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DU THAO 2

THONG TU
Quy dinh chi tiét mot so dicu ciia Luit Dwoc va Nghi dinh
50 163/2025/ND-CP ngay 29 thang 6 nim 2025 ciia Chinh phi vé
thudc va nguyén liéu 1am thudc phai kiém soat dic biét

Can cir Ludt Duoc ngay 06 thang 4 nam 2016;
Cdn cit Ludt sira doi, b6 sung mét sé diéu ciia Ludt Dweoc ngay 21 thang
11 nam 2024,

Can cwr Nghi dinh so 163/2025/ND-CP ngay 29 thang 6 nam 2025 cua
Chinh phii quy dinh chi tiét mét sé diéu va bién phdp dé t6 chirc, hwéng dan thi

hanh Ludt Duwoc;

Can cit Nghi dinh so6 42/2025/ND-CP ngay 27 thang 02 nam 2025 cua
Chinh phu quy dinh chirc nang, nhiém vy, quyén han va co cau t6 chirc cua Bo Y
te;

Theo dé nghi ciia Cuc truong Cuc Quan Iy Duoc;

Bé truéng Bo Y té ban hanh Thong tw quy dinh chi tiét mot sé diéu
cua Ludt Dugc va Nghi dinh so 163/2025/ND-CP ngay 29 thang 6 nam 2025 ca
Chinh phu vé thuoc va nguyén liéu lam thuoc phai kiém sodt dac biét.

Chuong I
QUY DINH CHUNG

Piéu 1. Pham vi diéu chinh

Thong tu ndy quy dinh chi tiét mot s6 diéu cua Luat Duoc va Nghi dinh
163/2025/ND-CP vé:

1. Cac danh muyc lién quan dén thudc, nguyén liéu lam thudc phai kiém
soat dac biét bao gom:

a) Danh muc dugc chat gy nghién va bang gi6i han noéng do, ham lugng
dugc chat gay nghién trong thuéc dang phoi hop theo theo quy dinh tai khoan 17
va 20 biéu 2 Luat Duoc;
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b) Danh muc duoc chit huéng than theo va Bang gidi han néng do, ham
luong duoc chat hudng than trong thudc dang phédi hop theo quy dinh tai khoan
18 va 21 Diéu 2 Luét Dugc;

¢) Danh muc tién chat dung lam thudc va Bang gii han ndng do, ham lugng
tién chat dung 1am thuéc trong thudc dang phdi hop theo quy dinh tai khoan 19
va 22 Diéu 2 Luat Dugc;

d) Danh muyc thude, duge chat thudc danh muc chat bi cAm sir dung trong
mot s6 nganh, linh vuc duoc cong b theo Quyet dinh cua Bo truong Bo Y té.
theo quy dinh tai diém b khoan 2 Piéu 29 Nghi dinh s6 163/2025/ND-CP.

2. Hoat dong bao quan, san xuat, pha ché, cip phat, su dung, huy, giao
nhan, van chuyén, bao cdo vé thudc, nguyén lidu lam thudc phai kiém soat dic
biét ddi voi co sd co hoat dong duoc khéng vi muc dich thuong mai theo quy
dinh tai khoan 3 Piéu 35 Luat Duogc.

3. Hoat dong cung cap thudc phong xa theo quy dinh tai khoan 3 Piéu 84
Luat Dugrc.

4. Ho6 so, sO sach va luu gitr ching tur, tai liGu co lién quan vé thubc,
nguyén liéu lam thuoc phai kiém soat dac biét theo quy dinh tai Bicu 31 Nghi
dinh 163/2025/NDb-CP.

Piéu 2. Pdi twong ap dung

1. Cac quy dinh vé danh muyc lién quan dén thudc, nguyén liéu 1am thudc
phai kiém soat dic biét va hd so, sb sach va luu gilt chiig tur, tai li¢u co6 lién quan
vé thudc, nguyén li¢u lam thude phai kiém soat dic biét quy dinh tai Thong tu
nay ap dung ddi vai tat ca cac co sd kinh doanh duoc va co sé ¢ hoat dong dugc
khong vi myc dich thuong mai.

2. Quy dinh vé hoat dong bao quan, san xuat, pha ché, cap phat, su dung,
huy, giao nhén, van chuyén, bao cao vé thudc, nguyén liéu lam thudc phai kiém
soat dic biét tai Thong tu nay chi ap dung d6i véi co so ¢6 hoat ddng duoc khong
vi myc dich thuong mai.

3. Quy dinh vé hoat dong cung cip thudc phong xa tai Thong tu nay chi ap
dung ddi voi co sé kham bénh, chita bénh c6 san xuit, pha ché thude phong xa.

Piéu 3. Ban hanh cac danh muc thudc phai kiém soat diic biét va phan
loai thudc phai kiém soat diic biét

1. Ban hanh cac danh muyc thubc phai kiém soat dic biét:
a) Danh myc duoc chat gay nghién quy dinh tai Phu luc I kém theo Thong tu

nay va Bang gidi han ndng d6, ham lugng duoc chat gy nghién trong thuc dang
ph01 hop theo quy dinh tai Phy luc IV kém theo Thong tu nay;

b) Danh muc duogc chat hu:(")’ﬁg than theo quy dinh tai Ifhu luc II kfem theo
Thong tu nay va Bang gioi han nong d6, ham lugng duoc chat hudng than trong
thudc dang phoi hop theo quy dinh tai Phu luc V kém theo Thong tu nay;



¢) Danh muc tién chit dung lam thuéc theo quy dinh tai Phuy luc IIT kem
theo Thong tu nay va Bang gioi han nong do, ham luong tién chat dung lam
thudc trong thudc dang phoi hop theo quy dinh tai Phu luc VI kém theo Thong tu
hay;

2. Thudc gy nghién bao gom céc loai sau dy:

a) Chtra m@t hodc nhiéu du:qc chét gay pghién hodc thudc chtra du:gc ChEA:lt
gdy nghién phoi hop voi dugc chat huong than va c6 hodc khong co tién chat
dung lam thudc quy dinh tai Phu luc I, II va III kém theo Thong tu nay.

b) Chira dugc chit gay nghién (c6 hodc khong co duoc chat hudng than,
tién chat dung lam thudc) phdi hop véi duge chat khac khong phai 1a duge chat
gay nghién, dugc chat hudng than, tién chat dung lam thuéc trong d6 ndng do,
ham luong duoc chat gay nghién 16n hon nong d6, ham luong quy dinh tai Phu
luc IV kém theo Thong tu nay.

3. Thubc hudng than bao gdm céc loai sau day:

, a) Chﬁ’q mot ,hoéc nhiéu ‘du’(_)’c,chét huong the‘i’n hodc thudc c6 chtra duoc
chat huong than phoi hop voi tién chat dung lam thude dugce quy dinh tai Phu luc
IT va III kem theo Thong tu nay.

b) Chira dugc chit hudng than (c6 hoidc khong co dugc chat gay nghién,
tién chat dung lam thudc) phdi hop voi dugc chat khac khong phai 13 dugc chit
gay nghién, dugc chat hudng than, tién chét dung lam thudc, trong d6 noéng do,
ham luong dugc chat hudng than 16n hon nong do, ham luong quy dinh tai Phu
luc V cua Théng tu nay, nong do, ham luong dugc chat gay nghién (néu c6) nho
hon hoac bang nong do, ham luong quy dinh tai Phu luc IV kém theo Thong tu
nay.

4. Thudc tién chat bao gdm céc loai thudc sau day:

a) Chira mot hodc nhiéu tién chat dung lam thubc quy dinh tai Phy luc III
kém theo Thong tu nay;

b) Chtra tién chat dung 1am thudc (c6 hodc khong co dugc chét gy nghién,
dugc chat hudng than) phdi hop véi duge chat khac khong phai 1a dugc chit gay
nghién, dugc chat hudng than, tién cht dung 1am thubc trong d6 néng do, ham
luong tién chét dung lam thudc 16n hon néng dd, ham luong quy dinh tai Phu luc
VI kém theo Thong tu nay, ndng do, ham luong dugc chit giy nghién (néu cb)
nho hon hoac bﬁng néng dd, ham luong quy dinh tai Phu luc IV kém theo Thong
tu nay, nong do, ham luong dugc chat hudng than (néu c6) nho hon hoic bang
néng dd, ham lugng quy dinh tai Phy luc V kém theo Thong tu nay.

5. T}luéc dang phf')‘i hop ¢6 chira duge chat gay nghién bao gdm cac thude
dap ung dong thoi cac diéu ki¢n sau day:

a) Chua duoc chat gay nghién; hodc dugc chat gay nghién phéi hop voi
dugc chat huéng than c6 hodc khong c6 tién chéat dung 1am thudc trong d6 ndng



do, hém luqng cia duogc chat ‘géy Qghién, duoc chat hudng than, tién chat dung
lam thuoc déu nho hon hodc bang nong do, ham luong quy dinh tai Phu luc IV, V
va VI kem theo Thong tu nay;

b) Chtra cac duoc chat khac khong phai la dugc chat giy nghién, dugc chat
hudng than, tién chat dung lam thuoc.

6. T\huéc dang phc*)‘i hop ¢6 chira dugc chat hudng than bao gom céc thude
dap tng dong thoi cac di€u kién sau day:

a) Chira duoc chat hudng than hodc dugc chat hudng than phdi hop voi
tién chat dung 1am thudc trong d6 nong do, ham luong duge chét hudng than, tién

chat dung 1am thudc déu nho hon hodc bang néng do, ham luong quy dinh tai
Phu luc V va VI kém theo Thong tu nay;

b) Chlﬁ:a‘ cac c}u’()‘c chat khac lghéng phai 1a duoc chét gay nghién, dugc chat
hudng than, tién chat dung lam thuoc.

1. Tl}uéc dang phéi hop c6 chira tién chét bao gém cac thude dép img dong
thot cac diéu kién sau day:

a) Chua tién chat ding lam thuéc, trong d6 néng do, ham lugng tién chat
dung lam thudc nhé hon hoac bang nong dg, ham luong quy dinh tai Phy luc VI
kém theo Thong tu nay;

b) Chtra cac duoc chat khac khong phai la dugc chat giy nghién, dugc chit
hudng than, tien chat dung lam thuoc.

8. Thubc va duoc chat trong Danh muc thude, dugc chat thusc danh muyc
chat bi cam sur dung trong mét s6 nganh, linh vuc:

~ Céc thude va dugc chat trong Danh muc thude, dugc chat thude danh muc
chat bi cam sur dung trong mot s6 nganh, linh vuc duoc B Y t& cong bo theo quy
dinh tai khoan 2 Biéu 29 Nghi dinh s6 163/2025/ND-CP.

Chuong I1

BAO QUAN, SAN XUAT, PHA CHE, CAP PHAT, SU DUNG, HUY,
GIAO NHAN, VAN CHUYEN, BAO CAO VE THUOC, NGUYEN LIEU
LAM THUOC PHAI KIEM SOAT PAC BIET

Dicu 4. Bao quan

1. Co s& c6 hoat dong duoc khong vi muc dich thuong mai phai tuan tha
y€u cau vé Thuc hanh t6t bado quan thuoc, nguyén li€u lam thuoc trong do:

a) Thudc gy nghién, thudc hudng than, thubc tlen chat, nguyén liéu 1am
thudc 1a duge chat gay nghién, dugc chat huéng than, tién chat dung lam thudc
phai dugc bao quan tai kho, tu riéng c6 khoa chic chin va khéng duoc dé cing
cac thudc, nguyén liéu lam thudc khac. Néu khong co6 kho, tu riéng, thuéc gay
nghién cé the dé cung ta, gia, ké chung véi thudce hudng than, thudc tién chat
nhung phai sap xép riéng biét cho timg loai thudc, c6 bién hiéu rd rang dé tranh



nham 1an; Thudc hudng than sap xép trong qudy, t cua tram y té cip x4, tram x4
phai c6 khoa chic chan va c6 phan cong nguoi quan 1y, cap phat, theo ddi s6
sach;

b) Thudc dang phéi hop c6 chira duoc chit gay nghién, thuéc dang phéi
hop c6 chira duoc chit hudng than, thubc dang ph01 hop c6 chira tién chat phai dé
khu vuc riéng biét, khong duoc dé cung cac thude khac;

¢) Thudc phéng xa phai duge bao quan tai kho, ti ¢6 khoa chic chin, dam
bdo an toan buc xa va an ninh, chong phoi nhiém buc xa moi truong theo dung
quy dinh cua phap luat vé nang luong nguyén tir;

d) Thudc doc, nguyén lidu doc lam thube phai dé khu vuc riéng biét, khong
duoc dé cung cac thudc khac, phai sdp xEp gon gang, trdnh nham lan, dé quan sat
trong khu vuc bao quan;

d) Thubc gy nghién, thudc hudng than, thude tién chat & ti thude truc, ti
thudc cap ctru phai dugc dé & mot ngin hodc 6 riéng, khong dugc dé cung cac
thudc khac va do diéu dudng vién truc git, cap phat theo y 1énh. Ta thudc truc, ti
thudc cap ctru ¢6 khoa chic chan, so luong, chung loai thudc phai kiém soat dic
biét dé tai ti thude tryuc, ti thude cip ciru do ngudi dimg dau co so quy dinh bang
van ban. Khi (‘101 ca tryc, nguol git thudc cua ca tryc trudc phai ban giao sb
luong thube va sé theo ddi thude cho nguoi gitr thude cua ca truc sau. Khi ban
giao, nguoi giao va nguoi nhan phai ky nhan day du trén so theo ddi thudc.

2. Ngudi quan 1y thudc phai c6 trinh d6 dao tao phu hop véi loai thude,
nguyén li¢u 1am thuoc phai kiém soat dac bi¢t, cu thé nhu sau:

a) Po6i voi thuéc gdy nghién, nguyén liéu lam thudc 1a dugc chat gay
nghién, ngudi quan 1y tai khoa dugc bénh vién phai ¢ bang tot nghiép dai hoc
nganh duoc trd 1én, nguoi quan 1y tai cac co s khac quy dinh tai khoan 2 Diéu 2
Thong tu ndy phai c6 bang tét nghiép trung cip nganh duoc trd 1én;

b) Dbi véi thude hudng than, thude tién chat, nguyén liéu lam thudc 1a
dugc chat hudng than, tién chat dung lam thuoc, nguoil quan 1y phai cd bang tot
nghiép trung cap nganh duogc trd 1€n.

Truong hop tram y té cap xa, tram x4 khong c6 nhan sy dap tng quy dinh
tai khoan nay thi ngudi dirng dau co sé giao nhi¢ém vu bang van ban cho nguoi co
trinh do tr y sy tr& 1€n;

c) Bdi v6i thude phong xa, ngudi quan 1y phai ¢ bang tot nghiép trung cap
nganh duogc tr¢ 1én hodc bac sy, k¥ thuat vién, diéu dudng vién, da qua dao tao vé
an toan burc xa va dugc nguoi dung dau co s¢ giao nhiém vy bang van ban.

Piéu 5. San xuat, pha ché

Viéc san xuat, pha ché cac thudc phai kiém soat dic biét bao gdm thudc
phong xa thuc hién theo quy dinh tai Thong tu so 22/2011/TT-BYT ngay 10



thang 6 nim 2011 cua Bo trudng B Y té quy dinh t6 chirc va hoat dong ctia khoa
duoc bénh vién.

Piéu 6. Cip phat, sir dung, hity thudc

1. D6i v6i co s kham bénh, chira bénh, trir co so diéu tri nghién chat dang
thudc phién bang thudc thay thé: viéc cap phat, sir dung thuc hién theo quy dinh
tai Thong tu s6 23/2011/TT-BYT ngay 10 thang 6 nim 2011 ctia B truong Bo Y
té hudng dan sir dung thude trong cac co s y té co giudng bénh (sau day goi tit
1a Thong tu s6 23/2011/TT-BYT).

2. Bdi vé6i co so cai nghién, co so diéu tri nghié¢n chét dang thube phién
bang thudc thay thé: viéc cap phat, sit dung cac thudc phai ki€ém soat dac biét
duoc thuc hién nhu sau:

a) Khoa diéu tri, phong kham tong hop va lap Phiéu linh thudc gay nghién,
thudc hudng than, thudc tién chat theo mau s6 1 kém theo Thong tu sd
23/2011/TT-BYT cho khoa, phong minh;

b) Bo phan duoc cap phat thudc cho cac khoa diéu tri, phong kham theo
Phiéu linh thudc va phai theo doi, ghi chép day da sd luong Xuat, nhap, tén kho
thudc gy nghién, thubc hudng than va thude tién chat vao sé theo mau quy dinh
tai Phu luc VII kem theo Thong tu nay;

¢) Tai cac khoa diéu tri, phong kham, sau khi nhan thudc, nguoi dugc phan
cong nhiém vy phai d6i chiéu tén thude, nong do, ham lugng, han dung, s6 luong
thude trude lac tiém hodc phat, huéng dan st dung va truc tiép cap phat cho
nguoi bénh;

d) Thudc gay nghién, thuéc hudéng than va thude tién chat khong st dung
hét hoic do nguoi bénh chuyén co s& hodc bi tir vong, khoa diéu tri, phong kham
phai 1am gidy tra lai bo phan dugc. Truong bd phan duge phai can ctr diéu kién
cu thé dé quyét dinh tai st dung hodc hiy theo quy dinh va 1ap bién ban luu tai co
s0;

d) Truong bo phan dugc hodc ngudi c6 bang tét nghiép trung cip nganh
duge trd 1én duge ngudi ding dau co so giao nhiém vu bang van ban ky duyét
Phiéu linh thudc gdy nghién, thudc hudng than va thudc tién chit ciia khoa diéu
tri, phong kham;

e) Truong khoa diéu tri hodc phé khoa diéu tri dugc trudong khoa giao
nhi¢m vu bang van ban, truong phong kham hodc ph6 phong kham dugce truong
phong kham giao nhiém vu bang van ban ky duyét Phiéu linh thudc gay nghién,
thudc hudng than va thudc tién chat cho khoa, phong minh.

3. . Co s0 ¢6 hoat dong duoc khong vi muc dich thuwong mai thyc hién viéc
hay thudc phai kiém soat dic biét theo quy dinh tai Piéu 36 Nghi dinh s6
163/2025/ND-CP. Truong hop co s& khong cé nguoi chiu trach nhiém chuyén
mén vé duoc, Hoi déng huy thude phai co truéng khoa dugc hodc ngudi dugce
ngudi ding dau co s giao nhiém vy.



Dieu 7. Giao nhan, van chuyén

1. Yéu cau dbi v6i co s& va nguodi van chuyén thudc, nguyén lidu lam
thudc phai kiém soat dic biét:

a) Co s¢ tham gia qua trinh glao nhan thudc phong xa phai co gidy phép
tién hanh cong viéc burc xa, pham vi van chuyén ngudn phéng xa, nguoi giao,
nguodi nhan, nguoi van chuyén thudc phong xa phai cé ching chi an toan buic xa
theo quy dinh cua B§ Khoa hoc va Cong nghé;

b) Ngudi van chuyén thude gy nghién, thuéc hudng than, thude tién chat,
nguyén liéu lam thudc 1a duoc chat giy nghién, duoc chat hudng than, tién chat
dung lam thubc khi 1am nhiém vu phai mang theo van ban giao nhiém vu cta
nguoi dimg dau co s, gidy to tiy than hop 18, hoa don ban hang hoic phiu xuit
kho.

2. Yéu cau dbi véi viéc giao nhan, van chuyén thudc, nguyén li¢u lam
thudc phai kiém soat dic biét:

a) Khi tién hanh giao, nhan cac thudc ‘gay nghién, thude huong than, thubc
tlen chat, nguyén liéu lam thudc 1a duoc chat giy nghién, dugc chat hudng than,
tién chét dung lam thube phai c6 Bién ban giao nhan theo mau quy dinh tai Phu
luc VIII kem theo Thong tu nay;

b) Khi giao, nhan thudc, nguyén li¢u lam thude phai kiém soat dic biét,
nguoi giao, nguoi nhan thudc phai tlen hanh klem tra d6i chleu tén thudc, tén
nguyén liéu, néng do, ham luong, s6 luong, sb 16 san xuit, han dung, bao bi
thudc, nguyén li¢u lam thudc vé mit cam quan; phai ky va ghi rd ho tén vao
chtng tir xuat kho, nhéap kho;

¢) Thudc giy nghién, thuéc huéng than, thudc tién chat, nguyén liéu lam
thudc 1a dugc chat gay nghién, dugc chat hudng than, tién chat dung lam thuoc,
trong qua trinh van chuyén phai bao ddm an ninh, tranh that thoat.

d) Truong hop co s¢ ban 1¢é thude nhan lai thubc giy nghién, thudc hudng
than, thudc tién chat khi nguoi bénh khong str dung hét hodc tir vong thi phai lap
Bién ban nhan lai thudc thanh 02 ban theo mau quy dinh tai Phu luc XIX ban
hanh kém theo Thong tu nay. Thudc nhan lai duge biét trit tai khu vue bao dam
an ninh chdng tht thoat va tiéu huy theo dtng quy dinh cua phap lut.

Piéu 8. Bio cio

1. Truéc ngay 15 thang 01 hang nam, co s& ¢O hoat dong dugc khong vi
muc dich thuong mai 1ap bdo cdo xuat, nhap, ton kho, sir dung thudc gay nghién,
thude hudng than, thube tién chat, thudc phong xa, thude dang phdi hop c6 chira
tién chat theo mau bao cao quy dinh tai Phy luc I1X kém theo Thong tu nay va gui
cac co quan sau:

a) Cuc Quan y - Bo Qudc phong doi véi truang hop co s¢ thuge pham vi
quan ly ciaa Bo Quoc phong.



b) Cuc Y té - Bo Cong an dbi véi trudng hop co sé thudc pham vi quan ly
cua Bo Cong an.

¢) Co quan chuyén mén vé y té thuoc Uy ban nhan dan cap tinh noi co s&
dat tru s¢ chinh doi vai truong hop co s khong thude diém a va b khoan nay.

2. Tru6e ngay 15 thang 02 hang ndm, Cyc Quan y - Bo Qudc phong, Cuc
Y té - B6 Cong an lap bao cdo nam vé tinh hinh st dung thubc gay nghién, thUOc
huéng than, thudc tién chat, thuéc phong xa, thudc dang phéi hop cd chua tién
chét cuaa cac co 8¢ thuoc pham vi quan 1y, Co quan chuyén mon ve 'y té thuoc Uy
ban nhan dan cip tinh bao céo nam vé tinh hinh sir dung thudc gay nghién, thudc
huéng than, thudc tién chat, thuéc phong xa, thudc dang phdi hop co chira tién
chét cua cac co sé trén dia ban (trir cac co sé thuoc pham vi quan ly caa Bo Qudc
phong, Bo Cong an) vé Bo Y té theo miu bao céo quy dinh tai Phu luc X kém
theo Thong tu nay.

3. Béo cao dot xuat: Trong thoi han 48 (bdn muoi tam) gio, ké tir khi phat
hién nham Ian, that thoét thuéc phong xa, thudc gay nghién, thudc huéng than,
thudc tién chat, thudc dang phéi hop c6 chia tién chat va nguyén liéu 1am thube
1a duoc chat gay nghién, duoc chat huéng than, tién chat dung 1am thuédc, co so
co hoat dong dugc khong vi muc dich thuong mai 1ap bao cao bang van ban va
gui V& co quan tuong ng quy dinh tai khoan 1 Diéu nay theo mau béo céo quy
dinh tai Phuy luc XI kém theo Thong tu nay.

4. Bio c4o quy dinh tai khoan 1, 2, 3 Pieu nay phai duoc thyc hién tryc
tuyen khi Cuc Quan y - B6 Quoc phong, Cyc Y té - B Cong an, Co quan
chuyén mon veé y te thuoc Uy ban nhan dan cap tinh va Bo Y te trién khai phan
mém tiép nhan bao cao.

Chuong 111
CUNG CAP THUOC PHONG XA
Piéu 9. Cung cap thudc phong xa
, Cp’ s& kham bénh, chita bénh da dugc phép san XUuét, pha ché duoc cung
cap thu6e phong xa cho co so kham bénh, chira bénh khac khi dap umg cac yéu
cau sau day:

1. S6 luong thudc san xut, _pha ché phuc vu cho cong tac diéu tri tai co so
nhiéu hon nhu cau str dung thuc té.

, 2. Puoc Sq Y té 1}0’1 dat dia diém co s& kham bénh, chita bénh cung cép
thuoc phong xa dong y bang van ban.

Pi¢u 10. Ho so' dé nghi cung cap thudc phéng xa
1. Bon dé nghi cung cap thudc phong xa ctia co sd kham bénh, chita bénh
theo mau don quy dinh tai Phu luc XII kem theo Thong tu nay.

2. Bao c4o viéc san xuat, pha ché, sir ‘dung thudc phong xa dé nghi cung
cap tai co s& kham bénh, chita bénh san xuét, pha ché, trong d6 néu cu thé cac



thong tin vé cong suat may, kha ning san xuat, sd luong thudc san xuét, sb lugng
bénh nhan st dung, sd luong thudc dd san xuit nhung khong st dung c6 dong
dau x4c nhan cta co s¢ dé nghi theo miu bao cao quy dinh tai Phy luc X111 kém
theo Thong tu nay.

Piéu 11. Trinh tw, thii tuc cho phép cung cap thudc phong xa

1. Co s¢ kham bénh, chita bénh cung cap thude phong xa ndp 01 bd hé so
trye tiép hoic qua buu dién hodc truc tuyén (4p dung d6i voi truong hop co quan
tiép nhan ho SO trlen khai phan mém quan ly truc tuyén dbi v6i thu tuc hanh
chinh nay) vé S6' Y té noi co s dat dia diém.

2. Sau khi nhan dugc hd so, S¢ Y té noi dat dia diém co s¢ kham bénh,
chita bénh cung cap thudc phong xa tra cho co s¢' d¢ nghi Phifu tiép nhén hé so
theo mau phiéu quy dinh tai Phu luc XIV kém theo Thong tu nay.

3. Trong thoi han 15 ngay ké tir ngay ghi trén Phleu tiép nhan ho so,
truong hop khong cd yéu ciu stra (‘101 bd sung ho so, SO Y té noi dit dia diém co
s0 kham bénh, chita bénh cung cap thude phong xa c6 van ban chap thuan viéc
cung cap thudc cta co so; truong hop co yéu cau sira 601 bd sung ho so, SO Y té
noi dat dia diém co s kham bénh, chira bénh cung cap thudc phong xa co van
ban giri co s& dé nghi, trong d6 néu cu thé cac tai liéu, ndi dung can sira doi, bo
sung.

4. Sau khi co s¢ ndp ho SO sura do6i, bd sung, S6'Y té noi dit dia dlem CO SO
Kham bénh, chita bénh cung cap thudc phong xa tra cho co s¢ Phiéu tiép nhan ho
so stra doi, bd sung theo mau phiéu quy dinh tai Phu luc X1V kém theo Thong tu
nay.

a) Truong hop hé so stra doi, bd sung khong dap tmg yéu cau, S6' Y té noi
dat dia diém co so kham bénh, chita bénh cung cap thudc phong xa c6 van ban
thong béo cho co sé theo quy dinh tai khoan 3 Piéu nay;

b) Truong hop khong co yéu cau sira doi, bd sung ddi v6i hd so sura d6i, bd
sung, SO Y té noi dit dia diém co so kham bénh, chira bénh cung cap thude
phéng xa cd vin ban chip thuan viéc cung cip thude cua co sd theo quy dinh tai
khoan 3 Diéu nay.

5. Trong thoi han 60 ngay, ké tir ngdy co quan tlep nhan hd so ¢6 van ban
thong bao sua dbi, bo sung, co sé dé nghi phai nop hd so sira d6i, bd sung theo
yéu cau. Sau thoi han trén, co s¢ khong sira d6i, bo sung hodc sau 90 ngay ké tir
ngay nop ho so 1an dau ma ho so bo sung khong dap ung yéu cau thi ho so di nop
khong con gia tri.

Chuong IV
HO SO, SO SACH VA LUU GIU CHUNG TU, TAI LIEU CO LIEN

QUAN VE THUOC, NGUYEN LIEU LAM THUOC PHAI KIEM SOAT
PAC BIET
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Piéu 12. Ho so, so sach doi voi co sé san xuat

1. Co s san xuat thude gy nghién, thudc hudng than, thudc tlen chat,
nguyén liéu lam thudc 1a duoc chat gdy nghién, duoc chat hudng than, tién chat
dung lam thudc phai 1ap va ghi chép day du cac loai s6 theo ddi sau day:

a) S6 theo ddi pha ché, san xuat thudc gay nghién, thudc hudng than, thude
tién chat theo mau s6 quy dinh tai Phu luc XV kém theo Thong tu nay;

b) S6 theo ddi xuat, nhap, ton kho thudc giy nghién, thubc hudng than,
thudc tién chat, nguyén liéu 1am thudc 13 dugc chat gay nghién, dugc chat hudng
than, tién chat dung lam thudc theo mau sd quy dinh tai Phu luc VII kém theo
Thong tu nay;

¢) Phiéu xuat kho thubc gy nghién, thudc hudng than, thudc tién chat,
nguyén liéu lam thubc 1a dugc chat giy nghién, duoc chat hudng than, tién chat
dung lam thuéc theo mau phiéu quy dinh tai Phu luc XVI kém theo Thong tu
nay;

d) Cac chimg tir lién quan dén viéc mua ban thudc ‘gay nghién, thude
hudng than, thudc tlen chat, nguyén liéu lam thudc 13 duoc chat gdy nghién, dugc
chat hudng than, tién chéat dung lam thudc.

2. Co s6 san xuat thuéc dang phéi hop ¢6 chita duoc chat giy nghién,
thuoc dang ph01 hop c6 chtra duge chit hudng than, thude dang ph01 hop c6 chura
tién chat, thubc doc, nguyén lidu doc lam thude, thude va dugc chat trong Danh
muc thudc, duge chat thudc danh muc cht bi cAm st dung trong mot s6 nganh,
linh vuc phai ghi chép day du cac loai so theo ddi sau day:

a) S6 theo doi xuit, nhap, ton kho thube theo mau so quy dinh tai Phu luc
XVII kém theo Thong tu nay;

b) Phiéu xuat kho nguyén li¢u lam thude 1a dugc chat gay nghién, dugc
chat hudng than, tién chat dung lam thudc theo mau phiéu quy dinh tai Phu luc
XVI kém theo Thong tu nay;

¢) Cac chimg tir lién quan dén viéc mua ban nguyén liéu lam thudc 13 dugc
chat giy nghién, dugc chat hudng than, tién chat dung lam thudc, thubc dang
phéi hop c6 chira duge chit gay nghién, thudc dang phdi hop c6 chia duoc chat
huéng than, thudc dang phdi hop co chira tién chat, thue doc, nguyén lidu doc
lam thude, thude va dugce chét trong Danh muc thude, duoc chat thude danh muc
chat bi cdm sir dung trong mot s6 nganh, linh vuc.

3. Co s san xuat thudc phong xa phai 1p va ghi chép day du céac loai s6
theo doi sau day:

a) SO theo ddi pha ché, san xuat thuéc phong xa theo theo mau s6 quy dinh
tai Phu luc XVIII kém theo Thong tu nay;

b) S6 theo ddi xuat, nhap, ton kho thudc phong xa theo mau s6 quy dinh tai
Phuy luc VII kém theo Thong tu nay;
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¢) Phiéu xuat kho thudc phéng xa theo miu s6 quy dinh tai Phu luc XVI
kém theo Thong tu nay;

d) Cac chimng tir lién quan dén viéc mua ban thudc phong xa.
Piéu 13. Ho so so sach ddi véi co sé xuat khau, nhiap khau

1. Co s& xuat khau, nhap khau thubc gay nghién, thudc huéng than, thude
tién chat, nguyén liéu lam thudc 13 dugc chat gay nghién, duoc chat hudng than,
tién chat dung lam thudc phai 1ap va ghi chép day du cac loai hd so, s6 sach theo
doi sau day:

a) SO theo ddi xuat, nhép, ton kho thudc giy nghién, thuéc huéng than,
thudc tién chat, nguyén liéu lam thudc 1a dugc chat gy nghién, dugce chat hudng
than, tién chat dung lam thudc theo mau sd quy dinh tai Phu luc VII kém theo
Thong tu nay;

b) Phiéu xuat kho thudc gay nghién, thudc hudng than, thude tién chat theo
mau phiéu quy dinh tai Phu luc XVI kem theo Thong tu nay;

¢) Cac ching tir lién quan dén viéc xuat khau, nhap khau, mua ban thudc
gay nghién, thuoc hudng than, thuoc tién chat.

2. Co so xuat khau, nhap khau thube dang phdi hop c6 chira dugc chat gay
nghién, thuoc dang ph01 hop ¢6 chtra dugc chat huong than, thuéc dang ph01 hop
c6 chira tién chét, thudc doc, nguyén lidu doc 1am thude, thude va duge chat trong
Danh muc thubc, dugc chat thudc danh muc chéat bi cAm sir dung trong mot so
nganh, linh vuc khi theo ddi bang hé so, s6 sach phai lap va ghi chép day du céac
hé so sau day:

a) SO theo ddi xuét, nhap, ton kho thudc dang phdi hop co chita dugc chat
gy nghién, thuéc dang phdi hop c6 chita duoc chat hudng than, thudc dang phoi
hop c6 chira tién chat, thude doc, nguyén liéu doc lam thude, thube va duge chat
trong Danh muc thudc, dugc chét thude danh muc cht bi cAm st dung trong mot
$6 nganh, linh vuc theo mau sb quy dinh tai Phu luc XVII kem theo Thong tu
hay;

b) Chung tur lién quan dén viéc xuat khau, nhap khau, mua ban thudc dang
phéi hop c6 chira duge chat gay nghién, thuoc dang ph01 hop c6 chira dugc chat
huéng than, thudc dang ph01 hop c6 chira tién chat, thudc doc, nguyén liéu doc
lam thude, thude va dugce chét trong Danh muc thude, duoc chat thude danh muc
chat bi cdm sir dung trong mot s6 nganh, linh vuc.

3. Co s¢ xuat khau, nhap khau thudc phong xa phai 1ap va ghi chép day du
cac ho so sau day:
a) S6 theo ddi xuat, nhap, ton kho thude phong xa thuc hién theo mau sb
quy dinh tai Phu luc VII kém theo Thong tu nay;
b) Phiéu xuat kho thudc phong xa theo miu phiéu quy dinh tai Phy lyc XVI
kém theo Thong tu nay;
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¢) Cac ching tir lién quan dén viéc xuat khau, nhap khau, mua ban thudc
phong xa.

Diéu 14. Ho so so sach doi véi co sé ban budn, co sé to chire chudi nha
thuoc

1. Co s6 ban budn, co so td chire chudi nha thudce c¢6 kinh doanh thube giy
nghién, thudc hudng than, thuoc tién chat phai 1ap va ghi chép day du cac ho so
sau day:

a) SO theo ddi xuat, nhép, ton kho thudc giy nghién, thuéc huéng than,
thudc tién chat theo mau s6 quy dinh tai Phu luc VII kém theo Thong tu nay;

) ’Phiéu xuat kho thubc gy nghién, thudc hudng than, thudc tién chat theo
mau phiéu quy dinh tai Phu luc XVI kém theo Thong tu nay;

¢) Cac chimg tir lién quan dén viéc mua ban thubc gdy nghién, thudc
hudng than, thudc tién chat.

2. Co so ban budn, co sé t6 chirc chudi nha thudc ¢ kinh doanh thude
dang phdi hop co6 chira dugce chat gdy nghién, thuoc dang ph01 hop co6 chtra dugc
chat hudéng than, thuc dang ph01 hop c6 chua tién chat, thudc doc, nguyén lidu
doc 1am thudc, thude va duogc chit trong Danh muc thude, duoc chat thude danh
muc chit bi cAm st dung trong mot sb nganh, linh vuc khi theo doi béng ho so sd
sach phai 1ap va ghi chép day du cac hd so sau day:

a) SO theo ddi xuét, nhap, ton kho thudc dang phdi hop co chita dugc chat
gy nghién, thuéc dang phdi hop c6 chira dugc chat hudng than, thudc dang phdi
hop c6 chira tién chat, thude doc, nguyén li¢u doc lam thude, thude va dugce chat
trong Danh muc thude, dugce chét thuoc danh muc chét bi cAm s dung trong mot
$6 nganh, linh vuc theo mau sb quy dinh tai Phu luc XVII kem theo Thong tu
nay;

b) Chung tir lién quan dén viéc mua ban thudc dang phdi hop c6 chtra dugc
chét gay nghién, thuéc dang phdi hop c6 chtra duge chat hudng than, thude dang
phéi hop co6 chtra tién chat, thudc doc, nguyén liéu doc lam thude, thude va duge
chét trong Danh muc thude, duoc chat thudc danh muc chit bi cAm st dung trong
mot sb nganh, linh vyec.

3. Co s& ban budn, co so to chirc chudi nha thube cé kinh doanh thube
phong xa phai 1ap va ghi chép day du cac loai s6 theo doi sau day:

a) S6 theo dbi xuat, nhap, tdn kho thudc phong xa thuc hién theo mau s6
quy dinh tai Phu luc VII kém theo Thong tu nay;

b) Phiéu xuat kho thubc phong xa theo mau ) quy dinh tai Phu luc XVI
kem theo Thong tu nay;

¢) Céc chtng tir lién quan dén viéc mua ban thudc phong xa.

DPiéu 15. HO so so sach doi voi co sé ban 1é



13

1. Co s& ban 1¢ thudc gdy nghién, thudc hudng than, thude tién chat phai
1ap va ghi chép day du cac loai ho so sau day:

a) S6 theo doi xuétz nhap, ton kho thudc giy nghién, thudc hudng than,
thudc tién chat theo mau so6 quy dinh tai Phu luc VII kém theo Thong tu nay;

b) Phiéu xuét kho thudc gay nghién, thudc hudng than, thudc tién chat cua
noi cung cap thudc;

¢) bon thudc gy nghién, thubc hudng than luu tai co so sau khi ban;

cl) Bién ban nhén lai thude gay nghién, thube huong than, thudc tién chat
theo mau bién ban quy dinh tai Phu luc XIX kém theo Thong tu nay;

d) S6 theo ddi thong tin chi tiét khach hang theo mau s6 quy dinh tai Phy
luc XX keém theo Thong tu nay.

2. Co s6 ban 1¢ thude dang phéi hop co6 chira duoc chat giy nghién, thuoc
dang phéi hop c6 chira duoc chat huéng than, thudc dang ph01 hop c6 chua tién
chat phai 1ap va ghi chép day dii SO theo ddi thong tin chi tiét khach hang theo
mau s6 quy dinh tai Phu luc XX kém theo Thong tu nay.

) Picu 16. HO so so sach doi v0i co s¢ kinh doanh dich vy bao quén
thuoc, kinh doanh dich vy thir thuoc trén 1am sang, kinh doanh dich vu thi
twong dwong sinh hoc cia thuoc, kinh doanh dich vu kiém nghiém

1. Thubc gay nghién, thuéc hudng than, thudc tién chat, nguyén liéu lam
thudc 1a dugc chat gay nghién, dugc chat hudng than, tién chat dung lam thudc:
phai 1ap va ghi chép day du céc loai ho so, so sach theo doi sau day:

a) SO theo ddi xuat, nhép, ton kho thudc giy nghién, thuéc huéng than,
thudc tién chat, nguyén lidu lam thudc 13 duoc chat gay nghién, duge chat huéng
than, tién chat dung lam thubc theo mau sd quy dinh tai Phy luc VII kém theo
Thong tu nay;

) ’Phiéu xuat kho thudc gy nghién, thubc hudng than, thudc tién chat theo
mau phiéu quy dinh tai Phu luc XVI kém theo Thong tu nay.

2. Thudc dang phéi hop c6 chita duge chat giy nghién, thuéc dang phéi
hop ¢6 chtra duoc chat hudng than, thue dang ph01 hop c6 chira tién cht; thude
doc, nguyén liéu doc lam thuoc thudc, duoc chét trong Danh muyc thude, duoc
chat thudc danh muyc chat bi cAm st dung trong mét s6 nganh, linh vuc phai lap
va ghi chép day du s6 theo ddi xuat, nhap, ton kho thudc theo mau sé quy dinh tai
Phy luc XVII kem theo Thong tu nay.

3. Thuoc phong xa phai lap va ghi chep day du sb theo ddi xuét, nhap, ton
kho theo mau s6 quy dinh tai Phu luc VII kém theo Théng tur nay.

Picu 17. HO so s6 sach ddi voi co sé cé6 hoat ddng dwoe khong vi muc
dich thwong mai
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1. Cac co s& ¢6 hoat dong duoc khong vi muc dich thuong mai, trir co s¢
di€u tri nghién chat dang thudc phién bang thuoc thay thé, co s& cai nghién, phai
1ap va ghi chép day du cac loai s6 theo doi sau day:

a) SO pha che thuoc gy nghién, thubc huéng than, thudc tién chét, thube
phong xa theo mau s6 quy dinh tai Phy luc XV va Phu luc XVI11 kém theo Thang
tu nay;

b) S6 theo ddi xuat, nhap, ton kho thudc giy nghién, thudc hudng than,
thudc tién chat, nguyén liéu 1am thudc 13 dugc chat gay nghién, dugc chat hudng
than, tién chat dung lam thudc, thube phéng xa theo mau ) quy dinh tai Phu luc
VII kém theo Thong tu nay.

2. Co s cai nghién, co sO diéu tri nghién chat dang thudc phién bang thude
thay thé phai lap va ghi chép day du s6 sach dugc quy dinh tai diém b khoan 1
cua bicu nay.

Picu 18. Luu giir ho so, s sach

1. Co sé kinh doanh duoc, co so c(? hoat ’dC)ng dugc khong vi muyc dich
thuong mai c6 cac hoat dong lién quan dén thudc, nguyén li¢u lam thudc phai
kiém soat dic biét “phai luu gitr chung ttr, tai liéu lién quan dén thudc, nguyén liéu
1am thudc phai kiém soat dic biét dudi dang ho so, so sach hodc phan mém theo
do6i. Thoi han luu trir thye hién theo quy dinh tai Thong tu sq 33/2025/TT-BYT
quy dinh thoi han luu trir ho so, tai liéu nganh y t€. Pon thu6e gay nghién, don
thudc huong than Iuu gitr theo quy dinh tai Thong tu s6 26/2025/TT-BYT quy
dinh vé don thuoc va viéc ké don thuoc hda duoc, sinh pham trong diéu tri ngoai
trd tai co s& kham bénh, chira bénh

2. Hét thoi han luu trir trén, nguoi ding dau co so 1ap hoi dong dé hay, lap
bién ban huy va luu ho so tai co so6.

Chuong V
PIEU KHOAN THI HANH

Diéu 19. Hi¢u luc thi hanh

1. Thong tu nay c6 hi¢u lyc thi hanh ké tir ngay ..... thang ...... nam 2026,
trir truong hop quy dinh tai khoan 2 Diéu nay.

2. Quy dinh tai khoan 1 Diéu 3 c6 hiéu lyc thi hanh ké tir ngay 01 théang 6
nam 2026.

3. Thong tu sé‘ 20/2017/TT-BYT ngay 10/05/2017 cua B9 truong Bo Y té quy
dinh chi tiét mot s6 diéu cua ITuat Duqc va Nghi dinh so 54/2917/NB-QP ngay 08 thang
5 nam 2017 cua Chinh phu vé thuoc va nguyén liéu lam thuoc phai kiém soat dac biét,
Thong tu 5O 27/2024/TT-BYT ngay Ol thang 11 nam 2024 cua B¢ trusng B Y té

sira d6i, bo sung mot s6 diéu ctua Thong tu sé 20/2017/TT-BYT hét hiéu luc thi
hanh ké tir ngay Thong tu nay cé hiéu luc.
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Diéu 20. Piéu khoan chuyén tiép

1. Viéc ap dung hé théng quan ly, theo dBi bang phan mém dbi véi thude
phai kiém soat dic biét cua cic co s quy dinh tai Piéu 31 Nghi dinh )
163/2025/ND-CP duoc thuc hién khi Bo Y té trién khai phdn mém, dir liéu quan
Iy chung trén toan qudc.

2. Bbi véi cac thube co chira hoat chat Etomidate va Carisoprodol da duogc
cap gidy dang ky luu hanh trude ngay 01 thang 6 nam 2026, co s¢ dang ky thude
c6 trach nhiém thuc hién thu tuc ding ky thay doi dé cap nhat sé gidy dang ky luu
hanh d6i voi thube huéng than.

3. Cac thubc chtra hoat chat Etomidate va Carisoprodol da duoc cap gidy
dang ky luu hanh, duoc san xuat hodc nhap khau trudc ngay 01 thiang 6 nim
2026 dugc tiép tuc luu hanh dén hét han dung cta thube; viée quan 1y cac thude
nay phai thyuc hién theo quy dinh vé thudc hudng than tai Thong tu nay va cac
van ban quy pham phap luat c6 lién quan.

Diéu 21. Piéu khoan tham chiéu

Trong truong hop cac van ban quy pham phap luat va cac quy dinh dugc
vién dan trong Thong tu ndy c6 sy thay dbi, bd sung hoidc dugc thay thé thi ap
dung theo van ban quy pham phap luat mai.

Piéu 22. Trach nhiém thi hanh

Chéanh Van phong B0, Vu truéng cac Vu, Cuc truong cac Cuc thudéc B Y
té, Thu trudng cac co quan, don vi truc thudéc By, Giam ddc S& Y té cac tinh,
thanh phd tryc thudc trung wong va Thi truéng co quan y té cac BO, nganh co
lién quan chiu trach nhi¢m thi hanh Thong tu nay.

Trong qua trinh thuc hién, néu c6 vudng mac, dé nghi co quan, t6 chuc, ca
nhan phan anh kip thoi vé B6 Y t€ (Cuc Quan 1y Duoc - B6 Y t€) dé nghién ctru,
giai quyeét./.

Noi nhin: BO TRUONG
- Uy ban X4 hoi ciia Qudc hoi;

- Van phong Chinh pha (Vu KGVX, Phong
Cong béo, Cong thong tin dién Chinh phu);

- Céc d/c Thir truong B Y té;

- Bo Tu phép (Cuc Kiém tra vin ban QPPL);

- Cac bd, co quan ngang b, co quan thudc
Chinh phu;

- Cuc Hai quan;

- Y té cac bd, nganh;

- Cac Vuy, Cuc, Van phong B, don vi truc
thudc Bo Y té;

- S&'Y té cac tinh, thanh phd;

- Hoi ddng tu van cAp GPKLH thudc, nguyén
ligu 1am thuéc;

- Vién kiém nghiém thuéc TW, Vién KN thude



TP.HCIM;

- Téng cong ty Dugc Viét Nam - CTCP;

- Hiép hoi Doanh nghiép dugc Viét Nam;

- Ho1 Dugc hoc Viét Nam;

- Cong thong tin dién tir BYT, Website Cuc
QLD;

- Cac co s0 kinh doanh duoc;

- Luu: VT, PC, QLD.
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DANH MUC PHU LUC

TT | SO PHULUC TEN PHU LUC
1 Phu luc I Danh muc dugc chit gay nghi¢n
2 Phy luc II Danh muc dugc chit huéng than
3 Phu lyc 11 Danh muc tién chit dung lam thudc
4 Phu Tuc IV Banﬂg gid1 han nong do, ham lugong duoc chat gay nghién trong
thudc dang phodi hop
5 Phy lyc V Ban;g gid1 han nong do, ham lugong duoc chat huong than trong
thudc dang phdi hop
5 Phy Iyc VI BanAg gidi han nong dd, ham lugng tién chat dung lam thuoc trong
thuoc dang phoi hop
S6 theo dai xuat nhap, t6n kho thudc gay nghién, thuéc hudéng
7 Phu luc VII than, thudc tién chat, nguyén li¢u lam thudc 1a duoc chat gay
T nghién, duoc chat huéng than, tién chat dung lam thude, thude
hong xa
Bién ban giao nhén thudc gay nghién, thuéq huéng than, thude
8 Phu luc VIII tiép chat, nguyén liéu lérp thuoc la duqc’chét gdy nghién, dugc
chat hudng than, tién chat dung lam thudc
Bio céo )guét, nhap, :cén kho, str dung thudc giy nghién, thuéc
19 Phu luc IX huong than, thude tién chat, thude phong xa, thude dang phoi hop
cO chira tién chat
Bao cdo tinh hinh sir dung thudc gdy nghién, thubc hudng than,
10 Phy luc X thudc tién chat, thubc phong xa, thude dang phdi hop c6 chira tién
chat
Bao cao trong truong hop that thoat, nham 1n thudc gdy nghién,
11 Phu Tuc X1 thudc hudng than, thuoc tién chat, thudc phong xa, thude dang )
T phdi hop c6 chira tler} chat, nguyén li¢u lam thudc chira dugc chat
ody nghién, dugc chat hudng than, tién chat dung lam thudc
12 Phu luc XII Don dé nghi cung cip thudc phong xa
13 Phu luc XIII Bio cdo san xuat, str dung thudc phong xa
14 Phy luc X1V |Phiéu tiép nhan ho so d& nghi cung cip thudc phong xa
15 Phu luc XV SO Eheq ;dOI san xuat, pha ché thudc gay nghién, thuéc hudng than,
T thuoc tién chat
Phiéu xuzflt kho thudc gay nghién, thude hudng than, thu,(A')C tién
16 Phy lyc XVI  [chat, thudc phong xa, nguyén liéu lam thudc la dugc chat gay
nghién, dugc chat hudng than, tién chat dung lam thudc,
Sc;),theo ddi xuét, nhap, t6n kho :[huéc dang phdi hop co chira dugc
17 Phy lye XVII chat gdy nghién, thuoc dang phoi hop cé chira dugce chat huéng

than, thudc dang phdi hop c6 chira tién chit, thude doc, nguyén

licu doc 1am thude, thude va dugce chit thuoe danh muc chit bi
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cam st dung trong mot sO nganh, linh vuc

18 Phu luc XVIII  [S6 theo ddi san xut, pha ché thude phoéng xa
19 Phu luc XIX  [Bién ban nhan lai thudc gay nghién
20 Phu luc XX [S6 theo ddi thong tin chi tiét khach hang
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Phu lucI

DANH MUC DUQC CHAT GAY NGHIEN

(Kém theo Thong tirsé  12026/TT-BYT ngdy  thang  nam 2026) ciia Bé trucng Bé Y té
TT TEN QUOC TE TEN KHOA HQC
1 IACETYLDIHYDROCODEIN 5a,60a)-4,5-epoxy - 3 - methoxy - 17 methyl -

morphinan - 6 - yl - acetat

N-[1-[2-(4-ethyl-45-dihydro-5-0x0-1H -

2 JALFENTANIL tetrazol - 1 - yl) ethyl] - 4 - (methoxymethyl) - 4 -
piperidinyl] - N - Phenylpropanamide

3 JALPHAPRODINE o - 1,3 - dimethyl - 4 - phenyl - 4 - propionoxypiperidine

4 IANILERIDINE 1- para—gmin_ophenethyl - 4 - phenylpiperidine - 4 -
carboxylic acid ethyl ester)

5 BEZITRAMIDE (1- (_3 - cyano - 3, 3_- (_jiphen_ylpropy_l) - 4 (2 -0X0 - 3 -
propionyl - 1 - benzimidazolinyl) - piperidine)

6 BUTORPHANOL (-) - 17 - (cyclobutylmethyl) morphinan - 3,14 diol

7 CIRAMADOL (-) - 2 - (o - Dimethylamino - 3 - hydroxybenzyl)
Cyclohexanol

8 ICOCAINE Methyl ester cua benzoylecgonine

9 ICODEINE (3 - methylmorphine)

10 DEXTROMORAMIDE () -4 [2-methyl - 4 - 0x0 -3,3 - diphnyl - 4 (1 -
pyrrolidinyl) - butyl] - morpholine)
(-)- 13 B- Amino- 5,6,7,8,9,10,11 a, 12 octahydro- Sa-

11 PEZOCIN methyl-5, 11- methanobenzo- cyclodecen-3- ol

12 DIFENOXIN glmd(s cyano- 3,3- Diphenylpropyl)- 4- Phenylisonipecotic

13 DIHYDROCODEIN 6- hydroxy- 3- methoxy-N- methyl-4,5-epoxy- morphinan

14 DIPHENOXYLATE 1-(3-cyar_10-3,_3-diphenylpropyl)-4- phenylpiperidine-4-
carboxylic acid ethyl ester

15 DIPIPANONE 4,4- Diphenyl-6- Piperidino-3- heptanone.

16 DROTEBANOL (3,4- Dimethoxy- 17- Methyl morphinan-6 3, 14 diol)

17 ETHYL MORPHIN 3- Ethylmorphine

18 FENTANYL (1- Phenethyl-4-N- Propionylanilinopiperidine)

19 HYDROMORPHONE (Dihydromorphinone)

20 KETOBEMIDON (4-—meta-—hydroxyphenyl-1-methyl-4-propionylpiperidine)

21 LEVOMETHADON (3- Heptanone, 6- (dimethylamino)-4,4- Diphenyl, (R)

22 LEVORPHANOL ((-)- 3- hydroxy- N- methylmorphinan)
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23 [MEPTAZINOL (3(3- Ethyl-1- methylperhydroazepin-3- yl) phenol

24 METHADONE (6- dimethylamino- 4,4- diphenyl-3- heptanone)

25 IMORPHINE Morphinan-3,6 diol, 7,8-didehydro- 4,5- epoxy- 17 methyl -
S5a,6a)

26 [MYROPHINE MyristylBenzylmorphine

17- Cyclobutylmethyl- 7,8- dihydro- 14- hydroxy- 17-

27 NALBUPHIN :
normorphine

Morphinan- 6- ol, 7,8- Dihydrro- 4,5- epoxy- 3- methoxy-

28 NICOCODINE 17- methyl- 3- pyridin mecarboxxylate (ester), (50, 6a.)

29 NICODICODINE 6- Nicotinyldihydrocodeine

30 NICOMORPHINE 3,6- Dinicotinylmorphine)

31 NORCODEINE N- Dimethylcodein

32 OXYCODONE (14- hydroxydihydrocodeinone)

33 OXYMORPHONE (14- hydroxydihydromorphinone)

34 PETHIDINE ((a;errr;ethyl-4- phenylpiperidine-4- carboxylic acid ethyl
35 PHENAZOCINE éen;)rﬁcr)gsgagf Dimethyl-2- Phenethyl-6,7-

36 PHOLCODIN (Morpholinylethylmorphine)

(1-(3- cyano-3,3- diphenylpropyl-4-(1- piperidino)-

37 PIRITRAMIDE piperidine- 4- carboxylic acid amide)

(N- (1- Methyl- 2 piperidinoethyl- N- 2- pyridyl

38 PROPIRAM : .
Propionamide)

1-(2-methoxy carbonylethyl)-4-
39 REMIFENTANIL (phenylpropionylamino)piperidine-4- carboxylic acid
methyl ester

(N-[4- (methoxymethyl)-1- [2- (2- thienyl)- ethyl]-4-

40 SUFENTANIL biperidyl]- propionanilide)

41 THEBACON (Acetyldihydrocodeinone)

(£)-1-[(2R*,6S*,11S*)- 1,2,3,4,5,6- hexahydro- 8-
42 [TONAZOCIN MESYLAT  hydroxy- 3,6,11- trimethyl- 2,6- methano-3- Benzazocin-
11- yl]-3-one-methanesulphonate

(£)- Trans- 2- Dimethylaminomethyl-1- (3- methoxy

43 TRAMADOL phenyl) cyclohexan-1-ol

Danh muc nay bao gém:

Danh muc nay bao gdm céc chét gay nghién va mudi, ddng phan, ester, ether, mudi ctia cac
dong phan, ester, ether c6 thé ton tai cua cac chat nay (trir khi ester, ether ciia chat d6 nam
trong Phu luc II hoac Phu luc III ban hanh kém theo Thong tu nay).
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Phu luc II

DANH MUC DUQC CHAT HUONG THAN ,
(Kem theo Thong tw so 20/2017/TT-BYT ngay 10 thang 5 nam 2017 cua Bo truong Bo Y té)

TT

TEN QUOC TE

TEN THONG
DUNG KHAC

TEN KHOA HOQC

ALLOBARBITAL

5,5-diallylbarbituric acid

8- chloro -1- methy -6- phenyl - 4H -s-

2 ALPRAZOLAM triazolo [4,3-a] [1,4] benzodiazepine
3 JAMFEPRAMONE Diethylpropion 2-(diethylamino) propiophenone
4 IAMINOREX 2- amino-5- phenyl- 2-oxazoline
5 JAMOBARBITAL 5 -ethyl-5 -isopentylbarbituric acid
6 BARBITAL 5,5-diethylbarbituric acid
7 BENZFETAMINE Benzphetamine N-benzyl-N, a- dimethylphenethylamine
8 BROMAZEPAM 7-brom_o-1,3?d|hydro-5-(2- pyridyl)-2H-1,4-
benzodiazepine-one
2- bromo-4-(o-chlorophenyl)-9 methyl-6H-
9 BROTIZOLAM thieno(3,2-f)-s- triazolo(4,3- a)(1,4)
diazepine
21 -cyclopropyl-7-a[(S)-1 - hydroxy-1,2,2-
10 BUPRENORPHINE trimethylpropyl]- 6,14-endo-ethano-

6,7,8,14- tetrahydro oripavine

11

BUTALBITAL

5-allyl-5-isobutylbarbituric acid

12

BUTOBARBITAL

5-butyl-5- ethylbarbituric acid

7-chloro-1,3-dihydro-3-hydroxy- 1 -methyl-

13 CAMAZEPAM 5-phenyl-2H-1,4- benzodiazepin-2-one
dimethylcarbamate (ester)
14 ICHLODIAZEPOXID 7-chloro-2-(methylamino)-5- phenyl-3H-

1,4-benzodiazepine- 4-oxide

15

CATHINE

(+)-norpseudo-

(+)-(R)-a-[(R)-1- aminoethyl]benzyl alcohol

ephedrine
il i penzodiazepin 2.4 (oot cione.
1 pLonszer sy
18 ICLORAZEPATE 7- chloro - 2,3 - dihydro - 2 - 0xo -5-phenyl-

1H-1,4- benzodiazepine -3-carbocilic acid
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5-(o-chlorophenyl)-7-ethyl-1,3 dihydro-1

19 CLOTIAZEPAM methyl-2H- thieno[2,3e]-1,4 -diazepin -2-
one
10-chloro-11b-(o- chlorophenyl)2,3,7,11b-
20 CLOXAZOLAM tetrahydrooxazolo- [3,2-d]
[1,4]benzodiazepin-6(5H) -one
7-chloro-5- (o-chlorophenyl)-1,3 dihydro-
21 DELORAZEPAM 2H-1,4 benzodiazepin-2 - one
7-chloro-1,3-dihydro-1 -methyl- 5-phenyl-
22 DIAZEPAM 2H-1,4 benzodiazepin- 2 - one
23 ESTAZOLAM 8-chIoro-6-p_heny_|-4H-s-trlazolo[4,3-a]
[1,4]benzodiazepin
24 ETHCHLORVYNOL 1 - chloro -3- ethyl -1- penten -4 - yn -3-ol
25 ETHINAMATE 1- ethynylcyclohexanol carbamate
ethyl -7- chloro -5- (0- fluorophenyl) -2,3 -
26 ETHYLLOFLAZEPATE dihydro -2 - oxo -1H-1,4 -benzodiazepine -
3- carboxylate
N- :
27 ETILAMFETAMINE bthylamphetamine N-ethyl-a-methylphenethylamine
28 FENCAMFAMIN N- ethyl-3- phenyl-2- norbornanamine
29 EENPROPOREX (€3] 3 [_(a_- methylphenethyl) amino]
propionitrile
7-chloro -5- (o-fluorophenyl) - 1,3-dihydro -
30 FLUDIAZEPAM 1- methyl- 2H - 1,4- benzodiazepin -2- one
5-(o-fluorophenyl) -1,3 -dihydro- 1- methyl
31 FLUNITRAZEPAM -7- nitro-2H-1,4 benzodiazepin -2- one
7-chloro-1-[2- (diethylamino)ethyl] -5-(o-
32 FLURAZEPAM fluorophenyl)-1,3-dihydro-2H- 1,4-
benzodiazepin -2 - one
33 GLUTETHIMID 2-ethyl-2-phenylglutarimide
7-chloro-1,3- dihydro -5- phenyl- 1-(2,2,2 -
34 HALAZEPAM trifluoroethyl)-2H-1,4- benzodiazepin -2 -
one
10-bromo-11b -(o-fluorophenyl)- 2,3,7,11b
35 HALOXAZOLAM tetrahydrooxazolo [3,2-d] [1,4]
benzodiazepin -6 (5H) -one
11-chloro -8,12b - (dihydro - 2,8 - dimethyl
36 KETAZOLAM - 12b - phenyl - 4H - [1,3] oxazino[3,2-d]
[1,4] benzodiazepin-4,7 (6H)-dione
37 KETAMIN (%) -2- (2-Clorophenyl)-2-

methylaminocyclohexanone.
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38 LEFETAMIN SPA (-)-N,N-dimethyl-1,2- diphenylethylamine
(2S)-2,6-diamino-N-[(1S)-1- methyl-2-
39 LISDEXAMFETAMINE phenylethyl] hexanamide

dimethanesulfonate

6-(o-chlorophenyl)-2,4-dihydro- 2-[(4-
methyl-1 -piperazinyl) methylene] -8-nitro-

40 LOPRAZOLAM 1H-imidazol[1,2-a] [1,4] benzodiazepin -1 -
one
7-chloro-5-(o-chlorophenyl)-1,3- dihydro-3-

41 LORAZEPAM hydroxy-2H-1,4 benzodiazepin -2 - one
7-chloro-5-(o-chlorophenyl)-1,3- dihydro-3-

42 LORMETAZEPAM hydroxy-1-methyl- 2H-1,4 benzodiazepin -2
- one
5-(p-chlorophenyl)- 2,5-dihydro-3H-

43 MAZINDOL imidazo[2,1-a] isoindol-5-ol

44 IMEDAZEPAM 7-chIoro-2,3-d|_hydrq-1-methyl- 5-phenyl-
1H-1,4 benzodiazepine

45 IMEFENOREX N-(3- chloropropyl)- o -
methylphenethylamine

46 IMEPROBAMAT 2?methyl-2-propyl - 1,3- propanediol,
dicarbamate

47 IMESOCARB 3- (oo methylphenethyl)- N- o
(phenylcarbamoyl) sydnone imine

48 METHYLPHENIDATE Methyl a -phenyl-2- piperidineacetate

METHYLPHENO- o

49 BARBITAL 5-ethyl-1 -methyl -5- phenylbarbituric acid

50 METHYPRYLON 3,3 diethyl-5- methyl-2,4 piperydine- dione
8- chloro- -6- (o-fluorophenyl) - 1-methyl-

51 MIDAZOLAM AH-imidazol[1,5-a] [1,4] benzodiazepine

52 NIMETAZEPAM 1,3 dihydro -1- methyl-7-nitro-5- phenyl-

2H-1,4 benzodiazepin-2- one

1,3 dihydro -7-nitro-5-phenyl- 2H-1,4

53 NITRAZEPAM ! .
benzodiazepin-2-one
54 NORDAZEPAM 7-chlorp- 1,3_ dihydro-5- phenyl- 2H-1,4
benzodiazepin-2-one
7-chloro- 1,3 dihydro- 3 hydroxy-5- phenyl-
55 [OXAZEPAM 2H-1,4 benzodiazepin- 2-one
10-chloro--2,3,7,11b- tetrahydro- 2-methyl-
56 OXAZOLAM 11b- phenyloxazolo[3,2-d] [1,4]
benzodiazepin-6(5H) -one
57 PENTAZOCIN (2R*,6R*,11R*)-1,2,3,4,5,6- hexahydro-
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6,11-dimethyl-3-(3- methyl-2-butenyl)-2,6-
methano- 3-benzazocin-8-ol

58

PENTOBARBITAL

5-ethyl-5-(1-methylbutyl) barbituric acid

59

PHENDIMETRAZIN

(+)-(2S,3S)-3,4-dimethyl-2-
phenylmorpholine

60 PHENOBARBITAL 5-ethyl-5-phenylbarbituric acid

61 PHENTERMIN a,0- dimethylphenethylamine
7-chloro-1,3-dihydro-5-phenyl-1-(2-

62 PINAZEPAM propynyl)-2H-1,4- benzodiazepin-2-one
7-chloro -1- (cyclopylmethyl) - 1,3 -

63 PRAZEPAM dihydro -5- phenyl -2H- 1,4-benzodiazepin-
2-0ne

64 PYROVALERONE 4’-methyl-2-(1-pyrrolidinyl) valerophenone

65 SECBUTABARBITAL 5-sec-butyl-5-ethylbarbituric acid

7- chloro - 1,3 - dihydro -3- hydroxy-1 -

66 TEMAZEPAM methyl-5-phenyl - 2H- 1,4-benzodiazepin -
2- 0ne
7-chloro-5-(1 -cyclohexen-1-yl)- 1,3

67 TETRAZEPAM dihydro-1 -methyl1-2H-1,4 benzodiazepin -
2- one
8-chloro-6-(o-chlorophenyl)-1-methyl-4H-s-

68 [TRIAZOLAM triazolo[4,3-a] [1,4] benzodiazepin

69 VINYLBITAL 5-(1-methylbutyl)-5-vinylbarbituric acid

20 ZOLPIDEM NN6 trimethyl-z-p- tolylimidazol [1,2-a]
pyridine- 3- acetamide

71 CARISOPRODOL [2-(carbamoyloxymethyl)-2-methylpentyl]
Npropan-2-yl carbamat.

79 ETOMIDATE ethyl 3-[(1R)-1-phenylethyl] imidazole- 5-

carboxylate

va muoi cua dong phan doé co the ton tai.

Danh muc nay bao gom ca cac mudi, dong phan cta cac chat ghi trong Danh muc nay
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Phu luc IIT

DANH MUC TIEN CHAT DUNG LAM THUOC

(Kém theo Thong tir s6

/2026/TT-BYT ngay thang

nam 2026 ciia Bé trucng Bo Y té)

TT TEN QUOC TE

TEN KHOA HQC

1 |EPHEDRINE

[R-(R*, S*)]--[1-(methylamino)ethyl]-
Benzenemethanol

2 IN-ETHYLEPHEDRIN

1 -Ethylephedrin

N-METHYLEPHEDRIN/
3 |METHYLEPHEDRIN/
DL-METHYLEPHEDRIN

1R, 2S)-2- (dimethylamino)-1 - phenyl-
propanol

4 |PSEUDOEPHEDRINE

[S-(R*,R*)]--[1- (methylamino)ethyl]-
Benzenemethanol

5 [ERGOMETRINE

Ergoline-8-carboxamide,9,10- didehydro-N-
2-hydroxy-1 - methylethyl)-6-methy- [8 B(s)].

6 [ERGOTAMINE

Ergotaman-3’, 6°, 18 ’-trione, 12’- hydroxy-2 ’
-methyl- 5° - (phenylmethyl)-(5)

7 IN-ETHYLPSEUDOEPHEDRIN

Ethyl methyl amino - phenyl - propane - 1 - ol

8 IN-METHYLPSEUDOEPHEDRIN

Dimethylamino - phenyl - propane - 1 - ol

Danh myc nay bao gdom ca mudi, ester, dong phan cua cac chat ghi trong Danh muc nay

va muoi cua dong phan do6 c6 thé ton tai.
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Phu luc IV

BANG GIOI HAN NONG PQ, HAM LUQNG DUQC CHAT GAY NGHIEN TRONG

, THUOC DANG PHOI HQP ,
(Kem theo Thong twso  12026/TT-BYT ngay thang  nam 2026 cia B truong Bo Y te)
HAM LUQNG DUQC NONG PQ DUQC
) CHAT TINH THEO DANG | CHAT TINH THEO
T TEN DUQC CHAT GAY BAZO TRONG M(;)T PON | DANG BAZO TRONG
NGHIEN VI SAN PHAM DA CHIA SAN PHAM CHUA
LIEU CHIA LIEU
(Tinh theo mg) (Tinh theo %)
1 |[ACETYLDIHYDROCODEIN[100 2,5
2 |COCAINE 0,1
3 |ICODEINE 100 2,5
Khong qua 0,5 mg Difenoxin
4 DIEENOXIN va voi it nhat 0,025 mg Atropin
Sulfat trong mot don vi san
ham da chia liéu.
Khong qua 2,5 mg Difenoxylat
5 DDIPHENOXYLATE va voi it nhat 0,025 mg Atropin

Sulfat trong mot don vi san
ham da chia liéu.

6 [DIHYDROCODEIN 100 2.5

7 ETHYL MORPHIN 100 2.5

8 INICODICODIN 100 2.5

9 [NORCODEIN 100 2.5

10 PHOLCODIN 100 2.5

11 PROPIRAM 100 2.5

2 porere D2momninih e
13 TRAMADOL 37,5
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Phu luc V

BANG GIOI HAN NONG PQ, HAM LUQNG DUQC CHAT HUONG THAN TRONG
THUOC DANG PHOI HQP

(Kém theo Théng tir s6

/2026/TT-BYT ngay

thang

nam 2026 ciia Bé truong Bo Y té)

HAM LUOQNG TOI PA CO TRONG

STT | TEN DUQC CHAT HUONG THAN MOT PON VI DA CHIA LIEU (mg)
1 |ALLOBARBITAL 10
2 |ALPRAZOLAM 0,25
3  |AMOBARBITAL 10
4 BARBITAL 10
5 |BROMAZEPAM 1
6 [BROTIZOLAM 0,25
7 |BUTOBARBITAL 10
8 [CAMAZEPAM 5
9 |[CHLODIAZEPOXID 5
10 |CLOBAZAM 5
11 [CLONAZEPAM 0,5
12 |CLORAZEPAT 10
13 [CLOTIAZEPAM 5
14 DDIAZEPAM 5
15 [ESTAZOLAM 0,5
16 FLUDIAZEPAM 0,5
17 FLUNITRAZEPAM 0,5
18 |[FLURAZEPAM 5
19 HALAZEPAM 5
20 |KETAZOLAM 5
21 |LOPRAZOLAM 0,25
22 |LORAZEPAM 0,5
23 |LORMETAZEPAM 0,25
24 |MEPROBAMAT 100
25 |MEDAZEPAM 5
26 |METHYLPHENOBARBITAL 10
27 |MIDAZOLAM 5
28 |NITRAZEPAM 5
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29 INORDRAZEPAM 0,25
30 |OXAZEPAM 10
31 |PARAZEPAM S
32 |PENTOBARBITAL 10
33 |PHENOBARBITAL 25
34 [|SECBUTABARBITAL 10
35 |[TEMAZEPAM 25
36 |[TETRAZEPAM S
37 |VINYLBITAL 10
38 |CLOXAZOLAM 1
39 |DELORAZEPAM 0,25
40 [ETHYLCLOFLAZEPAT 0,25
41 NIMETAZEPAM 0,25
42 1OXAZOLAM S)
43 PINAZEPAM 1
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Phu luc VI

BANG GIOI HAN NONG PQ, HAM LUQNG TIEN CHAT DUNG LAM THUOC

(Kém theo Théng tir s6

TRONG THUOC DANG PHOI HQP ,
[2026/TT-BYT ngay thang ndm 2026 cua Bo truong Bo Y té)

A 5 . [HAM LUQNG TOI PA CO| NONG PO TOI PA CO
sTT |TEN {ffﬂ ggﬁg (];) UNGlrRONG MOQT DPON VI PA| TRONG MQT PON VI
CHIA LIEU (mg) CHUA CHIA LIEU
1 [EPHEDRINE 50 1,5%
2 [ERGOMETRINE 0,125
3 [N-ETHYLEPHEDRIN 12,5
N-METHYLEPHEDRIN/ [31,1 0,0625%
4  [METHYLEPHEDRIN/
DL-METHYLEPHEDRIN
5 |[ERGOTAMINE 01
6 |PSEUDOEPHEDRINE  [120 0,5%
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Phu luc VII

MAU SO THEO DOI XUAT, NHAP, TON KHO THUOC GAY NGHIEN, THUOC
HUONG THAN, THUOC TIEN CHAT, NGUYEN LIEU LAM THUOC LA DUQC
CHAT GAY NGHIEN, DUQC CHAT HUONG THAN, TIEN CHAT DUNG LAM
THUOC, THUOC PHONG XA
(Kém theo Théng tw s6 2026/TT-BYT ngdy  thang ndm 2026 ciia Bé trudng Bé Y té)

S oo 10 SO

PA CHI: e

SO THEO DOI XUAT, NHAP, TON KHO THUOC GAY NGHIEN, THUOC HUONG
THAN, THUOC TIEN CHAT, NGUYEN LIEU LAM THUOC LA DUQC CHAT GAY
NGHIEN, DUQC CHAT HUONG THAN, TIEN CHAT DUNG LAM THUOC, THUOC
PHONG XA
(Bit ddu sir dung tir.... dén.....)

SO THEO DOI XUAT, NHAP, TON KHO THUOC GAY NGHIEN, THUOC HUONG
THAN, THUOC TIEN CHAT, NGUYEN LIEU LAM THUOC LA DUQC CHAT GAY
NGHIEN, DUQC CHAT HUONG THAN, TIEN CHAT DUNG LAM THUOC,THUOC

PHONG XA
Tén nguyén liéu/Tén thude, nong 0/ ham TWONE: .........vvveeeeeeeeeeeeeeeeeeee e
PON VIHINN: Lo
S6 £ S6 18, han o
Ngay . & A chirng 50 lugng dung Ghi cht
, Noi xuat, nhap X
thang tir xuat, i
nhap | Nhidp | Xuat | Con lai
@ (2) 3 4) ®) (6) ) 8

* S6 dugc danh so trang tir 01 dén hét, va dong dau gidp lai

* Mdi thudc phai danh mot sb trang riéng, sb trang nhiéu hay it tuy loai thudc xuat, nhap nhiéu
hay it.

* Pbi voi thube phong xa khong can ghi han ding
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Phu luc VIII
MAU BIEN BAN GIAO NHAN THUOC GAY NGHIEN, THUOC HUONG THAN,
THUOC TIEN CHAT, NGUYEN LIEU LAM THUOC LA DUQC CHAT GAY
NGHIEN, DUQC CHAT HUONG THAN, TIEN CHAT DUNG LAM THUOC
(Kem theo Thong tu 5o [2026/TT-BYT ngay thang nam 2026 cua Bo trueong Bo Y te)
BIEN BAN GIAO NHAN THUOC GAY NGHIEN, THUOC HUONG THAN, THUOC
TIEN CHAT, NGUYEN LIEU LAM THUOC LA DUQC CH[“‘T GAY NGHIEN, DUQC
CHAT HUONG THAN, TIEN CHAT DUNG LAM THUOC
1. Tén co s& giao:
- Pia chi:
- Nguoi giao:
- S6 CMND/Thé cin cude/Ho chiéu/Céac gidy to twong duong khac:
Noi cap: Ngay cap:
2. Tén co sé nhan:
- Pia chi:
- Nguoi nhan:
- S6 CMND/ Thé cin cude/ Ho chiéu/ Céc gidy to twong duong khac:
Noi cap: Ngay cap:

3. Danh muc mét hang giao nhén:

TT Nguyén li¢u/Tén  (Pon vi S6 S6 héa S6 Gi?'ly dang ky luu | Ghi
thuoc, dang bao ché, | tinh | lwgng [don/So phicufhanh/So giay phép nhip| chu
nong d¢/ham lugng, xuat kho khau/Coéng vian hoac

quy cach dong goi don hang duyét mua
1) 2) @ [ 4 (5) (6) ()
1

4. Thoi gian giao nhin: (Cic) mat hang trén dugc giao, nhan vao...gio...phat ngay .....thang

5. Pia diém giao nhan (Ghi chi tiét dia chi thyuc té giao nhan):
6. Cam két:

Céc thube, nguyén liéu lam thudc da duge giao nhan dﬁy da theo Danh myc mat hang ghi tai
Bién Ban nay.
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Bién ban nay duoc hai bén thong nhét va 1ap thanh 02 ban, mdi bén giit 01 ban.

.ngay thang nam.......
BEN GIAO BEN NHAN
(Ky va ghi ro ho tén) (Ky va ghi ro ho tén)
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Phu luc IX

MAU BAO CAO XUAT, NHAP, TON KHO, SU DUNG THUOC GAY NGHIEN,
THUOC HUONG THAN THUOC TIEN CHAT THUOC PHONG XA, THUOC DANG
) PHOI HOP CO CHUA TIEN CHAT )
(Kem theo Thong tu sO [2026/TT-BYT ngay thang nam 2026 cua Bo truong Bo Y té)
Tén co s&

N o

BAO CAO XUAT, NHAP, TON KHO, SU DUNG THUOC GAY NGHIEN, THUOC
HUGNG THAN, THUOC TIEN CHAT, THUOC PHONG XA, THUOC DANG PHOI
HQP CO CHUA TIEN CHAT

(Tir ngay.....dén ngay... ... )

KN Ui, .
Sb Gidy
Tén Tén duge | dang ky
thudc, Thanh chit giy lwu hanh/ S6 ) ) ]
dang phan nghién, | So Giay lwgng | So So | So
bao ndn ’| huéng (phép nhipPon ton |lugng Tén lqu'xrlgllrg'ngTan Kkho
STT| ché, dﬁ/g thin, tién | khau (ddi | vi |kho ky| nhip Ség xudt | hao | 4.1
Quy | pam chit, nong| véi thude [tinh trudce | trong trong| hut y
cach lwon do/ham | chuacé chuyén| Kky ky | (%)
dong ng lwgng |[Giay ding sang
goi twong ung| Ky luu
hanh)
ol@ e ® | o [ o6 [Twlwlde)
...... ngay thang nam
Noi nhdn: Dai dién don vi**
- Nhu trén

- Luu tai co so

(Ky, ghi ro ho tén, chirc danh
dong dau (néu co))

* S0 lugng hao hyt bao gom ca hdng, vo, hét han dung... néu c6, can bao cdo chi tict

** Nguoi dai dién phap luat hodc dugc uy quyén
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Phu luc X

MAU BAO CAO TiNH HINH SU DUNG THUOC GAY NGHIEN, THUOC HUONG
THAN, THUOC TIEN CHAT, THUOC PHONG XA, THUOC DANG PHOI HQP CO
CHUA TIEN CHAT
(Kém theo Thong tir s6 [2026/TT-BYT ngay thang  ndm 2026 ciia B trudng B Y té)

S6'Y t&/ Cuc Quan Y/ Cyc Y t&¢ ~ CONG HOA XA HQI CHU NGHIA VIET NAM
So: Poc 1ap - Tw do - Hanh phic

., Ngay thang nam

BAO CAO TINH HINH SU DUNG THUOC GAY NGHIEN, THUOC HUONG THAN,
THUOC TIEN CHAT, THUOC PHONG XA, THUOC DANG PHOI HQP CO CHUA
TIEN CHAT

Kinh giri: Cuc Quan 1y Dugc - BO Y té

Tén thudc, nén Sé hrong | . .
ST d6. ham l:r(rn g Hoat |Quy cach{Pon vi| ton kho |So lugng |So lwgng [ SO lugng
% ham Wong, | .15t |dong goi| tinh | nim | nhdp | sirdung | tdn kho
dang bao ché truéc : :

Dai dién don vi*
(Ky, ghi ro ho tén, chirc danh
dong dau (néu co))

* Nguoi dai dién phap luat hodc ngudi duoc ty quyén
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Phu luc XI

MAU BAO CAO TRONG TRUONG HQP THAT THOAT, NHAM LAN THUOC GAY
NGHIEN, THUOC HUONG THAN, THUOC TIEN CHAT, THUOC PHONG XA,
THUOC DANG PHOI HQP CO CHUA TIEN CHAT, NGUYEN LIEU LAM THUOC
CHUA DUQC CHAT GAY NGHIEN, DUQC CHAT HUONG THAN, TIEN CHAT
DUNG LAM THUOC

(Kém theo Thong tirsé  12026/TT-BYT ngdy thang  ndm 2026 ciia B truéng Bo Y té)

Tén co s6:

S6:
BAO CAO TRONG TRUONG HQP THAT THOAT, NHAM LAN THUOC GAY
NGHIEN, THUOC HUONG THAN, THUOC TIEN CHAT, THUOC PHONG XA,

THUOC DANG PHOI HGP CO CHUA TIEN CHAT, NGUYEN LIEU LA DUQC
CHAT GAY NGHIEN, DUQC CHAT HUONG THAN, TIEN CHAT DUNG LAM

THUOC
Kinh gl
Nguyén li¢u/Tén thudc, dang . | S6 lwong o A
TT [bao ché, nong do/ham lwgng, an V! | thét thoat, | Ly do Bi¢n pl'lap X' Ghi chu
. ; . tinh X 1% ly
quy cach dong goi nham lan
1) ) @) (4) () (6) ()

.......... ngay thang nam
Dai dién don vi *

(Ky, ghi ro ho tén, chirc danh
dong ddu (néu cd))

Noi nhdn:
- Nhu trén
- Luu tai co s¢

* Nguoi dai dién phap luat hodc ngudi duge ty quyén
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Phu luc XII

MAU DON DE NGHI CUNG CAP THUOC PHONG XA ,
(Kem theo Thong tu 5o [2026/TT-BYT ngay thang nam 2026 cua B¢ truong B Y té)

(D) CONG HOA XA HQI CHU NGHIA VIET NAM
So:....... [eviine. Poc 1ap - Tw do - Hanh phic
V/v dé nghi cung cdp thuésc ... 2...., ngay .... thang .... nam...
phong xa

PON PE NGHI CUNG CAP THUOC PHONG XA

Kinh giri: SO Yté...............

I. Théng tin chung:

I.Tén cosO: ovvvvviinnnannnnn. [ I USRS
2.Piachi: ... (3t
3. Tén ngudi dai dién phap luat/ ngudi dWOC Uy qUYEN: .....vvveeeeeeeeeeeeeeeeee e,
4. Diénthoal: ....coovviiiiiiiiii Fax: oo
5. Hinh thirc san XUAt: .........coovviveiieeieninnn.., (4) oo
II. N§i dung dé nghi:
Coso...(1)....... dé nghi duoc cung cip thudc phong xa do co sd san guét cho co s6 kham
béph, chitabénh ........ (6) B biachi............... (€) FPTT . dé phuc vu cho nhu cau
di€u tri cho ngudi bénh ciiaco so .............. (5)eeiviininnnn , cu thé:

STT| Tén thudc phéng xa Pon vi tinh S6 lwong

I1. Tai liéu kem theo

1. Cong van dé nghi dugc cung cap thudc phong xa cua co sé kham bénh, chita bénh c6 nhu
cau nhan thudc dé chan doan, dieu tri cho bénh nhan cua co so.

2. Vian ban chép thuan ctiia B6 Y té cho phép co so san xuat thudc phong xa.
3. Bao c4o san xuét, sir dung thudc phong xa dé nghi cung cip tai co sé cung cap.

IV. Cam Kkét ctia co s&:
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Chuing t61 cam Két moi thong tin, $6 liéu dua ra tai hd so 14 hoan toan trung thyc. Chung t6i xin
hoan toan chiu trach nhiém trude phap luat néu co6 gi sai pham.

Pénghi SO Y té........... chap thuan viéc cung cap thudc phong xa trén.

Xin tran trong cam on./.

CO SO NHAN CO SO CUNG CAP
Dai dién don vi (6) ) Pai dién don vi (6) )
(Ky, ghi ro ho tén, chirc danh dong dau (Ky, ghi ro ho tén, chirc danh dong dau
(néu co)) (néu co))
Ghi chu:
(1) Tén co sé d& nghi.

(2) Pia danh noi co s¢ d& nghi dat dia diém kham chira bénh.

(3) Pia chi ¢6 thé giri qua buu dién.

(4) Hinh thirc san xuat: bang may cyclotron hay 10 hat nhan phéng xa .............
(5) Co s6 nhan thudc phong xa

(6) Nguoi dai dién phap luat hoc nguoi duogc ty quyén.
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Phu luc X111

MAU BAO CAO SAN XUAT, SU DUNG THUOC PHONG XA ,
(Kem theo Thong twso  [2026/TT-BYT ngay thang nam 2026 cua Bo truong Bé Y teé)

Tén co sO

BAO CAO SAN XUAT, SU DUNG THUOC PHONG XA

Cong |Tén thudc san S6 lwong sir

S6 lwgng sin S6 lwong ton | Ghi

Thang [suat Igay xua‘t - nong do, <ult dung chAo bénh kho chi
du kién | ham luong nhan
€)) 2) 3) (4) (5) (6) ©9)

Ngay.... thang.... nam....
Pai dién don vi**
(Ky, ghi r6 ho tén, chirc danh
dong dau (néu cd))

* S liéu thong ké cho ting thang str dung trong nim gan nhét ctia co s&

** Nguoi dai dién phap luat hodc ngudi dugc iy quyén
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Phu luc X1V

MAU PHIEU TIEP NHAN HO SO PE NGHI CUNG CAP THUOC PHONG XA
(Kem theo Thong tu sO [2026/TT-BYT ngay th&ng ndam 2026 ciua B¢ truong Bo Y té)

SO Y TE...... CONG HOA XA HQI CHU NGHIA VIET NAM
S6...W. ... Péc lap - Tw do - Hanh phiic

PHIEU TIEP NHAN
HO SO PE NGHI CUNG CAP THUOC PHONG XA
LR 5 10 0 T4 I 1 0 o S

2. Pia chi don vi nop hd so (trudng hop ndp hd so qua dudng buu dién):

2. Hinh thtc  Truyc tiép i Buu dién o Tryc tuyén ]
nop:

Nop lan dau o Nop bo sung lan...@... o
3. S6, ngay thang ndm vin ban ctia don vi (N0 CO): ......oeeeiviiie e

4. Danh muc ta1 U @

Ghi ch(: Phiéu tiép nhdn nay chi c6 gid tri xdc nhédn co sé da nép ho so tai co quan tiép nhin
hé so

NGUOI NHAN HO SO
(Ky va ghi ro ho tén)

Ghi chu:
(1) S6 tiép nhan ho so
(2) Ghi 1an b sung hé so.

(3) Cac tai liéu tuong ung theo thu tuc hanh chinh dugc quy dinh tai Thong tu nay (liét ke chi
tiet hoac danh muc kém theo).
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Phu luc XV

MAU SO THEO DOI SAN XUAT, PHA CHE THUOC GAY NGHIEN, THUOC
~ HUONG THAN, THUOC TIEN CHAT ,
(Kem theo Thong tu so [2026/TT-BYT ngay thang nam 2026 ciia Bé truong Bo Y te)

Tén co so&

SO THEO DOI SAN XUAT, PHA CHE THUOC GAY NGHIEN, THUOC HUONG
THAN, THUOC TIEN CHAT
(Bat dau sw dung tir...... den......... )

SO THEO DOI SAN XUAT, PHA CHE THUOC GAY NGHIEN, THUOC HUONG
THAN, THUOC TIEN CHAT

S6 lwgng S6 lwong
thuoc thanh |thudc thanh [Ho va tén|Ho va tén
phim thu | phidm thu | nguoi nguoi
dwoc theo Iy | dwoe trén | pha ché |kiém soat

thuyét thure té

Cong thirc
pha ché
(cho 0110
san pham)

S6 Tén thuoc -
th | nong do,
tw [ ham luwgng

Ghi
chu

Ngay
thang

@ |2 ©) (4) ©) (6) () ® 10

* S6 dugce danh sb trang tir 01 dén hét, va dong dau giap lai giita cac trang.
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Phu luc XVI

MAU PHIEU XUAT KHO THUOC GAY NGHIEN, THUOC HUONG THAN, THUOC
TIEN CHAT, THUOC PHONG XA, NGUYEN LIEU LAM THUOC LA DUQC CHAT
GAY NGHIEN, DUQC CHAT HUONG THAN, TIEN CHAT DUNG LAM THUOC

(Kém theo Thong tir s6 [2026/TT-BYT ngay thang

Tén co so:
bia chi:

nim 2026 ciia Bé trucng Bo Y té)

PHIEU XUAT KHO THUOC GAY NGHIEN, THUOC HUONG THAN, THUOC TIEN
CHAT, THUOC PHONG XA, NGUYEN LIEU LAM THUOC LA DUQC CHAT GAY
NGHIEN, DUQC CHAT HUONG THAN, TIEN CHAT DUNG LAM THUOC

Xuat cho co sé™:
Pia chi:

Tén nguyén li¢u/Tén
STT| thuoc, nong do/ ham
lugng

Pon vi tinh{S6 lwong xuat

S6 16 san [Tén nha san
xuat, han | xuat, nwéce (Ghichd
dung** | san xuat

Nguoi giao
(Ky, ghi ro ho tén)
*Mau nay cé thé sir dung dé:
1. Xuét ndi bd co so.

2. Xuét cho don vi khac:

- Ghi r tén nguoi nhan thude, s6 ching minh thu nhan dan

Ngudi nhan
(Ky, ghi ro ho tén)

Ngay.... thang.... nam....
Pai dién don vi ***
(Ky, ghi r6 ho tén, chirc danh
dong dau (néu cd)

- Co s6 ¢6 thé dung hoa don tai chinh thay cho mau sd 8 nhung téi thiéu phai c6 du cac thong

tin quy dinh tai mau nay hodc kém theo Phiéu bao 16.
** Thudc phong xa khong can ghi thong tin vé han ding

*** Nguoi dai dién phap luat hodc ngudi duoc ty quyén
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Phu luc XVII

MAU SO THEO DOI XUAT, NHAP, TON KHO THUOC DANG PHOI HQP CO CHUA
DUQC CHAT GAY NGHIEN, THUOC DANG PHOI HQP CO CHUA DUQC CHAT
HUONG THAN, THUOC DANG PHOI HQP CO CHUA TIEN CHAT, THUOC POC,

NGUYEN LIEU POC LAM THUOC, THUOC VA DUQC CHAT THUQC DANH MUC

CHAT BI CAM SU DUNG TRONG MOQT SO NGANH, LINH VUC
(Kém theo Théng tir s6 /2026/TT-BYT ngay thang  nam 2026 ciia BY trucng Bo Y té)

SO THEO DOI XUAT, NHAP, TON KHO THUOC DANG PHOI HOP CO CHUA
DUQC CHAT GAY NGHIEN, THUOC DANG PHOI HQP CO CHUA DUQC CHAT
HUONG THAN, THUOC DANG PHOI HQP CO CHUA TIEN CHAT, THUOC PQC,

NGUYEN LIEU POC LAM THUOC, THUOC VA DUQC CHAT THUQC DANH MUC
CHAT BI CAM SU DUNG TRONG MOQT SO NGANH, LINH VUC
Tén nguyén liéu/Tén thude, nong d0/ hAm TWONE. ...........oveeveeeeeeeeeeeeeeeeeeeeeee e

DO VI HNN: e erres

INRQ SAIN KUAL: . eeeeeeeeeee e e et e e e e e e e e e e e e e e e e e e e e e aaaeeeeeeeaeeererreeesesessrnnnns

> ) Sb ching S6 lwon Sb l(j), han Ghi chu
tTlg?])é Noi xuat, nhap | tir xuat, e dung
nhdp | Nhap | Xuét |Con lai
(1) ) ®3) (4) (5) (6) ) )

* S6 dugc danh sb trang tir 01 dén hét.
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Phu luc XVIII

MAU SO THEO DOI SAN XUAT, PHA CHE THUOC PHONG XA ,
nam 2026 cua Bo truong Bo Y té)

(Kém theo Théng tir s6 [2026/TT-BYT ngay thang

Tén co s&
SO THEO DOI SAN XUAT, PHA CHE THUOC PHONG XA
(Bat dau sw dung tu............ den .......... )
SO THEO DOI SAN XUAT, PHA CHE THUOC PHONG XA
] Sf'), lwgng Sf'), lwgng Ho va Ho va | Chat
.| So thuoc thanh (thuoc thanh| tén | lwgng .
Ngay . A I Hoat F 2 ten ‘. <> [Ghi
> 2 | the | Tén thuoc o pham thu | pham thu .. | ngwoi | thuoc .
thang do . n nguoi 2% £|lchu
tw dwgc thgo ly| dwgce trén ha ché kiém |pha cheé

thuyét thue té P soat

() (6) () (8) 9)

OBV 3) (4)

* 86 dugc danh so trang tir 01 dén hét, va dong dau giap lai giira cac trang.
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Phu luc XIX
MAU BIEN BAN NHAN LAI THUOC GAY NGHIEN, THUOC HUONG THAN,
, THUOC TIEN CHAT ,
(Kem theo Thong tw so  12026/TT-BYT ngay  thang  nam 2026 cua Bo truong Bo Y té)
CONG HOA XA HQI CHU NGHIA VIET NAM
Déc 1ap - Tu do - Hanh phic

BIEN BAN NHAN LAI THUOC GAY NGHIEN,
THUOC HUONG THAN, THUOC TIEN CHAT

1. Ho, tén nguoi giao:

- Pia chi:

- S6 dinh danh c4 nhan/ Ho chiéu/ Céac gidy to twong duong khac:

Noi cap: Ngay cap:

- La nguoi bénh o La nguoi dai dién cia nguoi bénh o
2. Tén co so ban 1¢:

- Nguoi chiu trach nhiém chuyén mén vé dugc cua co so:

- Dia chi:

3. Danh muc thudc nhén lai:

T Ten‘ thuoc, dang baq che, 'nong’(-i(.)/ Pon vi tinh | S6 Iwong Ly do .nhz.ln Gh,I
ham lwgng, quy cach dong goi ’ : lai chu
1
2

4. Thoi gian giao nhan: (Cac) mat hang trén dugc giao, nhéan vao...gio...phlit ngay.... thang ....

5. Pia diém giao nhan (Ghi chi tiét dia chi thuc té giao nhan):

Bién ban nay duoc hai bén théng nhat va l1ap thanh 02 ban, mdi bén giit 01 ban.

e , ngay... thang... nam....
BEN GIAO BEN NHAN
(Ky va ghi ro ho tén) (Ky va ghi ro ho tén)
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Phu luc XX

MAU SO THEO DOI THONG TIN CHI TIET KHACH HANG ,
(Kem theo Thong tu sO [2026/TT-BYT ngay thadng nam 2026 cua Bé truong Bo Y te)

Tén co sO

SO THEO DQI T‘H(A)NG TIN CHI TI}?:T KHACH HANG
(Bat dau sw dung tr...... den .........)

SO THEO DOI THONG TIN CHI TIET KHACH HANG

Hoat chit,

Ngay | S6 |[Tén thudc. Quy Pon vi [S6 lrong| Tén khach | Pia | Ghi

thang [tha tu| cach dong goi nong do/ ham tinh ban hang chi | chd
lwgng
Q) | @ 3) (4) ) (6) (7) | (8)

* S6 dugc danh s6 trang tir 01 dén hét




