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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;



CONG BAO/S6 633 + 634/Ngay 01-7-2014 7

- Phiéu xuat kho thubc gy nghién, thuéc huéng tim than, tién chat dung lam
thudc thuc hién theo quy dinh tai mau s6 03 ban hanh kém theo Thong tu nay;

3. Co sé san xuat thudc thanh pham dang phdi hop ¢6 chira hoat chat gay
nghién, thubc thanh pham dang phoi hop ¢6 chira hoat chat huéng tam than, thudc
thanh pham dang phdi hop c6 chira tién chét phai tuan tha 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 nguyén liéu, ban thanh pham c6 chira hoat chit giy nghién
phai tot nghiép dai hoc dugc co6 thoi gian hanh nghé it nhat 02 nadm trd 1én tai co s&
san xuat thuoc;

- Thu kho bao quan nguyén liéu, ban thanh pham c6 chira hoat chat huéng tam
than, nguyén li€u, ban thanh pham c6 chira tién chat phai tot nghiép dai hoc dugc
hoac trung hoc duogc trd 1én duoc ty quyén (thu trudng co sé iy quyén bang van
ban, thoi gian Uy quyén moi 1an khong qué 12 thang);

- Nhén vién cht chdt chiu trach nhiém vé ché do ghi chép, bao cdo phai tbt
nghi¢p dai hoc dugc c6 thoi gian hanh nghé it nhat 02 nam tré 1€n tai co sd san
xuat thuoc.

¢) Ho so, s6 sach: Co s& san xudt thudc thanh pham dang phdi hop c6 chira
hoat chat gay nghién, thudc thanh pham dang phdi hop co chira hoat chat huong
tam than, thudc thanh pham dang phdi hop c6 chira tién chét phai ghi chép day du
vao sO theo doi nhap, xuat thuoc thanh pham dang phoi hop c6 chira hoat chat gay
nghién, thuoc thanh pham dang phoi hop c6 chira hoat chat hudng tam than, thuoc
thanh pham dang phdi hop c6 chtra ti€n chat theo mau s6 4 ban hanh kém theo
Thong tu nay.

4. Co s6 san xuét thudc gy nghién, thuéc hudng tim than, tién chat dung lam
thudc duoc:

a) Mua, nhap khau nguyén liéu, ban thanh pham c6 chira hoat chat gdy nghién;
nguyén li€u, ban thanh pham c6 chira hoat chat hudng tam than; nguyén li¢u, ban
thanh pham c6 chtra tién chat dé san xuat thude cua chinh co s& minh;

b) Xuét khau thudc gay nghién, thuéc hudéng tAm than, tién chit dung lam
thuoc cua chinh co s¢ minh san xuat;

¢) Ban thudc thanh phdm gy nghién, thudc thanh pham hudng tAm than, thude
thanh pham tién chat cta chinh co s& minh sdn xuat cho céc co s& quy dinh tai
khoan 1 biéu 5 Thong tu nay.

5. Co s san xuat thudc thanh pham dang phdi hop c6 chira hoat chit giy
nghién, thudc thanh pham dang phdi hgp cé chtra hoat chat huéng tam than, thude
thanh pham dang pho6i hop c6 chira tién chat dugc:
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a) Mua, nhap khau nguyén liéu, ban thanh pham c6 chira hoat chat gdy nghién;
nguyén li¢u, ban thanh phém c6 chtra hoat chat hudng tam than; nguyén li¢u, ban
thanh pham c6 chtra tién chat dé san xuét thude ciia chinh co sé minh;

b) Xuat khau thudc thanh pham dang phéi hop c6 chira hoat chat gay nghién,
thudc thanh pham dang phoi hop c6 chira hoat chat huéng tam than, thudc thanh
pham dang phéi hop co chira tién chat;

¢) Ban tryc tiép thudc thanh pham dang phdi hop co chira hoat chat gay
nghién, thudc thanh pham dang phéi hop c6 chira hoat chat huéng tim than, thude
thanh pham dang phéi hop c6 chira tién chéat do co s¢ minh san xuat cho cic co s
kham bénh, chita bénh, nha thudc dat nguyén tdc tiéu chuan thuc hanh tot nha
thudc (GPP) trong pham vi ca nudc;

d) Ban thudc thanh phdm dang phdi hop c6 chira hoat chat giy nghién, thudc
thanh pham dang phdi hop co chira hoat chit hudng tdm than, thudc thanh phim
dang phdi hop c6 chira tién chét cho chi mot co sd ban budn thudc cd Gidy chimg
nhan du diéu kién kinh doanh thudc trén dia ban mot tinh d€ ban cho cac co s
kham bénh, chita bénh, nha thudc dat nguyén tic tiéu chuan thuc hanh tét nha
thudc (GPP) trén dia ban tinh do.

6. Khi ¢6 nhu cdu mua, nhap khau nguyén liéu c6 chtra hoat chat gay nghién,
nguyén liéu co chira hoat chit huéng tim than, nguyén liéu c6 chira tién chat dé
nghién ctru san xudt mit hang méi dang ky lwu hanh, co sd phai c6 don dé nghi
thyc hién theo quy dinh tai mau s6 05 ban hanh kém theo Thong tu nay va phai
béo céo chi tiét s6 lwong nguyén liéu di dung dé nghién ctru, san xuat thir thuc
hién theo quy dinh tai mau s 06 ban hanh kém theo Théng tu nay.

Picu 5. Xuat khau, nhap khau

1. Doanh nghiép chiju trach nhiém xuét khau, nhap khau va cung tng thudc
gay nghién, thudc hudng tdm than, tién chat dung 1am thubc cho cac co so kinh
doanh, sir dung thudc trong ca nude duge quy dinh tai Phu luc VII ban hanh kém
theo Thong tu nay.

Trudc ngay 30 thang 11 hang nim, doanh nghiép c6 nhu cau xuét khau, nhap
khau thubc gay nghién, thuéc huéng tam than, tién chat dung lam thudc giri van
ban dé nghi vé Cuc Quan Iy Dugc - B0 Y té. Cuc Quan 1y Dugc-Bo Y té xem xét,
bao céo dé xuét véi Lanh dao BO. Can ¢t vao tinh hinh thue tién, Cuc Quan 1y
Duoc - B Y té ban hanh stra ddi, bo sung danh sach cac doanh nghiép dugc phép
xuét khau, nhap khau thude gay nghién, thude hudng tam than, tién chét dung lam
thudc dé cung tmg cho céac co sd kinh doanh, str dung trong ca nuéc.

2. Doanh nghiép xuat khau, nhap khau thudc gy nghién, thudc huéng tdm
than, tién chat dung 1am thudc phai tudn thu cac quy dinh sau:

a) Nhan su: Thi kho phai t6t nghiép dai hoc dugc c6 thoi gian hanh nghé it
nhat 02 nam trd 18n tai co s san xuét, kinh doanh thudc;
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b) H6 so, s6 sach: Doanh nghiép xuat khau, nhap khau thudc gay nghién, thude
hudng tadm than, tién chat dung lam thudc phai 1ap va ghi chép day du cac loai ho
s0, sO sach theo doi sau day:

- S6 theo ddi xuat, nhap thudc gy nghién, thudc huéng tdm than, tién chat ding
1am thudc thyuc hién theo quy dinh tai mau s6 02 ban hanh kém theo Thong tu nay;

- Phiéu xuit kho thudc gay nghién, thuéc hudng tdm than, tién chat dung lam
thudc thuc hién theo quy dinh tai mau s6 03 ban hanh kém theo Thong tu nay;

- Cac chung tir lién quan dén viéc xuat khau, nhap khau, mua ban thudc giy
nghién, thudc hudng tam than, tién chat dung lam thuoc.

3. Doanh nghiép xuat khau, nhap khau thubc giy nghién, thudc huéng tam
than va tién chat dung 1am thuéc quy dinh tai Khoan 1 Bi€u nay duogc:

a) Xuat khau, nhap khau thudc gdy nghién, thudc hudng tim than, tién chat
dung lam thudc;

b) Mua thudc gdy nghién, thudc huéng tdm than, tién chit dung lam thudc,
thudc thanh pham dang phoi hop c6 chira hoat chat gay nghién, thuéc thanh pham
dang phoi hop co6 chira hoat chat hudng tam than, thudc thanh pham dang phoi hop
cO chtra tién chat cua cac co sé san xuat;

¢) Ban thudc thanh pham giy nghién, thudc thanh pham huéng tam than, thudc
thanh pham tién chat cho cac co s ban buon quy dinh tai khoan 1 Diéu 6 Thong tu
nay, nha thuéc quy dinh tai Khodn 1 Bi¢u 7 Thong tu nay, co s& kham bénh, chira
bénh, co s& nghién ctru, ki€ém nghiém, trung tam gido duc - lao dong - xa hdi, co so
di€u tri nghién chat dang thudc phién bang thudc thay the, co s¢ dao tao chuyén
nganh Y - dugc trong ca nudc;

d) Ban nguyén liéu, ban thanh phidm c6 chira hoat chit gay nghién; nguyén
li¢u, ban thanh pham c6 chtra hoat chat huéng tam than; nguyén li¢u, ban thanh
pham c6 chua tién chat cho cac co s¢ dugc phép san xuat, pha ché thuoc gay
nghién, thudc hudng tam than, tién chat dung lam thudc;

d) Chi dugc nhap khau truc tiép, khong duoc mua, ban thube gay nghién,
thudc hudng tam than va tién chat dung lam thudc cia cac doanh nghi¢p xuat
khau, nhap khau thuéc khac. Truong hop khong cung Uimg du thudéc cho nguoi
bénh, doanh nghiép xuat khau, nhap khau phai bao cdo Cuc Quan ly Dugc - B Y t€ dé
xem xét giai quyeét.

4. Co s dap mg cac diéu kién kinh doanh thubc theo quy dinh tai Chuong II
cua Luat dugc, Chuong IV Nghi dinh s6 79/2006/ND-CP ngay 09 thang 8 nam 2006
cia Chinh phu va Nghi dinh s6 89/2012/ND-CP ngay 24 thang 10 nam 2012 cua
Chinh phu stra doi, b6 sung mot s6 di€u cua Nghi dinh s6 79/2006/ND-CP ngay 09
thang 8 nam 2006 cua Chinh phu quy dinh chi tiét thi hanh mot s6 diéu cua Luat
dugc dugc xuat khau, nhép khau thudc thanh pham dang phoi hgp cé chira hoat
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chét giy nghién, thuéc thanh pham dang phdi hop c6 chira hoat chat hudng tam
than, thudc thanh pham dang phoi hop c6 chira tién chat; phai 1ap va ghi chép day
du cac ho so sau day:

a) SO theo ddi nhap khau, xuat khau thudc thanh pham dang phdi hop c6 chua
hoat chat gay nghién, thudc thanh pham dang phoi hgp c6 chtra hoat chat hudng
tam than, thudc thanh pham dang pho6i hop c6 chira tién chat thuc hién theo quy
dinh tai mau s6 04 ban hanh kém theo Thong tu nay;

b) Chung tir lién quan dén viéc xuat khau, nhap khau, mua ban thudc thanh
pham dang phdi hop c6 chira hoat chat gay nghién, thuoc thanh pham dang phoi
hop c6 chira hoat chat huéng tam than va thudc thanh pham dang phoi hop ¢6 chtra
tién chat.

5. Doanh nghiép xuét khau, nhap khau thubc chi dugc ban truc tiép thube
thanh pham dang phoi hop cé chtra hoat chat gay nghi¢n, thuéc thanh pham dang
phoi hop c6 chira hoat chat hudng tdm than, thuoc thanh pham dang phdi hop cé
chtra tién chat cho:

a) Co sd kham bénh, chita bénh, nha thudc dat GPP trong pham vi ca nudc;

b) M6t co sd ban budn thube co6 Gidy chimg nhan du diéu kién kinh doanh
thuoc trén dia ban mot tinh dé ban cho cac co s& kham bénh, chira bénh, nha thuoc
dat GPP trén dia ban tinh do.

Diéu 6. Ban buén

1. Doanh nghlep dugc pham tai tinh, thanh phd truc thudc Trung uong dang
cung u’ng thudc thanh pham gay nghién, thudc thanh pham huéng tdm than, thudc
thanh pham tién chét duoc tiép tuc mua thudc thanh phdm giy nghién, thudc thanh
pham hudng tam than, thuéc thanh pham tién chat tir cac doanh nghiép quy dinh
tai Khodn 1 Diéu 5 Thong tu nay dé cung ing trén dia ban tinh.

Truong hop doanh nghiép duoc pham tinh, thanh phd truc thudéc Trung uong
khong cung Umg du thudc cho cac co s&é kham bénh, chira bénh trén dia ban, S Y té
tinh, thanh phd truc thudoc Trung wong chiu trach nhiém bao cdo Cuc Quan ly
Duoc - Bd Y t€ dé chi dinh mot doanh nghiép ban budn thude c6 Giay chirng nhan
du diéu kién kinh doanh thudc khac cung trng thudce thanh pham gay nghién, thuoc
thanh pham hudng tdm than, thudc thanh pham tién chat trén dia ban tinh.

2. Doanh nghiép quy dinh tai Khoan 1 Diéu nay phai tuan thu cac quy dinh sau:

a) Nhan sy: Thu kho phai tét nghiép dai hoc duoc va cé thoi gian hanh nghé it
nhat 02 nam trd 1€n tai cong ty san xuat, kinh doanh thudc.

b) HO so, sb sach:

- S6 theo ddi xuat, nhap thudc gy nghién, thudc huéng tdm than, tién chat ding
lam thudc thyc hién theo quy dinh tai mau s6 02 ban hanh kém theo Thong tu nay;
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- Phiéu xuit kho thudc gay nghién, thuéc hudng tdm than, tién chat dung 1am
thudc thuc hién theo quy dinh tai mau s6 03 ban hanh kém theo Thong tu nay;

- Cac chung tir lién quan dén viéc xuat khau, nhap khau, mua ban thudc giy
nghién, thuéc hudng tam than, tién chat dung lam thuoc.

3. Doanh nghiép quy dinh tai Khoan 1 Diéu nay dugc:

a) Mua thudc thanh pham gdy nghién, thudc thanh pham huéng tim than,
thudc thanh pham tién chat cua cac doanh nghiép xuat khau, nhap khau thudc quy
dinh tai Khoan 1 Diéu 5 Thong tu nay;

b) Ban thudc thanh pham gay nghién, thudc thanh pham hudng tim than, thudc
thanh pham tién chat cho nha thudc dat GPP quy dinh tai Khoan 1 Diéu 7 Thong tu
nay, co s& kham bénh, chita bénh, co s& nghién ctru, ki€ém nghi¢m, trung tam giao
duc - lao dong - xa hoi, co s¢ di€u tri nghién chat dang thudc phién bang thuoc
thay thé, co s¢ dao tao chuyén nganh Y - duoc trén dia ban tinh.

4. Co s& dap tng cac diéu kién kinh doanh thudc theo quy dinh tai Chuong II
ctua Luat dugc, Chuong IV Nghi dinh s6 79/2006/ND-CP ngay 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 doi, bé sung mot s di€u cua Nghi dinh s6 79/2006/ND-CP ngay 09
thang 8 nam 2006 cua Chinh phu quy dinh chi tiét thi hanh mot s6 diéu cua Luat
duoc dugc mua, ban thuéc thanh pham dang phoi hop cé chtra hoat chat gay
nghién, thudc thanh pham dang phodi hop co chira hoat chat hudéng tdm than, thudc
thanh pham dang phoi hop co6 chura tién chat; phai 1ap va ghi chép day du cac ho so
sau day:

a) SO theo ddi xuét, nhip thudc thanh pham dang phdi hop cé chira hoat chit
gay nghién, thuoc thanh pham dang phoi hop c6 chira hoat chat hudéng tdm than,
thudc thanh pham dang phoi hop c6 chira tién chat thuc hién theo quy dinh tai mau
s0 04 ban hanh kem theo Thong tu nay;

b) Chimg tir lién quan dén viéc mua ban thudc thanh phdm dang phdi hop c6
chta hoat chat gay nghién, thudc thanh pham dang phéi hop ¢co6 chira hoat chat
huéng tdm than, thudc thanh pham dang phdi hop c6 chira tién chat.

5. Doanh nghiep ban budn thudce thanh pham dang phdi hop c6 chira hoat chit
gay nghién, thudc thanh pham dang phdi h0’p c¢6 chira hoat chat huéng tim than,
thudc thanh pham dang ph01 hop c6 chira tién chat trén dia ban tinh phai thong bao
cho S&'Y té tinh, thanh phd truc thuéc Trung wong nhitng mat hang ma co s¢ dang
kinh doanh, phai thong bao lai khi c¢6 su thay doi va chi dugc cung ing cho co so
kham bénh, chita bénh, nha thuéc dat GPP trén dia ban tinh do.

Diéu 7. Ban 1é

1. Nha thubc dat GPP duoc ban 1é thubc thanh pham giy nghién, thudc thanh
pham hudng tam than, thudc thanh pham tién chat va thudc thanh pham dang phoi
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hop c6 chta hoat chat gdy nghién, thudc thanh phdm dang phdi hop co chira hoat
chat hudéng tam than, thudc thanh pham dang phdi hop co6 chira tién chat cho ngudi
bénh ngoai tru.

Céc nha thudc c6 to chiic ban thubc thanh pham giy nghién phai dang ky vai
SG'Y té trén dia ban va thuc hién quy dinh tai Thong tu nay.

2. Chu nha thudc, nguoi quan 1y chuyén mon phai tryc tiép quan 1y va ban 1é
thudc thanh pham gay nghién.

3. Dugc sy trung hoc tré 1én quan 1y va ban 16 thude thanh phdm huéng tAm
than, thudc thanh pham tién chat.

4. Nha thudc quy dinh tai Khoan 1 Piéu nay dugc mua thudc thanh pham gay
nghién, thudc thanh pham hudng tim than, thudc thanh pham tién chat; dugc mua
thudc thanh pham dang phdi hop c6 chita hoat chat gay nghién, thudc thanh pham
dang phdi hop c6 chira hoat chat hudng tim than, thudc thanh pham dang phdi hop
c6 chira tién chat tir doanh nghiép xuat khau, nhap khau thudc quy dinh tai Khoan
1 Piéu 5, doanh nghiép ban budn thudc quy dinh tai Khoan 1 Piéu 6 Thong tu nay
va dugc ban 1€ theo quy dinh.

Déi véi thude thanh pham dang phdi hop ¢ chtra hoat chit gdy nghién, thude
thanh pham dang phdi hop c6 chira hoat chat huéng tdm than, thudc thanh pham
dang phdi hop c6 chira tién chat thudc Danh muyc thudc khong ké don do Bo Y té
ban hanh dugc ban cho ngudi bénh khong can don theo quy dinh. Mdi 1an ban phai
ghi thong tin chi tiét khach hang.

5. Nha thudc khong dugc mua, ban nguyén li€u, ban thanh phém c6 chtra hoat
chét gay nghién; nguyén liéu, ban thanh phdm c6 chtra hoat chat huéng tam than;
nguyén liéu, ban thanh pham c6 chua tién chat.

6. Nha thudc ban 1¢ thudc thanh pham gay nghién, thuc thanh pham hudng
tam than, thudc thanh pham tién chat phai lap va ghi chép dy du cac loai hd so
sau day:

a) SO theo ddi xuat, nhap thude gy nghién, thuéc hudng tam than, tién chit ding
1am thudc thuc hién theo quy dinh tai mau s6 02 ban hanh kém theo Thong tu nay;

b) Phiéu xuét kho thudc gy nghién, thudc huéng tdm than, tién chat dung lam
thudc cta noi cung cap thudc;

¢) Pon thudc gy nghién luu tai co s¢ sau khi béan;

d) Bién ban nhan thudc thanh pham gay nghién do ngudi nha ngudi bénh ndp lai;

@) S6 theo ddi thong tin chi tiét khach hang thuc hién theo quy dinh tai miu sb 07
ban hanh kém theo Thong tu nay.
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~ Chuong III )
KE PON, PHA CHE, CAP PHAT VA SU DUNG THUOC

Diéu 8. Ké don

1. Viéc ké don thudc thanh pham gy nghién, thudc thanh pham hudng tAm than
va thuoc thanh pham tién chat cho nguoi bénh ngoai tra thuc hién theo quy dinh
cta “Quy ché ké don thudc trong diéu tri ngoai trd” do B trudng Bo Y t€ ban hanh.

2. Viéc ké don thudc thanh pham gay nghién, thuc thanh pham hudng tam
than va thudc thanh pham tién chat cho ngudi bénh ndi tra thuc hién theo quy dinh
cia “Thong tu huéng dan sir dung thudc trong cic co s y té co giudng bénh” do
B0 truéng BO Y t€ ban hanh.

3. Thubc thanh pham dang phbi hop co6 chira hoat chat gay nghién, thudc thanh
pham dang phoi hop c6 chira hoat chat huéng tam than va thudc thanh pham dang
phéi hop c6 chira t1en chét thuéc Danh muc thudc khéng ké don duoc ban cho
ngudi bénh khong can don theo quy dinh tai “Danh muc thudc khong ké don” do
B6 truong Bo Y t€ ban hanh.

4. Thudc thanh pham dang phdi hop c6 chira hoat chit gay nghién, thudc thanh
pham dang phoi hop cé chira hoat chat huong tam than va thudc thanh pham dang
phoi hop cé chua tién chat khong thudc “Danh muc thuoéc khong ké don” do Bo
trudng Bo Y t€ ban hanh chi dugc st dung khi ¢6 don cua bac sy c6 chung chi
hanh nghé kham chita bénh. Ngudi ban thude chi dugc ban cho ngudi bénh khi co
don cua bac sy c6 chung chi hanh nghé kham chira bénh.

Diéu 9. Pha ché thudc tai bénh vi¢n

1. Bénh vién c6 pha ché thudc thanh phim gay nghién, thudc thanh pham
hudng tdm than, thudc thanh pham tién chat va thuoc thanh pham dang phoi hop
cO chira hoat chat gay nghién, thudc thanh pham dang phd6i hop c6 chira hoat chat
huong tam than, thudc thanh pham dang phoi hop co6 chira tién chat phai bo tri khu
vuc pha ché dép tng cac di€u kién sau day:

a) Co sO vat chét:

- Phong pha ché: ¢6 tran chéng bui, nen va tuong nha bang vat liéu dé vé sinh,
khi can thiét co thé thuc hién cong viée tay trung. Phong phai dugc xay du‘ng 4] IlOl

thoang mat, rleng biét, an toan, cach xa ngudn 6 nhlem Dién tich mit bang toi
thiéu 1a 10m>. Cac bd phan phai bd tri theo nguyén tic mét chiéu;

- C6 chd rira tay, rira dung cu pha ché;
- C6 du dung cu phu hop véi viée pha ché, bao quan va kiém nghiém thudc.
b) Nhan luc:

- Nguoi giam sat, chiu trach nhi¢m vé ché do ghi chép, bao cdo, kiém tra chét
luong thudce sau khi pha ché phai tot nghiép dai hoc dugc;
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- Ngudi quan 1y thude thanh pham gay nghién sau khi pha ché phai t6t nghiép
dai hoc duoc;

- Nguoi quan 1y thude thanh pham hudng tdm than, thudc thanh pham tién chét
sau khi pha ché phai tot nghiép trung hoc duoc trd 1én.

c¢) Pong goi, dan nhan, bdo quan:

- Thudc thanh pham giy nghién, thudc thanh pham hudng tam than, thudc thanh
pham tién chat pha ché xong phai dugc déng goi, dan nhan ngay dé tranh nham lan.
Nhan phai c6 thong tin sau day: Tén co s0, té€n thuoc, dang bao ché, hoat chat, nong
d6 hodc ham luong, ngudi pha, ngudi gidm sat, ngay pha ché, han dung cua thudc;

- Thubc gay nghién, thuéc hudng tm than, tién chat dung lam thudc phai dugc
dé bao quan & ti riéng; c6 cac bién phép, trang thiét bi & bao dam an toan, chéng
tht thoat.

d) Ho so, s6 sach:

- SO pha ché thubc gay nghién, thuéc hudng tim than, tién chat dung lam
thudc (Mau so6 1);

- S6 kiém tra kiém soat chat luong thudc;

- Quy trinh pha ché thudc theo don;

- Phai ¢6 noi quy, quy trinh thao tic chuan (SOP) trong pha ché thudc.

2. Pham vi hoat dong:

a) Thudc pha ché chi ban, cép phat theo don cho nguoi bénh diéu tri noi tri va
ngoai tra cua chinh co s do;

b) Chi dugc pha ché cac thudc ¢ cong thirc, quy trinh pha ché, tiéu chudn chat
luong dugc nguoi ding dau co sé phé duyét va chiu trach nhiém vé tinh an toan va
hiéu qua cua thudc;

¢) Khong duoc pha ché thude tiém.

Diéu 10. Pha ché, sit dung thudc tai co' s& nghién ciru, dao tao chuyén
nganh y - dwgc

1. Co sé nghién clru, dao tao chuyén nganh y - dugc duoc pha ché, sir dung
thudc gdy nghién, thuéc hudng tdm than, tién chit dung lam thubc va thube thanh
pham dang phoi hgp cé chira hoat chat gay nghi¢n, thudc thanh pham dang phoi
hop c6 chtra hoat chat hudng tam than, thudc thanh pham dang phoi hop c6 chira
tién chat phuc vu cong tac giang day va nghién ctru khoa hoc; nguoi toét nghi¢p hé
dai hoc dugc giam sat viéc pha ché va chiu trach nhiém vé ché do ghi chép $0 pha
che, so theo doi xuat, nhap thuoc gay nghién, thuéc hudng tam than, tién chat dung
lam thuoc va bao céo theo dung quy dinh cua Thong tu nay.
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2. Thudc thanh pham gay nghién, thudc thanh pham hudng tam than va thudc
thanh pham tién chat pha ché xong phai dugc dong goi, dan nhan, bao quan theo
quy dinh tai Biém c Khoan 1 Diéu 9 Thong tu nay.

Piéu 11. Cip phat va sir dung

1. Khoa duoc cap phat thude cho céc khoa diéu tri theo Phiéu linh thudc thanh
pham gay nghién, thudc thanh pham huéng tdm than va thudc thanh pham tién chat
theo mau s6 8 ban hanh kém theo Thong tu nay va truc tiép cap phat thudc cho
nguodi bénh diéu tri ngoai tra.

Trudéng khoa dugc hoac nguoi tdt nghi¢p dai hoc dugc dugc truéng khoa uy
quyén bang van ban ky duyét phiéu linh thudc thanh pham gay nghi¢n, thuoc thanh
pham hudng tdm than va thudc thanh pham tién chat cua cac khoa di€u tri; ky
duyét phiéu linh thudc thanh pham gay nghi¢n, thudc thanh pham huéng tam than,
thudc thanh pham tién chat cho ca truc cua khoa dugc.

2. Truéng khoa diéu tri, truong phong kham ky duyét phiéu linh thudc thanh
pham gay nghién, thudc thanh pham hudng tdm than, thudc thanh pham tién chat
cho khoa phong minh.

Tai cac khoa diéu tri, sau khi nhan thudc tir khoa duoc, diéu dudng vién duoc
phan cong nhiém vu phai doi chiéu tén thuoc, nong do, ham luong, s6 luong thude
trude lac tiém hoac phat cho nguoi bénh;

Thudc thanh pham giy nghién, thudc thanh phdm hudng tdm than va thudc
thanh pham tién chat thura do khong stir dung hét hoac do nguoi bénh chuyén vién
hodc tir vong, khoa di€u tri phai lam giay tra lai khoa dugc. Truong khoa dugc can
ctr diéu kién cu thé dé quyét dinh tai sit dung hodc huy theo quy dinh va 1ap bién
ban luu tai khoa duoc;

Khoa duoc phai theo ddi va ghi chép day du sb luong thude thanh pham gay
nghién, thudc thanh pham hudng tdm than va thudce thanh pham tién chat xuat, nhap,
ton kho thyc hién theo quy dinh tai mau s6 02 ban hanh kém theo Thong tu nay.

Thi1 kho quan 1y thudc giy nghién phai tot nghiép dai hoc duoc hodc trung hoc
duoc duge nguoi dung dau co so iy quyén bang vin ban (mdi lan iy quyén khong
qua 12 thang).

Thu kho quan 1y thuéc hudng tam than, tién chat dung lam thudc phai t6t nghiép
trung hoc dugc trd 1én.

2. Khoa, phong diéu tri trong cac co s& kham bénh, chira bénh: thudc thanh
pham gay nghién, thudc thanh pham huéng tdm than va thudc thanh pham tién chat
trong tu thudc truc, tu thude cap ctru phai dé ngan riéng do diéu dudng vién truc
gitlr va cap phat theo y I¢énh. Khi d6i ca truc, nguoi gitr thuoc cia ca truc trudce phai
ban giao thuoc va so6 theo doi cho nguoi gilt thude cia ca tryc sau.
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3. Trung tam gido duc - lao dong - xa hoi, co s& cai nghién bt budc, cc co s&
diéu tri nghién chat dang thudc phién bang thudc thay thé: thudc thanh pham gay
nghién, thudc thanh pham hudng tdm than va thudc thanh pham tién chét do ngudi
tbt nghi¢p dai hoc dugc hoac trung hoc dugc tré 1én (dugc nguoi ding dau co so
iy quyén bang vin ban mdi 1an ty quyén khong qua 12 thang) quan 1y, cip phat va
theo ddi so sach.

4. Tram y té xa, phuong, thi tran do nguoi c6 trinh d6 chuyén mon tir dugc ta
trg 1én hodc tir y sy trd 1én quan 1y, cip phat thudc thanh pham hudng tdm than
thudc chuong trinh strc khoe tm than cong dong va c6 sb theo doi.

Chwong IV _
GIAO NHAN, VAN CHUYEN VA BAO QUAN THUOC

Piéu 12. Giao nhin

1. Khi giao, nhan thudc giy nghién, thudc huéng tam than, tién chit dung lam
thuoc, thuoc thanh pham dang phoi hop cé chira hoat chat gay nghi¢n, thudc thanh
pham dang phdi hop c6 chira hoat chat hudng tdm than, thuoéc thanh pham dang phoi
hop c6 chira tién chat: Nguoi giao, ngudi nhan thuodc phai tién hanh ki€m tra doi
chiu tén thudc, nong dd, ham luong, s luong, s6 16 san xuat, han dung, chat luong
thuoc vé mdt cam quan; phai ky va ghi 10 ho tén vao ching tir xuat kho, nhap kho.

2. Nguoi giao, ngudi nhan thudc gy nghién, thudc huéng tim than, tién chat
dung lam thudc phai tot nghiép trung hoc dugc tré lén.

Piéu 13. Van chuyén

1. Thudc gay nghién, thubc hudng tim than, tién chat dung lam thudc, thudc
thanh pham dang phoi hop cé chtra hoat chat gay nghién, thudc thanh pham dang
phoi hop c6 chira hoat chat hudng tam than, thuoc thanh pham dang phoi hop cé
chura tién chat phai dugc dong goéi, niém phong va c6 bién phap bao dam an toan,
khong dé that thoat trong qua trinh van chuyén; trén bao bi can ghi rd noi xuat, noi
nhap, tén thudc, s6 luong thudc.

2. Nguoi ding dau co sé phai giao nhiém vu bang vin ban cho ngudi tdt
nghiép trung hoc dugc trd 1€n ctia co s¢ minh chiu trdch nhiém van chuyén thuoc
gay nghién, thudéc hudng tdm than, tién chat dung lam thudc; nguoi chiu trach
nhiém van chuyén phai mang theo van ban trén, chimg minh thu nhan dan (hoac
gidy to tuy than hop phap), hdéa don ban hang hodc phi€u xuat kho; chiu trach
nhiém vé chung loai, s0 lugng, chat lugng thuéc vé mdt cdm quan trong qua trinh
van chuyén va giao day du cho bén nhan.

3. Trudng hop co so kinh doanh phai thué van chuyén thubc gy nghién, thudc
hudng tdm than, tién chat dung lam thudc: Bén thué va bén nhan van chuyén phai
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ky hop ddng bang vin ban, trong d6 néu rd cac diéu kién lién quan dén bao quan,
véan chuyén, giao nhan thubc gay nghién, huéng tim than, tién chat dung lam thubc
theo quy dinh. Bén nhan van chuyén phai dap umg cac diéu kién do trong qua trinh
van chuyén, bao dam thube khong bi thét thoat.

Bén thué va bén nhan van chuyén phai chiu trach nhiém vé cac van dé lién
quan dén thudc gdy nghién, thudc hudng tim than, tién chat dung lam thudc trong
qua trinh van chuyén.

Nguoi giao va ngudi nhan thudc gy nghién, thudc hudng tdm than, tién chét
dung 1am thubc ciia co s kinh doanh phai tot nghiép trung hoc duoc trd 1én.

Diéu 14. Bio quin

1. Doanh nghiép san xuét thudc phai c6 kho riéng dap tmg tiéu chuan “Thuc
hanh t6t bao quan thudc” do B truong Bo Y té ban hanh dé bao quan nguyén liéu
va thudc thanh pham giy nghién, thudc thanh pham hudng tdm than, thubc thanh
pham tién chat; thudc thanh pham dang phdi hop c6 chtra hoat chat gdy nghién,
thudc thanh pham dang phdi hop c6 chira hoat chit huéng tAm than, thudc thanh
pham dang phdi hop c6 chira hoat chat tién chat. Kho phai c6 cira, ¢ khoa chic
chén, c6 cac bién phap bao dam an toan, khong dé that thoat.

2. Doanh nghiép xuét khau, nhdp khau thudc quy dinh tai Khoan 1 Diéu 5
Thong tu ndy phai c¢6 kho riéng dép mg tiéu chuan “Thuc hanh tét bao quan
thudc” pht hop quy md kinh doanh cia co s¢ nhung dién tich tdi thiéu 100m” va
thé tich tdi thiéu 300m’, kho c6 ctra, khoa chic chan, cé cac bién phap bao dam an
toan, khong dé thit thoat.

3. Doanh nghiép ban buén thudc quy dinh tai khoan 1 Diéu 6 Thong tu nay
phai c6 kho dap ung tiéu chuan “Thuc hanh tot bao quéan thude”, trong d6 kho bao
quan thudc thanh pham giy nghién, thuéc thanh pham hudng tdm than, thudc
thanh pham tién chat phai c6 khéa chac chan, c6 cac bién phap bao dam an toan,
khong dé that thoat. Néu khong co kho riéng thi thudc thanh pham giy nghién,
thudc thanh phim hudng tdm than, thudc thanh pham tién chat phai dé mot khu
vuc riéng biét trong kho dat ti€u chuan “Thuc hanh tdt bao quan thude”.

4. Doanh nghiép xuit khau, nhap khau, doanh nghiép ban budn thudc thanh
pham dang phdi hop c6 chira hoat chat gy nghién, thudc thanh phadm dang phdi
hop c6 chtra hoat chat huéng tim than, thudc thanh pham dang phdi hop c6 chua
tién chat phai c6 kho dap tng tiéu chuan “Thyc hanh tét bao quan thudc”, co cac
bién phap bao dam an toan, khong dé that thoat.

5. Nha thudc phai dugc trang bj tu riéng c6 khoa chic chan dé bao quan thude
thanh phadm gay nghién, thudc thanh phdm hudng tdm than, thudc thanh pham
tién chat.
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Néu §6 luong thude thanh phén} gy nghién it, c6 thé, dé cung tu Vo1 thudc
thanh pham huong tdm than va thudc thanh pham tién chat nhung phai dé ngan
riéng, trgmh’nhém lan; c¢6 khoéa chac chan, c6 cac bi¢n phap bdo dam an toan,
khong dé that thoat.

Thudc thanh pham dang phbi hop cé chira hoat chat gay nghién, thudc thanh
pham dang phdi hgp ¢6 chua hoat chat huéng tdm than, thudc thanh phim dang
phéi hop c6 chira tién chét phai dé khu vyc riéng.

6. Tu thudc truc, tu thude cap ciu:

Thuoc thanh pham gay nghién, thudc thanh pham hudng tim than, thudc thanh
pham tién chét ¢ ta thudc truc, ti thude cip ctru phai duoc dé & mot ngin hodc 6
riéng, tu c6 khoa chic chan. S6 luong, chung loai thuoc thanh pham gy nghién,
thudc thanh pham huéng tam than, thudc thanh pham tién chat dé tai ti thude truc,
t0 thudc cap ciru do ngudi dimg dau co s quy dinh bang vin ban.

_ 7. Khoa dugc: T}luéc thanh pham giy nghién, thudc thanh pham huéng tim
than, thudc thanh pham tién chat phai duoc bao quan trong kho tuén thu cac quy
dinh vé “Thuq hanh tot bao q}lém thudc”; khga duoc bénh vién phai trién khai é]g
dung nguyén tac "Thyuc hanh tot bao quan thude" (GSP) theo ding 16 trinh B Y @
quy dinh, ¢6 cac bi¢n phép bao dam an toan, khong dé that thoat.

_ Kho, ti bao quan thuéc thanh pham gay nghién, thu,f')c thanh pham hudng tim
than, thudc thanh pham tién chat co khoa chac chan. Néu khong c6 kho, tu riéng,
thudc thanh phdm gay nghién c¢6 thé dé chung voi thudc thanh pham huong tam
than va thudc thanh pham tién chat nhung phai sap x€p riéng biét dé tranh nham lan.

Thudc thanh pham dang phdi hop c6 chira hoat chit gay nghién, thudc thanh
pham dang phdi hop c6 chira hoat chat hu’O’ng tdm than, thudc thanh phdm dang
phéi hop c6 chira tién chat phai dé khu vuc riéng.

8. Co sO nghién ciru, co sé dio tao va cac don vi lién quan khac: Thudce giy
nghién, thudc huéng tam than, tién chat dung lam thudc phai dé & mot ngan hoic 6
riéng, ta c6 khoa chic chin, c6 cac bién phap bao dam an toan, khong dé that
thoat. Thudc thanh pham dang phbi hop 6 chura hoat chat gy nghién, thudc thanh
pham dang phdi hgp ¢6 chua hoat chat huéng tdm than, thudc thanh phim dang
phéi hop c6 chira tién chét phai dé khu vuc riéng.

9. Tram y té xa: Thudc thanh pham hudng tam than phai duoc sip xép trong
quay, tu c6 khoa chac chan, c6 cac bién phap bao dam an toan, khong dé that thoat.

) . ) ) Chu”O’ng V . ) . )
HO SO, THU TUC CAP PHEP, BAO CAO VA CHE PO HUY THUOC

Diéu 15. Dy tru

1. Doanh nghiép ban budn, co s¢ ban 1¢, co so sir dung thudc phai lap du tru
mua thudc thanh pham gay nghién, thudc thanh phim huéng tdm than, thudc
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thanh pham tién chat thuc hién theo quy dinh tai mau s6 09 ban hanh kém theo
Thong tu nay.

2. Doanh nghiép san xuét thudc thanh phdm giy nghién, thudc thanh pham
huéng tdm than, thudc thanh pham tién chit, thudc thanh phdm dang phdi hop co
chtra hoat chit gdy nghién, thudc thanh phim dang phdi hop c6 chira hoat chét
hudng tam than, thudc thanh pham dang phdi hop co6 chira tién chat phai lam don
hang mua nguyén liéu, ban thanh phim c6 chira hoat chit gay nghién; nguyén liéu,
ban thanh pham c6 chira hoat chit hudng tdm than; nguyén liéu, ban thanh pham
¢ chura tién chat thuc hién theo quy dinh tai mau s6 10 ban hanh kém theo Thong
tu nay hodc don hang nhap khau nguyén liéu, ban thanh phim c6 chta hoat chat
gay nghién; nguyén liéu, ban thanh phdm cé chira hoat chit huéng tdm than;
nguyén liéu, ban thanh pham c6 chira tién chét theo quy dinh tai Thong tu hudng
dan hoat dong xuét khau, nhap khau thude va bao bi tiép xuc truc tiép véi thude do
Bo truéng BO Y té ban hanh.

3. Doanh nghiép xuat khau, nhap khau thudc lam don hang xuit nhap khau
thudc gy nghién, thuéc hudng tdm than, tién chat dung 1am thudc theo quy dinh
tai Thong tu hudng din hoat dong xuit khau, nhap khau thudc va bao bi tiép xiic
truc tiép v6i thude hién hanh do Bo truéng BO Y té ban hanh.

4. Dy tru dugce lam thanh 04 ban (co quan duyét du tru luu 02 ban, don vi
Iuu 01 ban, noi ban luu 01 ban).

5. Cac doanh nghiép ban budn, co sé ban 1¢, co s& sir dung thude thanh phim
gdy nghién, thudc thanh pham hudng tAm than, thudc thanh pham tién chat chi duoc
phép mua, ban, cap phat, st dung thudc thanh pham gay nghién, thudc thanh pham
hudng tam than, thudc thanh phém tién chat khi ban dy tru d3 duoc phé duyét.

6. Nguoi dung dau doanh nghiép chiu trach nhiém vé sé luong thudc thanh
pham giy nghién, thudc thanh phim hudng tdm than, thudc thanh pham tién chat
dy tru, sd luong thude dy tru phai phu hop véi nhu cau sir dung cua co s&; chi
duoc dy tru s6 luong thude giy nghién, thuéc hudng tAm than, tién chat dung lam
thude vuot qua 50% so véi s6 lugng st dung lan trude trong trudng hop thiéu
thudc, khan cip, thién tai va dich bénh.

7. Doanh nghiép san xuat, xuét khau, nhap khéu, doanh nghiép ban budn, co sé
ban 1¢, co sé sir dung thudc thanh pham dang phéi hop c6 chira hoat chéat gay nghién,
thudc thanh phim dang phdi hop c6 chira hoat chat huéng tdm than, thudc thanh
pham dang phéi hop c6 chira tién chéat khong phai 1ap du tru theo cac quy dinh trén.

8. Trong thoi han 07 ngay lam vigce, ké tr khi nhan duoc ban du tru hop 1€, co
quan xét duyét du tru s€ xem xét phé duyét ban du tru hodc c¢6 cong van tra 101,
néu rd 1y do khong duoc phé duyét.
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Piéu 16. Duyét du tru

1. Cuc Quan ly Duoc-B0 Y té:

a) Duyét du tri thuc gay nghién, thudc hudng tim than, tién chat dung lam
thudc cho cong ty san xuat thuodc, co s kham bénh, chita bénh, co s¢ nghién cuu,
kiém nghiém, co s¢ dao tao chuyén nganh Y - dugc;

b) Duyét don hang xuat khau, nhap khau thudc gy nghién, thuéc hudng tam
than, tién chat dung lam thudc cho cac cong ty xuat khau, nhap khau thuéc quy
dinh tai Khoan 1 Diéu 5 ctia Thong tu nay;

¢) Duyét dy tri thudc gdy nghién, thuéc hudng tdm than, tién chat dung lam
thudc cho cac co s¢ khong thudc nganh Y t€ quan ly nhung c¢6 nhu cau mua thuoc
gay nghién dé nghién ctru khoa hoc trén co s¢ dé cuong nghién ctru khoa hoc da
duoc co quan quan Iy nha nude c6 thim quyén phé duyét;

d) Duyét du tru thudc thanh phadm gdy nghién, thudc thanh phdm huéng tdm
than, thudc thanh pham tién chit cho Cuc Quan y - B4 Qudc phong.

2. S¢ Y té tinh, thanh phd tryc thuéc Trung wong duyét du tri thudc thanh
pham gay nghién, thudc thanh pham hudéng tam than, thudc thanh pham tién chat
cho cong ty ban budn, co s& ban 1¢ thudc, co s& kham bénh, chita bénh trong va
ngoai nganh (trtr cac don vi truc thuoc Bo Quoc phong va Bo Giao thong van tai),
co s& nghién ctru, co s& dao tao chuyén nganh Y - dugc. Tuy theo tung dia
phuong, S& Y t€ c6 thé phan cap cho Phong y t€ quan, huyén, thi xa hodac Trung
tam Y té quan, huyén, thi xa (néu cO nguoi tbt nghié¢p dai hoc duoc) duyét du tru
thudc thanh pham giy nghién, thudc thanh phim huéng tdm than, thubc thanh
pham tién chét cho tram y té xa, phuong, thi tran.

3. Cuc Quan y - B6 Qudc phong duyét du tri thude thanh pham giy nghién,
thudc thanh phém hudng tam than, thudc thanh phém tién chat cho cac bénh vién,
don vi tryc thudc Bé Qudc phong.

4. Cyc Y té - Bo Giao thong van tai duyét du trii thudc thanh pham gay nghién,
thubc thanh phém hudng tam than, thudc thanh phém tién chat cho cac bénh vién,
don vi tryc thuoc Bo Giao thong van tai.

Piéu 17. H so, thii tuc cap phép xuit khiu, nhip khau

1. HO so, thu tuc cdp phép xuét khau, nhap khau thudc gy nghién, thudc
huéng tam than, tién chit dung lam thudc va thudc thanh phdm dang phdi hop co
chira hoat chat gy nghién, thuoc thanh pham dang phdi hop c6 chira hoat chat
hudng tam than, thudc thanh pham dang phdi hop c6 chira tién chat thuc hién theo
quy dinh tai Thong tu huéng dan hoat dong xuat khau, nhap khau thudc va bao bi
tiép xuc truc tiép voi thude cuia B truong Bo Y té.
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2. Giay phép xuit khau, nhap khau thudc gy nghién mau vang, thuéc hudng
tam than mau xanh, tién chat dung lam thuéc mau hong dugc cap cho tung lan
nhap khau, xuat khau va c6 gia tri trong thoi han t61 da 01 nam, ké tir ngay ky.

3. Giay phép xuat khau, nhap khau thudc gy nghién, thuéc hudéng tim than,
tién chat dung lam thuoc dugc gui cho doanh nghiép xin nhdp khau, xuat khau;
Van phong thuong tryc phong chong toi pham va ma tuy - Bo Cong an, Chi Cuc
Hai quan ctra khau noi lam tha tuc xuat khau, nhap khau; B Tai chinh (Cuc Diéu
tra chong budn 1au - Tong Cuc Hai quan); Uy ban ki€m soat ma tiy quéc t€; Co
quan quan ly nude nhap khau (d61 voi giay phép xuat khau).

4. Thubc gay nghién, thudc hudng tam than, tién chat dung lam thube chi duoc
phép xuat khau, nhap khau qua ctra khau quodc té cua Viét Nam.

Piéu 18. Luru giir ho so, so sach

1. Co s& san xuét, xuit nhap khau, ban budn, ban 1é, su dung, pha ché, cép
phat, co s¢ cung tng dich vu lién quan dén thudc gay nghién, thuéc hudng tdm
than va tién chat dung lam thudc phai ghi chép, theo doi va luu gitr ho so, s6 sach
va cac tai li€u lién quan dén thudc gay nghi¢n, thudc hudng tam than va tién chat
dung lam thuoc sau khi thuoc hét han stir dung it nhat 1a hai ndm. Pon thuéc N luu
gilr theo quy dinh tai “Quy ché ké don thudc trong diéu tri ngoai tra” do Bo trudng
BO Y té ban hanh.

2. Co s& san xuat, pha ché thudc thanh pham dang phéi hop c6 chira hoat chat
gay nghién, thuoc thanh pham dang phoi hop c6 chira hoat chat hudéng tdm than,
thudc thanh pham dang phoi hop cé chira tién chat phai ghi chép, theo doi va luu
gilr ho so, s6 sach va cac tai li€u lién quan dén nguyén li€u, ban thanh pham cé
chtra hoat chat gay nghién; nguyén li¢u, ban thanh pham c6 chtra hoat chat huéng
tam than va nguyén li€u, ban thanh pham cé chtra tién chat sau khi thuéc hét han
su dung it nhat 1a hai nam.

3. Hét thoi han luu trit trén, nguoi ding dau co sé 1ap hoi dong dé huy, lap
bién ban huy va luu bién ban huy tai co so.

Pi¢u 19. Bio cio

1. B4o céo xuét khau, nhap khau:

a) Thubc gay nghién, thuéc hudng tim than, tién chat dung 1am thudc: Cham
nhat 10 (muo1) ngay sau khi xuat khau, nhap khau, co s¢ xuat khau, nhap khau bao
cdo theo quy dinh tai mau s6 11A, mau s6 11B ban hanh kém theo Thong tu nay
t61 Cuc Quan ly Dugc - BO Y té va Van phong thuong truc phong chong td1 pham
va ma tuy - B Cong an;

b) Hang nam, doanh nghi¢p xuét khau, nhap khau bao céo sb luong xuét khau,
nhap khau thuoc thanh pham dang phoi hop c6 chtra hoat chat gady nghién, thuoc
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thanh pham dang phdi hop c6 chira hoat chat huéng tdm than, thudc thanh pham
dang phéi hop c6 chira tién chat thuc hién theo quy dinh tai mau sd 12A, mau s6 12B
ban hanh kém theo Thong tu nay t&i Cuc Quan 1y Duoc - BO Y té; cham nhit 1a
ngay 15 thang 01 nam sau.

2. B4o céo ton kho, st dung:

a) Doanh nghiép xuat khau, nhap khau, doanh nghiép ban budn, co s& ban 1¢,
co s& sir dung thudc gy nghién, thudc hudng tim than va tién chat dung lam thudc
phai kiém ké, 1ap bao cdo s6 luong thude ton kho hang thang, 6 thang trudc ngay 15
thang 7 va hang nim trudc ngdy 15 thang 01 nim sau theo quy dinh tai mau sd 13A,
mau s6 13B ban hanh kém theo Thong tu ndy t6i co quan xét duyét dy trii, cap phép;

b) Doanh nghiép xuat khau, nhap khau, doanh nghiép ban budn, co s ban 1¢
thudc thanh pham dang phdi h0‘p c6 chtra hoat chit gay nghién thudc thanh phém
dang phdi hop co chira hoat chit hudng tdm than Va thudc thanh pham dang ph01
hop c6 chua tién chét phal kiém ké, 1ap bao céo sé lugng mua, nhap, ton kho, s6
luong d3 xudt ban va ton, dia chi khach hang 6 thang trudc ngay 15 thang 7 va
hang nam trudc ngay 15 thang 01 nam sau cho SO Y té trén dia ban;

¢) Doanh nghiép san xut, nhap khau thudc thanh pham dang phdi hop c6 chira
hoat chat giy nghién, thuc thanh pham dang phdi hop c6 chira hoat chat hudng
tam than va thudc thanh pham dang phdi hop co6 chira tién chat phai kiém ke, lap
bao cdo sb lugng mua, nhap, tdn kho, sb luong da xut ban va tén, dja chi khach
hang mdi ky xin mua, nhap khau nguyén liéu dé san xuit thudc va hang nim trudc
ngay 15 thang 01 nim sau (ddi véi béo cao nim) cho Cuc Quan 1y Dugc - B6 Y té;
phai thong bao cho S& Y té tinh, thanh phd tryc thudc Trung wong nhirmg mat hang
co sO chi dinh doanh nghi€p ban trén dia ban va thong bao lai khi co6 thay ddi;

d) S&' Y té cac tinh, thanh phd tryc thudc Trung wong bao céo tinh hinh sir dung
thudc gay nghién, thudc hudéng tdm than va tién chit dung lam thudc hang nim cia
cac co sO trén dia ban minh theo miu sé 14 ban hanh kém theo Thong tu nay;

d) Cuc Quan y - Bo Quédc phong bao céo tinh hinh st dung thuc giy nghién
hang ndm ctia nganh minh theo quy dinh mau s6 11A ban hanh kém theo Thong tu
nay t6i Cuc Quan 1y Dugc - Bo Y té; cham nhét ngay 30 thang 01 nim sau.

3. B4o c4o nham 1an, that thoat hodc khi c6 nghi ngd thit thoat:

Cé nhan, t6 chtc trong nudc va nudc ngoai co cac hoat dong lién quan dén
thudc gay nghién, thubc hudng tdm than, tién chit dung lam thudc, thudc thanh
pham dang phdi hop c6 chira hoat chat gay nghién, thuc thanh pham dang phdi
hop c6 chira hoat chat huéng tam than va thude thanh pham dang phdi hop ¢o6 chta
tién chat phai bao cao khan téi co quan xét duyét du trui trong truong hop nham
13n, that thoat hodc khi co nghi ngd that thoat. Khi nhan duoc bao cdo khan, co
quan xét duyét du tru phai tién hanh tham tra va c6 bién phap xu 1y thich hop;
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S¢ Y té tinh, thanh phd truc thudc Trung wong tong hop va bao cao khan toi
Cuc Quan Iy Duogc - BO Y t€.

Piéu 20. Hiy thudc

1. Nguyén liéu, ban thanh pham cé chira hoat chat gdy nghién; nguyén liéu,
ban thanh pham c6 chtra hoat chat hudng tam than; nguyén li¢u, ban thanh pham
c6 chtra tién chat; thuoc thanh pham gay nghién, thudc thanh phadm hudéng tdm than
va thudc thanh pham tién chat qua han dung, kém chat lugng, mau thudc luu khi
hét thoi gian luu, thuoc nhén lai tir cdc khoa di€u tri va thudc nhéan lai do nguoi
bénh tr vong can phai huy, co s¢ thuc hi¢n viéc huy thudc nhu sau:

a) C6 van ban dé nghi huy thude giri co quan xét duyét dy trii. Van ban dé nghi
huy thuoc phai ghi 10 tén thudc, nong do - ham lugng, s6 luong, 1y do xin huy,
phuong phap hay. Viéc huy thudc chi dugc thuc hién sau khi dugc co quan duyét
du tru phé duyét;

b) Thanh 1ap hoi déng huy thudc do ngudi dimg dau co so quyét dinh. Hoi
dong c¢ it nhat 03 nguoi, trong d6 phai cé can bo phu trach co so;

¢) Lap bién ban huy thudc va luu tai co so;

d) Sau khi huy thudc, phai gti béo cao viéc huy thude 1én co quan duyét dy tru
(kem theo bién ban huy thudc).

2. Céc loai du pham, phé pham trong qua trinh san xuat thuéc gy nghién,
thuoc hudng tdm than va tién chat dung lam thudc, thuoéc thanh pham dang phoi
hop c6 chira hoat chat gdy nghién, thuoéc thanh pham dang phdi hgp c6 chira hoat
chat huong tdm than va thuoc thanh pham dang phoi hop cé chtra tién chat can
huy, phai dugc tap hop va hity nhu quy dinh tai Biém b va Diém ¢ Khoan 1 Diéu nay.

3. Doanh nghiép san xuét, kinh doanh thudc: Céc loai bao bi tiép xuc truc tiép
v6i thuoe gdy nghién, thuéc hudng tdm than va tién chat dung lam thudc khong su
dung nira phai dugc tap hop va huy nhu quy dinh tai Biém b va Biém ¢ Khoan 1
Diéu nay.

Co so st dung thudc gy nghién, thudc hudng tdm than va tién chat dung 1am
thudc: Cac loai bao bi tiép xuc truc ti€p vaoi thude, bao gom: vo chai, vo ong, vo 19
dung thuoc gdy nghién, huéng tam than va tién chat dung lam thudéc khong sur
dung nira phai dugc tap hop va hiy nhu quy dinh tai Biém b va Biém ¢ Khoan 1
Diéu nay.

4. Viéc huy thudc gy nghién, thuéc hudng tim than, tién chat dung lam thudc,
thuoc thanh phadm dang phoi hop c6 chira hoat chat gay nghién, thudc thanh pham
dang pho6i hop c6 chira hoat chat hudng tdm than va thudc thanh pham dang phoi
hop c6 chtra tién chat phai riéng biét voi cac thude khac; phai bao dam tri¢t dé an
toan cho ngudi, suc vat va tranh 6 nhi€ém moi truong theo cac quy dinh ctia phép
luat vé bao vé moi truong.
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) Chwong VI
PIEU KHOAN THI HANH

Diéu 21. Diéu khoan thi hanh

1. Thong tu ndy c6 hiéu luc thi hanh ké tir ngay 15 thang 7 nam 2014.

2. Thong tu s6 10/2010/TT-BYT ngay 29 thang 4 nam 2010 ciia Bo trudong
Bo Y té hudng dan cac hoat dong lién quan dén thuoc gy nghién va Thong tu s6
11/2010/TT-BYT ngay 29 thang 4 nim 2010 ctia Bo truéng Bo Y té hudng dan
cac hoat dong lién quan dén thuoc hudng tdm than va tién chat dung lam thuoc hét
hiéu lyc ke tir ngay Thong tu nay c6 hicu lyc.

Trong qua trinh thyc hién, néu c6 kho khin, vuong mic dé nghi cac don vi bdo
cdao v€ BO Y t€ (Cuc Quan 1y Duoc) dé xem xét, giai quyeét./.

BO TRUONG

Nguyén Thi Kim Tién
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Phu luc I
HOAT CHAT GAY NGHIEN
(Ban hanh kém theo Théng tur sé 19/2014/TT-BYT ngay 02 théng 6 ndm 2014
ciia Bé trueong Bo Y té)

STT TEN QUOC TE TEN KHOA HQC

(5 a, 6 a)- 4,5- epoxy-3- methoxy-17
methyl- morphinan-6-yl-acetat

N-[1-[2-(4-ethyl-4,5- dihydro-5-oxo-1 H-

2 | ALFENTANIL tetrazol-1-yl) ethyl]-4- (methoxymethyl)-4-
piperidinyl]- N- Phenylpropanamide |
o- 1,3- dimethyl-4- phenyl-4-
_propionoxypiperidine

1- para-aminophenethyl-4-

1 | ACETYLDIHYDROCODEIN

4 | ANILERIDINE phenylpiperidine-4- carboxylic acid ethyl
ester)
(1-(3- cyano- 3,3- diphenylpropyl)- 4 (2-
5 | BEZITRAMIDE 0X0- 3- propionyl-1- benzimidazolinyl)-
piperidine)

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

(-)-2- (a- Dimethylamino-3-
hydroxybenzyl) Cyclohexanol

((+)-4 [2- methyl-4- ox0-3,3- diphnyl-4 (1-
pyrrolidinyl)- butyl]- morpholine)

(-)- 13 B- Amino- 5,6,7,8,9,10,11 a, 12
11 | DEZOCIN octahydro- Sa- methyl-5, 11-
methanobenzo- cyclodecen-3- ol

(1- (3 cyano- 3,3- Diphenylpropyl)- 4-
Phenylisonipecotic acid

6- hydroxy- 3- methoxy-N- methyl-4,5-
epoxy-morphinan ]
1-(3-cyano-3,3-diphenylpropyl)-4-
14 | DIPHENOXYLATE phenylpiperidine-4-carboxylic acid ethyl

ester




26 CONG BAO/S6 633 + 634/Ngay 01-7-2014
STT TEN QUOC TE TEN KHOA HQC
15 | DIPIPANONE | 44- Diphenyl-6- Piperidino-3- heptanone

16 | DROTEBANOL (3.4- D}methoxy- 17- Methyl morphinan-6
e IBl4dio)
17 |ETHYLMORPHIN | 3- Ethylmorphine

18 | FENTANYL (I- Phenethyl4-N-
el ... |Propionylanilinopiperidine)
19 | HYDROMORPHONE | (Dihydromorphinone)

20 | KETOBEMIDON (4- meta- hydrquphenyl-l- methyl-4-
o\ |propionylpiperidine) |

71 | LEVOMETHADON (3'— Heptanone, 6- (dimethylamino)-4,4-
.. |Diphemyl®)
22 |LEVORPHANOL | (()-3- hydroxy- N- methylmorphinan) |

23 | MEPTAZINOL (3(3- Ethyl-1- methylperhydroazepin-3- yl)
... |Phenol

24 | METHADONE (6- dimethylamino- 4,4- diphenyl-3-
... |heptanoney

Morphinan-3,6 diol, 7,8-didehydro- 4,5-
___2__5_ _____ 1% 91_{?@?_"_"_____________________6_99_>_<_y__-_1_Z_msf_th_y_l_:_(_ﬁ_q_a_@_q) ________________________
26 |MYROPHINE | MyristylBenzylmorphine

27 | NALBUPHIN 17- Cyclobutylmethyl- 7,8-.d1hydr0-

_________________________________________________________ 14- hydroxy- 17- normorphine
Morphinan- 6- ol, 7,8- Dihydrro- 4,5-

28 | NICOCODINE epoxy- 3- methoxy- 17- methyl- 3- pyridin
... |mecarboxxylate (ester), (5o, 6a)
29 |NICODICODINE | 6-Nicotinyldihydrocodeine
30 | NICOMORPHINE | 3,6- Dinicotinylmorphine)
31 |NORCODEINE | N- Dimethylcodein
32 |OXYCODONE | (14- hydroxydihydrocodeinone)
33 _|OXYMORPHONE | (14- hydroxydihydromorphinone)

34 | PETHIDINE (1- methyl—4—.phenylplperldme—4—
... |carboxylic acid ethyl ester)

35 | PHENAZOCINE (2’- Hydroxy-5,9- Dimethyl-2- Phenethyl-
e ......._.|67-Benzomorphan)
36 _|PHOLCODIN | (Morpholinylethylmorphine)

(1-(3- cyano-3,3- diphenylpropyl-4-(1-
37 | PIRITRAMIDE piperidino)- piperidine- 4- carboxylic acid

amide)
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STT TEN QUOC TE TEN KHOA HQC
38 | PROPIRAM (N —.( 1- Methyl— 2 Plperldmoethyl— N- 2-
el |pyridyl Propionamide)
1-(2-methoxy carbonylethyl)-4-

39 | REMIFENTANIL (phenylpropionylamino)piperidine-4-
... |carboxylicacid methylester
40 | SUFENTANIL (N-[4- (methoxymethyl)- - [2- (2- thienyl)-
b |ethyl]-4- piperidyl]- propionanilide)
41 _|THEBACON | (Acetyldihydrocodeinone)

(+)-1- [( 2R*,6S*,11S%)- 1,2,3,4,5,6-
hexahydro- 8- hydroxy- 3,6,11- trimethyl-
42| TONAZOCIN MESYLAT 2,6- methano-3- Benzazocin- 11- yl]-3-one-
ol |methanesulphonate
43 | TRAMADOL (1)- Trans- 2- Dimethylaminomethyl-1-(3-

methoxy phenyl) cyclohexan-1-ol

* Danh muc nay bao gom ca:

- Cac Ester va Ether cila cac chét trong bang nay néu chiing khong xuét hién
trong Bang khac, khi c6 thé ton tai cac chat ester va ether do.

- Mubi cua céac chat ghi trong Bang nay, bao gom ca muoi cua ester, ether va
nhirng dong phan cua cac chat trén, khi cac muoi dé co thé hinh thanh va ton tai.
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Phu luc II
BANG GIOI HAN HAM LUQNG HOAT CHAT GAY NGHIEN
TRONG THUOC THANH PHAM DANG PHOI HQP
(Ban hanh kém theo Théng tur sé 19/2014/TT-BYT ngay 02 théng 6 ndam 2014
ciia Bé trueong Bo Y té)

HAM LUQNG NONG PO HOAT
HOAT CHAT TINH CHAT TINH
,\ £ < THEO DANG BAZO THEO DANG
STT TEN Hgﬁ;{l" I\CI(I;II:‘;EE;HUOC TRS)NG.IZD()'N ~VI OBAZO :TR.ONG
’ SAN PHAM DA SAN PHAM CHUA
CHIA LIEU CHIA LIEU
(Tinh theo mg) (Tinh theo %)
.1 | ACETYLDIHYDROCODEIN | 100 | 25
2 JCOCAINE o1 |
3 JCODEINE 100 25
Khong qua 0,5 mg
Difeqoxin va voi it
nhat 0,025 m
4 | DIFENOXIN Atropin Sulfat tr%;)ng
1 don vi san phﬁm
ol | dachialéw | |
Khong qua 2,5 mg
Difenqulat va voi
it nhat 0,025 m
> | DIPHENOXYLATE Atropin Sulfat tr(;gpg
mot don vi san pham
| dachialiéw | ]
.6 |DIHYDROCODEIN | 100 | 25
7 |ETHYLMORPHIN | 100 | I
8 |NICODICODN | 100 | 25 |
2 JNORCODEIN | 100 23 ]
(10 JPHOLCODIN 100 23 ]
1L [PROPIRAM | o | 25 |
0,2 morphin tinh
12 | MORPHINE theo morphin, base
L aiée
13 | TRAMADOL 37,5
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Phu luc IIT

HOAT CHAT HUONG TAM THAN
(Ban hanh kém theo Théng tur s6 19/2014/TT-BYT ngay 02 théng 6 ndam 2014
ciia Bé trueong Bo Y té)

ephedrine

A < - TEN THONG A
TT TEN QUOC TE DUNG KH AC TEN KHOA HOC

1 |ALLOBARBITAL | | 5,5-diallylbarbituric acid |
8- chloro -1- methy -6- phenyl -

2 | ALPRAZOLAM 4H -s- triazolo [4,3-a] [1,4]
,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, benzodiazepine |
3 | AMFEPRAMONE | Diethylpropion | 2-(diethylamino) propiophenone |
4 |AMINOREX | | 2- amino-5- phenyl- 2-oxazoline
5 |AMOBARBITAL | | S-ethyl-5-isopentylbarbituric acid |
6 |BARBITAL | | 5,5-diethylbarbituric acid |

7 | BENZFETAMINE | Benzphetamine | - 0onAYINo o=
,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, dimethylphenethylamine |

7-bromo-1,3-dihydro-5-(2-pyridyl)-

& |BRoMazepaM || 1 borsodisepin one.
2- bromo-4-(o-chlorophenyl)-9

9 | BROTIZOLAM methyl-6H-thieno(3,2-1)-s-

S O] S triazolo( 4,3- a)(1,4) diazepine
21-cyclopropyl-7-a[(S)-1-
hydroxy-1,2,2-trimethylpropyl]-

10| BUPRENORPHINE 6,yl4—en};10—ethano—6,7,g,§)4—py ]

,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, tetrahydro oripavine

11 |BUTALBITAL | | S-allyl-5-isobutylbarbituric acid |

12 | BUTOBARBITAL | | S-butyl-5- ethylbarbituric acid |
7-chloro-1,3-dihydro-3-

13 | CAMAZEPAM hydroxy-l-methyl-S-phenyl-ZH-

1,4-benzodiazepin-2-one

_________________________________________________________________________ dimethylcarbamate (ester)
7-chloro-2-(methylamino)-5-

14 | CHLODIAZEPOXID phenyl-3H-1,4-benzodiazepine-
,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, 4-oxide ]

15 | CATHINE (+)-norpseudo- | (+)-(R)-a-[(R)-1-

aminoethyl]benzyl alcohol
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TEN QUOC TE

TEN THONG
DUNG KHAC

TEN KHOA HQC

CLOBAZAM

FENCAMFAMIN

7-chloro-1-methyl-5-phenyl-
1H-1,5-benzodiazepin-2,4
(3H,5H) dione

5- (o-chlorophenyl)-1,3-
dihydro-7- nitro- 2H -1,4 -
benzodiazepine-2 -one

7- chloro - 2,3 - dihydro - 2 -
oxo -5-phenyl-1H-1,4-
benzodiazepine -3-carbocilic acid
5-(o-chlorophenyl)-7-ethyl-1,3
dihydro-1 methyl-2H-thieno
[2,3¢]-1,4 -diazepin -2- one

10-chloro-11b-(o-
chlorophenyl)2,3,7,11b-
tetrahydrooxazolo-[3,2-d]
[1,4]benzodiazepin-6(5H) -one

7-chloro-5- (o-chlorophenyl)-
1,3 dihydro-2H-1,4
benzodiazepin-2 - one
7-chloro-1,3-dihydro-1-methyl-
5-phenyl-2H-1,4 benzodiazepin-
2 - one
8-chloro-6-phenyl-4H-s-triazolo
[4,3-0][1,4]benzodiazepin

ethyl -7- chloro -5- (0-
fluorophenyl) -2,3 - dihydro -2 -
oxo -1H-1,4 -benzodiazepine -
3- carboxylate

N- ethyl-3- phenyl-2-
norbornanamine
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TEN QUOC TE

TEN THONG
DUNG KHAC

TEN KHOA HQC

FENPROPOREX

LORAZEPAM

(£) -3- [ (a- methylphenethyl)
 amino] propionitrile |
7-chloro -5- (o-fluorophenyl) -
1,3-dihydro -1- methyl- 2H -

| 1,4-benzodiazepin -2-one |
5-(o-fluorophenyl) -1,3 -
dihydro-1- methyl -7- nitro-2H-

| 1,4 benzodiazepin -2-one |
7-chloro-1-[2-
(diethylamino)ethyl] -5-(o-
fluorophenyl)-1,3-dihydro-2H-
1,4-benzodiazepin -2 - one

7-chloro-1,3- dihydro -5-

phenyl-1-(2,2,2 -trifluoroethyl)-

| 2H:-1,4-benzodiazepin -2 - one _ |
10-bromo-11b -(o-
fluorophenyl)- 2,3,7,11b
tetrahydrooxazolo [3,2-d] [1,4]

 benzodiazepin -6 (SH) -one |
11-chloro -8,12b - (dihydro - 2,8
- dimethyl - 12b - phenyl - 4H -
[1,3] oxazino[3,2-d][1,4]

 benzodiazepin-4,7 (6H)-dione _ |
(+) -2- (2-Clorophenyl)-2-
methylaminocyclohexanone

(-)-N,N-dimethyl-1,2-
diphenylethylamine

6-(o-chlorophenyl)-2,4-dihydro-
2-[(4-methyl-1-piperazinyl)
methylene]
-8-nitro-1H-imidazol[1,2-a]
[1,4] benzodiazepin -1 -one
7-chloro-5-(o-chlorophenyl)-
1,3-dihydro-3-hydroxy-2H-1,4

benzodiazepin -2 - one
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TT

TEN QUOC TE

TEN THONG
DUNG KHAC

TEN KHOA HQC

LORMETAZEPAM

METHYLPHENO-
BARBITAL

OXAZOLAM

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

5-(p-chlorophenyl)- 2,5-dihydro
-3H-imidazo[2,1-a] isoindol-5-o0l

7-chloro-2,3-dihydro-1-methyl-
5-phenyl-1H-1,4 benzodiazepine

N-(3- chloropropyl)- o -
methylphenethylamine

2-methyl-2-propyl - 1,3-
propanediol, dicarbamate

3- (o methylphenethyl)- N-
(phenylcarbamoyl) sydnone imine

Methyl a -phenyl-2-
piperidineacetate

5-ethyl-1-methyl -5-
phenylbarbituric acid

3,3 diethyl-5- methyl-2.4

| piperydine-dione |
8- chloro- -6- (o-fluorophenyl) -
1-methyl-4H-imidazol[1,5-a][1,4]
benzodiazepine

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 benzodiazepin-2-one |
7-chloro- 1,3 dihydro-5- phenyl-
| 2H-1,4 benzodiazepin-2-one __ |
7-chloro- 1,3 dihydro-
3hydroxy-5- phenyl-2H-1,4

benzodiazepin-2-one

 10-chloro--2,3,7,11b- |
tetrahydro-2-methyl-11b-
phenyloxazolo[3,2-d] [1,4]

benzodiazepin-6(5H) -one
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TT

TEN QUOC TE

TEN THONG
DUNG KHAC

TEN KHOA HQC

PENTAZOCIN

ZOLPIDEM

(2R*,6R*,11R*)-1,2,3,4,5,6-
hexahydro-6,11-dimethyl-3-(3-
methyl-2-butenyl)-2,6-methano-
3-benzazocin-8-ol

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

(+)-(2S,35)-3,4-dimethyl-2-
phenylmorpholine

7-chloro-1,3-dihydro-5-phenyl-
1-(2-propynyl)-2H-1,4-
benzodiazepin-2-one

' 7-chloro -1- (cyclopylmethyl) -
1,3 - dihydro -5- phenyl -2H-
1,4-benzodiazepin-2-one

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

7-chloro - 1,3 - dihydro -3-
hydroxy-1 -methyl-5-phenyl -
2H- 1,4-benzodiazepin -2- one

' 7-chloro-5-(1-cyclohexen-1-yl)- |
1,3dihydro-1-methyl-2H-1,4
benzodiazepin -2- one

' 8-chloro-6-(o-chlorophenyl)-1- |
methyl-4H-s-triazolo[4,3-
o][1,4] benzodiazepin |

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

N,N,6- trimethyl-2-p-
tolylimidazol [1,2-a] pyridine-

3- acetamide

* Danh muc nay bao gom cac muoi cua cac chat ghi trong Bang nay, khi cac
muoi do co thé hinh thanh va ton tai.
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Phu luc IV

BANG GIOI HAN HAM LUQNG HOAT CHAT HUONG TAM THAN
TRONG THUOC THANH PHAM DANG PHOI HQP

(Ban hanh kém theo Théng tur s6 19/2014/TT-BYT ngay 02 théng 6 ndam 2014
ciia Bé trueong Bo Y té)

. ; . A . HAM LUONG TOI PA CO
str| TEN CH‘?& }TI}J];?\INCGH&ATM THAN | yRONG MOT PON VI PA
CHIA LIEU
_____ I _|ALLOBARBITAL | 1Omg
2 |ALPRAZOLAM 025mg
_____ 3 |AMOBARBITAL | ~ 10mg
4 |BARBITAL o . lomg
_____ > _|BROMAZEPAM | o mg
_____ 6 |BrROTIZOLAM | . 02mg
_____ 7 _|BUTOBARBITAL | ~ 10mg
_____ 8 |CAMAZEPAM | Smg
_____ 9 |CHLODIAZEPOXID | ~~~~~ Smg
10 |CLOBAZAM smg
11 | CLONAZEPAM ! 05mg
| 12 | CLORAZEPAT | 0mg
13 _|CLOTIAZEPAM smg
| 14 | DIAZEPAM smg
15 |ESTAZOLAM 0Smg
16 |FLUDIAZEPAM | 0Smg
|17 | FLUNITRAZEPAM | 0Smg
|18 |FLURAZEPAM smg
19 |HALAZEPAM | . Smg
20 |KETAZOLAM smg
21 |LOPRAZOLAM | 025mg
| 22 |LORAZEPAM 0Smg
23 |LORMETAZEPAM | 025mg
| 24 |MEPROBAMAT |~ 100mg
| 25 |MEDAZEPAM | Smg
26 | METHYLPHENOBARBITAL 10mg
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. " . A \ HAM LUQNG TOI PA CO
str| TEN CH@& E}J];ONN(?H&A%M THAN | TRONG MOT PON VI A
CHIA LIEU
27 |MIDAZOLAM | smg
| 28 |NITRAZEPAM | ~~ Smg |
29 |NORDRAZEPAM | | 025mg
| 30 |OXAZEPAM | 0mg
31 |PARAZEPAM o\ Smg
| 32 |PENTOBARBITAL | 0mg
|33 |PHENOBARBITAL | ~ 2mg
|34 |SECBUTABARBITAL | 0mg
|35 |TEMAZEPAM |  2mg
| 36 |TETRAZEPAM | ~5Smg
| 37 | VINYLBITAL | 10mg
38 |cLoxazoraM Img |
39 |DELORAZEPAM | 025mg
40 | ETHYLCLOFLAZEPAT | 025mg |
41 |NIMETAZEPAM | 025mg
42 |oxazooaAM o Smg
43 | PINAZEPAM Img
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Phu luc V
TIEN CHAT DUNG LAM THUOC
(Ban hanh kém theo Théng tur s6 19/2014/TT-BYT ngay 02 théng 6 ndam 2014
ciia Bé trueong Bo Y té)

TEN QUOC TE

TEN KHOA HQC

1 | EPHEDRINE

2 | N-ETHYLEPHEDRIN
N-METHYLEPHEDRIN/

3 | METHYLEPHEDRIN/
DL-METHYLEPHEDRIN

8 | N-METHYLPSEUDOEPHEDRIN

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

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

phenyl- propanol

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

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

Ergotaman-3",6”,18"-trione, 12>-
hydroxy-2’-methyl-5’~(phenylmethyl)-(5)

‘Ethyl methyl amino - phenyl - propane -
1-ol

Dimethylamino - phenyl - propane - 1 - ol

* Danh muc nay bao gobm cac muoi cua cac chat ghi trong Bang nay, khi cac

mudi d6 c6 thé hinh thanh va ton tai.
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Phu luc VI
BANG GIOI HAN HAM LUQNG TIEN CHAT TRONG
THUOC THANH PHAM DANG PHOI HQP
(Ban hanh kém theo Théng tur sé 19/2014/TT-BYT ngay 02 théng 6 ndam 2014
ciia Bé trueong Bo Y té)

HAM LUONG NONG PO TOI PA
~ : TOIDACO | 5 TRONG MOT
STT TEN TIEN CHAT TRONG MOT g
s PON VI CHUA
DON VI DA CHIA LIEU
CHIA LIEU
1 | EPHEDRINE 50 mg 1,5%
2 | ERGOMETRINE | | 0125mg |
_____ 3 |N-ETHYLEPHEDRIN |~ 125mg |
4 |N-METHYLEPHEDRIN | 3timg ]
_____ S |ERGOTAMINE |\~ Olmg | ]
6 | PSEUDOEPHEDRINE 120 mg 0,5%
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Phu luc VII
DANH SACH CAC CONG TY CHIU TRACH NHIEM XUAT KHAU,
NHAP KHAU VA CUNG UNG THUOC GAY NGHIEN, THUOC HUONG
TAM THAN, TIEN CHAT DUNG LAM THUOC
(Ban hanh kém theo Théng tur sé 19/2014/TT-BYT ngay 02 théng 6 ndam 2014
cua Bo truong Bo Y té')

STT TEN CONG TY
1 | Congty TNHH mot thanh vién Dugc pham Trung wong 1

5 | Cong ty c6 phan Xuét nhap khau y té thanh phd HO Chi Minh
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Miu sd 14

S& y té tinh, thanh phé: CONG HOA XA HOQI CHU NGHIA VIET NAM
Sé: Doc 1ap - Tu do - Hanh phic

...... Ngay thiang  nam

BAO CAO CONG TAC QUAN LY THUOC GAY NGHIEN HOAC THUOC
HUONG TAM THAN HOAC TIEN CHAT DUNG LAM THUOC

Kinh guri: Cuc Quan ly Dugc - B3 Y té

I. Quan Iy thudc giy nghién, hwéng tim thin (tién chit) trén dia ban:

1. Sb co s6 ban budn thudc gy nghién, hudng tim than (tién chat):

2. Sb co s6 ban 16 thude thanh pham gy nghién, hudng tdm than (tién chat):

3.6 co s y té sir dung thude thanh pham giy nghién, hudng tim than (tién chat):

31 S6 €0 s0 trong nganh y té st dung thudc thanh pham giy nghién, hudng
tam than (tién chat):

32 S €0 s0 ngoai nganh y té st dung thudc thanh pham gay nghién, hudéng
tam than (tién chat):

4. Cong tac quan ly, st dung:

I1. Sir dung, ton kho thudc thanh pham gay nghién, huéng tim thin (tién chat)

Tén thudc, S6 lwong S6 S6

ndng dd, ham Q,uy Do.’n ton kho 50 lwgng | luwgng
STT cach vi - lwgng ., 3
lwong, dang déne o6i tin.h nam nl;ﬁ sw ton
bao che g8 trudc P dung | kho

* S lugng str dung: La s6 luong ban 1é ciia co sé ban 1é va s6 luong st dung
trong cc co so y té trén dia ban.

* S lugng tdn kho: 13 sb lugng tdn kho tai cac co s& ban budn, co s& ban 18,
cosOy té trén dja ban tai thoi diém bao co.

Giam dbc S¢' Y té
(Ky tén, dong dau)



