;
- (2,5) Danh muc va Yéu cau dic tinh thong $0 ky thudt theo E-HSMT,;
- (7) Tiéu chudn hé théng quan 1y va chimg nhdn chdt lwong: ISO 13485, CE, FDA hodc twong dwong.




- (8) S6 gidy phép luu hanh sdn pham/ S6 dang ky lwu hanh/ S6 Gidy phép nhdp khau: Hang héa dwoc xdc dinh la trang thiét bi y té du
thau theo quy dinh tai diém a, khodan 1, diéu 22 cia Nghi dinh 98/2021/NP-CP ngay 08/11/2021 va Nghi dinh sé 07/2023/ND-CP.

Nha thau phdi chiu trach nhiém toan bo cdc thong tin duoc liét ké trong biéu nay.



Nha thiu phai nop kém cam két theo miu sau:

BAN CAM KET

L) T PP

SO dién thoai HEN h&: ......eoiiiiiiiiiiii i

Cong ty ching t6i tham dw goi thiu ........................... (011 1: IR Chung t6i xin
cam két vé& qua trinh du thdu va cong tac cung tng hang hoa (néu trung thau) cho Chu dau tu
dap Gmg nhitng diéu kién sau:

I. VE E-HSDT:

- Nha thau cam két cac thong tin trong E-HSDT ma chiing t6i cung cip 13 chinh
xéc, hop phap va chiu hoan toan trach nhiém trude phap ludt vé cac ndi dung cac thong
tin trén.

- T4t ca cac hang hoa chao thau déu dam bao tiéu chuan chat luong da ding ky va
dugc co quan c6 tham quyén cip phép luu hanh.

- Tai liéu k¥ thuat, catalogue ciia san pham 13 do nha san xuat cong bd. (ching toi
cam két trong trudng hop Chit dau tu phat hién nha thau 1am gia hodc lam sai 1éch thong
tin hodc cd ¥ cung cap thong tin, tai liéu khong trung thuc trong E-HSDT thi Chu dau
tu s& loai bo E-HSDT cua nha thau va nha thau sé bj coi 1a gian 14n theo quy dinh tai
khoéan 4 Piéu 16 cta Luat Dau thau va bi xir 1y theo quy dinh tai diém a khoan 1 Diéu
133 cuia Nghi dinh s6 214/2025/ND-CP).

II. Vé cung trng hang hoa:

- Hang hoa cung g phai dam bao ding theo E-HSDT, Quyét dinh triing thau da
duoc phé duyét va phu luc dinh kém hop dong. Khi mit hang trang thau c6 nhitng thay
d6i thong tin da chao thau (Co so san xuat, s6 dang ky, quy cach san pham, ...) thi phai
thong bao cho Chil dau tu bang vian ban dé Chu dau tu xem xét.

- Hang héa cung ung dii diéu kién luu hanh (Ddi v6i trang thiét bi y té dat theo
quy dinh tai Nghi dinh s6 98/2021/ND-CP, Nghi dinh s6 07/2023/ND-CP, Nghi dinh s6
04/2025/ND-CP ngay 01/01/2025, Thong tu s6 05/2022/TT-BYT ngay 01/8/2022 va cac
quy dinh phap luat hi¢n hanh, cac hang hoa khac tuan thu theo quy dinh phap luat hi¢n
hanh).

- Hang hoa méi 100%, san xuat tir nm 2025 tré vé sau, chua sir dung, cac kién hang
trudc khi giao nhan déu phai con nguyén dai, nguyén kién.

- Tinh tir thoi diém giao hang: Hang hoa ¢6 han ding khong dugc it hon 1/2 han ding
ghi trén nhan;

- Cam két cung cép dﬁy du danh muc, dung cu, thiét b chuyén dung... can thiét dé
dam bao su van hanh diing quy céach va lién tuc cua hang hoa sau khi dua vao su dung;

- Béo dam tién do cung cap, cu thé: Thoi gian cung tng hang héa trang thiu cham
nhét 14 72 €10 sau khi nhan duoc dy tru cua bén mua (be‘“mg fax hodc dién thoai trong truong
hop khén cip). Riéng dbi véi hang hoa trang thau dung dot xuét cho cép ctru, chdng dich
... bt budc giao hang tai kho bén mua khong qué 24 gio. Trong trudng hop dut hang Cong
ty phai c6 phuong an thay thé hodc chap nhan phuong 4n thay thé ctia Chii dau tr va dén
bu khoan chénh léch gia.



- Nha thau cam két c6 nang luc tu thuc hién cac nghia vu bao hanh, bao tri, duy tu,
bao dudng, stra chira, cung cap phuy ting thay thé hodc cung cip cac dich vu sau ban hang
theo yéu cau cua E-HSMT.

- N6i dung tai to hudng dan str dung, nhan phu (déi véi hang hoa nhép khéu), catalog
di kém vé6i hang hoa khi cung tmg cho cha dau tu phai hoan toan tring khép véi ndi dung
trong t& huéng dan st dung, catalog kém theo hd so ding ky da duoc Bo Y té (hodc co
quan c6 tham quyén) cip phép. Truong hop dé xay ra sai 1éch thong tin anh hudng dén chat
lwong khi sir dung, gdy anh hudng vé stic khoe, tinh mang va kinh t ctia ngudi bénh ciing
nhu cua chi du tur thi nha thau phai chiu hoan toan trach nhiém trude phép luét.

- Truong hop hang hoa giao cha dau tu kiém tra khong dam béo chat lugng (khong
dat chit luong v& mat cam quan, bién ddi mau séic, nhin hang hoa khéng dung quy ché,
bong, troc, mo...) hodc ¢6 van ban thu hdi ctia co quan ¢ thAm quyén, nha thau c6 trach
nhiém dbi 16 hang khac twong tmg cing loai theo hop dong d ky va phai chiu hoan toan
moi phi ton cho viéc thay thé nay.

- C6 cam két thu hdi hang héa trong trudng hop da giao hang nhung khong dam bao
chit luong, hodc co thong bao thu hdi clia co quan ¢ thim quyén ma nguyén nhan khong
do 16i ctia cha dau tur trong thoi gian < 3 ngay ké tir ngay nhan duoc thong bao ciia chii dau
tu.

- Nha thau cam két giao cho chu dau tu: Gidy chimg nhan xuét xi (CO), Gidy chimg
nhan chét lugng (CQ)... dbi véi hang hoa nhap khau hoic gidy chimg nhan chét lugng (hop
chuén, hop quy) déi véi hang hoa san xuét trong nude. Ddi véi cac hang hoa khac duoc san
XUt tai Viét Nam hodc cac hang hoa thong thuong, thong dung, san co trén thi truong: Nha
thau cam két cung cdp gidy ching nhan xudt xuong hoic hoa don ban hang va gidy bao
hanh ctia nha san xuét hodc dai Iy phan phdi khi giao hang.

- Nha thau cam két hang hoa du thau phai dugc cung cip ma hang hoa theo Quyét
dinh 5086/QD-BYT dung nguyén tic ctia B y té ban hanh trudc khi ky hop dong. Tén
hang hoa dy thau; Tén nha san xuat va tén quéc gia/vang lanh thé noi mat hang VTYT
duoc san xuat phai dang véi thong tin c6 trong Gidy chimg nhan luu hanh - CFS (hoic
to khai nhap khau. gidy phép nhap khau. Gidy phép luu hanh) va cac tai liéu k¥ thuat
lién quan do cac co quan c6 tham quyén cap.

Trén déy 13 toan bo ndi dung cam két ciia Cong ty ching toi voi Chu dau tu va xin chiu
trach nhiém trudc phap luat thuc hién nghiém tic cic cam két trén. Trong moi trudng hop
khong tuan thu theo cac ndi dung cam két trén, chung t6i xin chiu hoan toan trach nhiém, xin
ra khoi goi thau va chap nhan bi xir Iy nhu di quy dinh trong E-HSMT va phap luat vé ddu thau.

___,ngay _thang __ nam__
DPAIDIEN CONG TY
[KY, ghi ro ho tén va dong dau]



Muc 2. Ban vé: Khong c6 ban vé.

Muc 3. Kiém tra va thir nghiém

Bén mua hodac dai dién ciia bén mua co quyén kiém tra dé khéng dinh hang
hoa c6 dic tinh ki thuat pht hop véi yéu cau ciia hop dong hay khong. Truong
hop phat hién hang kém chit luong, khong dung voi hang héa chao thau hoic
khéng dap Gmg yéu cau chuyén mon thi don vi thy hudng ¢ quyén tir chdi nhan
hang, nha thau phai c6 trach nhiém cung tng hang héa theo dung tiéu chuin nha
thau da chao.

Noi dung kiém tra:

Budc 1: Khi hang hoa dugc chuyén dén bén mua, bén ban bao cho bén mua
biét dé hai bén cing nhau tién hanh kiém tra cac ho so, chimg tir lién quan dén
hang hoa theo hop dong da ky két.

Budc 2: Nha thau phai tién hanh kiém tra thr nghiém hang héa dudi sy
giam sat ciia chu dau tu va can bo k¥ thuat dai dién cta chii dau tu dé ching minh
hang héa d6 c6 chét luong, thir nghiém dic diém k¥ thuét ... phi hop véi cac quy
dinh trong hop dong.

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

- Cach thire xtr 1y d6i véi hang hoa khong dat yéu cau qua kiém tra, thi
nghiém: Bat cir mot hang hoa hoic chi tiét hang hoa qua kiém tra va thir nghiém
ma khong phu hop vé chat luong, vé dic tinh k¥ thuét ..., thi chii dau tu c6 thé tir
chéi va nha thau s& phai thay thé cac hang hoa hodc chi tiét hang hoa bi tir chdi,
moi chi phi thay thé hang héa déu do nha thau chiu trach nhiém, cac hang hoa
thay thé phai dap tmg cac yéu cau vé dic tinh ky thuat. Truong hop nha thau
khong c6 kha ning thay thé hay diéu chinh cac hang héa hodc chi tiét hang hoa
khéng phu hop, chu dau tu c6 quyén td chirc viée thay thé hay diéu chinh d6 néu
can thiét. Moi rui ro va chi phi lién quan do nha thau chiu.

Budc 3: Sau khi thir nghiém hai bén tién hanh nghiém thu hang héa va dua
vao st dung. Hang hoa duoc chuyén sang nghia vu bao hanh ngay sau khi cac bén

théng nhat nghiém thu va dua vao str dung.



