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

Muc 1. Yéu ciu vé ky thuat
1.1. Gi6i thiéu chung vé dw an/dv toan mua sam, géi thau

Dy toan mua sdm: Mua sdm nhu yéu phém phuc vu ché do pham nhan 6
thang dau nam 2026 tai Trai giam Tong L& Chan

Tén goi thau: Mua sam nhu yéu pham phuc vu ché d6 pham nhan 6 thang
dau nam 2026 tai Trai giam Tong Lé Chan.

Ngudn von: Ngudn Ngan sach nha nudc (chi thudng xuyén)

Loai hop dong: Hop dong tron goi.

Thot gian thuc hién: 6 thang

Dia diém thyc hién dy an: Trai giam Téng Lé Chan

Qui mo: Mua sdm tai san, trang thiét bi tai san.

1.2. Yéu cauvé ky thuat

a) Yéu cau vé ky thuit chung:

- Nha thau phal cam két hang héa dy thau méi 100%, dong g01 theo ti€u

chuan nha san xuat va duoc san xuét it nhat 12 thang ké tir ngay ban giao hang
hoa.

- Hang héa c6 nhan mac, ky ma hi€u san pham rd rang va dam bao di ding
ky/ cong bo ra thi truong theo quy dinh hién hanh.

- Tung loai hang hoa cung céap phai 6 cac tiéu chuan dam bao chat luong
san xuat, dap tmg vé do an toan str dung khoéng c6 nhitng chat doc hai (kém day
dutai iéu chimg minh) nhu sau:

* Kem danh rang:
Nha sdn xudt dat chat lwong tiéu chuan ISO 9001 hodc twong dwong;
- Co gidy cong bé san phdam my phdam dwoc xdc nhdn boi co quan ¢6 tham
quyeén;
Chat lwong san phdam dat tiéu chudan danh gia GMP hodc twong dwong;

San phcfm cung ,ccfp phai phu hop tieu chuan ISO 13485:2016 cho linh
viee san pham trang thiét bi y té.

* Ban chai danh rang:

Purgce san xudt tir nha san xudt dat chat luong tieu chuan ISO 9001 hodc
tuong duong,



San phdm tw cac don vi san xudt co giay chimg nhdan dat dieu kign san
xudt my pham cua So Y Té cap;

Co gidy cong bo san pham my pham duoc xdc nhdn boi co quan co tham
quyeén;

Sdn phcfm cung pdp phai phu hop tiéu chudn ISO 13485:2016 cho linh
vue san phdam trang thiét bi y te.

Chat lwong san pham dat tiéu chuan danh gia GMP hodc twong dwong.

= Daugdidiu:

Nha san xudt dat chdt heong tiéu chudn ISO 9001 hodc twong dwong;

’ San phcfm twr cdc don Vi san xudt cé gid’y chung nhan dat diéu kién san

xudt my pham cua So' Y Té cap;

San pham cung cap phai phu hop tiéu chudn ISO 13485:2016 cho linh
viee san phdm trang thiét bi y té.

Xa phong giat:

Nha san xudt dat chdt heong tiéu chudn ISO 9001 hodc twong dwong;

San pham tir cdc don vi san xudt cé gidy chimg nhdn dat diéu kién sdan
xudt my phdm cua So'Y Té cap

San pham cung pap phai phu hop tiéu chudn ISO 13485:2016 cho linh
vue san pham trang thiét bi y te.

- Cac tiéu chuan ky thuat thiét bi trong E-HSMT néu ra 1a yéu cau toi thiéu,
nha thau c6 thé chao thiét bi c6 chi tidu k¥ thut trong duong hoac cao hon. Nha
thau phai lap bang so sanh dac tinh thong so k¥ thudt ctia hang hoa gitta E-HSMT
va E-HSDT va kém tai liéu dang tin cdy dé chimg minh.

b) Yéu ciu vé ky thudt cu thé:

STT Néi dung PVT Thong s6 ki thuét
A | Ban chai danh
rang
1 | Hinh dang Dang cdy, ban chai khong gay hai dén strc khoe

ngudi st dung va khong anh huong dén moi
truong




2 | Can ban chai Nhya PP, bé mit sach, ngoai hinh tron, bong,
khong c6 tap chat, khong c6 cac vét nirt va ndi
bong bong khong dugce 16n hon 1mm2. Cén
ban chai khong duoc ¢ bavia co thé gay ton
thwong dén co thé con nguoi.

3 | Long ban chai Soi Tynex déu, thang, khom I6ng day, khoang
cach 16ng vira phai, vét xo 16ng khong duoc
phép hudng vé dau ban chai, bé mit Iong sach.

4 | Bong goi Hang mai 100%; 01 ban chai dugc dong trong
01 tGi bong kin hodc vat liéu bao bi khac dé
dam bao chat lugng san pham.

5 | Chidu dai Mm | 170 - 200

6 | Chicu rongphan  [Mm | 12 -14

cam long

7 | Chiéu cao trung Mm 9-11

binh cua soi long

8 | SH s¢116ng trong 22 -30

mot 10

9 | S6 16 cam sgi long 3545

10 | Buong kinh Idng ~ [Mm 0,12-0,17

ban chai

11 | Luc kéo nhom long [Kdf >1,5

B | Kem danh riang

1 | Ngoai quan

2 | Hinh dang bén Thé kem dong nhét, bong min, khéng vén cuc,

ngoai khong tach nuéc, khdng co cac tap chat khac.

3 | Mui Thom nhe, dé chiu, dic trungcho ting loai
san pham.

4 | Vi Cay nhe, hoi ngot hoac hoiman, khong dugc
co vi la.

5 | Mau sic Pong déu, dic trung cho ting loai san
pham.

6 | Bong goi San pham dong goi trong lugng 150g/tuyp

Cac chi ti€u vé sinh
va an toan
7 | Bo pH cua dung <7,0-90




dich 2%

8 | Ham lugng kim loai| ppm | <3
nang (qui ra chi)
9 | Ham lugng asen ppm | <2
Cac tiéu chi hoa ly
10 | Tinh 6n dinh ¢ diéu Thé kem phai dong déu, bong min bop thanh
kién nhiét do 40, thoi mém, c6 16 thoat bot, khong bi khd, khdng
450C trong 48 gio chay nuoc, gitt dugc mui thom ty nhi€n dac
trung.
11 | Ham luong glyxerin | % <15
12 | Ham luong nudc % 40 -50
13 | Ham luong % > 30
cacbonat, tinh theo
canxi cacbonat
14 | Thé tich cot bot cua | % > 200
dung dich 1%, tinh
bang ml
15 | Han str dung % ft nhat 12 thang ké tir ngdy ban giao nhu yéu
pham
C | Dau goi
Vé cam quan
1 | M6 ta hinh dang Long sanh, dong nhat, khong tach 1op, phal
tang va két taa khibién d6inhiét do nho hon 100«
valén hon450c¢
2 | Béng goi San pham dong dung tich 200ml/chai
3 | Mau Trang
4 | Mui Dé chiu, dic trung
5 | Thanh phan Nuéc, mau, mui thom (hwong liéu), HEC,
CMC, Zarum26l, CDE, P7, P47, CAB,
Silicon, Glycerine, Sodium, Sorbritol,
Lauryl ether, Sunfate, Ete,.... Cac phu gia
khac vai ham lugng vira du
Thong s6 k¥ thuat
6 | pH 4-8
7 | Ham luong chat % <10
hoat dong
bé mit
8 | Ham lugng kim loai| Mg/kg| < 2
nang (quira chi)
9 | Ham lugng Asen Mo/kg| <1
10 | Do kich tmg da Khong dang ké




11 | Vi khuan va nim
moc
12 | Vi khuan Khong dugc phép
staphylococcus
aureus, candida
albicans va
pseudomonashb
aeruginosa
13 T,(A)ng sd ndm moc | sd < 100
song lai luong/
duoc gam
mau
14 | Tong s6 vi khuan | s0 < 1000
hicu khi song lai luong/
dugc gam
mau
15 | Tong sb 5O <10
Enterobacteria va | luong
cac vi khuan Gram | gam/
am khéc mau
16 | b6 phan huy sinh | % > 90
hoc
17 | Quy cach dong goi | Chai | 200ml/chai
18 | Han su dung [t nhat 12 thang ké tir ngdy ban giao hang héa
D | Xa phong
1 | Trang thai Hon hop dong nhat & dang bot
hoéchagtGixép,khéngxfnlcuC
2 | Mau Mau tring hodc cho phép diém
cac hat phu gia xanh nhat hoac mau
3 | Mui Co6 mui thom dé chiu, dic trung theo ting loai
san phém, khong c6 mui hoéi, chua cua md bi
phan huy.
4 | Bong goi TUi dung: Mang PE
San pham dong goi trong lwong 300g/goi
Tiéu chuin k¥
thuat
5 | Ham heong chat | % > 20

hoat dong
bé mit




6 | pH cua dung dich | % 9-12
bt giat

1% trong nudc
7 | Ham luong phét pho| % >5
(theo P205)

8 | Ham luong chat % <3
khong tan
trong nudc (6 250C)

9 | Ham lugng nudc va | % <12

céc chat bay hoi
10 | Bo phan huy sinh | % > 90

hoc
11 | Quy cach dong goi | Tui 300g/tai
12 | Han st dung [t nhét 12 thang ké tir ngdy ban giao hang hoa

1.3.Cac yéu cau khac
Nha thau phai cam két:
- Cam két ¢ du didu kién kinh doanh hang hoa nhu yéu cau ctia E-HSMT.

o Sén sang thay thé hang hoa khi hé‘g han st dung va thyc hién thay thé 16
san pham khi khong ddm bao sir dung do 161 nha san xuat.

- San pham phai méi 100%, khong str dung lai, khéng tan trang
- Hang duoc giao tan noi don vi thu hudng.
- Bao bi connguyén ven, khong rach nat, khong 4am mbc, khong bién dang.

- Khong duoc giao hang can date; han st dung it nhat 12 thang ké tir ngay
ban giao hang hoa.

- San phérq giao trong timg dot phai ddngnhat vé mau sic, hinh dang, chat
lugng va thong so k¥ thuat.

- Khong giao lan cac 16 san Xuét c6 khéc biét vé thiét ké, bao bi hodc thanh
phan néu khong duoc chu dau tu chap thuan.

- Nha thau cam két san sang dbihang khong dap tmg chat rong trong vong
2 gio khi chu dau tu yéu cau néu khong thyc hién dung theo cam két nha thau
phai bdi thuong trén thiét hai thyc té va phat vi pham hop dong

- Nha thau _phai c6 cac phuong an xtr Iy néu Xdy ra sy 6. Co cam két chiu
trach nhiém va bdi thudng thiét hai d6i voi phan sy ¢d ma nguyén nhan do 16i cua
nha thau.

- Nha thau phai 1ap bang so sanh tinh dap ng thong s6 ki thuat giira hang
hoa chao thau va thong s6 ki thuat yéu cau cta E-HSMT.



- Neu c6 nghi ngd vé chat luong hang hoa khi giao hang nha thau cam két
chi tra tt ca cac chi phi phat sinh khi chii dau tu iy mau va kiém tra,

- Gia tri Hang héa da bao gom chi phi van chuyén chi phi lip dit, bao hanh
béo tri theo tiéu chudn nha san xuat den noi sur dung va cac khoan thué, phi, 16
phi (néu c6) theo quy dinh chinh sach mién, giam thué ctia Chinh phu.

- Catalogue cuanha san Xuét hodc tai lieu k¥ thuat cua chinh hang cuahang
hoa phai thé hién day du thong so ky thuat, kich thude, kiéu dang va hinh anh
thuc té cua hang hoa dy thau (néu khong phai bang tiéng Viét thi phai kém ban
dich sang tiéng Viét).

- Nha thau phai cung cap hang hoa va giao céc tai liéu, chang tir (kém theo)
theo dung tién d6 thuc hién néu trong E-HSMT.

Muc 2. Ban vé

Khong yéu cau.

Muc 3. Kiém tra va thir nghiém

Bét ky hang hoa ndo qua kiém tra, thir nghiém, kiém nghiém ma khong phu
hop vé6i dic tinh ki thuat theo hop dong thi theo th ty wu tién; mot [d Chu dau
tu co quyén tir chdi va huy hop dong; hai 1a cho phép nha thau thay thé bang hang
hoa khac dé dap tmg dung céac yéu cau vé dic tinh ki thuat; bala Cha dau tu co
quyén mua tai don vi cung cap khac dap tng dung cac yéu cau vé dic tinh ky
thuat co thé gia cao hon, moi chi phi phat sinh bén nha thau chiu



