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Noi nhQn:
- Nhu tr6n;
- CT, c6c PCT UBND tinh (b6o c6o);
- v0, vl-3, DLI;
- Luu: VT, VX5.
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- C6c Sd, ban, ngdnh thuQc tinh;
- Uy ban nhan dan c6c huyQn, th! x6, thanh phii.

CQNG HoA.XA HQr Cn0 NGHIA VrET NAM
DQc l$p - Tg do - Hpnh phric

Qudng Ninh, ngay Ahang 8 ndm 2022

KT. CHAI\IH VAN PHONG
PH6 CHANII VAX rrrduC

V[ Son H]r

Ngiy 0l/8/2022,80 truong BO Y ti5 ban hanh Th6ng w s6 oatzozznr-
BYT Quy dinh danh muc vd c6p sti luu hanh trang thir5t bi Y t6 phuc vu phqng,

ch6ng dich COVID-I9 trong trudng hqp c6p bich. Th6ng tu c6 higu luc k6 tu
ngdy ky ban hanh. Toirn vdn Th6ng tu s6 OA1ZOZZffI-BYT ngiy Oll8l2\22 dd

duo. c tl6ng tai tr6n c6ng th6ng tin cta BO Y ti5.

VC nQi dung tr6n, Ph6 Cht tich UBND tffi Nguy6n Thi Hanh giao 56 Y
t5, c6c sd, ngiurh, tlon vi, Uy ban nhan dan c6c huy6n, thi x5, thanh phi5 nghiOn

criu, thyc hiQn theo thAm quydn; chri dQng tham muu, tl6 xu6t tri,3n ktrai nhtng
nQi dung thuQc thAm quydn vd tr6ch nhiQm cia Uy ban nhin dan tinh, Chri tich
UBNDtiNh.

V6n phdng UBND tinh tmyAn det f kiiin chi d4o d6 c6c sd, nginh, ilon vi,
Uy ban nhin d6n c6c huyQn, th! x6, thanh ptrii bii5t, thuc hiQn./.

Kinh grii:
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coNG HOA XA Hor CHUNGHIA VrtT NAM
DQc t$p - Tg do - H4rh phric

Hd NAi, ngay 01 tluing 8 ndm 2022

THONG TU
Quy tlinh danh mgc vi c6p s5 lrru hinh trang thi6t b! y t5 phgc vq phdng, ch6ng dich

COVD-I9 trong trudmg hgp cip b6ch

Cdn ct NShi ilinh sii ZStZOntttO-Cp ngay 20 tluing 6 ndm 2017 cia
Chinh plru quy dirt chic nnng nhiQm v4 qttyAn nan w co ciiu td chic ctta BQ y d;

Ctu ct Nghi itinh tii gAtZOZttU>Cp ngay 08 ttuing It ndm 2021 ona
Chinh ptruvi qudn tj,trang thi6t bi y tti;

Theo ili nghi cua V1r tnnng Vqt Trang thi& bi vd C6ng trinh y t6;

BQ truvng BO Y tii ban hanh Th6ng tu qtty irirt danh myc vd ciip sii lnt
hdnh trang thti* bi y tii pharc vc pting, chiing dich COWDtg trong hrtng hsp
c,ip bdch.

Diiu l. Danh mgc trang thi6t bi y t6 phpc vg phdng, chdng dich
COVID-I9 trong truirng hqp 

"ip bich theo quy dlinh tgi khoin 3 Di6u 29
Nghi ilinh s5 gglZOZtlttO-CP ngiy 08 th6ng u nim 2021 ci]Ia Chinh phi
v6 quin lf trang tni6t bi y t6

l. M6yPCR

2. H6a chit (sinh phim) ch4y mdy PCR x6t nghiQm SARS-CoV-2.

3. Test kit x6t nghipm nhanh l,*r6ng nguy0n/ kh6ng thri lJuing SARS-CoV-2.

4. Miy thd chric ntrng cao, m6y thd xdm nhgp vi kh6ng xAm nhfp, m6y thd
kh6ng xim nhdp, m6y oxy ddng cao, m6y th&x6ch tay.

5. M6y lgc miu li6n tgc.

6. M6y X-Quang di <lQne.

7.Miy tlo khi miu (do dugc tliQn giii, lactat, hematocrite).

8. M6y theo d6i bQnh nhtu > 5 th6ng sti.

9. Born ti6m diQn; Bom truyain dich.

10. M6y ph6 rung tim c6 tqo nhip.

I l. Miy do thoi gian d6ng miu.

lZ.Miry do huy6t dQng.
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Dilu 2. 86 sung gi6y chrrhrg nh$n tllng kf hnr hirnh trang thi6t q y t6 tnu6c
loSi C, D phgc vg phdng, chSng dlch COYII)-I9 trong trutmg hqp c6p bdch

86 sung miu gidy chimg nh{n <ting kj lrru hanh trang thiiSt biy t.5 thuQc loai
C, D phuc vu phdng, chting dich COVID-I9 rong trudng hqp cip b6ch (quy tlinh
tgi Phg lgc I kdm theo Th6ng tu niy).

Ei6u 3. HiQu lgc thi hinh

l. Th6ng tu niy c6 hiQu lyc thi hanh kri tt ngiy 0l th6ng 8 ndm 2022.

2. Th6ng tu sit tttZOZtlTT-BYT ngdy 16 thring 9 n6m 2021 c0a BQ truong
BQ Y ti! quy tlinh cip sti luu hanh, nhfp khiu trang thiilt bi y tii phpc vs ho4t tlQng

phdng, ch6ng dich COVID-I9 trong truong hqp c6p br{ch hiSt hiQu lgc thi hanh

k6 ttr ngAy Th6ng tu niy c6 hiQu luc thi hanh.

Didu 4. Diiu kho6n chuy5n ti6p

C6c h6 so dd nghi cAp gr6y chung nh{n tl5ng ky ltru hinh tliii voi tang ttriiSt Ui

y ti lo?i C, D phqc 4r phdng chiing dich COVID.19 di tlugc BO Y 6 tir6p nhAn

tru6c ngiy 0 I th6ng 0 I nim 2022 duo. ctii5p tUc giai quyrit theo quy dlnh cta Th6ng
tu s6 tl/ZOZtfff-BYT ngdy t6 theng 9 ndm 2021cria B0 truong B9 Y tii quy

dinh c6p s6 tuu hanh, nhf,p khAu trang thiiit bi y t6 phpc vs hogt d6ng phdng,

ch6ng dlch COVID-I9 trong trudrng hqp cip b6ch.

Di6u 5. T6 chrrir thr;c hiQn

Ch6nh Van phdng BQ; Chffi Thanh tra Bg; VU trudng, Cgc rudng, T5ng
Cuc tru&ng thuQc B0 Y tii; Gi6m tliic Sd Y t6 c6c tinh, thdnh ph6 trgc thuQc

.:
trung uong vd co quan, t6 chuc, c6 nhAn c6 li€n quan chlu tr6ch nhigm thi hAnh

Th6ng tu nAy.

t6 chric, c6 nhin phan 6nh klp thdi vC n6 V tii tili xem xdt, giii quy6t./

Trong qu6 trinh thuc hi6n n6u c6 kh6 khdn, vuong m6c, dE nghi c6c

'rtf
uan.

Noi nhQn:
- Uj ban Xa hQi cia Qu6c h$i;
- Vnn phdng Chlnh phri (Vu KGVX, C6ng
Chinh pht);
- B0 Tu ptuip (Cuc Kidm ra VBQPPL);

brio, C6ng TTDT

Q TRUONG
TRI.IONG

KT. B

- Cdc BQ, Co quan ngang BQ, Co quan thuQc Chinh pht
- Q. B0 truong B0 Y t6 (ad ul");
- Cric Thf tnrong BO Y t6 (d6 ph6i hqp chi dgo);
- UBND cic tinh, thanh ph5 tr.uc thuQc Trung uorg;
- Sd Y td cric tinh, thanh ph6 trgc thuQc Trung uong;
- Sd Khoa hgc vi C6ng nghf oic tinh, thanh ph6 tarc thuQc
Trung uong;
- Bno hiiim )(n hQi viQt Nam;
- C6c don vi tnrc thuQc BQ Y d; y tii crtc 80, ngAnh;
- C6c Vp, Cgc, T6ng Cpc, Vdn phdng BQ, Thanh tra BQ;
- C6ng th6ng tin <ti€n tu B0 Y t6;
- Luu: VT, PC, TB-CT.

Xuin Tuy6n
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Phg tyc I
@an lcinh kim theo Ih6ng w s6 06/2022/TT-BYT n*dy |lthan| I ndn 2022

cua BA turtng Bo Y fi)

BOYTE

S6 Hd Nfii, ngdy.... thdng.... nim 20...

GIAY CHLNG N}IAN DANG K* LUtr HANH TRANG THItT BI Y TT
THUQC LOAr C, D PHUC VU PHONG, CH6NG DICH COVrD-I9

TRONG inrJONc HgP cAP BACE

Cin cf Nshi dinh s6 98/202IAID-CP ngiy 08 th6ng ll nim 2021 cta
Chinh phn v6 quAn lj trang thiet bi y tC;

9tu:," Th6ngtu s6 12022ffT-BY-l ngity *uing S ndm202} ctaBQ
truong 86. Y t6 quy dinh danh mgc vi cip s6 luu hanh trang thiiit b! y t6 phUc vU
phong, ch6ng dich COVID- 19 trong trudng hgrp cdp bdch.

B0 Y tii cip chtmg nhan tHng ky luu hinh cho trang thirit bi y tr"i lmoi tOOX)
nhu sau:

l. Tdn trang thii5t bi y t6:

2. T6n thuong mai:
3. Ma Global Medical Device Nomenclature - GMDN fudu c6):
4. Chirng loai:
5. Me s6n phim fu6u c6):
6. Quy c6ch d6ng g6i fudu c6):
7. Lo4itrang thirit bi y tii:
8. Mgc dich sri dqng:
9. TEn, dia chi cua co sd sin xu6t:
10. T€n, dia chi crla chii sd hiru rrang thiiit bi y tii:
I l. T€n, dia chi cta cht sd hiru s6 lm hanh:
12. T€n, dla chi co sd b6o hinh (niu c6):

Sii tuu na*r c6 higu luc tu ngiy ky ban hanh diSn ngdy .....

Noi nhfin: cHrIc \/U c0A.NGr/Or xf
Ki) ftn (Ghi ho ftn ddy di, ch*c danh)

Xdc nhdn bdng diiu hodc chfr tv

CQNG IIOA XA HQI CHU NGHIA VIET NAM
DQc lip - Tg do - Hlnh phric


