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UY BAN NHAN DAN CONG HOA XA HOI CHU NGHIA VIET NAM

TINH QUANG NGAI Doc lap - Tw do - Hanh phiic

S6: 484 /QD-UBND Quadng Ngdi, ngay5 thang 4 ndm 2022
QUYET PINH

Vé viéc phé duyét diéu chinh dic tinh ky thuit, phan nhom, quy cich
ciia 06 mat hang tai ké hoach mua sim vat tw, trang phuc bao hg,
héa chit va sinh phiam xét nghiém Covid-19 tir nguon thu xét nghiém
RT-PCR va test nhanh Covid-19 ciia Trung tim
Kiém soat Bénh tit tinh Quéng Ngii (Ian 2)

CHU TICH UY BAN NHAN DAN TiNH QUANG NGAI

Céin cir Ludt T chike chinh quyén dia phuong ngay 19/6/2015 va Lugt
sita doi, bo sung mot s6 diéu cua Ludt T6 chire Chinh phiit va Ludt Té chire
chinh quyén dia phuong ngay 22/11/2019;

Cén cir Ludt Ddu thau ngay 26/11/2013;

Can cir Nghi dinh 56 63/2014/ND-CP ngay 26/6/2014 cua Chinh phi

Quy dinh chi tiét thi hanh mét sé diéu cua Ludt Péu thdu vé lua chon nha
thau;

Can cir cdc N, ghi quyét ciia Chinh phii: s6 79/NO-CP ngay 22/7/2021 vé
viéc mua sam thuéc, héa chat vdt tu, trang thiét bi, phwong tién phuc vu
phong chong dich Covid-19; sé 86/NQ-CP ngay 06/8/2021 vé cdc giai phdp
cdp bdch phong chong dich bénh Covid-19 dé thuc hién Nghi quyét sé
30/2021/QH15 ngay 28/7/2021 ciia Quéc hi khda XV:

Céin cir Thong tu s6 58/2016/TT-BTC ngay 29/3/2016 cuia B truong Bo
Tai chinh Quy dinh chi tiét viéc sir dung von nha nude dé mua sim nhdim duy
tri hoat dong thuong xuyén cia co quan nha nuoc, don vi thue luc lugng vii
trang nhan dan, don vi sy nghiép céng lap, t6 chitc chinh try, 16 chuic chinh tri
- X hoi, t6 chitkc chinh tri xa hoi - nghé nghiép, t6 chike xa héi, t6 chitc xa hoi
- nghé nghiép;

Cén cit Thong tw s6 ]4/2020/TT BYT ngay 10/7/2020 cia Bé truong Bo
Y té ban hanh Quy dinh mét 56 ngi dung trong ddu thau trang thiét bi y té tai
cdc co sy té cong ldp;

Cdan cir Thong tu s6 16/2021/TT-BYT ngay 08/11/2021 cia By truong
B6 Y té Quy dinh gid dich vu xét nghiém SARS-CoV-2;

Cén cir Nghi quyét sé 27/2020/NQ -HDND ngay 10/12/2020 cia Hji
dong nhdn dén tinh ban hanh quy dinh vé phdn cap quan Iy, sit dung tai san
cong thugc pham vi quan ly cua tinh Quang Ngdi;
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Can cu Quyet dinh SO 61/QD-UBND ngay 19/01/2022 cuia Chu tich
UBND tinh vé viéc iy quyén quyét dinh don gid trong viéc mua sdm trang
thiét bi, vat twy té, trang phuc bdo hg, héa chat, sinh phém xét nghiém Covid-
19 phuc vu céng tdac phong, chong dich Covid-19 nam 2022;

Can cuwr Quyet dinh s6 53/0D-UBND ngay 14/01/2022 cia UBND tinh
vé viéc phé duyét ké hoach mua sém vat tu, trang phuc bdo hg, héa chdt va
sinh phdam xét nghiém Covid-19 tir nguon thu xét nghiém RT-PCR va test
nhanh Covid-19 ciia Trung tam Kiém sodt Bénh tét tinh Quang Ngdi (Ian 2);

Xét de ' nghi cua Gidm doc S¢ Y té tai Céng van sé 891/SYT-NVD ngay
06/4/2022 vé viéc xin diéu chinh ddc tinh ky thudt, phdn nhoém, quy cdch ciia
06 mdt hang tai ké hoach mua sim vt tw, trang phuc bao hg, héa chdt va
sinh phdm xét nghiém Covid-19 tir nguon thu xét nghiém RT-PCR va test
nhanh Covid-19 ciia Trung tém Kiém sodt Bénh tét tinh Qudng Ngdi (Ian 2).

QUYET PINH:

Diéu 1. Phé duyét diéu chinh déc tinh k¥ thuat, phan nhém, quy cach cua
06 mit hang tai ké hoach mua sim vt tu, trang phuc bao hd, héa chit va sinh
phim xét nghiém Covid-19 tir nguén thu xét nghiém RT-PCR va test nhanh
Covid-19 cta Trung tim Kiém soat Bénh tét tinh Quéng Ngii (lan 2), cu thé
nhu sau:

Noi dung tai Quyét dinh s6 53/QD-
TT | UBND ngay 14/01/2022 ciia Chii tich Noi dung dé nghi diéu chinh
UBND tinh
Mit hang STTO1: Trang thiét bj y té
chin dodn in vitro xét nghiém virnat
SARSCoV-2 dung cho may PCR
* Pic tinh ky thuat: * Pic tinh k§ thuit diéu chinh:
- Thoi gian chay < 60 phut - Phét hién dong thoi gene E, N trong
- Phit hop v6i cac dong mdy phd bién | 1 phéan tng.
CFX96, ABI7500, Rotor Gene- Q... - Str dung chirng ndi IPC dé kiém soat
- Phat hién dong thoi gene E, N trong 1 | toan bd quy trinh
phan ng. - Gi6éi han phat hién: tr 5 ban
| |- St dung chimg ni IPC-GAPDH d¢ | sao/phan tmg;
kiém sodt toan bd quy trinh - D¢ dac hiéu: 100%
- Gi6i han phat hién 5 Copies/phan ting | - Thoi gian chay < 60 phut
- D6 dic hidu: 100% - Pat tiéu chuin CE-IVD, ISO
- Pat tiéu chuin CE-IVD, ISO | 13485:2016.
13485:2016. - Phu hop cho may PCR: 7500 Fast
- Thanh phén: Dx/méay PCR ding kénh mau: FAM,
+ 1 dng Master Mix. ROX, JOE, CYS5.
+ 1 éng Primer & Probe Mix (Gene E,
gene N, IPC)
+1 Ong Control (Gene E, gene N, IPC) N
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Néi dung tai Quyét dinh sb 53/QD-
UBND ngay 14/01/2022 ciia Chii tich
UBND tinh

N¢i dung dé nghi diéu chinh

+ 1 Ong DEPC DW

Mit hang STT 02: Héa chit tach
chiét acid nucleic biing phwong phap
hat tw

- Phén nhom theo 14/2020/TT-BYT:
Nhoém 6

- Diéu chinh phan nhém theo Théng
tw s6 14/2020/TT-BYT: Nhém 4

Mat hang STT 04: Kit phat hién
virut SARS va SARS-CoV-2 dua
trén khuéch dai gene E

* Pic tinh ky thuat:

Kit phat hi¢n cac virut SARS va SARS-
CoV-2 dua trén khuéch dai gene E. Sit
dung chirng ndi EAV. D) nhay 1a 5,2
copies/Phan tng (95% Cl). Do dic
hiéu: khéng cho phan rng chéo véi cac
virut CoV NL63, 229E, HKU, OC43 va
MERS. Déng géi 96 phan tmg. Bao
quan dugc 1 ndm & nhiét do 4 - 25 do
C. O nhiét 4o -15 dén -25 do C c6 thé
bao uan lau hon. Chirng dwong chira 3
doan muc tiéu: E gene, N Gene va
RdRP.

* Pic tinh k§ thuét diéu chinh:

Kit phat hién cdc virut SARS va
SARS-CoV-2 dua trén khuéch dai
gene E. Str dung chirg ndi EAV. Do
nhay t6i thiéu 5,2 copies/Phan img
(95% CI). Do dic hiéu: khong cho
phan tmg chéo véi cac virut CoV
NL63, 229E, HKU, OC43 va MERS.
Doéng g6i 96 phan Gng. Chimg duong
chira 3 doan muc tiéu: E gene, N Gene
va RdRP.

Mat hang STT 05: Kit phat hién
virut SARS-CoV-2 dwa trén khuéch
dai diic hiéu gen RARP

* Pac tinh k¥ thuat:

C6 thé st dung thém chimg ndi EAV
(tay chon). Do nhay la 10,6
copies/Phan tng (95% CI). Do dic
hiéu: khong cho phan mg chéo véi cac
virut CoV NL63, 229E, HKU, OC43 va
MERS. Doéng go6i 96 phan tng. Bao
quan duoc 1 nam & nhiét do 4 - 25 d6
C. O nhiét d -15 dén -25 do C c6 thé
bao uan lau hon. Chirng duong chira 3
doan muc tiéw: E gene, N Gene va
RdRP.

* Pic tinh k¥ thuit diéu chinh:

D6 nhay t6i thiéu 10,6 copies/Phan
ung (95% Cl). P§ dac hiéu: khéong
cho phan trng chéo véi cac virut CoV
NL63, 229E, HKU, OC43 va MERS.
Ching duong chira 3 doan muc tiéu: E
gene, N Gene va RARP. C6 thé su
dung thém ching ndi EAV (tuy chon).

Mit hang STT 06: Kit chay dinh
lwrgng one-step RT-PCR thé hé 3
* Pac tinh ky thuit:

* Dic tinh k§ thuét diéu chinh:
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Noi dung tai Quyét dinh s6 53/QP-
UBND ngay 14/01/2022 ctia Chu tich
UBND tinh

N6i dung dé nghi diéu chinh

Phat hién chinh xédc mot luong tir 10
ban sao RNA cho tdi 1pg RNA total.
Luong 50ul mdi phan tmg du cho 100-

- Enzyme phién mi nguoc tong hop
¢DNA ¢ nhiét d§ cao hon (42-60°C).
- Enzyme khuéch dai DNA sir dung

500 chu ki khuéch dai PCR cong nghé "hot-start", wc ché phan
Thanh phn: tmg & diéu kién nhiét d¢ phong.

- 500 pl SuperScript® III/PIatmum@ - Phat hién chinh xdc mét Iugng tir 10
Taq Mix ban sao RNA cho téi 1ug RNA tong

- 12.5 ml 2X Reaction Mix

- 2 x 1 ml Magnesium Sulfate (50 mM)
- 500 ul ROX Reference Dye (25 pM),
bao quan tranh anh sang.

SO.

Miit hang STT 10: Khéu trang N95

* Quy cach: Hop/30 cai

* Pac tinh ky thuit:

Chét  liu:  vai  khong  dét
(Polypropylence) - Thanh nep miii ¢6
thé diéu chinh - Cac nép gép hinh chir
V - Kiéu gdp phing - Khiu trang ding
1 lan

bat tiéu chudn NIOSH N95 hoic
NIOSH-42C FR84, hodc EN 149-2001;
AS/NZ 1716:2012; hodc GB2626-20
06 hodc twong duong cho hiéu qua loc
t6i thiéu 95% sol khi rén va long khong
chira dau

* Quy cach diéu chinh: 01 cai/goi

* Diic tinh ky thuit diéu chinh:
Khéu trang co hiéu luc loc cao dat 1
trong céc tiéu chuin: NIOSH-42C
FR84; EN  149-2001; AS/NZ
1716:2012; GB2626-20 06; IMHL W-
Notification 214, 2018; KMOEL-
2017-64

Piéu 2. S6 Y té chi dao Trung tim Kiém soat bénh tit tinh c6 trach
nhiém x4y dung ké hoach lya chon nha thiu va trinh UBND tinh phé duyét dé
lam co s¢ thuc hién theo ding quy trinh, quy dinh ctia Nha nudc; dam bao
chit chg, tiét kiém, hiéu qua; dép mg yéu cau tiéu chuin k§ thuat, chit luong,
phuc vu kip thoi cong tac kham, chira bénh cho nhan dan va chiju trach nhiém
tinh chinh xac vé co s& phap ly, vé don gi4, hinh thic lua chon nha thau va
cac ndi dung tham muu cho UBND tinh.

Piéu 3. Quyét dinh nay c6 hi¢u lye thi hanh ké tir ngay ky. Cac ndi dung
khéc da phé duyét tai Quyet dinh s 53/QD-UBND ngay 14/01/2022 cta Chu
tich UBND tinh khong diéu chinh tai Quyét dinh nay vén gilt nguyén hiéu luc
thi hanh.

Diéu 4. Chanh Vin phong UBND tinh; Gidm dbc céc Sé: Y té, Tai
chinh; Giam déc Kho bac Nha nuée Quang Ngii; Giam dbc Trung tdm kiém
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sodt bénh tét tinh va Thu truéng céc s, nganh lién quan chju trach nhiém thi
hanh Quyét dinh nay ./.

Noi nhin: KT. CHU TICH
- Nhu biéu 4; :

- CT, PCT UBND tinh;
- VPUB: PCVP, CBTH;
- Luu: VT, KGVXime3n.
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