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V/v tri6n khai Th6ng tu sii
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Noi nhfin:
- Nhu tr€n;

- Cht tich UBND tinh (b6o c6o);

- UBND cdc ltuyQn, TX, TP;
- Trung tdm Ki6m so6t benh tat tinh;

- Lnnh dao VP UBND tinh;
- Luu: VT,NN. z.

CQNG HOA XA HQI CHT NGHIA VIET NAM

DQc l$p - Tg do - Hgnh phtic

Khdnh Hda, ngdy 23 thdng 3 ndm 2024

KT. CHUTICH
TICH

*

Kinh gti: Sd Y tC

Thr.rc hien Th6ng tu s6 tZtZOzqnt-BYT ngdy 261812024 cira B0 Y t€ v€

ban hdnh Danh mgc dugc liQu dQc lim thu6c, UBND tinh c6 f ki6n nhu sau:

Giao Sd Y tti cht tri, ph5i hqrp vdi c6c sd, ban, ngdnh, dia phuong, don vi

li6n quan, nghiOn ciru vd cht dQng tri6n khai, thuc hiQn Th6ng tu s5 tltZOZqnt-
BYT ngiy 26/812024 cta BQ Y t5 tr€n dia bdn tinh; b6o c6o, tham muu, d6 xu6t

cdc nQi dung thuQc thAm quy6n UBND tinh./.

(Dinh kem Th6ng tu s6 t 3/2024/TT-BW ngdy 26/8/2024 cita BA Y tii).
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BSYTE CQNG IIOA XA I{QI CI{U NGHIA VIET NAM
EQc l1p - Ty do - Ilanh phric

IId NAi, ngdy26thitng 8 ncim 2024

THONG TU,

Ilnn hirnh Danh nrgc clug'c ligu tIQc lim thu6c

Cdn cil'l-udt duoc sA tOS|ZOtOtgftt3 ngdy 06 thdng 4 ndm 2016;

Cdn cil'Nghi dinh t6 S+tzOlztNO-CP ngdy 08 thdng 5 ndm 20t7 cita
Chinh phti quy riinh chi tAt mAt sii dieu vd bi(n phdp thi hdnh Ludt duqc;

Cdn c* NSh! dinh tA tSStZOtAtUp-CP ngdy 12 thdng ll ndm 2018 ctia
Chinh phti sila dii, b6 sung mQt sii qtty dinh DAn quan ddn diiu ki€n ddu tu. kinh

doanh thtbc pham vi qudn li nhd nu:6c cia B0 Y tii;

Cdn cil'NShi dinh sii UtZOZSttfp-CP ngdy ]t thdng 12 ndm 2023 cia
Chinh phil sia diii, bd sung m\t sd dtiu ct)a Nghi dinh si5 54/2017/ND-CP ngtty
08 thdng 5 ndm 2017 cila Chinh phil quy dinh chi tiiit m\t t,i aii, vd biQn phdp
thi hdnh LuQt duqrc vd Nghi dinh sii 155/2018/ND-CP ngdy 12 thdng ll ndm
2018 ctia Chinh phil si'a diji, bd sung mQt s6 quy dinh hAn quan din diiu ki€n
dht tu' kinh cloanh thuQc pham vi qudn li, nhd nu.6c cia B0 Y td;

Cdn c{t,Nghi dinh sii gS/ZOZZtt'fp-CP ngdy l5 thdng ll ndm 2022 ctia
Chtnh phit quy dinh chilc ndng, nhiQm v4, quyin hqn vd co cdu td chic cia 86 Y tA;

't'heo di nghi cia Cuc tru:6ng Cqtc Qrdn ly Y, DuEc cd truyin,

BQ trudng BO Y E ban hdnh Th6ng tu ban hdnh Danh mttc ductc liQu d6c
tdm thu6c.

Diiju t. Phqm vi tliiju chinh

't'h6ng tu niy quy dinh nguy6n tic x6y dr,rng, tidu chi lga chon ducrc liQu
vAo Darlh mgc dugc li6u dQc tdm thu6c vi ban hdnh Danh mqc duoc liQu dQc
ldm thu6c ngudn 96" thuc v{t, dQng vQt, kho6ng vAt.

Didu 2. Nguy0n tic xiy dg'ng vir tiOu chi lga chgn dugc liQu vho Danh
rnqc drrqc li0u tl6c tirm thuSc

I. Nguy0n tdc xdy dgng Danh muc ducrc ligu dQc ldrn thu6c:

a) Ll<':a h-o. p vdi hu6ng ddn cta c6c ntr6c trong khu vuc vd h.6n th6 gi6i vd
ptr6n lo4i dugc liQu dc.rc lam thu6c; " ."t/
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b) I,ht hop ccr sd d& li6u vd dugc liQu dQc ldm thu6c tr€n thi5 gi6i;

c) K6 thua Danh muc ducrc IiQu d$c lim thu6c dE duoc ban hinh.

2. 'l'i6u chi lga chgn dugc liQu vdo Danh mgc duqc liQu dQc ldm thuiic:

Duqc liQu dugc xem x6t lpa chgn dua vdo Danh mqc dugc liQu dQc larn

thu6c khi dhp irng r.n6t trong c6c ti6u chi sau d6y:

a) Dugo ligu c6 chuyEn lu{n trong Dugc di6n ViQt Nam ho4c Dugc di6n
^ ,i

c6c nu'oc tr'6n th€ gio"i, trong d6 c6 th6ng tin dugc 1i6u c6 dQc, d4i dQc (trir

truong hgp ghi it dQc);

b) Du'gc ligu c6 dQc tinh cao g6y inh d6n sirc kh6e, tinh m4ng nguoi

st dung;

c) Dugc liQu trong qu6 trinh st dpng gAy ra phan ring c6 h4i nghiOm trgng

dir dugc bi6t hoac dugc I'6 chric Y ti5 Th6 gi6i, co quan qu6n lf c6 ilrAm quy6n

ctia ViQt Narn ho{c co'qLran quin l1i c6 thAm quydn c,ia nu6c ngodi khuy6n c6o.

Ditu 3. I)anh mrlc dugc IiQu d$c lirm thu6c

Ilan hAnh kdrn theo Th6ng tu ndy Dnnh muc dugc liQu dQc ldrn thu6c

Dao goln:

l. Danh rnuc dugc liQu d$c ngrOn gil" tir thqc v{t quy dinh tai Phg lgc I

ban hAnh kdrr tl-reo 'fh6ng tu nAy.

2. Danh muc duo-c liQu dQc ngu6n g6c tir d$ng vft quy dinh tAi PhU lUc II
ban hirnh kdm theo th6ng tu ndy.

3. Danh mqc ducrc li€u <10c ngu6n gtic tir kho6ng vit quy <l!nh tqi Phu luc

III ban hAnh kdm thco 'Ih6ng tu ndy.

Di6u 4. Quy tlinh si'dgng danh mgc dug'c IiQu tIQc Ihm thui5c

l. Danh muc cluo-c liqu dQc ldm thu6c li ccy sd d6 co quan quAn lli nhi
mr6c thuc hiQn quy dinh v€ quan lf aOi vOi dugc liQu dQc trong kinh doanh,

dang kj, ghi nhdn, k0 don, c6p ph6t, ch6 bi6n, bAo quAn, sri dgng, thanh tra,

kidnr [r:a, xt lf vi ph4m vd c6c hoat dqng kh6c c6 li6n quan.

2. Dugc li0u duoc d6nh d6u (*) t4i c6c Php lpc ban hdnh kdrn theo Th6ng
tu ndy phii duqrc ch6 bi6n theo dring phuong phrip ch6 bi6n quy dinh t4i Th6ng
tu s6 30/2017/'I'1'-BYT ngAy ll rh6ng 07 n6m 201: cia BQ trudng BO y t6

hudng d5n phuong ph6p ch6 bi6n c6c v! thu6c c5 truy6n ho{c Dugc di6n ViQt

Nam ho{c Dr.rqc di6n c6c nu6c tr6n th6 gi6i.

3. Dugc li6u dugc d6nh d6u (**) khi sri dgng voi mgc dich dtng ngodi thi

l,/
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kh6ng bit buQc thgc hiOn theo phuong ph6p ch6 bi5n quy dinh tai Th6ng tu s6

30/2017lT'l-BY'f ngdy I I thdng 07 nim 2017 cira 86 hudng BQ Y tii hLr6ng ddn
, ,4,.i ,. 7 :plluorlg phap cllc blen cac vt thuoc c0 truyen.

Di6u 5. HiQu IU'c thi hinh

I . Th6ng tu ndy c6 hi6u luc kd tu ngny 10 thingl}ndm 2024.

2.'lh6ng tu sii qZ\ZO\TITT-BYT ngiy 13 ngdy 1l n6m 2017 crla

l)6 tnrdng BO Y t6 ban hdnh danh muc dugc liQu ddc ldm thu5c h6t hiQu luc kO

tt ngdy Th6ng tu niy c6 hi6u luc.

Di6u 6. I)itiu khoin chuyGn ti6p

l. 't'ru<rng hcrp thu6c chri'a thdnh phAn duoc li6u thuQc Danh muc duoc
liQu derc lirn thu6c dE dugc c6p Gi6y d6ng kf luu hAnh tru6c r-rgAy Th6ng tu ndy
c6 hiGu luc, co sd si.n xu6t, kinh doanh duoc liQu, vi thu6c c6 t uydn, thu6c c6

truy6n, thu6c duoc li6u phii ph6n loqi, cip nhflt, b6 sung c6c th6ng tin tr6n nhdn,

tri trLr6ng dAn sir dqng li6n quan d6n viQc ph6n lo4i du-o. c liQu dQc ldm thu5c theo
quy tlinh tai lth6ng tu ndy, hoAn thdnh tru6c ngiLy 31 th6ng 12 ndm2026.

2. Trudng h-o.p thu6c chria thAnh phan duoc liQu thuQc Danh muc duoc
lieu d6c lAm thu6c da nQp h6 so d0 ngh! c6p Gi5y d6ng ky luu hAnh tru6c ngriy
'l'h6ng tu ndy c6 hiQu luc nhtmg chua duoc c6p Gi6y d6ng k! luu hinh, co quan

' ,:, : .
co th6m quyen xcm xit cdp Gi6y ddng kf luu hanh thu6c theo quy dinh hien
hinh, trong iki c6c quy dinh v€ phAn lo4i dugc liQu d6c ldm thu6c v5n 6p dpng
rlrco quy dinh tai 'th6ng tu s6 qZtZOn ft-ByT ngiy 13 ngdy I 1 n6rn 2017 cia
I)9 truong BO Y t6 ban hdnh danh mpc dugc liQu dQc; tru.trucrng hqp co sd tu
nguyen thgc hiQn theo quy d[nh tai Th6ng tu niy.

3. Truong hqp thu6c chira thinh phdn duoc liQu thuQc Danh muc duoc
li0r.r d6c ldm thu6c dd ngp hO so dd nghi c5p GiSy d6ng k! luu hdnh theo quy
dinh tai Khodn 2 Eidu ndy nhung chua tr; nguyQn thyc hiQn theo quy cljnir tzli
'lhOng tu ndy vd dugc cAp Gi6y ddng kf luu hanh thu6c; trong thsi ha, t6i da 02
niln k€ tir ngiry c6p Gi6y d6ng kf luu hanh thu6c, co sd san xudt, kinh cloanh
dr.rgc tiQu, vi thu5c cO t.uydn, thu6c c6 truydn, thu5c dugc liQu phii b6 sung c6c
th6ng tin tr6n nhdn, td hudng d6n sri dgng li€n quan dtin viQc ph6n loai dugc riOu
d6c ldrn thu6c theo quy dinh tai Th6ng tu niry.

Di6u 7. Ei6u khofrn tham chi6u
'l'rong trr,rdng hgp c6c vin bAn quy ph+m ph6p luAt vd c6c quy dinh ctugc

viQn d6. trong 'l'h6ng ru ndy c6 sg thay d6i, b6 sung hodc duqc thay thri thi 6p
dung theo vd.n btn quy ph?m ph6p luit m6i. ./t/
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Ditu 8. ll'rich nhiQnr thi hinh

Chdnh Vdn phdng B0; Cgc tru6ng Cgc QuAn ly Y, Dugc c6 trryAt;
'l'hri tru<rng don vi thuOc vd truc thuQc B0 Y t6; Gi6rn d6c Sd Y t6 c6c tinh,

thrinlr ph6 trgc thuQc'L:ung uong; Tht trudng co quan y t6 cic BQ, ngdLnh vd cdc

c(, (pran td chuc, cd nhdn c6 li6n quan chiu tr6ch nhipm thi hanh Thdng tu niy'

'l'rong qud kinh thuc hiQn, nriu c6 kh6 khdn vu6ng rnic, co quan, t6 ch[rc,

c6 nhAn ph6n 6nh kip thdi ve n6 V tii (Cpc Qudn ly Y, Dugc c6 truy6n) d6 xem

x6t giii quyAt.l.-<c

No'i tth(tt:
- L)y ban xi hQi cua Qu6c hOi (dO beo c6o);
- Vnn phdng Cltinh pht (Vrr I(GVX, Phdng C6ng bdo,

C6ng 'l"l'D'l' Chinh phri);
- I)/c tlQ tnrdng 130 Y te (d6 biio crlo);
- Cliic l)/c't'hti truong-l)$ Y t6;
- l)fl'l'u phrlp (C1rc ki6rn tra VBQPPL);
- Cic Il0, C<r quatr ngarrg I3Q, Co quan thuQc Chinh ph

- IlAo hi6nt xI hQi ViQt Narn;
- UIINI) 1inh, tlrinh ph6 truc thuoc'frurg uong;
- Sri Y td thrh, thinh ph6 trgc thuQc Trung uong;

KT. BQ TRT.IONG

- Y td cic t)6, Ngdnh;
- Cric Vu. Cr1c, Vin phdug IlQ,.'lhanh tra thuQc ll0 Y t6;

- Cric dou vi lnrc thtroc B0 Y te;
- I liep h6i doanh nghiQp drrgc ViQt Nam;
- l'6ng c6ng ty dugc ViOt Nanr;
- Cic doanii nghiQp sin xu6t, kinh doanh dugc liQu, vi thu6c

c6 truy,in, thu6c c6 trLry6n, thu6c dugc li(u;
- C6rrg tlr6ng tin diQn tir IIY'|, Wcbsite Cpc QL YDCT;
- l.ttu: V'[', I'C, YDC'l' (03).
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PHU LUC I
DANH MUC DrIQ-c LIEU DQC NGUoN coc ru'rnl/c vAT

(Ban hdnh hdm theo Th6ng tu'sd B /2024/TT-B .'T ngdy26thdng 8 ndnt 2024

cila BQ trulng B0 Y E)

TGn khoa hgc cta duqc liQuT6n dug'c IiQu BQ phfn dtrngSTT

Qud Fructus CrotonisI Ba diu (*)

Rhizoma Pinelliae2 B6n ha (*) ThAn rE

Hoa
Flos Daturae/Flo,s Daturae

metelisJ Ci dQc duoc

Radix Kansui4 Cam to4i (*) RE

V6 thAn
Cortex Terminaliaen

nigrovenulosae5 Chi6u li6u

6 Dtra c4n LA

Radix Catharanthi ros ei7 Dtra cqn R6

8 Kinh dai kich RC Radtx Euphorbiae pekinens is

9 Hat

Cortex Stryc hni w all ic hian ae10

Gdc (*) (**)

Hodng ndn (*) V6 th6n,
Vd cdnh

11 Huong gia bi V6 rd Cortex Periplocae

L6 Folium Solani erianthi12

13 Md tidn (*) (**) Hat Semen Strychni

l4 0 diu (*) (**) R6 Radix Aconiti

15 Phu tir (*) (**) RC Radix Aconiti lateral is

16 ThAn leo Caulis Aristolochiae

t7 QuAng phdng lc! RC Radix Aristolochiae

t8 Thi6n nam tinh (*) Thdn rE Rhizoma Arisaematis

l9 Thi6n ti6n tri Hat Semen Hyoscyami

20 Thucrng lgc (*) R6

2l Trtc tlio LE Folium Nerii oleanderis

22
ffih6luyen bi) V6 thAn Cortat Meliae

t'

Folium Cath aranthi ros ei

Semen Momordicae
cochinchinens is

Ngoi

QuAng m6c th6ng

Radix Phytolaccae

Xoan



PHU LUC il
DANH MUC DI/qC LII9U DoC NGUoN GOC TI/DQNG vaT

(Ban hdnh kdm'theo Th6ng tu sd 13 /2024/TT-B ,T ng426thdng 8 ndm 2024

cia B0 tradng Bp Y t€)

T6n khoa hgc cria du'gc liguBQ ph$n dtngT6n du'qrc liQuSTT

MylabrisCon
Ban mi€u (*)

(* *)1

ScolopendraCon2
NgO c6ng (*)

(* n)

Venenum Bufonis
Nhga 16y tu tuyi5n

sau tai vii tuyOn tr6n
da con C6c

ThiAm t6 (*)
(* *)3

ScorpioCon
Tonn y6t (*)

(* *)4



PHU LUC III
DANH MUC DUqc LIEU DQc NGUoN coc rtlxnoANc v4r

6in hdnn kam tueo'inang i" td il tzOzqtT-r-nYT ngdv26thdng 8 ndm 2024

cia Bp ffuong BQ Y ft)

T8n khoa hgc cria dugc liQu
STT

Calomelas

thty ngin
orid ch6

Mu Io

chl
Khinh phAn (*)1

Realgar
Arsenic
disulfide2

Sulfur

Htng hodng (*)

Luu hoang (*))

CinnabarisThty ng6n
sulfide (HgS)Thdn sa (*)4

Thinh phin
h6a hoc chfnhTGn dugc liQu

bing phuong
ph6p thdng hoa

Sulfur nguyCn
ch6t
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