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

Muc 1. Yéu ciu vé k¥ thuét

1.1. Gi6i thiéu chung vé dv an/dw toan mua sim, goi thiu

- Tén dy toan mua sdm: Mua sim hang hoa phuc vu cai nghién trén dia ban tinh Lai
Chau nam 2026

- Tén g6i thau: Mua sam hang ho phuc vu cai nghién trén dia ban tinh Lai Chau nam
2026

- Chu dau tu: Cong an tinh Lai Chau

- Pia diém du an: Cong an tinh Lai Chau — Dia chi: Phuong Tan Phong, tinh Lai Chau

- Ngudn vén: Ngan sach UBND tinh Lai Chau cap nim 2026

- Thoi gian thyc hién g6i thau: 03 ngay.

- Loai hop dong: Tron géi

1.2. Yéu ciu vé k¥ thuat

1.2.1. Yéu cau vé Ky thuit chung

Thong s6 k¥ thuat cua hang hoa va cac dich vu lién quan phai tuan thu cac thong sé ki
thut va cac tiéu chuan sau day:

a) Nha thau tham gia dy thau phai cung cip ding va du ching loai, khdi luong hang
hoa néu tai Bang Pham vi cung cép hang héa cia E-HSMT;

b) Tai E-HSDT, nha thau phai cung cip ddy du cic tai liéu ching minh hang hoa du
diéu kién lvu hanh hop phép tai Viét Nam theo quy dinh tai Nghi dinh s 98/2021/ND-CP
ngay 08/11/2021 ctia Chinh phtl vé quén 1y trang thiét bi y t&; Nghi dinh 07/2023/ND-CP
ngay 3/3/2023 ctia Chinh phu vé sira ddi, b sung mot sb didu cua Nghi dinh 98/2021/ND-
CP ngay 08/11/2021 cia Chinh pha vé quan 1y trang thiét bi y té va Thong tu 05/2022/TT-
BYT ngay 01/8/2022 ciia B4 Y té quy dinh chi tiét thi hanh m6t sé diéu cua Nghi dinh sb
98/2021/ND-CP ngay 8/11/2021 ctia Chinh phu vé quan Iy trang thiét bi y té.Cu thé nhu
sau:

- Ban phan loai trang thiét b y té theo quy dinh tai Nghi dinh s6 98/2021/ND-CP;

-S4 luu hanh con han hodc duge cép phép nhap khéu theo quy dinh tai Nghi dinh $6
98/2021/ND-CP, cu thé nhu sau:

+ D6i voi trang thiét bi y té loai A, B: Phai cung cap Sb cong bd va Phiéu tiép nhan
(hodc phiéu thong tin) HO so cong bd tiéu chuin 4p dung cua trang thiét bi y té trén Cong
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+ Ddi voi trang thiét bi y té loai C, D: Phai cung cap gidy ching nhan dang ki luu hanh
hodc gidy phép nhap khau ciia Bo Y té theo quy dinh.

¢) Hang h6a mé&i 100%, san xuat tir nam 2025 tr& di, Hang hoa cung cép phai nguyén
dai, nguyén kién theo quy dinh ctia Nha san xuat. C6 day dii k§ ma hiéu, hing san xuat, nudc
san Xuat.

Tai E-HSDT, Nha thau phai dinh kém tai liéu chimg minh thong sé k¥ thuat cta hang
hoéa chio thau do Hang san xuat hodc Pon vi phan phdi ctia Hing san xuét tai Viét Nam phat
hanh hoidc duong Link dia chi Website tra ctru thong sb k§ thuat cua hang héa chao thau, cu
thé tai liéu c6 thé gdm Catalogue hodc cac tai lidu thé hién rd thong s6 ki thuat cua thiét bi
chao thau (Nha thdu phai hoan toan chiu trach nhiém vé tinh trung thyc cta cac tai liéu cung
cap). Tt ca cac vin ban va tai liéu lién quan dén E-HSDT duoc viét bang tiéng Viét. Cac tai
lidu bd tro trong HSDT (Catalogue,...) c6 thé viét bang ngon ngir khac, dong thoi dinh kém
ban dich sang Tiéng Viét. Truong hop thiéu ban dich, bén moi thau c6 thé yéu cau nha thau
lam r0 trong qué trinh danh gia E-HSDT.

Trudng hop c6 su sai khac vé thong sb k¥ thuét giita Catalogue hodc cac tai lidu k¥ thuat
do Nha san xuét cong bd véi thong tin nha thau ty tham chiéu hoic ké khai, thi cin dé danh
gia E-HSDT la thong sb k¥ thuat tai Catalogue hodc cac tai liéu k¥ thuat do Nha san xuat
cong bd, nha thau phai tu chiéu trach nhiém hoan toan vé su bt loi do tu tham chiéu hodc
ké khai khong dang véi théng sb do Nha san xuit hodc Nha phan phéi cua Nha san xuét tai
Viét Nam cong bd.

d) Gia du thau d3 bao gdm day du chi phi hang hoa, van chuyén, lip dit, thir nghiém va
huéng dan chuyén giao cong nghé hang hoa tai don vi str dung truc thuéc Cong an tinh Lai
Chau trén dia ban tinh.

¢) Nha thau cam két cung cp gidy to khi ban giao hang hoa kém theo E-HSDT, gom:

+ Chirng chi xuat xt (CO) déi v6i hang hoa nhap khau.

+ Chirng nhén chét lrong cua Nha san xut (CQ) d6i v6i hang héa nhap khau.

+ Gidy chirmg nhan xut xuéng di v6i hang hoa san xuét trong nude.

Céc ching tir ndy phai trinh Cha dau tu trede khi ban giao hang hoa. Trong truong hop
nha thau khong cé day dii cac ho so, tai liéu hop 18 néi trén thi chi dau tu co6 quyén khong
tiép nhan hang hoa, thiét bi, va nha thau duoc danh gia 1a khéng thuc hién ding cam két cua
hop dong dong thoi chii dau tu s& ¢ quyén cham dut hop dong, va hity két qua lua chon nha
thau, va nha thau phai chiu tit ca moi thiét hai do minh gy ra.

1.2.2. Yéu cau k¥ thuat chi tiét



Bt ky thwong higu, nhan hiéu nao néu cé trong bing yéu cau ky thudt dwéi day déu
mang tinh chit minh hoa cdc tiéu chudn chit lwong, tinh néing kj thudt yéu ciau. Nha thiu
c6 thé lua chon dy thau hang hoa co nguén géc, xuét x{r, nha san xuit, thuong hi¢u phu hop
v6i diéu kién cung cip nhung phai dam bao yéu cau co thong sé k thuat, tinh ning sir dung,
tiéu chuan cong nghé “twong dwong” hoic tét hon so véi cac yéu cau cu thé ¢ dudi va cung
cap tai liéu chimg minh sy twong dwong hodc dap tmg tt hon cta hang hoa chao thau so véi
yéu cau cua E-HSMT.

So

TT Danh muc hang hoa DVT
lwgng

Que thir xét nghiém dinh tinh chat gy nghi¢n Morphine
(MOP) trong mau nuéc tiéu

Quy cach k¥ thuat:

- Ngudng phat hién: 300 ng/ml

- D6 nhay >99.9%, d¢ dac hi€éu >99.9%, do chinh x4c >99.9%
so voi phuong phap sic ky khi/ khéi phd (GC/MS) trén 200
mAau nudc tiéu.

- Ti trong nude tiéu tir 1.000 - 1.045 khong 1am anh huong két
1 | qua xét nghiém. Test | 5.300

- Cbc dyng nudc tiéu bang nhya trong sudt dé dé& dang quan
sat myc nudc tiéu trong qua trinh lam xét nghiém

- Co tai liéu k¥ thuat cua hang san Xuét cong bd: B 6n dinh:
100%, B3 1ap lai: 100%

- Pat tiéu chuén chit luong: ISO 13485.

- C6 chtng nhan phan tich chat lugng COA ctia nha san xuat.

- Nhié¢t do bao quan: 2- 30°C

- Quy cach dong goi: 25 test/hdp

Khay thir xét nghiém dinh tinh 4 chit gy nghién (MET,
THC, MDMA, MOP)

Quy cach k¥ thuat:

- Ngudng phat hién:

+ MET: 500 ng/mL.

+ THC: 50 ng/mL

+ MDMA: 500 ng/mL.

+ MOP: 300 ng/mL.

Test | 3.500




TT

Danh muc hang hoa

DVT

S6
lwgng

- b6 nhay, d6 dac hiéu, do chinh xac: > 99.9% dugc so voi
phuong phap sic ky khi/ khdi phd (GC/MS)

- Khong phan timg voi1 Acetylsalicylic Acid, Salicylic Acid

- Pat tiéu chuéan chat luong: ISO 13485

- C6 chung nhan phan tich chat lvgng COA ctia nha san xuat.

- Nhiét do bao quan: 2~30 °C

- Qui céch: 25 test/hop

Panel thir xét nghiém dinh tinh 5 chit gdy nghién
MOP/MDMA/MET/THC/KET trong miu nwérc tiéu

Quy cach k¥ thuat:

- Ngudng phat hién:

+ MOP: 300 ng/ml;

+ MDMA: 300 ng/ml;

+ MET: 300 ng/ml;

+ THC: 50 ng/ml;

+ KET: 300 ng/ml.

- D6 nhay >99.9%, d¢ dac hiéu >99.9%, do chinh x4c >99.9%
so voi phuong phép sic ky khi/ khéi phd (GC/MS) trén 250
mAau nudc tiéu.

- C6 tai liéu k¥ thuat cua hang san xuét cong bd: P 6n dinh:
100%, B3 1ap lai: 100%

- Ti trong nude tiéu tir 1.000 - 1.045 khong 1am anh huong két
qua xét nghiém.

- Cbc dyng nudc tiéu bang nhya trong sudt dé d& dang quan
sat myc nude tiéu trong qua trinh lam xét nghiém

- Pat tiéu chuén chat lugng: ISO 13485

- C6 chtng nhan phan tich chat lugng COA ctia nha san xuat.

- Nhiét do bao quan: 2- 30°C

- Quy cach dong goi: 25 test/hdp

Test

11.000

Khay thir xét nghi¢ém dinh tinh 6 chit giy nghién (AMP,
KET, MET, THC, MDMA, MOP

Quy cach k¥ thuat:

- Ngudng phat hién:

Test

2.800




TT

Danh muc hang hoa

DVT

S6
lwgng

+ AMP: 500ng/mL

+ KET: 1000 ng/mL

+ MET: 500 ng/mL.

+ THC: 50 ng/mL

+ MDMA: 500 ng/mL.

+ MOP: 300 ng/mL.

- B0 nhay, do dac hi¢u, do chinh xac: > 99.9% dugc so voi
phuong phap sac ky khi/ khéi pho (GC/MS)

- Khong phan tng véi Acetylsalicylic Acid, Salicylic Acid

- Pat tiéu chuén chat lugng: ISO 13485.

- C6 chtng nhan phan tich chat lugng COA ctia nha san xuat.

- Nhiét do bao quan: 2- 30°C

- Qui cach: 25 test/hop

Panel thir phat hién dinh tinh 7 chit ma tay
MOP/MDMA/COC/ MET/K2/KET/THC trong miu nwéc
tiéu

Quy cach k¥ thuat:

- Ngudng phat hién:

+ MOP: 300 ng/ml;

+ MDMA: 500 ng/ml;

+ MET: 500 ng/ml;

+ THC: 50 ng/ml;

+ KET: 1.000 ng/ml;

+ COC:150 ng/ml;

+ K2: 50 ng/ml.

- D6 chuin xac so v6i phuong phap sic ky khi/ khéi phd
(GC/MS) dat MOP: 95,2%, MDMA: 98,8%, MET: 97,2%,
THC: 98%, KET: 98%, COC: 97,6%, K2: 98%

- Pat tiéu chuén chit luong: ISO 9001, 13485.

- C6 chung nhan phan tich chat lvong ctia nha san xuét.

- Nhiét do bao quan: 2- 30°C

- Quy cach dong goi: 25 test/hop

Test

1.000

Muc 2. Ban vé: Khong ¢6

Muc 3. Kiém tra va thir nghi¢ém




Céc kiém tra va thir nghiém can tién hanh gom c6: Trong trudng hop can thiét Chu dau
tir, Bén moi thau hodc dai dién Chu dau tu thuc hién kiém tra, thir nghiém hang héa hoic
moi don vi kiém dinh doc 1ap vé kiém tra thiét bi hang hoa Nha thau cung cap. Moi chi phi
kiém dinh s& do Nha thau chiu.



