BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
-------- Doc lap - Tw do - Hanh phuc

Sb: 19/2014/TT-BYT Ha Noéi, ngay 02 thang 06 ndm 2014
THONG TU
QUY PINH QUAN LY THUOC GAY NGHIEN, THUOC HUONG TAM THAN VA TIEN CHAT DUNG
LAM THUOC

Cén ctr Luét dwoc sé 34/2005-QH-11 ngay 14 thang 6 ndm 2005;

Céan cwr Luat phong, chéng ma tuy s6 23/2000/QH10 ngay 19 thang 12 nam 2000 va Luéat stra déi, b6
sung mét sé diéu cta Luat phong, chéng ma tuy sb 16/2008/QH12 ngay 03 thédng 6 ndm 2008;

Can ctr Nghj dinh sé 79/2006/ND-CP ngay 09 thdng 8 ndm 2006 cta Chinh phd quy dinh chi tiét thi
hanh mét sé diéu cua Luét dworc;

Can ctr Nghj dinh s6 89/2012/NP-CP ngay 24 thang 10 ndm 2012 ctia Chinh phd sira déi, bé sung
mot so diéu cua Nghj dinh so 79/2006/ND-CP ngay 09 thang 8 nam 2006 cda Chinh phd quy dinh chi
tiét thi hanh moét sé diéu cua Luat duwoc

Can ctr Nghi dinh s 80/2001/ND-CP ngay 05 thang 11 nam 2001 cua Chinh phi huong dan viéc
kiém soat cac hoat dong hop phap lién quan dén ma tuy & trong nwéc;

Can ctr Nghij dinh s6 58/2003/ND-CP ngay 19 thang 5 ndm 2003 cta Chinh phu quy dinh vé kiém soat
nhép khau, g(uét khau, van chuyén qua canh lanh thé Viét Nam chat ma tuy, tién chat, thuéc gay
nghién, thudc hwéng tdm than;

Céan cwr Nghij d‘_inh,sé' 82/2013/ND-CP ngay 19 thang 07 nam 2013 cda Chinh pha vé viéc ban hanh
cac danh muc chat ma tay va tién chat;

Can ctr Nghj dinh sé 63/2012/ND-CP ngay 31 thang 08 nam 2012 cda Chinh phu quy dinh chire ndng
nhiém vu, quyén han va co cdu té chirc cia BO Y té;

Theo dé nghij ctia Cuc truéng Cuc Quén ly Duoc,

B trirng BG Y té ban hanh Théng tw quy dinh quan ly thubc gay nghién, thuéc huéng tam than va
tién chat dung lam thudc.

Chuong |
NHO’'NG QUY BINH CHUNG

Diéu 1. Pham vi diéu chinh va déi twong ap dung

Théng tw nay quy dinh cac hoat déng lién quan dén thudc gay nghién, thubc huwéng tam than, tién
chét dung lam thuébc va thudc thanh pham dang phéi hop cé chira hoat chat gay nghién, thubc thanh
phdm dang phédi hop cé chra hoat chat hwéng tam than, thubce thanh phdm dang phédi hop cé chira
tién chat str dung trong Iinh virc y té va trong phan tich, kiém nghiém, nghién ctu khoa hoc ctia cac
co quan, té chirc, ca nhan trong nwéc va nuwéc ngoai.

Diéu 2. Giai thich tir ngiv

Trong Théng tw nay, cac tr nglr dwdi day dwoc hiéu nhw sau:

1. Thubc gay nghién gdm:

a) Nguyén liéu cé chira hoat chat gay nghién quy dinh tai Phu luc | ban hanh kém theo Théng tw nay.
b)\ Ban thanh pham cé chira hoat chat gay nghién quy dinh tai Phu luc | ban hanh kém theo Théng tw
nay.

c) Thuéc thanh phdm cé chira hoat chat gay nghién quy dinh tai Phu luc | & moi néng do, ham lwong.
d) Thubc thanh pham co chira hoat chat gay nghién phdi hop véi hoat chat khac trong d6 nong do,
ham Iwgng hoat chat gay nghién I&n hon nong d6, ham lwgng quy dinh tai Phu luc Il ban hanh kém
theo Théng tw nay.

d) Thubc thanh pham c6 chira hoat chat gay nghién ph0| hop v&i hoat chat gay nghién khac; hoac
thudc thanh phdm cé chira hoat chat gay nghién phdi hop véi hoat chat hwdng tam than; hodc thube



thanh phdm c6 chra hoat chat gay nghién phéi hop véi tién chat ding 1am thubc; hoac thudc thanh
phdm c6 chira hoat chat gay nghién phdi hop véi hoat chat hwéng tam than va tién chat dung lam
thudc trong doé hoat chat gay nghién, hoat chat hwdng tam than, tién chat dung lam thuéc & moi ndng
dé, ham lwong.

2. Thubc thanh phdm gay nghién 1a thubc quy dinh tai cac diém c, d va d khoadn 1 Diéu nay.

3. Thuéc thanh phdm dang phdi hop co chira hoat chét gdy nghién la thube thanh phdm dap tng
dong th&i cac diéu kién sau day:

a) C6 chira cac hoat chat khong phai la hoat chét gay nghién, khong phai la hoat chat hudng tam than
va khéng phai la tien chat dung lam thudc;

b) C6 chira hoat chét gay nghién; hoéc co chira hoat chat gay nghién phdi hop véi hoat chéat hwong
tam than; hoac co6 chtra hoat chat gay nghién phoi hop véi tien chat dung lam thudc; hoac cé chira
hoat chat gay nghién phoi hop véi hoat chat hwéng tdm than va tién chat dung lam thudc;

c) Nbng dd, ham lwgng cac hoat chét gay nghién, hoat chat hudng tam than, tién chat ding lam thuée
déu nhoé hon hoac bang nong do, ham lwgng quy dinh tai Phu luc Il, IV va VI ban hanh kem theo
Thoéng tw nay.

4. Thubc huéng tdm thdn gdm:

a) Nguyén liéu c6 chira hoat chat huwéng tam than quy dinh tai Phu luc 1l ban hanh kém theo Théng
tw nay.

b) Ban thanh phém c6 chira hoat chat hwéng tdm than quy dinh tai Phu luc 1l ban hanh kém theo
Thoéng tw nay.

c) Thudc thanh phdm co chira hoat chat hudng tam than quy dinh tai Phu luc Il ban hanh kém theo
Thoéng tw nay & moi nong dg, ham lwgng.

d) Thudc thanh pham c6 chiva hoat chat hwdng tdm than phéi hop voi hoat chat khac trong d6 nong
dd, ham lwgng hoat chat hwéng tdm than I&n hon nong d9, ham Iwgng quy dinh tai Phu luc IV ban
hanh kem theo Théng tw nay.

d) Thubc thénh,phém c6 chia hoat chét hwong tam than phdi hop véi hoat chét hwéng tam than
khég:; hoac thuoc thénh pham co chra ‘hoat‘chét hu’c'mg tam thén,phc“)i hop yé’i tien chat dung lam
thudc trong do6 hoat chat hwéng tam than, tién chat dung lam thuéc & moi ndng do, ham lwgng.

5. Thubc thanh phédm huéng tdm than 1a thube quy dinh tai cac diém c, d va d khoan 4 Diéu nay.

6. Thude thanh pham dang phéi hop c6 chira hoat chét huéng tam than 1a thube thanh pham dap Gng
dong thoi cac dieu kién sau day:

a) C6 chira cac hoat chat khong phai la hoat chat gay nghién, khong phai la hoat chat huéng tam than
va khéng phai la tien chat dung lam thudc;

b) C6 chira hoat chat hwéng tam than hodc co chira hoat chat hudng tam than phdi hop voi tién chat
dung lam thudc;

c) N6ng dd, ham lwgng cac hoat chat hwdng tam than, tién chét dung lam thude déu nhé hon hoac
bang nong dd, ham lwgng quy dinh tai Phu luc IV va VI ban hanh kém theo Théng tw nay.

7. Tién chét dung lam thuéc gdm:

a) Nguyén liéu c6 chira tién chat dung lam thuéc quy dinh tai Phu luc V ban hanh kém theo Théng tw
nay.

b) Ban thanh pham cé chira tién chat dung lam thudc quy dinh tai Phu luc V ban hanh kém theo
Thoéng tw nay.

c) Thudc thanh phdm co chira tién chat dung lam thube quy dinh tai Phu luc V ban hanh kém theo
Thoéng tw nay & moi nong do, ham lwong.

d) Thudc thanh phdm c6 chiva tién chét dung lam thuéc phdi hop véi hoat chéat khac trong do nong do,
ham Iwgng tién chat dung lam thudc I&n hon nong dd, ham Iwgng quy dinh tai Phu luc VI ban hanh
kém theo Théng tw nay.

d) Thuéc thanh pham c6 chiva tién chét dung lam thuéc phdi hop véi tién chat ding lam thube khac &
moi nong d6, ham lwong.

8. Thudbc thanh phdm tién chét |a thubc quy dinh tai cac diém c, d va d khoan 7 Diéu nay.



9. Thube thanh pham dang phdi hop c6 chira tién chét Ia thudc thanh pham dap (ng dong thoi cac
diéu kién sau day:

a) C6 chira cac hoat chat khong phai la hoat chét gay nghién, khong phai la hoat chat hwéng tam than
va khéng phai la tién chat dung lam thuéc;

b) C6 chira tién chat dung lam thubc & ndng dd, ham lwong nhé hon hodc béng ndng dd, ham lwong
quy dinh tai Phu luc VI ban hanh kém theo Thong tw nay.

Chwong |
KINH DOANH THUOC
Diéu 3. Nguyén tac chung

1. Co s& san xuét, xuat khiu, nhap khau, ban buén, ban I8, co sé cung trng dich vu lién quan dén
thudc gay nghién, thubc huéng tam than, tién chat dung lam thuéc va thudc thanh pham dang phéi
hop c6 chtra hoat chat gay nghién, thubc thanh phdm dang phédi hop cé chira hoat chat hwéng tam
than, thuéc thanh pham dang phéi hop cé chira tién chat phai dap ng cac didu kién kinh doanh
thuéc theo quy dinh tai Chwong |l ctia Luat dwoc va Chwong IV Nghi dinh s6 79/2006/ND-CP ngay 09
thang 08 nam 2006 cta Chinh phi va Nghi dinh sb 89/2012/ND-CP ngay 24 thang 10 nam 2012 cla
Chinh phu stra ddi, bd sung mét sé didu ctia Nghi dinh sb 79/2006/ND-CP ngay 09 thang 8 nam 2006
ctia Chinh phua quy dinh chi tiét thi hanh mét sb diéu cta Luat dwoc va cac quy dinh tai Théng tw nay.

2. Co s& san xuét, xuat khau, nhap khau, ban buén, co s& cung (rng dich vu lién quan dén thudc gay
nghién, thuéc hwéng tam than, tién chat dung lam thuéc phai xay dwng va thwc hién theo cac quy
trinh thao tac chuan (SOP) riéng vé thudc gay nghién, thubc huwéng tam than, tién chat dung lam
thudc dé quan ly cac hoat dong xuét khau, nhap khau, mua, ban, bdo quan, giao nhan, van chuyén,
hay thudc. Viéc xay dwng SOP phai bdo dam an toan, khéng dwoc dé that thoat; tirng cong doan phai
c6 ban giao bang sb sach, co6 ky xac nhan nhdm xac dinh rd trach nhiém cla tirng ca nhan trong méi
cébng doan.

3. Co s& san xuét, xuat khau, nhap khau, ban buén, co s& cung ng dich vu lién quan dén thubc
thanh phdm dang phdi hop cé chira hoat chét gay nghién, thubc thanh phdm dang phéi hop c6 chira
hoat chét hoat chat huwéng tam than, thuéc thanh pham dang phdi hop cé chiva tién chat phai cé cac
quy trinh thao tac chuén trong cac hoat dong theo quy dinh tai khoan 2 Didu nay. Cac SOP nay c6 thé
viét riéng hodc chung véi SOP clia cac thubc khac.

4. Ca nhan tham gia kinh doanh thuéc gay nghién, thuéc huong tam than, tién chat dung lam thude va
thudc thanh phém dang phoi hgp cd chira hoat chat gay nghién, thuoc thanh ‘phém,dang phoi hgp co
chtra hoat chat hwdng tam than, thude thanh pham dang phdi hop c6 chia tién chét phai dwoc dao
tao ban dau, cap nhat vé cac van ban quy pham phap luat va cac quy trinh thao tac chuan lién quan;
hé so dao tao phai dwoc lwu gilk tai co sé.

Diéu 4. San xuat

1. Co s& dang dwoc phép san xuat thudc gay nghién, thudc hwéng tam than va tién chat dang lam
thuoc dworc tiép tuc san xuat cac thudc gay nghién, thudc hwéng tdm than va tién chat dung lam
thudc.

Trwdc ngay 30 thang 11 hang nam, cac co s ¢6 nhu cau san xuét thube gay nghién, thubc huwong
tam than, tien chat dung lam thudc gtri van ban de nghi ve Cuc Quan ly Dwoc — B0 Y té. Cuc Quan ly
Dwoc —BG Y té can civ tinh hinh thyc té dé ban hanh siva dbi, bd sung danh sach cac co s& duoc
phép san xuat thuoc gay nghién, thudc hwdng tdm than, tién chat dung lam thudc.

2. Co s& san xuét thubc gay nghién, thubc hwéng tam than, tién chat dung lam thuéc phai tuan tha
céc quy dinh sau day:

a) Pat tiéu chuén thwc hanh tét san xuat thubc (GMP) phu hop véi tivng dang bao ché it nhat 02 nam;
b) Nhan sy:

- Thi kho bao quan thubc gay nghién phai tbt nghiép dai hoc duoc va cé thdi gian hanh nghé it nhat
02 n&m tr& lén tai co s& sdn xuét thubc.

- Thi kho bao quéan thubc huéng tam than tién chat dung lam thuéc phai tét nghiép dai hoc dwoc
hoac trung hoc dwoc tré 1én dwoc Gy quyén (tha trwdng co sé& Gy quyén bang van ban, thoi gian Gy
quyén méi 1an khoéng qua 12 thang).



- Nhan vién cha chét chiu trach nhiém vé ché do ghi chép, bao cao phai tét nghiép dai hoc dwoc c6
thoi gian hanh nghé it nhat 02 nam tré 1én tai co s& san xuat thudc;

c) H6 so, s6 sach: Co s& san xuét thudc gay nghién, thubc huéng tam than, tién chat dung lam thuée
phai lap va ghi chép day da cac loai s6 theo dbi sau day:

- 86 pha ché thubc gay nghién, thubc hwong tam thén, tién chét dung lam thude thic hién theo quy
dinh tai mau so 01 ban hanh kém theo Théng tw nay;

- 86 theo dai xuét, nhap thubc gay nghién, thubc hwéng tam thén, tién chét dung lam thuée thie hién
theo quy dinh tai mau so6 02 ban hanh kém theo théng tw nay;

- Phiéu xuat kho thuéc gay nghién, thuéc hwéng tam than, tién chat dang lam thude thuc hién theo
quy dinh tai mau so6 03 ban hanh kém theo Théng tw nay;

3. Co s& san xuét thuée thanh pham dang phéi hop co chiva hoat chat gay nghién, thuéc thanh pham
dang phoi hgp co chtra hoat chat hwdng tam than, thuoc thanh phdm dang phdi hop c6 chira tién
chat phai tuan thi cac quy dinh sau day:

a) Pat tiéu chuén thwc hanh tét san xuét thuéc (GMP) phu hop véi tivng dang bao ché it nhat 02 nam;
b) Nhan sy:

- Thi kho bao quan nguyén liéu, ban thanh phdm c6 chira hoat chat gay nghién phai tét nghiép dai
hoc dwoc c6 thdi gian hanh nghé it nhat 02 nam tré 1&n tai co' s& san xuét thudc.

- Tha kho bao quan nguyén liéu, ban thanh ph&m c6 chtra hoat chat hwéng tam than, nguyén liéu,
ban thanh phdm c6 chira tién chat phal tot nghiép dai hoc dwoc hoac trung hoc dwoc tr& 1én dwoc Qy
quyén (tha trwdng co s& Uy quyén bang van ban, thoi gian Gy quyén méi lan khéng quéa 12 thang).

- Nhan vién cht chét chju trach nhiém vé ché do gh| chep, bao cao phai tét nghiép dai hoc duoc co
thoi gian hanh nghé it nhat 02 nam tré 1én tai co s& san xuét thubc.

c) Ho so, s6 sach: Co sé san xuét thubc thanh phdm dang phéi hop cé chira hoat chat gay nghién,
thudc thanh phdm dang phéi hop cé chira hoat chat hwéng tam than, thubc thanh phdm dang phéi
hop c6 chira tién chét phai ghi chép ddy du vao sé theo ddi nhap, xuét thubc thanh phadm dang phéi
hop c6 chira hoat chat gay nghién, thudc thanh phdm dang phédi hop c6 chiva hoat chat hwdng tam
than, thuéc thanh pham dang phéi hop cé chira tién chat theo mau sb 4 ban hanh kém theo Théng tw
nay.

4. Co s& san xuét thubc gay nghién, thudc hwéng tam than, tién chét dung lam thubc dwoc:

a) Mua, nhap khau nguyén liéu, ban thanh pham c6 chira hoat chat gay nghién; nguyén liéu, ban
thanh pham c6 chira hoat chat hwdng tadm than; nguyén liéu, ban thanh phdm cé chira tién chat dé
san xuét thubc cta chinh co s& minh;

b) Xuat khau thubc gay nghién, thubc hwong tam than, tién chét dung lam thude cda chinh co s&
minh san xuat;

c) Ban thuéc thanh pham gay nghién, thudc thanh pham huéng tam than, thubc thanh pham tién chat
ctia chinh co’ s& minh san xuét cho cac co s& quy dinh tai khoan 1 Diéu 5 Théng tw nay.

5. Co s@ san xuét thuéc thanh pham dang phéi hop co6 chira hoat ghat gay nghién, thubc thénh‘phém
dang phoi hgp c6 chira hoat chat hwéng tdm than, thudc thanh pham dang phoi hop cé chira tién
chét dwoc:

a) Mua, nhap khau nguyén liéu, ban thanh pham c6 chira hoat chat gay nghién; nguyén liéu, ban
thanh pham c6 chira hoat chat huo’ng tam than; nguyén liéu, ban thanh phdm cé chira tién chat dé
san xuét thubc cla chinh co s& minh;

b) Xuét khau thubc thanh phdm dang phéi hop co chira hoat chét gay nghién, thuéc thanh pham dang
phdi hop c6 chira hoat chat hwéng tam than, thubc thanh phdm dang phdi hop cé chira tién chét;

c) Ban truc tiép thudc thanh phdm dang phdi hop c6 chira hoat chat gay nghién, thudc thanh phdm
dang phéi hop cé chira hoat chat hwéng tam than, thudc thanh pham dang phéi hop cé chira tién
chét do co' s& minh san xuét cho cac co s& kham bénh, chiva bénh, nha thubc dat nguyén tac tiéu
chuén thyc hanh tét nha thubc (GPP) trong pham vi ca nwéc;

d) Ban thudc thanh phdm dang phéi hop co chira hoat chét gay nghién, thuéc thanh pham dang phdi
hop cd chira hoat chat hwéng tam than, thuoe thanh pham dang phoi hgp c6 chira tien chat cho chi .
moét co s& ban budn thudc cé Giay chirng nhan du diéu kién kinh doanh thudc trén dia ban mét tinh dé



ban cho cac co s& kham bénh, chira bénh, nha thudc dat nguyén tac tiéu chuan thuwc hanh tét nha
thudc (GPP) trén dia ban tinh dé.

6. Khi c6 nhu cadu mua, nhap kh&u nguyén liéu cé chira hoat chat gay nghién, nguyén liéu cé chra
hoat chat hwéng tam than, nguyén liéu cé chira tién chat dé nghién clru san xuat mat hang méi dang
ky lu hanh, co s& phai cé don dé nghi thwe hién theo quy dinh tai mau sé 05 ban hanh kém theo
Théng tw nay va phai bao céo chi tiét sé lwong nguyén liéu da dung dé nghién ctru, san xuét thtr thuwc
hién theo quy dinh tai mau s 06 ban hanh kém theo Théng tw nay.

Diéu 5. Xuat khau, nhap khau

1. Doanh nghiép chiu trach nhiém xuét khau, nhap khau va cung &ng thubc gay nghlen thubc hwéng
tam than, tién chat dung lam thuéc cho céc co s& kinh doanh, st dung thubc trong c& nwéc dwoc quy
dinh tai Phu luc VIl ban hanh kém theo Théng tw nay.

Trwéce ngay 30 thang 11 hang nam, doanh nghiép c¢6 nhu ciu xuét khdu, nhap khau thuéc gay nghién,
thudc hwéng tam than, tién chat dung lam thudc gtvi van ban dé nghi vé Cuc Quan ly Duwoc —Bo Y té.
Cuc Quén ly Dwoc — B Y té xem xét, bdo cdo dé xuét véi Lanh dao Bo. Can ci vao tinh hinh thuc
tién, Cuc Quan ly Dwoc — Bo Y té ban hanh stra ddi, bd sung danh sach cac doanh nghiép dwoc phép
xuét khdu, nhap khau thudc gay nghién, thubc hwéng tam than, tién chat ding 1am thubc dé cung trng
cho cac co s& kinh doanh, st dung trong cé nwéec.

2. Doanh nghiép xuét khau, nhap khau thuéc gay nghién, thuéc huéng tam than, tién chét ding lam
thudc phai tuan tha cac quy dinh sau:

a) Nhan su: Thi kho phai t6t nghiép dai hoc duoc cé thoi gian hanh nghé it nhat 02 nam tré 1én tai co
s& san xuat, kinh doanh thudc.

b) H6 so, s6 sach: Doanh nghiép xuét khau, nhap khau thuéc gay nghién, thuéc hwong tam than, tién
chét duing 1am thubc phai 1ap va ghi chép day du cac loai hé so, sb sach theo dai sau day:

- S6 theo dai xuat, nhap thudc gay nghién, thubc hwéng tam than, tién chét dung lam thude thie hién
theo quy dinh tai mau s6 02 ban hanh kém theo Théng tw nay;

- Phiéu xuat kho thu6c gay nghién, thu6c hwéng tam than, tién chat dung lam thudc thuc hién theo
quy dinh tai mau sb 03 ban hanh kém theo Thong tw nay;

- Céc chirng tir lién quan dén viéc xuét khau, nhap khau, mua ban thuéc gay nghién, thuéc hwéng
tdm than, tién chat dung lam thudc.

3. Doanh nghiép xuét khau, nhap khau thudc gay nghién, thuéc hwéng tam than va tién chat dung lam
thudc quy dinh tai khoan 1 biéu nay dwgc:

a) Xuét khau, nhap khau thuéc gay nghién, thudc hwéng tam than, tién chat dung lam thubc;

b) Mua thuéc gay nghién, thudc hwéng tam than, tién chét dung lam thuée, thuée thanh pham dang
phoi hgp c6 chira hoat chat gay nghién, thuoc thanh phém dang phoi hop c6 chtra hoat chat hudng
tam than, thuéc thanh pham dang phéi hop cé chira tién chat cia cac co s& san xuét;

c) Ban thuéc thanh pham gay nghién, thudc thanh pham hwéng tam than, thubc thanh pham tién chét
cho cac co s& ban buén quy dinh tai khodn 1 Diéu 6 Théng tw nay, nha thuéc quy dinh tai khoan 1
Diéu 7 Théng tw nay, co s& kham bénh, chira bénh, co s& nghién cru, kiém nghiém, trung tam giao
duc - lao ddng - xa hoi, co s& diéu tri nghién chéat dang thudc phién bang thubc thay thé, co s& dao
tao chuyén nganh Y- dwoc trong ca nwéc.

d) Ban nguyén liéu, ban thanh pham c6 chira hoat chat gay nghién; nguyén liéu, ban thanh pham co
chira hoat chat hwdng tam than; nguyén liéu, ban thanh pham c6 chira tien chat cho cac co s¢ dugc
phép san xuat, pha ché thuéc gay nghién, thuéc hwéng tam than, tién chat dung lam thuéc.

d) Chi dwoc nhap khau truc tiép, khdng dwoc mua, ban thubc gay nghién, thudc hwéng tam than va
tién chat dung lam thubc clia cac doanh nghiép xuéat khau, nhap khau thuéc khac. Trwéng hop khong
cung tng dd thuéc cho ngwdi bénh, doanh nghiép xuét khiu, nhap khau phai bao cdo Cuc Quan ly
Duoc — Bo Y té dé xem xét giai quyét.

4. Co s& dap rng cac diéu kién kinh doanh thuéc theo quy dinh tai Chwong Il ctia Luat dworc,
Chuong IV Nghi dinh s 79/2006/ND-CP ngay 09 thang 08 nam 2006 cla Chinh pht va Nghj dinh sb
89/2012/ND-CP ngay 24 thang 10 n&m 2012 cGa Chinh phu sira déi, bd sung mét sb diéu cta Nghi
dinh s6 79/2006/ND-CP ngay 09 thang 8 ndm 2006 ctia Chinh pha quy dinh chi tiét thi hanh mét sé
diéu cta Luat duwoc dwoc xuat khau, nhap khau thube thanh phdm dang phéi hop cé chiva hoat chét



gay nghién, thudc thanh pham dang phdi hop co chiva hoat chat hwang tam than, thude thanh pham
dang phdi hgp cé chira tién chat; phai lap va ghi chép day da cac ho so sau day:

a) S6 theo doi nhap khau, xuat khau thuéc thanh phdm dang phéi hop co chira hoat chat gay nghién,
thuoc thanh pham dang phoi hop cd chira hoat chat hwdng tam than, thuoc thanh pham dang phoi
hop co6 chira tien chat thwe hién theo quy dinh tai mau s6 04 ban hanh kém theo Théng tw nay;

b) Chieng tir lién quan dén viéc xuat khau, nhap khau, mua ban thuéc thanh phdm dang phéi hop co
chtra hoat chat gay nghién, thuoc thanh pham dang phoi hop cé chtra hoat chat hwéng tam than va
thudc thanh pham dang phdi hop c6 chira tién chat.

5. Doanh nghiép xuét khau, nhap khau thudc chi dugc ban tryc tiép thuéc thanh pham dang phdi hop
cé chtra hoat chat gay nghién, thuoc thanh phém dang phoi hgp c6 chira hoat chat hwdng tam than,
thudc thanh phdm dang phéi hop cé chira tién chat cho:

a) Co s& kham bénh, chira bénh, nha thubc dat GPP trong pham vi c& nwéc;

b) M6t co' s& ban budn thude co Gidy chirng nhan da diéu kién kinh doanh thudc trén dia ban mét tinh
dé ban cho cac co s& kham bénh, chira bénh, nha thubc dat GPP trén dia ban tinh dé.

Piéu 6. Ban budn

1. Doanh nghiép dwoc phdm tai tinh, thanh phé trwc thudéc Trung wong dang cung trng thude thanh
phdm gay nghién, thubc thanh phdm hwéng tam than, thubc thanh pham tién chat dwoc tiép tuc mua
thudc thanh pham gay nghién, thudc thanh pham huéng tam than, thuéc thanh pham tién chét tir cac
doanh nghiép quy dinh tai khoan 1 Diéu 5 Théng tw nay dé cung trng trén dia ban tinh.

Trwdng hop doanh nghiép dwoc pham tinh, thanh phd trwe thudc Trung wong khéng cung trng du
thudc cho cac co s& kham bénh, chivra bénh trén dia ban, S& Y té tinh, thanh phd trwc thudc Trung
wong chiu trach nhiém bao cdo Cuc Quan ly Dugc — Bo Y té dé chi dinh mot doanh nghiép ban budn
thudc cé Gidy chirng nhan du diéu kién kinh doanh thuéc khac cung &ng thubc thanh phadm gay
nghién, thuéc thanh phdm hwéng tam than, thubc thanh pham tién chét trén dia ban tinh.

2. Doanh nghiép quy dinh tai khoan 1 Biéu nay phai tuan thd cac quy dinh sau:

a) Nhan su: Tha kho phai tot nghiép dai hoc dwoc va co thoi gian hanh nghé it nhat 02 n&m tré Ién tai
cbng ty san xuat, kinh doanh thudc.

b) H6 so, sb sach:

- Sé theo dbi xuét, Qhép’thuéc gay nghién, thuéc hwéng tam than, tién chat dung lam thubc thyc hién
theo quy dinh tai mau s6 02 ban hanh kém theo Théng tw nay;

- Phiéu xuét kho thudc gay nghién, thubc hwéng tam than, tién chat ding lam thue thuc hién theo
quy dinh tai mau so 03 ban hanh kém theo Thong tw nay;

- Céc chirng tir lién quan dén viéc xuat khau, nhap khau, mua ban thube gay nghién, thuéc hwéng
tdm than, tien chat dung lam thudc.

3. Doanh nghiép quy dinh tai khoan 1 Biéu nay duoc:

a) Mua thuéc thanh pham gay nghién, thudc thanh pham hwéng tam than, thudc thanh pham tién chét
ctia cac doanh nghiép xuét khdu, nhap khau thudc quy dinh tai khoan 1 DPiéu 5 Thong tw nay;

b) Ban thuéc thanh phadm gay nghién, thubc thanh phdm hwéng tm than, thubc thanh pham tién chét
cho nha thuéc dat GPP quy dinh tai khodn 1 Diéu 7 Théng tw nay, co s& kham bénh, chiva bénh, co
s& nghién clru, kiém nghiém, trung tdm gido duc- lao déng- xa hoi, co s diéu tri nghién chéat dang
thudc phién bang thubc thay thé, co s& dao tao chuyén nganh Y- dwoc trén dia ban tinh.

4. Co s& dap trng cac dléu kién kinh doanh thudc theo quy dinh tai Chu’o’ng Il cha Luat dworc,
Chuong IV Nghi dinh s 79/2006/ND-CP ngay 09 thang 08 ndm 2006 cia Chinh phu va Ngh| dinh sé
89/2012/ND-CP ngay 24 thang 10 nam 2012 cua Chinh phu stra ddi, bd sung mét sé diéu cla Nghi
dinh s6 79/2006/ND-CP ngay 09 thang 8 nd&m 2006 ctia Chinh phu quy dinh chi tiét thi hanh mot sb
diéu cla Luat dwoc dwgc mua, ban thube thanh pham dang phéi hop cé chira hoat chét gay nghién,
thudc thanh pham dang phdi hop cé chira hoat chat hwdng tam than, thudc thanh pham dang phéi
hop c6 chira tién chat; phai 1ap va ghi chép day du cac hoé so sau day:

a) Sb theo doi Xuét, nhap thuéc thanh pham dang phéi hop c6 chira hoat chét gay nghién, thuéc
thanh Qhém qang phdi hop c6 chira hoat chz‘zt hu”é’ng tdm than, thudc thanh pham dang phoi hop ¢co
chtra tien chat thwe hién theo quy dinh tai mau s6 04 ban hanh kém theo Thong tw nay;



b) Chirng tir lién quan dén viéc mua ban thudc thanh phdm dang phéi hop co chira hoat chat gay
nghién, thuoe thénh‘phérr) dang phéi hop cé chira hoat chat hwéng tam than, thuéc thanh pham dang
phdi hgp c6 chira tien chat.

5. Doanh nghiép ban budn thuéc thanh phadm dang phédi hop co chira hoat chat gay nghién, thubc
thanh phdm dang phdi hop cé chira hoat chat hwéng tam than, thudc thanh phdm dang phdi hop c6
chtra tién chét trén dia ban tinh phai thdng bao cho S& Y té tinh, thanh phé trwc thudc trung wong
nhirng m&t hang ma co s& dang kinh doanh, phai théng bao lai khi cé sw thay ddi va chi dwoc cung
&ng cho co s& kham bénh, chiva bénh, nha thudc dat GPP trén dia ban tinh do.

Piéu 7. Ban lé

1. Nha thuéc dat GPP dwoc ban 1é thubc thanh phdm gay nghién, thudc thanh pham hwéng tam than,
thudc thanh pham tién chét va thubc thanh pham dang phéi hop cd chira hoat chét gay nghién, thudc
thanh pham dang phdi hop c6 chira hoat chat hwéng tam than, thubc thanh phdm dang phéi hop c6
cha tién chat cho ngudi bénh ngoai tra.

Cac nha thubc cé td chirc ban thubce thanh phdm gay nghién phai dang ky véi S& Y té trén dia ban va
thwe hién quy dinh tai Thong tw nay.

2. Chu nha thuéc, ngwdi quan ly chuyén mén phai trwe tiép quan ly va ban 1é thudc thanh pham gay
nghién.

3. Dugc s¥ trung hoc tré 18n quan Iy va ban Ié thuéc thanh pham hudng tam than, thuéc thanh pham
tién chat.

4. Nha thubc quy dinh tai khoan 1 Diéu nay duoc mua thuéc thanh pham gay nghién, thuéc thanh
phdm hwéng tdm than, thudc thanh pham tién chat; dwoc mua thudc thanh pham dang phéi hop cd
chra hoat chét gay nghién, thubc thanh pham dang phdi hop c6 chira hoat chat hwéng tam than,
thudc thanh phdm dang phdi hop c6 chira tién chat tir doanh nghiép xuat khau, nhap khau thuéc quy
dinh tai khoan 1 Biéu 5, doanh nghiép ban budn thubc quy dinh tai khodn 1 Diéu 6 Thong tw nay va
duwoc ban |1é theo quy dinh.

Déi voi thube thanh phém dang phéi hop c6 chira hoat qhét gay nghién, thudc thanh ‘phém,dang phéi
hop co chira hpat chat hwéng tdm than, t,huc“)c thanh pham dang phdi hop c6 chira tién g:hét thudc
Danh muc thuQc khong ké don do B6 Y té ba,n hanh dwgc ban cho ngudi bénh khdng can don theo
quy dinh. Méi lan ban phai ghi thong tin chi tiét khach hang.

5. Nha thubc khéng dwoc mua, ban nguyén liéu, ban thanh phém c6 chira hoat chat gay nghién;
nguyén liéu, ban thanh pham co6 chtra hoat chat hwdng tam than; nguyén liéu, ban thanh pham cé
chtra tien chat.

6. Nha thudc ban 1& thubc thanh phdm gay nghién, thuéc thanh phdm hwong tam than, thube thanh
ph&m tién chét phai lap va ghi chép day du cac loai hd so sau day:

a) S6 theo doi xuét, nhap thuéc gay nghién, thuéc hudng tam than, tién chat ding lam thuéc thue
hién theo quy dinh tai mau s6 02 ban hanh kém theo Thong tw nay;

b) Phiéu xuét kho thubc gay nghién, thubc huong tam than, tién chat dung lam thube cta noi cung
cap thudc;

c) Bon thubc gay nghién lwu tai co s& sau khi ban;
d) Bién ban nhan thubc thanh phdm gay nghién do ngwdi nha ngwdi bénh nép lai.

d) Sb theo dai théng tin chi tiét khach hang thwe hién theo quy dinh tai mau sé 07 ban hanh kém theo
Théng tw nay.

Chuong lll
KE PON, PHA CHE, CAP PHAT VA SU’ DUNG THUOC
Diéu 8. Ké don

1. Viéc ké don thudc thanh phdm gay nghién, thuéc thanh phdm huéng tam than va thude thanh
pham tien chat cho ngudi bénh ngoai tra thire hién theo quy dinh cua “Quy che ké don thudc trong
diéu tri ngoai trd” do B trwdng B6 Y té€ ban hanh.

2. Viéc ké don thude thanh pham gay nghién, thudc thanh phdm hwéng tam than va thuée thanh
pham tién chat cho ngudi bénh ndi tra thiee hién theo quy dinh cda “Thong tw hwdng dan stir dung
thudc trong cac co s y té cé giwong bénh” do B trwedng B6 Y té ban hanh.



3. Thubc thanh phdm dang phéi hop cé chira hoat chat gay nghién, thubc thanh phdm dang phéi hop
c6 chira hoat chat hwéng tam than va thubc thanh phdm dang phdi hop c6 chira tién chat thudc Danh
muc thubc khéng ké don dwgc ban cho ngudi bénh khéng can don theo quy dinh tai “Danh muc
thudc khong ké don” do Bo trwdng Bo Y té ban hanh.

4. Thubc thanh pham dang phéi hop cé chira hoat chat gay nghién, thuéc thanh pham dang phéi hop
c6 chira hoat chat hwéng tam than va thubc thanh phdm dang phdi hop c6 chira tién chat khong
thudc “Danh muc thudc khong ké don” do Bo trwdng Bo Y té ban hanh chi dwoc st dung khi cé don
ctia bac sy c6 chirng chi hanh nghé kham chira bénh. Nguoi ban thudc chi dwoc ban cho nguwdi bénh
khi cé don cla bac s§ cé chirng chi hanh nghé kham chira bénh.

Diéu 9. Pha ché thuéc tai bénh vién

1. Bénh vién c6 pha ché thuéc thanh phadm gay nghién, thubc thanh phdm hwéng tm than, thube
thanh pham tién chét va thubc thanh phdm dang phdi hop cé chiva hoat chat gay nghién, thubc thanh
phadm dang phédi hop c6 chira hoat chat hwéng tam than, thubc thanh phdm dang phdi hop c6 chira
tién chat phai bd tri khu viec pha ché dap ng cac diéu kién sau day:

a) Co s& vat chét:

- Phong pha ché: co tran chéng bui, nén va twong nha bang vat liéu dé vé sinh, khi can thiét co thé
thwe hién cong viéc tay trung. Phong phéi dwoc xay dwng & noi thoang mat, riéng biét, an toan, cach
xa nguon 6 nhiém. Dién tich mat bang toi thieu 1a 10m2. Cac bd phan phai bo tri theo nguyén tac mét
chiéu;

- C6 chb rira tay, riva dung cu pha ché;

- C6 dl dung cu phu hop véi viéc pha ché, bdo quén va kiém nghiém thubc.

b) Nhan lyc:

- Nguoi gidm sat, chiu trach nhiém vé ché do ghi chép, bao cao, kiém tra chat lwgng thude sau khi
pha ché phai tot nghiép dai hoc dworc.

- Nguoi quan ly thubc thanh phdm gay nghién sau khi pha ché phai tét nghiép dai hoc duorc.

- Nguwoi quan ly thudc thanh pham huwdng tam than, thuéc thanh pham tién chét sau khi pha ché phai
tot nghiép trung hoc dworc tré 1én.

c¢) Bong goi, dan nhan, béo quan:

- Thubc thanh phdm gay nghién, thubc thanh phdm hwéng tam than, thubc thanh pham tién chét pha
ché xong phai dwoc déng goi, dan nhan ngay dé tranh nham Ian. Nhan phai cé théng tin sau day: Tén
co s&, tén thubc, dang bao ché, hoat chéat, néng dd hodc ham lwgng, ngudi pha, nguwdi giam sat,
ngay pha ché, han dung cla thuéc.

- Thubc gay nghién, thuéc hwong tam than, tién chat dung lam thubc phai dwoc dé bao quan & ta
riéng; c6 cac bién phap, trang thiét bi d& bdo ddm an toan, chéng that thoat.

d) Hé so, sb sach:

- Sb pha ché thubc gay nghién, thuéc hwéng tam than, tién chat dung lam thuéc (Mau sb 1);

- Sb kiém tra kiém soat chat lwong thubc;

- Quy trinh pha ché thubc theo don;

- Phai ¢6 ndi quy, quy trinh thao tac chuin (SOP) trong pha ché thuéc.

2. Pham vi hoat dong:

a) Thubc pha ché chi ban, cip phat theo don cho ngwdi bénh diéu tri ndi trd va ngoai trd cia chinh co
s& do;

b) Chi dwoc pha ché cac thube co cong thirc, quy trinh pha ché, tiéu chuén chat luvong dwoc ngudi
dlrng dau co s& phé duyét va chiu trach nhiém vé tinh an toan va hiéu qua cla thudc;

c) Khéng dwoc pha ché thubc tiém.

Diéu 10. Pha ché, str dung thubéc tai co’ s& nghién ctru, dao tao chuyén nganh y-dwoc

1. Co s& nghién ctru, dao tao chuyén nganh y-dwoc duoc pha ché, st dung thuée gay nghién, thuéc
hwdng tam than, tién chat dung lam thuoc va thudc thanh pham dang phoi hop c6 chira hoat chat gay
nghién, thudc thanh pham dang phoi hop ¢é chira hoat chat hwéng tdm than, thudc thanh pham dang



phdi hop c6 chira tién chat phuc vu cdng tac gidng day va nghién ciru khoa hoc; nguoi tot nghiép hé
dai hoc dwoc giam sat viéc pha ché va chiju trach nhiém vé ché dé ghi chép sb pha ché, sb theo dbi
xuét, nhap thudc gay nghién, thuéc hwéng tam than, tién chat dung lam thuéc va bao céo theo dling
quy dinh ctia Thong tw nay.

2. Thuéc thanh pham gay nghién, thudc thanh pham huwéng tam than va thuée thanh pham tién chét
pha ché xong phai dwoc déng goéi, dan nhan, bao quan theo quy dinh tai diem c khoan 1 Biéu 9 Thong
tw nay.

Diéu 11. Cap phat va st dung

1. Khoa dugc cap phat thudc cho cac khoa diéu tri theo Phiéu Iinh thuéc thanh pham gay nghién,
thudc thanh phdm hwéng tam than va thudc thanh pham tien chat theo mau so 8 ban hanh kém theo
Théng tw nay va tryc tiep cap phat thudc cho nguwdi bénh diéu tri ngoai tru.

Trwdng khoa dwoc hodc ngudi tét nghiép dai hoc dwoc dwoc trwdng khoa Gy quyén bang van ban ky
duyét phiéu linh thubc thanh phdm gay nghién, thubc thanh phdm huwéng tam than va thudc thanh
pham tién chét clia cac khoa diéu tri; ky duyét phiéu linh thuéc thanh pham gay nghién, thudc thanh
phdm hwéng tam than, thubc thanh phadm tién chét cho ca trwc ctia khoa duorc.

2. Trwdng khoa diéu tri, tredng phong kham ky duyét phiéu linh thuée thanh pham gay nghién, thuéc
thanh pham hwéng tam than, thudc thanh pham tién chat cho khoa phong minh.

Tai cac khoa diéu tri, sau khi nhan thudc tir khoa dwoc, diéu dwéng vién dwoc phan cong nhiém vu
phai doi chiéu tén thudc, néng d6, ham lwong, so lwgng thudc trwdce luc tiem hodc phat cho ngudi
bénh;

Thudc thanh phdm gay nghién, thubc thanh phdm huwéng tam than va thubc thanh pham tién chat
thira do khong st dung hét hodc do ngudi bénh chuyén vién hodc tir vong, khoa diéu tri phai lam gidy
tra lai khoa dwgc. Truwdng khoa dwoc cdn ctv diéu kién cu thé dé quyét dinh tai st dung ho&c huy theo
quy dinh va lap bién ban Iwu tai khoa dworc;

Khoa dwoc phai theo doi va ghi chép day di sé Ivgng thude thanh pham gay nghién, thube thanh
ph?m hu’c'mg tdm than va thudc thanh pham tién chat xuat, nhap, ton kho thwc hién theo quy dinh tai
mau sO 02 ban hanh kém theo Thong tw nay.

Tha kho quan Iy thubc gay nghién phai tét nghiép dai hoc dwgc hoac trung hoc dwgc dwoc nguwoi
dirng dau co s& Uy quyén bang van ban (méi lan Gy quyén khéng qua 12 thang).

Tha kho quan Iy thubéc hwéng tam than, tién chat dung lam thudc phai tét nghiép trung hoc duoc tré
Ién.

2. Khoa, phong diéu tri trong cac co s& kham bénh, chira bénh: thubc thanh pham gay nghién, thudc
thanh phdm hwéng tam than va thube thanh pham tién chat trong ta thubc trwe, ta thubc cap clru pha|

dé ngéan riéng do diéu duéng vién truc glu va cép phat theo y I1énh. Khi dbi ca truc, ngudi gitk thude
cla ca trye trwdc phai ban giao thudce va sb theo déi cho ngudi gitr thudc cla ca truc sau.

3. Trung tAm gido duc - lao dong - xa hoi, co' s& cai nghién bat budc, cac co sé diéu tri nghién chét
dang thuéc phién bang thubc thay thé: thubc thanh phdm gay nghién, thuéc thanh phdm hwéng tam
than va thudc thanh pham tién chét do nguwoi tot nghiép dai hoc duwgc hodc trung hoc dwoc trd 1én
(dwoc ngwdi dirng dau co s& uy quyén bang van ban méi lan uy quyén khoéng quéa 12 thang) quan ly,
cép phat va theo déi s6 sach.

4. Tramyté xa, phwong, thi tran do nguwoi cé trinh d6 chuyén mon tlr dwoc ta tr& 1€n hodc tr y sy tré
Ien quan ly, cap phat thuoc thanh pham huwéng tdm than thuge chuwong trinh stee khée tam than cong
ddng va co sé theo dbi.
Chuong IV

GIAO NHAN, VAN CHUYEN VA BAO QUAN THUOC
Diéu 12. Giao nhan

1. Khi giao, nhan thubc gay nghién, thubéc huwéng tam than, tién chat dung lam thube, thubc thanh
pham dang phdi hgp c6 chira hoat chat gay nghién, thuéc thanh pham dang phdi hop c6 chira hoat
chéat huéng tam than, thubc thanh pham dang ph0| hop co6 chira tién chat Nguoi giao, ngum nhan
thudc phal tién hanh klem tra d6i chiéu tén thuéc, néng do, ham lwong, sb lwong, sb 16 san xuét, han
dung, chat lwong thudc vé mat cdm quan; phai ky va ghi ré ho tén vao chirng tlr xuat kho, nhap kho.



2. Nguwoi giao, ngwdi nhan thube gay nghién, thudc huwéng tam than, tién chat ding lam thubc phai tét
nghiép trung hoc dwoc tré 1én.

Diéu 13. Van chuyén

1. Thubc gay nghién, thuéc hwéng tam than, tién chat dung lam thudc, thubc thanh phdm dang phdi
hop co chira hoat chat gay nghién, thubc thanh phdm dang phéi hop co chiva hoat chéat huwong tam
than, thuéc thanh pham dang ph0| hop co6 chira tién chat phai duwoc déng gai, niém phong va co bién
phap bdo ddm an toan, khong dé that thoat trong qua trinh van chuyén; trén bao bi can ghi ré noi
xuét, noi nhap, tén thubc, sé lwong thudc.

2. Nguoi dirng dau co s& phai giao nhiém vu bang van ban cho ngudi tét nghiép trung hoc duoc tré
Ién ctia co' s& minh chiu trach nhiém van chuyén thuéc gay nghién, thubc hwéng tam than, tién chét
dung lam thuéc; nguwoi chiu trach nhiém van chuyén phai mang theo van ban trén, chirng minh thw
nhan dan (hoac giay to tuy than hop phap), hoa don ban hang hoac phiéu xuét kho; chiu trach nhiém
vé chiing loai, sé lwong, chat lweng thudc vé& mat cdm quan trong qua trinh van chuyén va giao day
du cho bén nhan.

3. Trwong hop co' s& kinh doanh phai thué van chuyén thuéc gay nghién, thuéc huédng tam than, tién
chét dung lam thuéc: Bén thué va bén nhan van chuyen phai ky hop. ddng bang van ban, trong dé néu
rd cac diéu kién lién quan dén bao quan, van chuyén, giao nhan thudc gay nghién, hwéng tam than,
tién chat dung lam thuéc theo quy dinh. Bén nhan van chuyén phai dap &ng cac diéu kién doé trong
qua trinh van chuyén, bao dam thudc khong bj that thoat.

Bén thué va bén nhan van chuyén phai chiu trach nhiém vé cac véan dé lién quan ¢én thuéc gay
nghién, thuéc huéng tam than, tién chat dung lam thuébc trong qua trinh van chuyén.

Nguoi giao va ngudi nhan thube gay nghién, thubc hwong tam than, tién chét dung lam thude cla co
s& kinh doanh phai tét nghiép trung hoc dwoc tré 1én.

Diéu 14. Bao quan

1. Doanh nghiép san xuét thuéc phai cé kho riéng dap (ng tiéu chuan “Thuc hanh tét bdo quan thubc
do B trwdng BO Y té ban hanh dé bao quan nguyén liéu va thubc thanh phadm gay nghién, thubc
thanh phdm hwéng tam than, thubc thanh pham tién chét; thubc thanh phdm dang phédi hop c6 chiva
hoat chét gay nghién, thubc thanh phdm dang phdi hop c6 chiva hoat chat hwéng tam than, thube
thanh phdm dang phdi hop c6 chira hoat chét tién chat. Kho phai cé clra, c6 khoa chac chan, c6 cac
bién phap bdo ddm an toan, khong dé that thoat.

2. Doanh nghiép xuét khiu, nhap khau thuéc quy dinh tai khoan 1 Diéu 5 Théng tw nay phai cé kho
riéng dap &ng tiéu chuan “Thwc hanh tét bdo quan thudc” phi hop quy mé kinh doanh clia co s&
nhwng dién tich téi thiéu 100m?2 va thé tich téi thidu 300m3, kho cé clra, khda chac chan, c6 cac bién
phap bao ddm an toan, khong dé that thoat.

3. Doanh nghiép ban buén thuéc quy dinh tai khoan 1 Diéu 6 Thong tw nay phéi c6 kho dép (rng tiéu
chuén “Thyc hanh tét bdo quan thudc”, trong d6 kho bdo quan thudc thanh pham gay nghién, thubc
thanh phdm hwéng tam than, thudc thanh phadm tién chat phai co khéa chac chan, cé cac bién phap
bdo dadm an toan, khéng dé that thoat. Néu khéng cé kho riéng thi thubc thanh phém gay nghién,
thudc thanh phdm hwéng tam than, thudc thanh phdm tién chat phai dé mot khu v riéng biét trong
kho dat tiéu chuan “Thwc hanh tét bao quan thudc’.

4. Doanh nghiép xuét khau, nhap khau, doanh nghiép ban buén thudc thanh phadm dang phéi hop co
chtra hoat chat gay nghién, thuoc thanh pham dang phoi hop co6 chira hoat chat hwdng tam than,
thuéc thanh pham dang phdi hop cb chira tién chat phai co kho dap (rng tiéu chudn “Thyc hanh tét
bao quan thubc”, co cac bién phap bao dam an toan, khéng dé that thoat.

5. Nha thudc phai dugc trang bi td riéng cb khoa chac chan dé bao quan thubc thanh pham gay
nghién, thudc thanh phdm hwéng tam than, thudc thanh pham tién chat.

Néu s6 lvong thube thanh pham gay nghién it, co thé dé ciing ti voi thube thanh phdm huong tam
than va thudc thanh phdm tién chat nhwng phai dé ngan riéng, tranh nham 1n; c6 khoa chac chan, c6
cac bién phap bao dam an toan, khéng dé that thoat.

Thudc thanh phdm dang phdi hop co chira hoat chat gay nghién, thuéc thanh pham dang phdi hop o
chira hoat chat hwéng tam than, thuéc thanh pham dang phoi hgp cé chira tieén chat phai dé khu vyc
riéng.

6. TG thubc trwe, ta thudc cap clru:



Thubc thanh phdm gay nghién, thubc thanh phdm huwéng tam than, thudc thanh pham tién chét & ta
thubce tryc, ta thude cap clru phai dwgc dé & mét ngan hoac 6 riéng, ti co khoa chac chan. S6 lwong,
chung loai thuéc thanh phdm gay nghién, thudc thanh pham hwdng tam than, thudc thanh pham tién
chét dé tai ti thubc trwe, ta thube cap clru do ngudi dirng dau co s& quy dinh bang van ban.

7. Khoa dwoc: Thubc thanh phdm gay nghién, thuéc thanh pham hwéng tam than, thubc thanh phdm
tién chat phai dwoc bao quan trong kho tuan thu cac quy dinh vé “Thwc hanh tét bao quan thudc”;
khoa dwoc bénh vién phai trién khai ap dung nguyén tac "Thwc hanh tét bao quan thuéc" (GSP) theo

dang 16 trinh Bo Y té quy dinh, cé cac bién phap bdo ddm an toan, khong dé that thoat.

Kho, ti bao quan thudc thanh pham gay nghién, thudc thanh phdm hwong tam than, thude thanh
pham tién chéat co khoa chéc chan. Néu khong c6 kho, tu riéng, thudc thanh pham gay nghién co the
dé chung v&i thube thanh pham hwéng tam than va thubc thanh pham tién chat nhwng phai sép xép
riéng biét dé tranh nham Ilan.

Thubc thanh phdm dang phdi hop c6 chira hoat chat gay nghién, thudc thanh phdm dang phéi hop c6
chra hoat chat hwéng tam than, thubc thanh phdm dang phdi hop cé chira tién chat phai dé khu v
riéng.

8. Co s& nghién clru, co s& dao tao va cac don vj lién quan khac: Thudc gay nghién, thuéc huwéng
tam than, tién chat dung lam thuéc phai d& & mot ngan hodc 6 riéng, ta cé khoa chéc chén, c6 cac
bién phap bdo ddm an toan, khéng dé that thoat. Thudc thanh pham dang phéi hop cé chira hoat chat
gay nghién, thuéc thanh phadm dang phdi hop cé chira hoat chat hwéng tam than, thudc thanh pham
dang phéi hop cé chira tién chat phai dé khu vuc riéng.

9. Tram y té xa: Thubc thanh phdm hwéng tam than phai duoc sap xép trong quay, td c6 khoa chéc
chén, cé cac bién phap bdo dadm an toan, khéng dé that thoat.

Chuong V

HO SO, THU TUC CAP PHEP, BAO CAO VA CHE PO HUY THUOC
Diéu 15. Dw tru

1. Doanh nghiép ban budn, co' s& ban 18, co' s& st dung thuéc phai lap dw tri mua thudc thanh pham
gay nghién, thudc thanh phadm hwéng tdm than, thubc thanh pham tién chét thuc hién theo quy dinh
tai mau soO 09 ban hanh kém theo Théng tw nay.

2. Doanh nghlep san xuét thubc thanh pham gay nghién, thudc thanh pham hwéng tam than, thubc
thanh pham tién chét, thubc thanh pham dang phéi hop cd chira hoat chét gay nghién, thudc thanh
pham dang phdi hop c6 chira hoat chat hwéng tam than, thudc thanh pham dang phdi hop co6 chira
tién chat phai lam don hang mua nguyén liéu, ban thanh pham cé chlra hoat chat gay nghién; nguyén
liéu, ban thanh phdm cé chra hoat chat hwéng tdm than; nguyén liéu, ban thanh pham cé chira tién
chét thue hién theo quy dinh tai mau s6 10 ban hanh kém theo Thoéng tw nay hoac don hang nhap
khau nguyén liéu, ban thanh phadm c6 chiva hoat chat gay nghién; nguyén liéu, ban thanh pham co
cha hoat chat hwéng tam than; nguyén liéu, ban thanh phdm cé chira tién chét theo quy dinh tai
Théng tw huwéng dan hoat dong xuét khdu, nhap khau thudc va bao bi tiép xuc truc tiép véi thube do
B6 trwdng BO Y té ban hanh.

3. Doanh nghiép xuét khau, nhap khau thubc lam don hang xuét nhap khau thuéc gay nghién, thuéc
hwdng tam than, tien chat dung lam thuoc theo quy dinh tai Thong tw hwdng dan hoat dong xuat
khau, nhap khau thubc va bao bi tiép xuc truc tiép véi thude hién hanh do Bo trudng Bo Y té ban
hanh.

4. Dy tru dwoc lam thanh 04 ban (co quan duyét dv tru lwu 02 ban, don vi lwu 01 ban, noi ban lwu 01
ban).

5. Cac doanh nghiép ban buén, co s& ban 18, co s& sir dung thubc thanh phadm gay nghién, thubc
thanh phdm hwéng tam than, thubc thanh pham tién chét chi dwoc phép mua, ban, cap phat, st dung
thudc thanh phdm gay nghién, thubc thanh phdm hwéng tam than, thudc thanh pham tién chét khi ban
dy tru da dwoc phé duyét.

6. Nguwdi dirng dau doanh nghiép chiu trach nhiém vé sé lwong thubc thanh phdm gay nghién, thubc
thanh phdm hwéng tam than, thudc thanh phdm tién chét dy tru, s lwong thube dw tri phai phu hop
v&i nhu cdu st dung clia co s&; chi dwoc dw tri sd lwong thudc gay nghién, thuéc huéng tam than,
tién chat dung lam thubc vuot qua 50% so véi sb lwong st dung lan trwde trong trudng hop thiéu
thudc, khan cép, thién tai va dich bénh.



7. Doanh nghiép san xuat, xut khau, nhap khau, doanh nghiép ban budn, co s& ban 18, co s& st
dung thudc thanh phdm dang phéi hop cé chira hoat chat gay nghién, thudc thanh pham dang phéi
hop c6 chira hoat chat hwéng tam than, thudc thanh phdm dang phdi hop cé chira tién chat khong
phai lap dv tru theo cac quy dinh trén.

8. Trong th&i han 07 ngay lam viéc, ké tlr khi nhan dwoc ban dw tru hop 1&, co quan xét duyét du tru
sé xem xét phé duyét ban dw tru hodc cé céng van tra |&i, néu ré ly do khong dwoc phé duyét.

Diéu 16. Duyét dw tru
1. Cuc Quan ly Dwoc —Bo Y té:

a) Duyét dv tri thubc gay nghién, thuéc huéng tam than, tién chat dung lam thube cho cong ty san
xuét thudc, co s& kham bénh, chira bénh, co s& nghién cru, kiém nghiém, co s& dao tao chuyén
nganh Y- duworc;

b) Duyét don hang xuét khau, nhap khau thuéc gay nghién, thuéc hwong tam than, tién chat dang lam
thudc cho cac cong ty xuét khau, nhap khau thuéc quy dinh tai khoan 1 Diéu 5 cla Théng tw nay;

c) Duyét du tru thubc gay nghién, thubc huong tam than, tién chét dang lam thude cho cac co s&
khong thuéc nganh Y té quan ly nhwng cé nhu cau mua thuéc gay nghién dé nghién ctru khoa hoc
trén co s& dé cwong nghién ctru khoa hoc da dwoc co quan quan ly nha nwéc co tham quyén phé
duyét;

d) Duyét d trii thuéc thanh pham gay nghién, thuéc thanh phadm huwéng tam than, thuéc thanh pham
tien chat cho Cuc Quéan y - B6 Quoc phong.

2. S& 'Y té tinh, thanh phd trwc thudc Trung wong duyét dw tri thube thanh phadm gay nghién, thubc
thanh phdm hwéng tam than, thudc thanh pham tién chét cho céng ty ban buén, co s& ban 1& thuéc,
co s& kham bénh, chira bénh trong va ngoai nganh (trr cac don vi truc thudc Bd Qudc phong va Bo
Giao thong van tai), co s& nghién ctru, co s& dao tao chuyén nganh Y- dwoc. Tuy theo tirng dia
phuwong, S& Y té c6 thé phan cip cho Phong y té quan, huyén, thi xa hodc Trung tam Y té quan,
huyén, thi xa (néu c6 nguwoi tot nghiép dai hoc dwoc) duyét dw tri thube thanh pham gay nghién,
thudc thanh phdm hwéng tam than, thuéc thanh phdm tién chat cho tram y té xa, phwong, thi tran.

3.Cuc Quany-B? Quc‘)c’phc‘)r‘lg duyét dy tro thudc thanh pham gay nghién, thuéq thanh phdm hwéng
tdm than, thuoc thanh pham tieén chat cho cac bénh vién, don vi triec thuéc Bo Qudc phong.

4.CucY té- B Giao thong van tai duyét du tru thudc thanh phdm gay nghién, thubc thanh pham
hwéng tdm than, thudc thanh pham tién chat cho cac bénh vién, don vj trie thudc BO Giao théng van
tai.

Diéu 17. Hd so, tha tuc cap phép xuat khiu, nhap khau

1. Hb so, thu tuc cAp phép xuét khau, nhap khau thubc gay nghién, thuéc hwéng tam than, tién chat
dung lam thuéc va thudc thanh phdm dang phéi hop cé chira hoat chat gay nghién, thudc thanh pham
dang phéi hop cé chira hoat chat hwéng tam than, thudc thanh pham dang phéi hop cé chira tién
chét thuc hién theo quy dinh tai Théng tw hwéng dan hoat ddng xuat khau, nhap khau thubc va bao bi
tiép xuc truc tiép véi thube ctia Bo trwdng Bo Y té.

2. Gidy phép xuat khau, nhap khau thuéc gay nghién mau vang, thudc hwang tam than mau xanh, tién
chat dung lam thuéc mau hong dugc cap cho tirng lan nhap khau, xuat khau va cd gia tri trong thoi
han toi da 01 nam, ké tr ngay ky.

3. Gidy phép xuat khau, nhap khau thuéc gay nghién, thuéc hudng tam than, tién chat ding lam thuéc
dwoc gtri cho doanh nghiép xin nhap khau, xuat khau; Van phong thwong tryc phong chong t6i pham
va ma tuy - B Cong an, Chi Cuc Hai quan cira khau noi lam thd tuc xuét khau, nhap khau; Bo Tai
chinh (Cuc Diéu tra chdng budn lau - Téng Cuc Hai quan); Uy ban kiém soat ma tuy quéc té; Co quan
quan ly nwéc nhap khau (ddi voi gidy phép xuat khau).

4. Thubc gay nghién, thubc huong tam than, tién chat dung lam thube chi dwgc phép xuét khau, nhap
khau qua ctra khau quéc té cta Viét Nam.

Diéu 18. Lwu giir hé so, s6 sach

1. Co s& san xuat, xuat nhap khau, ban budn, ban Ié, st dung, pha ché, cap phat, co s& cung rng
dich vu lién quan dén thudc gay nghién, thuéc hwéng tdm than va tién chat dung lam thudc phai ghi

chép, theo dbi va lwu gitk hd so, s6 sach va cac tai liéu lién quan dén thudc gay nghién, thudc hudng
tam than va tién chat dung lam thudc sau khi thudc hét han st dung it nhat Ia hai nam. Bon thuéc N



lwu gilr theo quy dinh tai “Quy ché ké don thubc trong diéu tri ngoai trd” do Bo trudng Bo Y té ban
hanh.

2. Co s& san xuét, pha ché thudc thanh pham dang phéi hop cé chira hoat chat gay nghién, thubc
thanh phdm dang phdi hop c6 chira hoat chat hwéng tam than, thudc thanh phdm dang phdi hop c6
chtra tién chét phai ghi chép, theo déi va lwu gitr hé so, s sach va cac tai liéu lién quan dén nguyén
liéu, ban thanh phdm cé chra hoat chat gay nghién; nguyén liéu, ban thanh pham cé chira hoat chat
hwong tam than va nguyén liéu, ban thanh pham cé chra tién chat sau khi thuéc hét han st dung it
nhéat a hai nam.

3. Hét thoi han lwu trik trén, nguoi dirng dau co s& 1ap hdi ddng dé hay, 1ap bién ban hay va lwu bién
ban hay tai co sé.

Piéu 19. B4o cao
1. Bao céo xuét khau, nhap khau:

a) Thubc gay nghién, thuéc hwdng tam than, tién chat dung lam thuéc: Cham nhét 10 (mudi) ngay
sau khi xuat khau, nhap khau, co s& xuat khau, nhap khau bao céo theo quy dinh tai mau sé 11A,
mau s 11B ban hanh kém theo Théng tw nay t&i Cuc Quan ly Dwoc — B Y té va Van phong thuong
trwc phong chéng t6i pham va ma tuy — Bé6 Céng an;

b) Hang nam, doanh nghiép xuét khdu, nhap khau bao céo sé lwong xuét khdu, nhap khau thubc
thanh phdm dang phdi hop cé chira hoat chat gay nghién, thudc thanh phdm dang phdi hop cé chra
hoat chat hwéng tam than, thubc thanh phdm dang phdi hop cé chira tién chat thuc hién theo quy
dinh tai mau s6 12A, mau s6 12B ban hanh kém theo Thong tw nay téi Cuc Quan ly Dwoc — Bo Y té;
cham nhét la ngay 15 thang 01 ndm sau.

2. Bao c&o tén kho, stv dung:

a) Doanh nghiép xuét khau, nhap khau, doanh nghiép ban budn, co s& ban 1, co s& siv dung thubc
gay nghién, thudéc hwdng tam than va tién chat dung lam thubc phai kiém ké, 1ap bao céo sb lwong
thudc tén kho hang thang, 6 thang trwéc ngay 15 thang 7 va hang nam trwdc ngay 15 thang 1 nam
sau theo quy dinh tai mau sé 13A, mau sb 13B ban hanh kém theo Théng tw nay tdi co quan xét
duyét duw tru, cap phép;

b) Doanh nghiép xuat khau, nhap khau, doanh nghiép ban buén, co s& ban 1é thubc thanh phdm dang
phdi hop c6 chira hoat chét gay nghién, thubc thanh phdm dang phéi hop cé chira hoat chat hwéng
tam than va thudc thanh phdm dang phéi hop cé chira tién chat phai kiém ké, lap bao cédo sb lwong
mua, nhap, tén kho, sb lwong da xuét ban va tén, dia chi khach hang 6 thang trwdc ngay 15 thang 7
va hang nadm truwéc ngay 15 thang 01 ndm sau cho S& Y té trén dia ban.

c) Doanh nghiép san xuét, nhap khau thuéc thanh pham dang phéi hop cé chira hoat chat gay nghién,
thudc thanh pham dang phéi hop cé chira hoat chat hwéng tam than va thubc thanh phdm dang phbi
hop c6 chira tién chét phai kiém ké, 1ap bao cdo sé lwgng mua, nhap, ton kho, sé lwvong da xuét ban
va tén, dia chi khach hang méi ky xin mua, nhap khau nguyén liéu dé san xuét thubc va hang nam
trwdc ngay 15 thang 01 nam sau (ddi véi bao cao ndm) cho Cuc Quén ly Dwoc — B Y té; phai thong
bao cho S& Y té tinh, thanh phd trwc thudc trung wong nhirng mét hang co s& chi dinh doanh nghiép
ban trén dia ban va théng bao lai khi c6 thay dbi.

d) S& Y té cac tinh, thanh phd tric thude Trung wong bao cao tinh hinh stv dung thuéc gay nghién,
thuoc hwdng tam than va tien chat dung lam thuoc hang nam cla cac co s& trén dia ban minh theo
mau sb 14 ban hanh kém theo Théng tw nay;

d) Cuc Quéany-Bo6 Qgéc phong bao cao tinh hinh str dung thudc gay nghién hang nam cua nganh
minh theo quy dinh mau s6 11A ban hanh kém theo Thong tw nay t&i Cuc Quan ly Duvgc - BO Y té;
chém nhat ngay 30 thang 01 nam sau.

3. B4o c&o nham Ian, that thoat hodc khi cé nghi ngd that thoat:

Ca nhan, t6 chirc trong nwéc va nwéc ngoai co cac hoat ddng lién quan dén thudc gay nghién, thubc
hwéng tam than, tién chat dung lam thudc, thudc thanh phdm dang phdi hop cé chira hoat chat gay
nghién, thubc thanh phadm dang phdi hop c6 chiva hoat chat huwéng tam than va thubc thanh pham
dang phéi hop cé chira tién chat phai bdo cao khan téi co quan xét duyét dw tri trong trwérng hop
nham |an, that thoat hodc khi cé nghi nge that thoat. Khi nhan dwoc bao cdo khan, co quan xét duyét
dw tru phai tién hanh tham tra va c6 bién phap xt ly thich hop;

S&Y té tinh, thanh phé truc thudc Trung wong tdng hop va bao céo khan téi Cuc Quan ly Duoc — Bo
Y te.



Diéu 20. Huy thuéc

1. Nguyén liéu, ban thanh phdm cé chira hoat chat gay nghién; nguyén liéu, ban thanh pham cé chira
hoat chat hwéng tam than; nguyén liéu, ban thanh phdm c6 chra tién chét; thudc thanh phdm gay
nghién, thubc thanh phdm hwéng tam than va thube thanh phdm tién chat qua han ding, kém chét
lwong, mau thubc lwu khi hét thoi gian Iwu, thude nhan lai tir cac khoa diéu tri va thudc nhan lai do
ngwdi bénh t&r vong can phai hdy, co sé thwe hién viéc hdy thudc nhu sau:

a) C6 van ban dé nghi hdy thubc givi co quan xét duyét du tri. Van ban dé nghi hay thube phai ghi ro
tén thudc, ndng dé- ham lwong, so lwgng, ly do xin hly, phwong phap huy. Viéc hily thuée chi dwoc
thwe hién sau khi dwoc co quan duyét dw tru phé duyét;

b) Thanh lap hoi déng hiy thubc do ngudi dirng dau co s& quyét dinh. Hoi déng cé it nhat 03 ngu i,
trong d6 phai cé can bd phu trach co sé;

c) Lap bién ban hay thubc va lwu tai co sé;

d) Sau khi hay thubc, phai glri bao céo viéc hiy thude Ién co quan duyét du tri (kém theo bién ban
hay thubc).

2. Céc loai dw pham, phé pham trong qua trinh san xuét thuéc gay nghién, thuéc hwong tam than va
tién chat dung lam thudc, thudc thanh pham dang phéi hop cé chira hoat chat gay nghién, thudc
thanh phdm dang phdi hop cé chira hoat chat hwéng tam than va thube thanh phadm dang phéi hop
c6 chira tién chat can huy, phai dwoc tap hop va huy nhw quy dinh tai diém b va diém c khoan 1 Diéu
nay.

3. Doanh nghiép san xuét, kinh doanh thuc: Cac loai bao bi tiép xdc tryc tiép vai thube gay nghién,
thudc huong tdm than va tien chat dung lam thuoc khéng str dung niva phai dwoc tap hop va hay nhw
quy dinh tai diém b va diém c khoan 1 Diéu nay.

Co s& str dung thubc gay nghién, thuéc huéng tam than va tién chat dung lam thudc: Céc loai bao bi
tiép xuc trwe tiép véi thube, bao gdm: vé chai, vé 6ng, vé lo dwng thubc gay nghién, hwéng tam than
va tién chét dung lam thubc khéng str dung niva phai dwoc tap hop va hiy nhw quy dinh tai diém b va
diém c khoan 1 Diéu nay.

4. Viéc huy thubc gay nghién, thubéc hwdng tam than, tién chat dung lam thubc, thubc thanh phdm
dang phéi hop cé chira hoat chat gay nghién, thubc thanh phdm dang phdi hop cé chira hoat chat
hwéng tam than va thubce thanh phdm dang phdi hop c6 chia tién chéat phai riéng biét véi cac thube
khéac; phai bao dam triét dé an toan cho ngudi, suc vat va tranh 6 nhiém mai trwéng theo cac quy dinh
cta phap luat vé bao vé méi trudng.

Chuwong VI

DIEU KHOAN THI HANH
Diéu 21. Piéu khoan thi hanh
1. Théng tw nay cé hiéu lwc thi hanh ké tr ngay 15 thang 07 ndm 2014.

2. Théng tw 10/2010/TT-BYT ngay 29 thang 04 nam 2010 cla B trudng Bo Y té hwéng dan cac hoat
dong lién quan dén thudc gay nghién va Théng tw 11/2010/TT-BYT ngay 29 thang 04 nam 2010 cua
B6 trudng BO Y té huwéng dan cac hoat dong lién quan dén thudc hwéng tam than va tién chét dung
lam thudc hét hiéu lwc ké tir ngay Théng tw nay cé hiéu luc.

Trong qua trinh thic hién, néu cé kho khan, viedng méc dé nghi cac don vi bao cdo vé Bo Y té (Cuc
Quan ly Duoc) dé xem xét, giai quyét./.

BO TRUONG

Noi nhén:

- Van phong Chinh pht (Céng TTDTCP, Céng bao);
- B6 trwdng, cac Thi trwdng Bo Y té;

- B6 Tw phép (Cuc Kiém tra van ban, Cuc KSTTHC);
- B6 Tai chinh;

- B Cong an (C56, C47, A83);

- B6 Coéng Thuong;

- B6 Quéc phong (Cuc Quan y);

-B6 GTVT (Cuc Y t8);

- Céac Vu, Cuc, Thanh tra Bo- BO Y té;

-S& Y té cac tinh, thanh phé tryc thudc TW;

Nguyén Thij Kim Tién



- Téng Cuc Hai quan (Cuc diéu tra chéng buén lau);
- Téng Céng ty duwoc VN;

- Hiép hgi DNDVN;

- Céng TT bién t&r- BYT;

- Lwu: VT, PC, QLD (2 b);



