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PHAN VAN BAN QUY PHAM PHAP LUAT

BOY TE
BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phic
Sb: 19/2014/TT-BYT Ha Noi, ngay 02 thang 6 nam 2014
THONG TU

Quy dinh quan Iy thudc gy nghién, thudc huéng tim than
va tién chét dung lam thudc

Can cir Ludt diege s6 34/2005-QH11 ngay 14 thing 6 nam 2005;

Can cir Ludt phong, chong ma iy sé 23/2000/QHI0 ngay 19 thang 12 nam 2000
va Ludt sira doi, b6 sung mét so diéu cia Ludt phong, chong ma tiy so6
16/2008/QH12 ngay 03 thang 6 nam 2008;

Can cir Nghi dinh s6 79/2006/ND-CP ngay 09 thing 8 ndm 2006 ciia Chinh phii
quy dinh chi tiét thi hanh mét sé diéu cia Ludt dwoc;

Can cit Nghi dinh s6 89/2012/NP-CP ngay 24 thang 10 niam 2012 ciia Chinh phii
sika doi, bo sung mét s6 diéu cia Nghi dinh so6 79/2006/ND-CP ngay 09 thing 8
nam 2006 cua Chinh phu quy dinh chi tiét thi hanh mét s6 diéu cia Ludt dioc

Can cir Nghi dinh so 80/2001/ND-CP ngay 05 thang 11 nam 2001 cia Chinh
phii huéng dan viéc kiém sodt cic hoat dong hop phdp lién quan dén ma tiy &
trong nuoc;

Can cir Nghi dinh s6 58/2003/ND-CP ngay 19 thiang 5 ndam 2003 ciia Chinh phii
quy dinh vé kiém sodt nhdp khdu, xudt khdu, vin chuyén qud canh lanh thé
Viét Nam chdt ma tiy, tién chdt, thudc gdy nghién, thudc hwéng tam than;

Can cir Nghi dinh s6 82/2013/ND-CP ngay 19 thang 7 ndm 2013 ciia Chinh phii
vé viéc ban hanh cdc danh muc chdt ma iy va tien chat;

Can cir Nghi dinh s6 63/2012/ND-CP ngay 31 thang 8 ndm 2012 cuia Chinh phii
quy dinh chirc ndng nhiém vu, quyén han va co cdu té chirc ciia Bo Y té;

Theo dé nghi cua Cuc truong Cuc Quan ly Duoc,

Bé truomg B Y té ban hanh Théng tw quy dinh quan Iy thuéc gdy nghién,
thudc hwdng tam than va tién chat ding lam thuéc.
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Chuong I
NHUNG QUY PINH CHUNG

Piéu 1. Pham vi diéu chinh va ddi twong ap dung

Thong tu ndy quy dinh cic hoat dong lién quan dén thubc gay nghién, thudc
hudng tam than, tién chat dung lam thudc va thuoc thanh pham dang phoi hop co6
chtra hoat chat gay nghién, thudc thanh pham dang phoi hgp c6 chtra hoat chat
hudng tam than, thuoéc thanh pham dang phdi hop cod chira tién chat sir dung trong
linh vuc y té va trong phan tich, kiém nghiém, nghién ctru khoa hoc cua cac co
quan, t6 chtrc, ca nhan trong nudc va nudc ngoai.

Piéu 2. Giai thich tir ngir

Trong Thong tu ndy, cac tir ngit dudi day duoc hiéu nhu sau:

1. Thuoc gdy nghién gom:

a) Nguyén liéu c6 chira hoat chit gdy nghién quy dinh tai Phu luc I ban hanh
kém theo Thong tu nay;

b) Ban thanh pham c6 chtra hoat chat gay nghién quy dinh tai Phu luc I ban
hanh kém theo Thong tu nay;

¢) Thudc thanh phdm cé chira hoat chit gdy nghién quy dinh tai Phu luc I &
moi nong dg, ham lugng;

d) Thudc thanh pham c6 chira hoat chat gay nghién phdi hop véi hoat chat
khac trong d6 nong d9, ham luong hoat chat gdy nghién l6n hon nong do, ham
luong quy dinh tai Phu luc II ban hanh kém theo Thong tu nay;

d) Thubc thanh pham c6 chira hoat chat gay ngh1en phéi hop véi hoat chit gay
nghién khac; hodc thudc thanh pham ¢ chira hoat chat gy nghién ph01 hop voi
hoat chit hudng tdm than; hodc thudc thanh phdm co6 chia hoat chit gay nghién
phoi hgp véi tien chat dung lam thudc; hoac thudc thanh pham cé chira hoat chat
gay nghién phoi hop véi hoat chat hudng tam than va tién chat dung lam thudc
trong do hoat chat gady nghién, hoat chat hudng tam than, tién chat dung lam thuoc
¢ moi nong do, ham luong.

2. Thuéc thanh pham gdy nghién 1a thudc quy dinh tai cac Piém c, d va d
khoan 1 Diéu nay.

3. Thuéc thanh pham dang phoi hop c¢é chira hoat chdt gdy nghién 13 thudc
thanh pham d4p trng dong thoi cac dicu kién sau day:

a) C6 chira cac hoat chat khong phai 1a hoat chat gdy nghién, khong phai 1a
hoat chat hudng tam than va khong phai 1a tién chat dung lam thudc;

b) C6 chira hoat chat gay nghién; hodc co chtra hoat chat giy nghién phdi hop
v6i1 hoat chat hudng tdm than; hodc c6 chira hoat chat gay nghién phdi hop vai tién
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chat dung 1am thudc; hodc c6 chira hoat chit gdy nghién phdi hop v6i hoat chét
hudng tdm than va tién chat dung lam thudc;

c¢) Nong do, ham luong cac hoat chat giy nghién, hoat chat huéng tdm than,
tién chat dung lam thuéc déu nho hon hodc bang nong do, ham lugng quy dinh tai
Phu luc I1, IV va VI ban hanh kém theo Thong tu nay.

4. Thuoc huéng tam than gdm:

a) Nguyén liéu c6 chira hoat chat huéng tdm than quy dinh tai Phu lyc III ban
hanh kém theo Thong tu nay;

b) Ban thanh pham c6 chira hoat chit huéng tim than quy dinh tai Phuy luc III
ban hanh kém theo Thong tu nay;

¢) Thudc thanh pham c6 chita hoat chat huéng tdm than quy dinh tai Phu luc III
ban hanh kém theo Thong tu nay & moi nong do, ham lugong;

d) Thubc thanh pham c6 chira hoat chat huéng tam than phéi hop voi hoat chat
khac trong d6 nong do, ham lugng hoat chat huéng tdm than 16n hon nong do, ham
luong quy dinh tai Phu luc IV ban hanh kém theo Thong tu nay;

@) Thudc thanh pham c6 chira hoat chat huéng tam than phéi hop voi hoat chat
huong tam than khac; hoac thuéc thanh pham c6 chtra hoat chat hudéng tam than
phoi hop véi tién chat dung 1am thudc trong do hoat chat hudng tam than, tién chat
dung lam thudc & moi nong d9, ham luong.

5. Thudc thanh phdam hiwedng tam than 13 thube quy dinh tai cac Diém ¢, d va d
Khoan 4 biéu nay.

6. Thuéc thanh pham dang phéi hop ¢6 chira hoat chdt hwéng tam than 1a
thudc thanh pham dap trng dong thoi cac diéu kién sau day:

a) C6 chira cac hoat chat khong phai 1a hoat chat giy nghién, khong phai 1a
hoat chat hudng tam than va khong phai 1a tién chat dung lam thudc;

b) C6 chira hoat chat hudng tam than hodc co chira hoat chit hudng tdm than
phoi hop vai tién chat dung lam thudc;

¢) Nong do, ham luong cac hoat chat hudng tim than, tién chat dung lam thude
déu nho hon hodc bang nong dd, ham luong quy dinh tai Phu luc IV va VI ban
hanh kém theo Thong tu nay.

7. Tién chat ding lam thuéc gom:

a) Nguyén liéu c6 chua tién chat dung lam thudc quy dinh tai Phu luc V ban
hanh kém theo Thong tu nay;

b) Ban thanh pham c6 chira tién chat dung lam thudc quy dinh tai Phu luc V
ban hanh kém theo Thong tu nay;

¢) Thudc thanh pham c6 chua tién chat dung lam thube quy dinh tai Phu luc V
ban hanh kém theo Thong tu nay & moi nong do, ham lugong;
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d) Thudc thanh phdm c6 chira tién chat dung 1am thudc phéi hop véi hoat chat
khac trong d6 nong do, ham lugng tién chat dung lam thuéc 16n hon nong do, ham
luong quy dinh tai Phu luc VI ban hanh kém theo Thong tu nay;

@) Thudc thanh pham co chira tién chat dung lam thude phdi hop véi tién chat
dung lam thudc khéc & moi nong dg, ham luong.

8. Thudc thanh phdm tién chat 1a thude quy dinh tai cac diém c, d va d Khoan
7 Diéu nay.

9. Thuéc thanh pham dang phoi hop c¢é chira tién chdt 13 thube thanh pham
dap tng dong thoi cac diéu kién sau day:

a) C6 chira cac hoat chat khong phai 1a hoat chat gy nghién, khong phai 1a
hoat chat hudng tam than va khong phai 1a tién chat dung lam thudc;

b) C6 chura tién chat dung 1am thubc & néng do, ham lugng nho hon hoic bang
nong do, ham lugng quy dinh tai Phy luc VI ban hanh kém theo Thong tu nay.

Chwong 11 _
KINH DOANH THUOC

Piéu 3. Nguyén tic chung

1. Co s& san xudt, xuit khau, nhap khau, ban budn, ban I¢, co s& cung ung dich
vu lién quan dén thudc gdy nghién, thudc huéng tdm than, tién chat dung lam
thudc va thudc thanh phim dang phdi hop co chira hoat chit gdy nghién, thudc
thanh pham dang phdi hop c6 chira hoat chit hudng tdm than, thudc thanh phim
dang phéi hop co chura tién chat phai dap tmg cac diéu kién kinh doanh thudc theo
quy dinh tai Chuong II ctia Luat dugc va Chuong IV Nghi dinh s6 79/2006/ND-CP
ngdy 09 thang 8 nam 2006 cua Chinh phu va Nghi dinh s6 89/2012/ND-CP ngay 24
thang 10 nam 2012 cua Chinh phu stra ddi, bod sung mot s6 diéu cua Nghi dinh )
79/2006/ND-CP ngay 09 thang 8 nim 2006 cia Chinh pht quy dinh chi tiét thi
hanh mét s diéu cua Luét dugce va céc quy dinh tai Thong tu nay.

2. Co s& san xuit, xuat khau, nhap khau, ban buén, co s& cung ung dich vu
lién quan dén thubc gy nghién, thudc hudng tim than, tién chat dung lam thudc
phai xdy dung va thuc hién theo cic quy trinh thao tac chuan (SOP) riéng vé thudc
gay nghién, thubc hudng tdm than, tién chat dung lam thudc dé quan 1y cac hoat
dong xuét khau, nhap khiu, mua, béan, bao quan, giao nhan, van chuyén, huay thude.
Viéc xay dung SOP phai bao dam an toan, khong duoc dé that thoat; timg cong
doan phai c6 ban giao bang so sach, ¢ ky xac nhan nham xac dinh rd trach nhiém
ctia tirng c4 nhan trong mdi cong doan.

3. Co s& san xudt, xuat khau, nhap khau, ban buén, co s& cung ung dich vu
lién quan dén thudc thanh pham dang phdi hop c6 chira hoat chat giy nghién,
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thudc thanh pham dang phdi hop c6 chira hoat chat hoat chit hudng tdm than,
thudc thanh pham dang phdi hop ¢ chia tién chat phai c6 cac quy trinh thao tac
chuan trong cac hoat dong theo quy dinh tai khoan 2 Piéu nay. Cac SOP nay c6
thé viét riéng hoic chung véi SOP cua cac thude khac.

4. C4 nhan tham gia kinh doanh thudc gy nghién, thudc huéng tdm than, tién
chat dung 1am thudc va thudc thanh pham dang phdi hop c6 chira hoat chat gay
nghién, thudc thanh phém dang phbi hop ¢6 chira hoat chat hudng tAm than, thudc
thanh pham dang phdi hop c6 chira tién chat phai dugc dao tao ban dau, cap nhat
vé cac van ban quy pham phéap luit va cac quy trinh thao tic chuan lién quan; hd
so dao tao phai dugc luu gitr tai co so.

Diéu 4. Sén xuit

1. Co so dang duoc phép san xuét thude gdy nghién, thudc huéng tAm than va
tién chat dung lam thude dugc tlep tuc san xuét cac thudc gy nghién, thudc hudng
tam than va tién chét dung 1am thudc.

Trudc ngay 30 thang 11 hang ndm, cic co s& cd nhu cau san xuat thudc gay
nghié¢n, thuoc hudng tdm than, tién chat dung lam thudéc gui van ban dé nghi vé
Cuc Quan ly Dugc - B Y té. Cuc Quan ly Dugc - B4 Y t€ can cur tinh hinh thuc té
dé ban hanh stra doi, bo sung danh sach cac co s& dugc phép san xuat thudc gay
nghién, thudc hudng tam than, tién chat dung lam thuoc.

2. Co s6 san xuat thudc gy nghién, thuéc hudng tim than, tién chat dung lam
thudc phai tudn thu cac quy dinh sau day:

a) Pat tiéu chuan thyc hanh t6t san xuat thubc (GMP) phu hop véi timg dang
bao ché it nhat 02 nam;

b) Nhan su:

- Thu kho bao quan thudc gay nghién phai tot nghiép dai hoc dugc va co thoi
gian hanh nghé it nhat 02 nam trd 1én tai co s& san xuit thude.

- Thu kho bao quéan thudc hudng tam than, tién chat dung lam thudc phai tét
nghi¢p dai hoc dugc hoac trung hoc dugce trd 1€n duge ty quyén (thu truéng co sé
uy quyén bang van ban, thoi gian uy quyén moi lan khong qua 12 thang).

- Nhan vién chu chdt chiu trach nhiém vé ché d6 ghi chép, bao céo phai t6t
nghi€p dai hoc dugc c6 thoi gian hanh nghé it nhat 02 nam trd 1én tai co sé san
xuat thudc;

¢) Ho so, s6 sach: Co so san xuat thudc gay nghién, thudc hudng tam than, tién
chat dung lam thudc phai 13p va ghi chép day du céc loai s6 theo doi sau day:

- SO pha ché thubc gay nghién, thuéc hudng tim than, tién chat dung lam
thudc thuc hién theo quy dinh tai mau s6 01 ban hanh kém theo Thong tu nay;

- S6 theo ddi xuat, nhap thudc gy nghién, thudc hudng tam than, tién chat ding
lam thuoc thyc hién theo quy dinh tai mau s6 02 ban hanh kém theo thong tu nay;



