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cQNc HdA XA ngr cno NGHIA VrET NAM
DQc l$p - Tg do - H4nh phric

Ngdy 01/8i2022,80 truong BQ Y tii ban hanh Th6ng fi s5 O5l2O22nT-

BYT Quy tllnh chi titit thi hanh mQt s6 tli6u cria Nghf dinh 98/202IAID-CP ngdy

O}llll2d2l cria Chinh pht v6 quan ly trang thitit bi y t6. Th6ng tu c6 hiQu llrc kti

tu ngiy kf ban hanh. Toin v[n Th6n gw s6 OS\ZOZ2ITT-BYT ng ity 011812022 dd

dugc d6ng tai tr6n c5ng th6ng tin cria B0 Y ti5.

V6 nQi dung tren, Ph6 Cht tich UBND tinh Nguy6n Thi H?nh giao Sd Y
t6, c5c sd, ngdtrh,-don vi, 0y ban nhan dan c6c huyQn, thi x6, thanh ph6 nghidn

criu, thgc hiQn theo thAm quyAn; chri tlQng tlam muu, tl6 xu6t tri,3n ktrai nhfrng

nQi dung thuQc thAm quyiin vi tr6ch nhi€m cria Uy ban nhdn dan tinh, Chri tich

LIBND tiNh.

Vin phdng UBND tinh truy6n tlat f kii5n chi tl4o dti c6c s&, ngAnh, don vi,

Uy ban nhan dan c6c huyQn, thi x5, thanh ptri5 til5t, thuc hiQn./.

Qudng Ninh, ngsy 0i tluing 8 ndm 2022

- Cdc Sd, ban, nginh thuQc tinh;

- Uy ban nhan den c6c huyQn, th! xe, thenh ph6.

KT. CHANH VAN PHONG
PH6 CHANH VAN PHONG

Vii Son H]r
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36: 0s 12022/TT-BYT Hd N)| ngay 01 thdng 8 ndm 2022

CQNG HOAXAHQT CHo NGH1Avr*rx.AU
DQc lip - Tg do - Hgnh phtc

THONG Tt'
Quy rlinh chi ti6t thi hirnh mQt s5 ai6u cta Nghitlinh s6 98202lAtlCP

ngiy 08 th6ng 1l niim202l eta Chinh phri vA quin $ trang thi5t bi y t6

Cdn cilr Nshi itinh si| ZS|ZO|I|WO-CP ngay 20 thdng 6 ndm 2017 c,ia

Chinh pkr Ety ttinh clnirc nnng rt@ w quydt lqn vd co ctiu t6 chtic aia B0 Y i ;
Cdn c* Nghi ilinh si| C8/202IND-CP ngcy 08 tluing ll nim 2021 aia

Chinh pIruvi quin $, tang thiiit bi y tii;

Theo tli nghi cw Yy tnrtng Yu Trang thidt b! vd C6ng trinh y td;

B0 tncons B0 y tii ban hdnh Thdng tu suy iftnh chi tiiit thi hdnh m1t sii dtiu
cua Nghi ilinh sii gAnOZttttO-CP ngdy 08 thing t t ndm 2021 cia Chinh phivi
quin li,trang thiiit bi Y tii.

Ei6u 1. Phgm vi tlidu chinh

l. Th6ng tu niy quy dinh chi ti6t thi hnnh m6J sii di6u cua NChi dinh s6

98/202IAID-CP ngiy 08 tbang I I ndm 2021 cta Chffi phri vE quan lf trang thi6t

bi y ti5 (sau rEy viiit tat h Nghi tlinh s6 98/2021lNE-cP) g6m:

a) PhAn lopi trang thiiSt bi y tii quy tlinh tai khoan 5 Ei6u 5 Nghi tllnh s6

98/2021IND-CP;

b) B,5 sung danh mgc trang thi6t biy tii chdn dorin in vitro kh6ng phii thyc

hi€n tl6nh gi6 chdt luqng bdi co quan c6 thdm quy6n cria ViQt Nam quy ttlnh

tai tlirim d khoan 3 Diiu 30 Nchi dinh s5 eAlzOztnuo-Cf;

c) Danh muc trang thiiSt b! y t6 thuQc lopi B, C, D dugc mua, bin nhu c6c

hing h6a th6ng thulng quy tlinh tei khoan 1 Di6u 42 Nghi ilinh sii

98/202lA.ID-CP;

d) Danh muc trang *ritit bi y tii phni tluo. c ki6m dinh vi an toe,n vi tffi
nang k/ thu{t quy dinh tai khoan l0 Di6u 70 Nghi dinh s6 gVzOztnto-Cp;

d) Danh mpc trang thiiSt bi y t6 cip gidy ph6p nhfp khnu quy dinh tai Di6m

d khoin 2 Di6u 76 Nehi tlinh sii 98/2021IND-CP.

2. C6ng UO tr6t hi€u lgc mQt sii vnn ban vd quan lf trang thiait bi y t6.
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Di6u 2. Quy ilinh viQc phAn logi trang tni6t Ui y t6

l. Trang thiiit bi y ti5 duqc ph0n loei theo mQt ho$c mQt nh6m rtd x6c tlinh

mric iIQ rui ro vi c6p sii tmr tranh.

2. Viec ph6n logi mQt ho{c mOt nh6m trang thi6t bi y t6 phii dlra tr€n co sd

quy tic phin lo4i vA mric <10 rui ro A, B, C, D (quy <linh cU th6 tai PhU lgc I ban

hanh kdm theo Th6ng tu niy).

3. Mhu ban ki6t qua phAn loqi trang thiiit biy tri tluqc thgc hiQn tho Phu luc II

cua Th6ng tu ndy.

Di6u 3. 86 sung danh mgc trang thi6t biy t6 chin ttoin in vitro kh6ng

phii thr;c hiQn iiinh gi6 ch6t lugmg bdi co quan c6 thim quytn cfra ViQt Nam

quy ilinh tpi ifi6m d khoin 3 Ditu 30 Nghi ilinh s5 gSDO2rlltD-CP

l. Di dugc cdrp giiiy chrmg nhfn hm hanh t.u do (Certificate of Free Sale)

cta m$t trong c6c nu6c, t6 chric sau:

a) Cuc Quan $ Thgc phdm vi Dusc phAm Hoa K| (FDA) - M9;

b) Cuc Quan lf hang h6ati liOu (TGA) - Uc;

c) Co quan Qu,An ly y tr! Canada (Health Canada);

d) B0 Y tti, Lao dQng vi Phric lqi NhAt Ban (MHLW);

rl) Co quan Duqc ph&n vn Thitit b! y tii Nhat Ban (PMDA);

e)Cpc Quan lf sanphamytiiqui5cgia c6p TrunguongTrungQu6c (National

Medical Products Administration - NMPA);

d BO An toan Thgc ph6m vi Duqc pham Han Qu6c @inisry of Food &

Drug Safety - MFDS);

h) C6c nuoc thuQc thanh vi6n EU c6p Ur* quy chii 2017/746 ban hanh ngdy

05 ttuing 4 ndm Z0t7 cua Hqi tl6ng ve Nehi viQn Chiu Au ve trang thiiSt $ y tii

clin ao6n in vitro (Regulation (EU) 2017 l7 46 of the European Parliament and

of the Council of 5 April 2017 on in vitro diagnostic medical devices).

2- Di dugc c6p s6 tuu hanh hoic Gi6y chtmg nhfln deng ki luu hanh, gi6y

ph6p nhip khiu theo hinh thr?c thuong mai tai Viet Nam, trtr c6c tnrctng hqp

da bi thu h6i.

3. Kh6ng phii ld thui5c thri, ch6t hiQu chuin, v4t li€u ki6m so6t in vitro'

Dilu 4. Danh mgc trang thi6t bi y t6 ttuQc logi B, C, D duqc nua, bin

nhu c6c hing h6a th6ng thuong theo quy ilinh tli khotin I Dilu a2 Nghi

dinh s5 98/2o21alD-cP

l. M6y tlo truyiit ap c6 nh6n
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2. M6y do n6ng dQ b6o hda ory rong m6u (SpO2) toai dung pin ke.p ng6n tay.

3. M6y htt mfii tr€ em.

4. Nhiet tii aien tt, nhiet ki5 h6ng ngoqi.

5. Cdc trang thi6t bi y t6 duqc s& dung d6 do duong huy6t c6 nhen: m6y do duirng

truyct Uut t6y mdu, que thu, kim 6y m6u dung diph chu.in, dung dich chimg.

6. M6y x6ng khi dung.

7. Bnng, gac y tii c6 nhAn.

8. Nu6c mit nhdn t4o duo. c ph&r loai li trang thitlt bi y t6.

9. Bao cao su.

10. Mang phim tr6nh thai (kh6ng chria thui5c).

I l. Dung dich b6i tron 6m d4o duo. c ph6n lo4i ln trang thiiit bi y tii.

12. Tti chudm n6ng, l4nh st dgng diQn.

13. Trang thi6t bi y tii chAn do6n in vitro q,r x6t nghiQm thu6c lo4i B.

14. Trang thilit bi y ti5 chAn dorin in vitro tg x6t nghiQm HIV, SARS-CoV-2.

Di6u 5. Danh mgc trang thi6t biy t6 phni tluqc ki6m dinh vd an toin vi
tinh ning ky thuat theo quy ilinh Qi khoin l0 Didu 70 Nghi tlinh s6

98/2021tt{D-CP

l. M6y tho.

2.Miry gAy m6 kdm thd.

3. Dao m6 di€n.

4. L6ng 6p tr6 so sinh.

5. M5y ph6 rungtim.

6. M6y thin nhdn t4o.

Dilu 6. Danh mgc trang thi6t biy t6 c6p gi6y ph6p nhgp khiu A6 thsc
hipn quy ilinh t?i tli6m d khoin 2 Ei6u 76 Nghi ilinh s5 gAlZOztfuO-Cp

l. C6c thiiit bi chAn do6n hinh anh dung tia X.

2. H€ th6ng cQng hucmg tu.

3. M6y si6u 6m chAn do6n.

4. HQ thiing nQi soi chin dorin.

5. HQ thi5ng Cyclotron.
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6. Thii5t bi chrin tto6n bing tt6ng vi ph6ng x4 GQ thiing PET, PET/CT,

SPECT, SPECT/CT, thiiit b! tlo dQ t6.p trung iiit Ir30, Ir3r).

7.M6ry do khric xa, gi6c m4c tg dQng.

8. M6y do diQn sinh lj (M6y diQn n6o, Miy tliQn tim, M6y diQn co).

9. M6y <to di€n v6ng mqc.

I0. MAy do dQ lodng xuong.

I l. M6y chpp cit lop tl6y mit; Uay chgp hulnh quang ddy mit.

12.MAy do nhip tim thaibdng si6u Am.

13. M6y tlo/phdn tich chfc nnng h6 h6p.

l4.Mrly ph6n tich sinh h6a; M6y phAn tich tli€n giii, khf m6u.

15. Mriy phdn tich huyilt hgc; M6y phAn tich nh6m m6u.

16. M6y do d6ng mriu; Mriy do t6c dg m6u ling.

17. HQ thiing x6t nghiQm Elisa.

18. Mriy chiiSt Ucir tii Uao.

19. Mriy do ngrmg Qp vd phAn tich chric nEng ti,iu c6u.

20.Mby dinh danh vi khuin, virut.

2l.Miry ph6n tich mi6n dich.

22. Chfuthtt, ch6t hi-6u chuin, v6t li€u kiiim so6t in vitro.

23. Cdc thii5t bi <Ii6u tri dtrng tia X.

24. HQ thring phiu thu{t nQi soi.

25. Cdc thiiit bl x4 tr! (Mriy Coban didu tri ung thu, M6y gia t6c tuy6n tinh

diiu tr! ung thu, Dao m5 gamma cdc lo4i, Thitit bi x? tri 6p s6t cic lo4i).

26.Miy theo d6i benh nhan.

27.Bomtruydn dich; Bom ti€m tliQn.

28. Dao m6 laiqn cao tin, laser, si6u Am).

29. Kinh hi6n vi phSu thu4t.

30. HQ thting thiiit bi phiu thu{t ti6n liQt tuyiin.

31. M6y tim ph6i nhAn t4o.

32.Thietb! dinh vitrong phSu thu{t.

33. Thiiit bi ph6u thuit lanh.

34. LOng 6p trd so sinh; Mriy su&i 6m tr6 so sinh.

35. Mriy g6-y mllgAry m6 kdm thd.

36.Miry gitp thd.

37.MAy ph6 rung tim, tlo nhiP.
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38. Buting 6xy cao 6p.

39. H€ th6ng tin s6i ngoii co tneruen soi nQi soi.

40. HQ thiing *ri6t bi si€u im cudng dQ cao di6u tri l,rtriii u.

41. Thi6t bi lqc m6u.

42. HQ th6ng phiu thuit chuy€n nganh nh6n khoa (Laser Excimer,

Phemtosecond Laser, Phaco, M6y cEt dich kinh, M6y cit vat gi6c mgc).

43. Kinh mIt, ktuh & Edng (cAt vian, logr) vn dung dich bao quar kintr ry tong.

44.Mity Laser diAu trl dtng tong nh6n khoa.

45. CAc loai thi6t bi, v6t fie.u c6y ehdp l6u dai (tr,6n 30 ngiy) vno co th6.

46. Cec lo4i thiiSt bi, vfi li-6u can Origp vio co ttr6 OuOc chuy€n khoa tim
mach, thin kinh sg ndo.

Di6u 7. HiQu lq,c thi hirnh

I . Th6ng tu nay c6 hiQu lgc thi hanh k6 ru ngny 0l theng 8 ndm 2022.

2. Cdc nQi dung quy tllnh chi ti.it thi hanh mQt sri tli6u cua Nghi tlinh sii
98/2021/ND-CP tai Th6ng tu niy <fugc ap dung tu ngny Nghi <linh s5

98/202IIND-CP c6 hipu Ip thi htnh.

3. Miu s6 t3.Ol, m6u si5 13.02 quy dinh r4i Php lgc I vi miu quy ttfnh tai
PhU lqc V cria Th6ng tu si; tgtZOZtfrc-BYT ngiy 16 thdng I I nim 2021 cua Bg
truong BQ Y t6 quy tlinh miu vin bin, b6o crio thUc hi€n Nghi dinh s6

98/2021A{D-CP ngiy 08 thring I I ndm 2021 cria Chinh phri vA quan ry nang thi6t
bi y t6 h6t hi€u luc tlri henh k{3 tu ngiy Th6ng tu niy c6 hiQu lyc thi hnnh.

4. Cric v5n ban sau ttAy htit hiQu hlc thi hanh k6 tu ngAy 0l thring 0l ndm2022:

a) Th6ng tu s6lgtzorcrrt-BYT ngiy 28 thring l0 nim 2016 cria 89 truong
89 Y t6 quy dinh chi tiiit viQc ph6n lo4i trang thiiit bi y t6;

b) Th6ng tu s6 46/2OnffI-BYT ngiy l5 thring 12 nim 2017 cua BQ trucrng
BO Y t6 quy tlinh chi ti6t thi hanh mO.t sii aidu cuaNghi tti.nh sii 36/2016/ND-CP
ngiy l5 th6ng 5 nim 2016 cua Chinh phri ve quar,r lf trang thiiit bi y ti5;

c) Th6ng tu s6 ?81}O2O!IT-BYT ngiy 3l th6ng 12 n6m 2020 cia BQ truong
BO Y t6 quy <tinh danh mgc trang thi6t bi y tr5 phni kiiim tlinh an toi.n vi tinh ning
ki thuit;

d) Khoan I Di6u I Th6ng u s6 ZI\ZOZ\ITT-BYT ngiy 09 thring 12 nim
2021 cria B0 trucmg BO y t6 sua d6i, b6 zung mQt sti vin ban quy phem ph6p luft
do BQ truong B0 Y tii ban hanh.
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Di6u 8. LQ trinh thgc hiQn

l. Di5i voi c6c rang thi6t b!y ti5 quy tlinh tai c5c khoin 1,2 vi 3 Ei6u 5

Th6ng tu ndy:

a) N6u mua s6* sau ngdy 3l thring 12 nim2022phni ki6m <linh an toirn vir

tinh ning k! thu{t cta tran! thi6t bi y t6 theo dung quy trinh ki6m <Iinh do B0

truong B0 Y t6 Uan na*r;

b) N6u mua s6m trudc ngdy 0 I thang 0l ndm 2023ph6i hoan thanh viQc ki6m

dinh tru6c ngiy 0t th6ng 6 ndm2023 theo dtng quy trinh ki6m dlnh do B$ truorg

B0 Y t6 ban hinh.

2. D6i voi c6c trang thi6t bi y t6 quy dinh tai c6c khoin 4, 5 vi 6 EiAu 5

Th6ng tu niy:

a) N6u mua sim sau ngdy 3 1 th6ng 12 nFm 2023 ph6i ki,im tlinh an toin vd

tinh ndng kI thuat cia trang thi6t bi y t6 theo dung quy trinh ki6m ttinh do B0

truong 86 Y ti5 ban hdnh;

b) N6u mua sim trudc ngiy 0l th6ng 01 ndn2}24phAihoin thanh viQc ki6m

dlnhtru6cngiy0lth6ng6ndm2024theotlringquytrinhki6mtlinhdoBgtruong
B0 Y tii ban hinh.

Di6u 9. T6 chric thr;c hiQn

Chrlnh Vdn phdng BQ; Ch6nh Thanh tra BQ; Vq tru&ng, Cqc tru&ng' T6ng

cuc truong thuoc Bo y t6; Girim tliic Ss Y tii c6c tinh, thinh phi5 trgc thuQc

Trung uong va co quan, t6 chirc' c6 nhdn c6 li6n quan chiu tr6ch nhicm thi hdnh

Th6ng tu nir,v-.

Trong qu6 trinh thgc hiQn n6u c6 kh6 kh6n, vuong m6c, dd nghi c6c co quan'

t6 chuc, c6 nhdn phan 6nh kip thdirC eO y t6 d6 xem x6t, giii quyEt'l'1-
,l

Nai nhQn:
- Uj ban Xi hQi cna Qu6c hOi;

- Vin pftOng Citinf, pnrl ryu fCVX, C6ng brio, C6ngfiDT
tl

Chinh pht);
- B0 Tu phnp (Cuc Ki€m tra VBQPPL);
- Cric 80, Coquan nga.nts 90, Co quan thuQc Chlnh ph

- Q. B0 truong B0 Y t6 (tl.€ b/c);

- ia" tni, tr"Eng sq Y td (dd ph6i hqp chi .lao);

- UBND cric tinh. thanh ph6 tryc thuQc Trung uong;

- Sd Y t6 c6c tinh, thinh ph6 t4rc thuQc Trung uongl

- Sd Khoa hqc vi C6ng ngh$ cric tinh' thinh ph6 tryc thu0c

Trung uongl
- Bio hidm Xi h6i ViQt Nam: 

.

- Cic tlon vi tryc thuqc B$ Y t6: y t6 c6c BQ, ngiurh;

- Circ VU. Cuc. 'tiing Csc. VAn th6ng B$' Thanh tra 86:

- C6ng th6ng rin tlien ni B0 Y t6:

- Luu: VT, PC. TB'CT'

Xuin Tuy6n


